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06 yrBepxnennu [IpaBun Hagexkameii MPON3BOJCTBEHHOH MpakTHKX EBpasuiickoro
3KOHOMHYECKOI'O COI03a

Pemennie CoBera EBpasuiickoit 3koHOMUYecKoi komuccuu oT 3 Hostopst 2016 roma Ne 77.

B cootBercTBUM co crathsamu 30 u 56 JloroBopa o EBpa3zuiickoM 3KOHOMHYECKOM COIO3€
oT 29 mas 2014 ronma, nynktom 14 mpunoxenuss Ne 12 x JloroBopy o EBpasuiickom
DKOHOMMYECKOM coro3e oT 29 mas 2014 rona, crateein 9 Coryamenus 0 eIuHbIX TPUHIATIAX
U MpaBuUiiax oOpaleHus JIeKapCTBEHHBIX CPEACTB B paMKax EBpazuiickoro s5KOHOMHUYECKOTO
coto3a oT 23 nekadpsa 2014 roga, mynkramu 57 u 82 npunioxxerust Ne 1 k Pernmamenty paboTsl
EBpasuiickoi 3KOHOMHYECKOM KOMHUCCHUM, YTBEpKIEHHOMY Pemenuem Bricuiero
EBpasuiickoro s3xoHoMHuecKoro coera oT 23 nexadps 2014 r. Ne 98, u Pemenuem Briciiero
EBpasmiickoro skoHomuueckoro cosera ot 23 mekadps 2014 r. Ne 108 "O peanmuzaruun
Cornamienusi 0 eIMHBIX MPUHIMIAX W MPaBHIIaX OOpallleHUs JICKAPCTBEHHBIX CPEACTB B
pamkax EBpasumiickoro skoHomuueckoro corsa" Coer EBpa3niicKoM 3KOHOMHYECKOU
KOMUCCHUY PEIIII:

1. YrBepauts npunaraemeie [IpaBuna Hajmnexamed NpoU3BOJCTBEHHOW MPAKTUKH
EBpa3zuiickoro s5KOHOMHU4eCKoro coro3a (naiee - [IpaBuia).

2. Hacrosuiee Penienue Bctynaer B cuily no ucredeHuu 10 xameHaapHbIX THEH C JaThl
BCTyIUIeHUs B cuiny IIpoTokona, moamucanHoro 2 aekadps 2015 roma, o mpucoeuHCHUN
Pecnyonuku Apmenust k CorjiameHui0 O €IUHBIX NPUHIMIAX M MpaBuiax oOpalleHus
JIEKapCTBEHHBIX CPEACTB B paMkax EBpa3uiickoro sKOHOMHYECKOro cOro3a oT 23 nexalps
2014 rona, HO He paHee 4yeM Mo ucTedeHnu 10 KaleHTapHBIX JHEW ¢ JaThl OQUIIHMATBLHOTO
OonyOJINKOBaHUSI HACTOsAIIETO PelleHus, 3a HCKIIOYEHHEM TMOJOXKEHUM YTBEPKIACHHBIX
HacrosimuM Pemennem [lpaBui, kacarommxcs TpeOOBaHUM K MPOU3BOJICTBY BETEPUHAPHBIX
JIEKapCTBEHHBIX CPEJICTB.

[Tonoxenus: IlpaBun, kacarommecss TpeOOBaHUN K MPOU3BOJICTBY BETEPUHAPHBIX
JIEKapCTBEHHBIX CPENICTB, BCTYyNaroT B cuity ¢ | suBaps 2021 r.
Unenst Coera EBpazuiickoil 3KOHOMUYECKONH KOMUCCHUU:

Or Or Or Or Or
Pecny6muxn PecryGmixu Pecmy6muixum Ke1premsckoit Poccuiickoit
Apmerus Benapycs Kazaxcran PecyOimxu ®denepanun
B. I'aGpremm B. MatiomeBckmiic A, Mamua O. IlagxparoB N. Illysanos
YTBEPX/JEHbBI

Pemennem Coseta
EBpa3zuiickoii 53KOHOMUYECKOH KOMUCCUH
ot 3 HostOpst 2016 1. Ne 77



ITPABHUJIA
HaJJIeXKamel Npou3BOACTBEHHOM pakTuku EBpasmiickoro

3KOHOMHMYECKOTO COI03a
BBEJIEHUE

QapmaneBTuyeckas IPOMBILIIEHHOCTh TOCYAapCTB - 4ileHOB EBpasuiickoro
AKOHOMHUYECKOTO Ccoro3a (Jajiee COOTBETCTBEHHO - TrocyaapcTBa-uieHbl, Coro3)
MOJJIEP>KUBAET BHICOKME CTAHJAPThl YIIPABJICHHS Ka4e€CTBOM IPHU pa3paboTKe, MPOU3BOJICTBE
Y KOHTPOJIE JIEKapCTBEHHBIX cpeAcTB. CucTteMa rocyapCTBEHHOW PEruCcTpaly rapaHTHPYET,
YTO BCE JIEKAPCTBEHHBIE CPEJCTBA OLIEHEHBI YIIOJIHOMOUYEHHBIM OpraHOM, YTOOBI 00ECTIEUUTh
UX COOTBETCTBHE COBPEMEHHBIM TPEOOBAHUAM OE€30MAaCHOCTH, KauecTBa U 3(P(HEKTUBHOCTH.
CucreMa JIMIEH3UPOBAHNS IPOU3BOJICTBA TAPAaHTUPYET, YTO BCS MPOAYKIMS, Pa3pEIICHHAS K
IIPUMEHEHUIO Ha TEPPUTOPUSAX TOCYJAPCTB-YWIEHOB, IPOU3BEAECHA TOJIBKO IPOU3BOAUTEISIMH,
KOTOPBIE UMEIOT COOTBETCTBYIOIINE pa3penieHus (JIMLEH3UN) U PETYISIPHO UHCIIEKTUPYIOTCS
YIIOJTHOMOYEHHBIMHA OPTaHaMH C KCMOJIb30BAHUEM IPUHIIMIIOB YIIPABICHUS PUCKAMU IS
kauecTtBa. Pazpemienue (quueH3us) HA MPOU3BOJCTBO SBISETCS 00s3aT€NbHBIM s
NPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TOCYJapCTB-YJIEHOB HE3aBUCUMO OT TOTO,
peanusyercs 3Ta NPOAYKLHs Ha TEPPUTOPHUAX TOCYAAPCTB-WICHOB WIH 34 UX IPEIEIaMH.

CootBeTrcTBUE HacTosIUM [IpaBuiaM yuuTBHIBA€TCS MPU MOJYYEHUH paspelieHuit (
JULEH3UI) Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB, MU HA HEM OCHOBBIBAETCS
MHCIIEKTUPOBAHUE POU3BOAUTENECH JIEKAPCTBEHHBIX CPEICTB.

TpeboBanusa Hactosimux [IpaBui K NPOU3BOACTBY BETEPUHAPHBIX JIEKAPCTBEHHBIX
CPEACTB SIBJIAIOTCA TAKUMH K€, KaK U IPU NPOU3BOJCTBE JIEKAPCTBEHHBIX CPEACTB IJIS
MEIMIIMHCKOTO mpuMmeHeHus. CrneuuanbHble TpeboBaHus Hactosmux IlpaBun s
BETEPUHAPHBIX JIEKAPCTBEHHBIX IPENAapaToB U HMMMYHOOHMOJOTHMYECKUX BETEPHUHAPHBIX
JIEKapCTBEHHBIX IIPENapaToB U3JI0KEHBI B IPUIIOKEHUIX Ne 4 11 5.

Hacrosmume IlpaBuia mpencrasieHsl 3 4acTsIMH U pAAOM NpuiiokeHud. Yacte |
COJIEP>KUT IPUHIIUIBL, IPUMEHUMBIE IIPU IIPOU3BOJICTBE JIEKAPCTBEHHBIX Ipenaparos. YacTp
I oxBaThIBa€T NPUHLIMIIBI, TIPUMEHUMBIE MIPU MPOU3BOJICTBE AKTUBHBIX (PApMalleBTUUECKUX
cyOCTaHIIMN, MCTOJBb3yEeMbIX B KadecTBEe HMCXOMHbIX MarepuanoB. Yacte III comepxkur
paszenbl, B KOTOPBIX pa3bsICHAIOTCA TpeOOBaHUS YHOJIHOMOYEHHBIX OpraHoB
roCyJIapCTB-4JICHOB, CBSA3aHHbBIC C MPABUIIAMU HAJJIEKAIIETO IPOU3BOJICTBA JICKAPCTBEHHBIX
CPEICTB.

B rnase 1 yactu | HacTosmumx IlpaBun B oOmux yeprax uznaraercs QpyHIaMEeHTAIbHAS
KOHLEIIUS YIIPaBJICHUS Ka4eCTBOM IIPU IIPOM3BOJICTBE JIEKAPCTBEHHBIX ITpenaparoB. Kaxnas
U3 CIEAYIOIIMX TJIaB COAEPKUT MPUHIIUI, ONKCHIBAIOIINN B OOIIMX YepTax LEJId yIPABICHHUS
KaueCcTBOM B paMKax 3TOW IJIaBbl, U MOSICHEHUS, KOTOpPbIE 00ECHEYUBAIOT JOCTATOYHYIO
JEeTaIU3aIUI0, YTOOBI MPOU3BOIUTENN IOHUMAIIM OCHOBHBIE BOIIPOCHI, KOTOPbIE HEOOXOUMO
YYUTBIBATh [IPU PEATU3ALMH 3TOTO IPUHIMIIA.



B nacrosmux IlpaBunax wusnaraercs AeTajbHas HHPoOpManus O NPUHLHIAX
HaJJIeXKAalllero MpPOU3BOJICTBA B OTHOIIEHUM AKTUBHBIX (apMaleBTHUUECKUX CyOCTaHUUU,
HCIIOJIB3YEMBIX B Ka4eCTBE MCXOJHBIX MaTepuanoB. YacTs Il Obia pazpaboTana Ha OCHOBE
pykxoBojactBa ICH, uznannoro kak nokymeHnt ICH Q7A st akTUBHBIX (papMalieBTUYECKUX
cyOCTaHIMU. DTa 4YacTh pacHpoCTpaHSAETCs KaK Ha JIEKAPCTBEHHBIE CPEACTBA A
MEIULMHCKOIO IPUMEHEHUS, TaK U Ha BETEPUHAPHBIE JICKAPCTBEHHBIE CPELICTBA.

B nmononHeHne K OCHOBHOMY COJIEPKaHMIO, U3JIOKEHHOMY B yacTax I u II, HacTosmue
[IpaBuiia BKIIIOUAIOT B ceOs psiji MPUIIOKEHNH, 00ECIIEUNBAIOIIUX JETAIN3AINI0 B OTHOLIECHUH
OTAECIBHBIX BHUIOB JEATEIBHOCTU. IS HEKOTOPBIX NPOU3BOACTBEHHBIX IIPOILIECCOB
pa3auyHbIe MPUIOKEHUS OyAyT NMPUMEHSATHCA OJHOBPEMEHHO (HAampuMep, MPHIIOKECHHUS,
pErIaMEHTHUPYIOIIKNE MPOU3BOJCTBO CTEPUIIBHBIX JIEKAPCTBEHHBIX CPEACTB U MPOU3BOACTBO
pannodapMaleBTUYECKUX JIEKAPCTBEHHBIX CPEJICTB U (MJIH) OMOIOTUYECKUX JIEKAPCTBEHHBIX
CpEICTB).

Yacts III comepkut pasnensl, CBA3aHHBIE C NIPABUJIAMH HAJIEKAIIETO MTPOU3BOJICTBA,
KOTOpbIE HE SBIAIOTCS NOAPOOHBIMU pyKoBoAsAmMMHU npuHnunamu. Lleas wactu I -
Pa3bACHUTH TPEOOBAHMS PETYJISATOPHBIX OPTraHOB, €€ CIENYET PaCCMaTPUBATh KaK UCTOYHHUK
uH(pOpMaIMi B OTHOILIEHWU HAWIYYIIMX COBPEMEHHBIX METOAOB. OTIENBHO B KaXJIOM
pazzesie ONMCcaHbl JETaNH, KaCaroUIUEC €ro MPUMEHUMOCTH.

[Tocne nmpunoxeHU K OCHOBHBIM 4YacTsM [IpaBui mpuBeneH CilOBapb TEPMUHOB,
UCIIOJIB3YEMBIX B HacTosAmux IIpasuiax.

Hacrosmue IIpaBuia He pacrpoCTpaHAIOTCS Ha BOIPOCH! OXpaHbl TpyJa IEpCcoHaa,
3aHATOTO B MPOU3BOJCTBE. DTU BOIPOCHI MOT'YT OBITh Ba)KHBIMH IPU IPOU3BOJCTBE TAKUX
JIEKAPCTBEHHBIX CPENCTB, KaK BHICOKOAKTHUBHBIE, OMOJIOTMYECKHE U PaJHOaKTUBHbIE. OHU
PEryJIMpyOTCs 3aKOHOIATEIbCTBOM IOCYAapCTB-YICHOB.

Hacrosuumu [IpaBunamu npenycMaTpuBaeTcs, YTo JepKaTelb pa3perieHus (JINLEeH3UN)
Ha MPOU3BOJCTBO CHUCTEMATHYECKH BKIIOYAeT TPeOOBaHUSI PETUCTPALMOHHOTO J0ChE
JIEKapCTBEHHOI'0 TIperapara B OTHOIICHUU O€30MacHOCTH, KadecTBa U 3PHEKTUBHOCTH
IIPOAYKLIHMMU BO BCE MEPOIPHUATHSA II0 MPOU3BOJACTBY, KOHTPOJIIO M BBIIIYCKY NPOAYKIIUU B
peanu3anuio.

B TeyeHne MHOrMX JIET MPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB NPOBOIAUTCS B
COOTBETCTBUHU C PYKOBOIAIIMMH NPUHIMUIIAMU IIPABUJI HAJJIEKAILIEr0 IPOU3BOJACTBA U HE
perynupyetcsa ctangapramu CEN/ISO. B nacrosmux IIpasunax crannaptel CEN/ISO 6butn
YYTEHBI, HO TEPMUHOJIOTHS 3TUX CTAHAAPTOB HE IIPUMEHATIACH.

MoryT cyniecTBoBaTh MHBIE NMPUEMIIEMBIE METOJbI, OTIMYHBIE OT ONHUCAHHBIX B
HacTosiux IIpaBmiax, ¢ MOMOIIBIO KOTOPBIX MOKHO COOJIOCTH MPUHLIUIBI YIPaBICHUS
kauecTBoM. Hactosmue [IpaBuna He HampaBiieHbl Ha OIpaHUYEHHE PA3BUTHUS KaKUX-JINOO
HOBBIX KOHIIENIMI MM HOBBIX TEXHOJIOI'HI, KOTOpPbIE TPOLUIM BaIUAALMIO U 00ECIEYNBAOT
YPOBEHb YIIPABJIICHUsS KayeCTBOM, II0 MEHBIIEW Mepe SKBUBAJICHTHBIN YCTaHOBICHHOMY
HacrosmumH [IpaBunamu.



Hacrosimue [lpaBuna OyayT peryisipHO MepecMaTpPUBATBCA C IEIbI0 OTPaXKEHUs
HETMPEPHIBHOTO COBEPIIICHCTBOBAHUS MPAKTUKHU B 00JIaCTU Ka4ECTBA.

I. OcHOBHEBIE TpeOOBaHHA
I'maBa 1. dapmaneBTHIeCKas CHCTEMa Ka9eCTBA
IIpuAmun

[TpousBoaUTENb TOJKEH MPOU3BOIUTH JIEKAPCTBEHHBIE CPEJICTBA TAKMM 00pa30M, YTOOBI
rapaHTUpPOBATh UX COOTBETCTBHME CBOEMY Ha3HAUCHMIO, TPEOOBAHUSIM PETUCTPAITUOHHOTO
I0Che U (WIM) MPOTOKOJY KIMHUYECKOTO HMCCIEOBAaHUA W MUHUMU3UPOBATH PUCK IS
MalUEeHTOB, CBSI3aHHBIM ¢ 0€30MAaCHOCTHIO, KAa4eCTBOM U d(PGHEKTUBHOCTHIO JIEKAPCTBEHHBIX
cpeacTB. OTBETCTBEHHOCTh 32 BBIINOJHEHHUE 3TUX TPEOOBAHUI HECET BBICIIEE PYKOBOJCTBO,
UX BBITIOJIHEHHE TPEOYET y4acTHsi 1 OTBETCTBEHHOCTH MEPCOHANA PA3IMYHBIX MMOPA3ACIICHUN
MPEANPUATHSI-TTPOU3BOAUTEIIS] HA BCEX €0 YPOBHSX, a TAK)KE IMOCTABIIMKOB U OPraHU3alun
OMTOBOW TOPTOBIM. {151 MOCTHUKEHUS ATOM 1IeNN CO3JAETCSl BCECTOPOHHE pa3pabOTaHHAs U
MpaBWIbHO (QYHKIIMOHUPYIOIIas (papmareBTHUecKas CUCTEMa KauecTBa, BKIIIOYaroiiasi B ceOs
HaJIJIeXkKaIYyI0 NPOU3BOJICTBEHHYIO MPAKTUKY U YIPABJICHUE PUCKAMH [Ji1 KayecTBa. JTa
cucTeMa JOoJKHa OBITh oOQopMmieHa JOKyMEHTalbHO, a €€ 3(P(PEeKTUBHOCTH -
MIPOKOHTPONMPOBaHa. Bee ameMeHTsl (hapMalieBTUIeCKOl CUCTEMBI Ka4eCTBa JIOJKHBI OBITh
YKOMILIEKTOBAHbI KBaIU(UIIMPOBAHHBIM TE€PCOHANIOM, OO0ECIeUeHbl HEOOXOJIUMBIMH U
HaJIJIeKAIUMH TOMENICHUsMH, 000PYIOBaHUEM U TEXHUYECKUMU CpeAcTBaMu. Jlepkareinb
paspenieHus (JUIEH3UMU) Ha MPOU3BOJICTBO JEKAPCTBEHHBIX CPEACTB U YIOJIHOMOYEHHOE
auno (Juiia) HEeCyT OTBETCTBEHHOCTh B COOTBETCTBUUM C 3aKOHOJATEIbLCTBOM
rocyJapCTB-4ICHOB 3a (yHKIIMOHUPOBAHKE (PapMaIleBTUIECKON CUCTEMbI KauecTBa.

OCHOBHBIE TIPUHIHUINBI YIPABICHUS KAYECTBOM, HAIJIEXkKAIIEH MPOU3BOACTBEHHOMU
MPAKTUKU U YNOPaBICHHUS PUCKAMM JUIsl KauecTBa B3auMMOCBsi3aHbl. OHM ONUCAHBI HUXKE,
YTOOBI MOJYEPKHYTh UX B3aUMOCBSI3b M MEPBOCTENICHHOE 3HAYEHUE JI MPOU3BOJICTBA U
KOHTPOJIS JIEKAPCTBEHHBIX MPENapaToB.

@apManeBTmecxaa CHACTCMA Ka4CCTBa

1.1. YopaBneHue ka4eCTBOM - BCEOOBEMITIONIEE TOHSTHE, OXBATHIBAIOIIEE BCE BOMPOCHI,
KOTOpBIC B OT/ICJIbHOCTU WJIM B IIEJIOM BJIUSAIOT HA Ka4€CTBO MPOAYKIUH. ITO COBOKYITHOCTh
OpraHU3alMOHHBIX MEp, MPEANPUHUMAEMBIX B IEIX 00€CeUeHUs: COOTBETCTBUS KayecTBa
JIEKaPCTBEHHBIX CPEJCTB WX MpeJIHA3HAYCHUIO. YTIpaBJICHHE KaueCTBOM BKIIIOYAET B ceOs
HaJJICKAIIYI0 TPOU3BOJICTBEHHYIO MTPAKTHKY.

1.2. TIpaBuita HajJIEKAIIETO MPOU3BOJICTBA M KOHTPOJISI KaueCTBAa MIPUMEHSIOTCS KO BCEM
CTaJUsAM >KMU3HEHHOTO ITMKJIA MPOJAYKTOB: MPOU3BOJICTBY JEKAPCTBEHHBIX MPENapaToB IS
KJIIMHUYECKUX HCCIIEI0BAaHUM, MEPEHOCY TEXHOJIOTUHU, MPOMBIILIEHHOMY MPOU3BOACTBY,
IIPEKpaIIeHUI0 MPOU3BOJICTBA JIEKAPCTBEHHBIX cpeAcTB. OnHaKo (papmarieBTHUeCKas cucTeMa



KaueCcTBa MOXET PACIPOCTPAHATHCS U HA TAKYIO CTAJUIO )KM3HEHHOTO IIUKIIA MPOIYKTOB, KaK
(dbapmarieBTHUECKas pazpaboTka. I1o onucano B yactu III Hactosuux [IpaBun B paznene "
dapmalneBTUUECKasi CHUCTEMa KadecTBa', KOTOPBIM, HECMOTPS Ha TO, 4YTO SIBISETCS
pPEKOMEHIaTENbHBIM, JOJKEH CIIOCOOCTBOBATh MHHOBALIMSIM U MIOCTOSIHHOMY YIIYYIICHHIO, a
TaKXe YIPOUHEHUIO CBSI3M MEXKIY (papmaneBTUYECKOU pa3pabOTKONW M MPOU3BOJACTBEHHOM
nesarenbHocThIo. Pazaen "®dapmaneBTHueckas cUCTEMa KayecTBa' MOXKET MCIOJIb30BAThCS,
YTOOBI TOMOJHUTh COJIEPKAHUE HACTOALLEH TJIaBbI.

1.3. IIpu pa3paboTke HOBOM (hapMaleBTUUECKONW CUCTEMbI KaueCTBa WU MPU U3MEHEHHUH
CYLIECTBYIOLIEH CHUCTEMBbl HEOOXOJMMO YUYHUTHIBATH OOBEM U CIOKHOCTH JI€ATEIbHOCTH
opranuzanuu. B cTpykTypy hapmareBTU4ecKoi CUCTEMBI KAYeCTBA JIOJKHBI OBITh BKIIOYCHBI
COOTBETCTBYIOIINE TMPUHIMIBI yIOPaBICHUS PUCKAMHU C HCIOJIb30BAHUEM MOIXOAIINX
MHCTPYMEHTOB. B TO Bpems Kkak HEKOTOpbIe acTeKThl (hapMareBTHUECKONH CUCTEMbl KauyecTBa
MOTYT NPUMEHSATHCS K NEATEIBHOCTH BCEW OpraHu3allid B LE€JIOM, a HWHBIE - TOJBKO K
ONpEJEIEHHBIM  MPOU3BOACTBEHHBIM  ydacTKaMm, 3(Q(PEKTUBHOCTb  BHEAPEHHS
(dbapMalneBTUUYECKON CHUCTEMBl KadyecTBa OOBIYHO JEMOHCTPUPYETCS Ha YpOBHE
ITPOU3BOJICTBEHHOM IJIOIIAIKH.

1.4. ®apmaneBTHUECKasi CHCTEMa KadecTBa, NMpEeJHAa3HAuYEeHHas JIsl MPOW3BOJICTBA
JIEKapCTBEHHBIX CPEJICTB, IOJKHA TAPAHTUPOBATH, UTO:

1) BBIMYCK MPOAYKIIMUA OOECIEYUBACTCS MOCPEACTBOM Pa3pabOTKH, MIAHUPOBAHWS,
BHEJIPEHHS, TIOJJIEPKAHNS U HEMPEPHIBHOI'O YCOBEPIICHCTBOBAHUS CUCTEMBI, KOTOpas aeT
BO3MOHOCTb IIOCTOSIHHO IOCTABJIATH NMPOAYKIIMIO C COOTBETCTBYIOLIMMHM ITOKA3aTEISIMU
KauecTBa;

11) yIpaBJjeHUE 3HAaHUSAMH O MPOIYKIHH U MPOLECCE €€ MPOU3BOACTBA OCYIIECTBIISIETCS
Ha MPOTSKEHUU BCEX CTAINM )KM3HEHHOTO ITUKJIa TPOAYKIUU;

111) JIEKAPCTBEHHBIE CPEJCTBa pa3paldaThIBAIOTCS U COBEPIICHCTBYIOTCS C YYE€TOM
TpeboBanmii Hactosuwmx [IpaBu;

1V) omepaluu 1mo Npou3BOACTBY U KOHTPOJIIO TOYHO ONPEAENICHbl U COOTBETCTBYIOT
TpeboBaHusM Hactoamux [Ipasu;

V) OTBETCTBEHHOCTH U 00S3aHHOCTH PYKOBOJUTEINEH YETKO OIpe/IeNICHbI;

Vi) OPUHATBl MEpbI 1 MPOU3BOJCTBA, MOCTABKH M HUCIOJIb30BAHUS HCXOIHBIX
MaTepHUaIoB, COOTBETCTBYIOIIUX YCTAHOBJICHHBIM TPEeOOBAaHUSM, a TakkKe Jid BhIOOpa U
KOHTPOJISI MOCTaBUIMKOB M JUISI NPOBEPKU TOTO, YTO Ka)KJIas IOCTAaBKAa IOJy4YeHA OT
YTBEPKIECHHBIX OCTABUIMKOB (YTBEPKICHHOW LIETH TOCTABKH);

Vil) BHEJPEHBI MPOIECCHI, 00eCTICUNBAIOIINE YIIPABICHUE AEATeIbHOCTHIO, TIepeIaBacMOi
JPYroi OpraHu3aliy 1Js BEIIOJHEHU (2yTCOPCUHTOBOM JESATENBHOCTHIO);

Vill) YCTaHOBJICHO M TMOJAEPKUBAETCS KOHTPOJIMPYEMOE COCTOSIHUE MOCPEICTBOM
pa3pabOTKU M HCHOJIb30BaHHUS S(H(PEKTUBHOTO MOHUTOPHHTA M CHUCTEM KOHTPOJS B
OTHOILIEHUH MPOBEACHUS MPOLIECCa U KAUeCTBA IPOTYKIINH;



1X) pe3yabTaThl MOHUTOPUHTA MPOIECCOB M KAa4eCTBAa MPOIYKIIMH MPUHUMAIOTCS BO
BHUMAaHUE MpPU BBIMYCKE CEPUM, MPU PACCICAOBAHUU OTKIOHCHUW U U1 TPUHSITHUS
MPEAYNPEKIAMMUX Mep BO M30€KaHHE MOTCHIIMATHHBIX OTKIOHEHUM, KOTOPHIE MOTYT
POU30UTH B OyAyILIEM;

X) MPOBOAATCS HEOOXOAUMBIM KOHTPOJIb MPOMEXKYTOUHON MPOIYKIIUU, JTFOOOU Ipyroit
KOHTPOJIb B IIPOLiecce MPOU3BOACTBA, U OCYIIECTBIIAECTCS BAJIUIAINS;

X1) OKa3bIBa€TCsl COACHUCTBUE MOCTOSIHHOMY YJIYYIIEHUIO MOCPEICTBOM BHEIPEHUS
YCOBEpUIEHCTBOBAaHUM, OCHOBAHHBIX Ha aKTyaJbHbBIX 3HAHMSX MPOLECCA U MPOAYKIINH;

Xi1) MPUHSATHI MEPHI JJI MEPCIEKTUBHON OLICHKH 3aIJIAHMPOBAHHBIX U3MEHEHUHN U UX
YTBEPKJICHUS JI0 BHEAPEHUS C YYETOM HEOOXOJMMOCTH BBIMOJHHUTH YBEIOMIICHUE
YIIOJTHOMOUYEHHBIX OPraHOB UJIM COTJIACOBAaTh U3BMEHEHHUS C HUMU, €CJIM 3TO TpeOyeTcs;

Xiil) IPOBOJIUTCS OICHKA JIFOOBIX PEATM30BAHHBIX U3MCHEHHUM ITOCJIC UX BHEJAPSHUS IS
MOATBEPKIEHUS TOTO, YTO 1eb U3MEHEHUN Oblja IOCTUTHYTa M YTO 3TO HE OTPA3HIIOCh HA
KauyeCcTBE MPOAYKIIMU HETaTUBHO;

X1V) BO BpeMsl paccliieJoBaHus OTKJIOHEHUH, MpenoyiaraeMbiX 1e(eKTOB MPOAYKIIUU U
IpYrux mpoOjeM AO0JKEH MPUMEHSIThCS COOTBETCTBYIOIIMI ypPOBEHb aHalM3a OCHOBHBIX
MPUYMH JaHHBIX HECOOTBETCTBHUH, KOTOPHIH MOXKET OBITH OMpPEIENICH C HCIOJb30BAHUEM
MIPUHIIMIIOB YIIPaBJICHUS PUCKaMH sl KadyecTBa. B ciydasx, Korja MCTUHHAs OCHOBHAas
npuunHa (MPUYUHBI) HECOOTBETCTBUS HE MOXKET OBITh YCTAaHOBJIEHA, CIEIyeT
UACHTU(PUIMPOBATh HAaUOOJIEe BEPOSITHYIO MPUUKHY. B ciydasx, Korja B KauecTBe MPUUUHBI
MO/I03peBACTCS WU HACHTU(PHUITUPOBaHA OMMOKa MePCOHAA, 3TO JTOJDKHO OBITh JIOKa3aHO C
0Cc000# THIATENILHOCTHIO, YTOOBI TAPAHTUPOBATH, YTO HE OBUIM MPOMYIIEHBI CYIIECTBYIONIUE
MPOLECCHBIE, MPOLEAYPHbIE WIM CHUCTEMHbIC OIMMOKM uiu mpobsemsl. [lo pesynbratam
pacciieIoBaHHsl JOJDKHBI OBITh OMNPENENIeHbl HW MPEANPUHSTHI COOTBETCTBYIOIINE
KOppPEKTUpYIOIKE U (WIK) npeaynpexxaaomue 1encteus. IPpPeKTuBHOCTh TaKUX JEHCTBUN
JI0JIKHA OBITH TIPOBEPEHA U OIICHEHA B COOTBETCTBHH C MPHUHITUIIAMHU YTIPABJICHHS PUCKAMU
JUTSl KaueCTBa,;

XV) JIEKapCTBEHHBIE TpenapaThl HE OyAYT BBINYUIEHBI B OOpallleHue 10 TOTo, Kak
YIOJHOMOYEHHOE JIUIIO HE YJIOCTOBEPUT, YTO KaXKJIask Cepys MPOIYKIMU Oblja IPOU3BeAeHa U
MPOKOHTPOJIMPOBAHA B COOTBETCTBUU C TPEOOBAHUSMHU PETUCTPALMOHHOTO J0Che U
HacTosimux [TpaBun;

XVi) MPEANpUHATBl JOCTATOYHBIE MEPBI, 00ECTIEUMBAIOIINE MOEepKaHUE KauecTBa
JIEKapCTBEHHBIX MpPENapaToB B TEUYEHHUE BCEro CpPOKa TOJHOCTH NPU UX XPAHEHUH U
MocyeAyoIIeM o0pallleHuH;

XVil) EIMeeTcs TpoIleaypa MPOBEACHNUS CAMOMHCIICKIIMM W (MJIM) ayJauTa KauyecTBa, B
COOTBETCTBUU C KOTOPOHMl PEryJISIpHO OLIEHUBAIOTCS A()PEKTUBHOCTH W MPUTOJHOCTH
(hapmareBTHYECKON CUCTEMBI KQ4eCTBA.

1.5. Briciiee pyKOBOACTBO HECET OCHOBHYIO OTBETCTBEHHOCTH 3a Hanuue 3 HEeKTUBHON
(hapMaIleBTUUECKON CUCTEMBbI KQ4eCTBa, 32 TO, YTO UMEIOTCSI HEOOXOIUMBIE PECYPCHI U UTO



00s13aHHOCTU, OTBETCTBEHHOCTh W TOJTHOMOYHUS OMPENENEHbI, JOBEJCHBI 10 CBEICHUS U
BBIMOJIHSIOTCS, PEATU3YIOTCSA BO BCEX MOAPA3ACICHUAX Npeanpusitus. BaxkHa nuaupyromias
pPOJIb BBICIIETO PYKOBOJCTBAa M €r0 aKTUBHOE ydyacThe B (hapMareBTUUYECKON CHUCTEeME
KauecTBa. JTO JOJDKHO rapaHTUPOBATh MOJJIEPKKY (hapMalieBTUUECKOW CUCTEMBI KaueCcTBa U
3aMHTEPECOBAHHOCTH MEPCOHANIA HA BCEX YPOBHSX U B MOJPA3ACICHUSIX NPEATPUSATHS.

1.6. JloMKHBI MPOBOAUTHCSA MepUOAUUYECKHE 0030pbl (YHKIIMOHUPOBAHUS
(dhapmaleBTUYECKOM CHUCTEMBbI KadeCTBAa C BOBJIEUEHHEM B H3TOT MPOIECC BBICIIETO
PYKOBOJICTBA, YTOOBI OMPEACIUTh BOBMOXKHOCTH JIJISl IIOCTOSIHHOTO YJYYIIEHUS TPOTYKIIUH,
MPOLIECCOB U CAMOU CUCTEMBI.

1.7. ®apmanieBTHYECKasi CUCTEMa KadecTBa JIOJDKHA OBITH ompejieneHa u ohopmieHa
JTOKYMEHTAIbHO. J{0JDKHO OBITh B HAJIMYMHU PYKOBOJCTBO IO KAa4YE€CTBY WJIM SKBUBAJICHTHBIN
€My JOKYMEHT, KOTOPBIM JOJKEH COJAEPKATh OMUCAHUE CUCTEMBI YIIPABJIEHUS KAYE€CTBOM,
BKJIFOYAsi OTBETCTBEHHOCTh PYKOBOJCTBA.

Hajexamas npon3BOACTBEHHAS IIPAKTHKA

1.8. Haanexxaimasi mpou3BOJACTBEHHAs MPAKTUKA SBJISICTCS TOM 4YaCThbIO YIPABICHUS
Ka4eCTBOM, KOTOpas TapaHTHPYET, YTO NPOAYKIHS TOCTOSHHO TMPOU3BOJIUTCS U
KOHTPOJIUPYETCS TIO CTaHAapTaM KayecTBa, COOTBETCTBYIOIIUM €€ Ha3HAYeHHIO, a TAK)KE B
COOTBETCTBHUU C TPEOOBAHHMSAMU PETHCTPAIMOHHOTO J0ChE, MPOTOKOJA KIWMHHYECKUX
MCCJIEIOBAHNN U CTIeM(DHUKAIIMN HA 3TY MPOTYKIIUIO.

Hannexarias mpon3BOACTBEHHAS MPAaKTHUKA CBSI3aHA KaK C IPOM3BOJICTBOM, TaK U C
KOHTpoJieM kadecTBa. OCHOBHBIC TpeOOBaHUS HAAJICKAIIECH MPOU3BOICTBEHHON TTPAKTUKH:

1) BCe NPOU3BOJACTBEHHBIE TMPOILECCHl OMPEACIAIOTCS, CHUCTEMAaTUYECKH
MepeCMaTPUBAIOTCA C YYE€TOM HAKOIUICHHOTO ONBITa W IOJATBEPKIAIOT CIIOCOOHOCTH
MOCTOSTHHO MPOU3BOJINTH JIEKAPCTBEHHBIE MperapaThl TpeOyeMOoro KauecTBa B COOTBETCTBUU
co cnenuduKanusIMu;

11) KpUTHUYECKUE CTATUU MPOU3BOJICTBEHHOTO TMPOIECCa U CYIIECTBEHHbBIE U3MEHEHUS
MPOLIECCA NOJIKHBI IPOUTHU BATUIALIUIO;
111) TOJKHBI OBITH 0OEcTIeueHbl BCce HEOOXOIUMBIE YCIIOBUS JJIs1 BHIIOTHEHUS TPeOOBaHUM
HacTosiux [IpaBui, BkiItoYas HaIu4ue:
Ha/UIekKaluM o00pa3oM OOYYEHHOTO IMEpCcCOoHala, MMEIOIIEr0 HEO0O0XOAUMYIO
KBaTM(UKAITHIO;
COOTBETCTBYIOIIMX MTOMEIICHUIN U TUIOLIAIEH;
COOTBETCTBYIOIIMUX 000PYI0BaHUS U OOCTY>KUBAHUS;
COOTBETCTBYIOIINX MaTEPHAIIOB, KOHTEHHEPOB U ATHKETOK;

YTBEPKJICHHBIX MPOLEAYP U WHCTPYKIIMH B COOTBETCTBUU C (papmaiieBTUUECKOU
CUCTEMOM KauecCTBa;

COOTBETCTBYIOIINX yCIOBUN XPaHCHUS U TPAHCTIOPTUPOBAHMUS;



1V) MHCTPYKUUU U IPOLEAYPHl JOKHBI OBITh U3JI0’KEHBI B MUCHbMEHHOU (popMe SICHO U
HEJIBYCMBICIIEHHO, OHHM JOJIKHBI OBbITh KOHKPETHO NMPUMEHHMBI K UMEIOIIUMCS B HAJIUYUU
CpelCTBaM;

V) Ipoleaypbl JOJDKHBI TOYHO COOIONATHCSA, U MEPCOHAN JOJDKEH ObITh 00yyeH
MPaBUIBHOMY UX BBIIIOJIHEHUIO;

vil) B mpoliecce NpOU3BOACTBA CIIELYET COCTABIATh 3alMCH (PYKOIMCHBIM CIIOCOOOM U (
UIM) C TPUMEHEHUEM TEXHUYECKUX CPEICTB), IOKYMEHTAJIBHO MOATBEPKIAAOIINE
(dakTHuecKoe NMPOBEJCHUE 3TANOB, MPEAYCMOTPEHHBIX YCTAHOBJIEHHBIMM METOJMKAMHU U
MHCTPYKIHUSIMH, a TaKXe TO, YTO KOJIMYECTBO M KAaue€CTBO MPOIYKIHMH COOTBETCTBYIOT
YCTaHOBJICHHBIM HOpPMaM;

viil) JII0Obl€ CYIIECTBEHHBIE OTKJIOHEHHUS JOJKHBI OBITh MOJHOCTHIO O(OPMIIECHBI
JOKYMEHTAJbHO M pAcCIEJOBaHbl C LEIbI0 OINpENEIICHUS NPUYMHBI OTKJIOHEHUS U
OCYILIECTBIIECHUS COOTBETCTBYIOLIUX KOPPEKTUPYIOIINX U MPEAYIPEXKAAOIINX IEHCTBUH;

1X) B MOHATHON M TOCTyNHON (pOpME COXpaHSAIOTCA 3alKMCH, OTHOCSALIMECS K cepHH (
HampuMmep, B JOChE Ha CEpPHUI0), BKIIOYAs JOKYMEHTALMI MO pealn3aluu, KOTOpbIe
MO3BOJISIOT MIPOCIEAUTH MOJIHYIO UCTOPUIO CEPUU;

X) IIPU ONTOBOM pean3aluy NpOAYKLIHUH HEOOXOJUMO CBECTH K MUHUMYMY PUCKH IS €€
KauecTBa U YUUTHIBATh MPABUIIA HAJUJIEKAILEH TUCTPUOBIOTOPCKON MPAKTUKH, YTBEPKIAEMbIe
EBpa3zuniickoii 3KOHOMHYECKOW KOMHUCCHUEN;

X1) JOJKHA OBITh B HAJIMYUU CUCTEMA OT3bIBA JIFOOOM cepuy MPOAYKLUNHU U3 MPOJAKH WUIH
MTOCTaBKH;

Xi1) JOJDKHBI paccMaTpPUBATBCA MPETEH3UU HaA IOCTABJICHHYIO MNPOIYKIIUIO,
paccinenoBaTbCsl MPUYMHBI JA€(PEKTOB U NPUHUMATHCS COOTBETCTBYIOIIME MEpPHI KaK B
OTHOIIEHUHM HEI00POKAYECTBEHHON MPOAYKIMWHU, TaK U JJIS MPEeAOTBpAIlCHHs MOJO0OHbBIX
CIIy4aeB.

KonTpois kagecTBa

1.9. KonTposb KauecTBa SABISETCS YACTHIO HAJJIEKAIIECH MPOU3BOJICTBEHHON MPAKTUKH,
CBSI3aHHOU C OTOOpOM MpoO, cnenuuKanusIMyd U MPOBEICHUEM HWCIBITAHUNA, a TaKXKe C
npoleaypaMu OpraHu3allud, AOKYMEHTHPOBAHUS W BbIAA4YM pa3pelleHuss Ha BBHIMYCK,
rapaHTUPYIONTUMHA, YTO (PAKTHIECKH MPOBEICHBI BCE HEOOXOAMMBIC HCIBITAHUS W UYTO
MaTepuaabl He OyIyT pa3peuieHbl I MCIOJb30BaHUs, a TOTOBasl MPOIYKIHS HE Oyner
JOTyIIEHA K peau3aiii Wik MOCTaBKe J0 TeX MOp, MOKa WX Ka4yeCcTBO HE OyaeT MpU3HAHO
YAOBIIETBOPUTEILHBIM.

OcHoBHBIC TpeOOBaHUS K KOHTPOJIIO Ka4eCTBa:

1) JTOJDKHBI OBITH B HAJWYWU COOTBETCTBYIOIIME TMOMEIICHUS W 00OpYyJI0BaHUE,
0OyYCHHBIN TTEPCOHAJ U YTBEPIKIACHHBIC METOAUKHU JUTsI 0TOOpa MPO0, KOHTPOJIS ¥ UCTIBITAHUN



MCXOJTHBIX MAaTE€pUajIoB, MPOMEXYTOUHOU, Hepac(hacOBaHHON U TOTOBOM MPOIYKIIMH, a TAKXKE
(mpu HEOOXOAMMOCTH) JJIi MOHMTOPHMHIA YCJIOBUN MPOU3BOJCTBEHHOW Cpelbl B LEJISIX
BBITIOJIHEHUS TpeboBaHMi HacTosnux [IpaBu;

11) mpoBeieHre 0TOOpa MPOO UCXOMHBIX U YIAKOBOYHBIX MATEPUAJIOB, TPOMEKYTOUHOMH,
HepacpacoBaHHOMW M TOTOBOUM MPOAYKIIMH HAa3HAYCHHBIM IMEPCOHAIIOM B COOTBETCTBUU C
YTBEPKJIEHHBIMU METOJIMKAMU;

111) METO/IbI UICIIBITAHUM JOJKHBI TPOUTH BaTUIAIUIO;

1V) TIOJKHBI OBITh COCTaBJIEHBI 3aMMCH (PYKOIMCHBIM CIIOCOOOM U (MJIH) C MPUMEHEHHUEM
TEXHUYECKUX CPEJICTB), JTOKYMEHTAJbHO TMOATBEPKAAIOIINE, YTO BCE HEOOXOIUMBbIC
MEpOTNPUATHUS TI0 OTOOpPY MPOO, KOHTPOIIO M METOAWKAM HCHBITAHUW JEUCTBUTEIHHO
MpoBe/IeHbI. JIF0ObIe OTKIOHEHUS JOJKHBI OBITH MOJTHOCTHI0 0OPMIIEHBI JOKYMEHTAIBHO U
paccie0BaHbl;

V) TOTOBas MPOIYKLHUS JOJKHA COAEPKAaTh aKTUBHBIE (hapMalleBTHUECKUE CYOCTaHIUH,
COOTBETCTBYIOIINE PETUCTPAIMOHHOMY JOCh€ MO KAYECTBEHHOMY M KOJIMYECTBEHHOMY
COCTaBy, JIOJDKHAa MMETh TpeOyeMyl0 YHCTOTY, JOJKHA OBITh BJIOKEHA B HAJICXKAIIYIO
YIIaKOBKY U MPaBWJIBHO MAPKUPOBAHA;

vi) 3amucu, opOpMIICHHBIE TIO0 pe3yJibTaTaM KOHTPOJS WM UCIBITAHWN MaTepHUasoB,
MIPOMEKYTOYHOM, Hepac(hacoOBaHHOM M TOTOBOM MPOMYKIMHU, TOJDKHBI ObITH O(PUIIHATBHO
COTIOCTAaBJICHBI ¢ TpeboBaHMsIMU crienudukanuii. OreHKa MPOAYKIIMU JOJDKHA BKIIOYATh B
ce0si 0030p M OIEHKY COOTBETCTBYIOIIEH MPOU3BOJACTBEHHON JOKYMEHTAIlMU U OLIEHKY
OTKJIOHEHUU OT YCTAaHOBJIEHHBIX MPOLETYD;

vil) HU OJIHAa cepusl MPOJYKIIMU HE MOXKET ObITh paspellieHa IJis peaju3alud WUiu
IIOCTaBKH JO TOro, KakK YIOJHOMOYEHHOE JIUI0 COrJacHoO MNpunoxeHuto Ne 16 He
YIAOCTOBEPUT €€ COOTBETCTBHE TPeOOBAHUSM, YCTAHOBIECHHBIM IPU TOCYIAPCTBEHHOMN
perucTpanuu;

Viil) HEOOXOUMO COXPaHSITh JOCTATOYHOE KOJUYECTBO KOHTPOJBHBIX 00pasIoB
HUCXOJIHBIX M YNAaKOBOYHBIX MaTE€pHUAJOB U TOTOBOM MPOAYKIIMH, KOTOPOE IO3BOJUT
MPOBOJIUTHh UCTBITAHUS B OyaymieM (TIpu HEOOXOAMMOCTH) COTIAcHO MpuiaokeHuio Ne 19.
OO0pa31pl rOTOBOM MPOIYKIIMU CIEAYyET XPAaHUTh B OKOHYATEIbHON YITaKOBKE.

0O630p KauecTBa MPOXYKITHH

1.10. Cnenyet peryiasipHO MPOBOAUTH 0030pHI KaueCTBA BCEX 3apPETHCTPUPOBAHHBIX
MPOU3BE/ICHHBIX JIEKAPCTBEHHBIX MPENApaToB, B TOM YHUCJE JIEKAPCTBEHHBIX MpENnaparos,
M3TOTOBIISIEMBIX TOJIBKO Ha 3KCIOPT, C LEIbI0 MOATBEPKACHUS MOCTOSHCTBA UMEIOLIETOCS
MpoIiecca, COOTBETCTBUS JIEUCTBYIONIUM CHieU(PUKAIIMAM KaK HAa UCXOJHBIE MaTepUalbl, TaK
¥ Ha TOTOBYIO MPOJYKITHIO, YTOOBI BBISIBUTH KaKUE-INOO TEHACHIINH (TPEH/IbI) U YCTAHOBUTD
BO3MOKHOCTh YCOBEPIICHCTBOBAaHUSA MNPOAYKIIMM M Tpolecca. Takue o0030pbl clienyer
o(OpPMIISTH JOKYMEHTAIBHO U MMPOBOJIUTH, KaK MPABUJIO, €KET0THO, IPUHUMAs BO BHUMAHUE
npenpaynme 0030psl. OHU JOJKHBI BKIIOYaTh, KAK MUHUMYM, CJIEAyIOIIee:



1) 0030p MUCXOAHBIX MATEPHAIOB (BKJIIOYAs YIIaKOBOYHBIE MAaTEPHAIIbI), UCTIOIB3YEMbIX
IIpH MIPOU3BOJICTBE, OCOOEHHO OTMEUasi T€, KOTOPHIE MOJTYUYEHBI OT HOBBIX MOCTABIINKOB, U
OTIIEJbHBIM 0030p MPOCICKUBAEMOCTH L€ MOCTaBKH AKTHUBHBIX (apMaleBTUYECKUX
cyOcTaHIui;

1) 0030p KpUTUYECKHX TOUYEK KOHTPOJIA B MpOIecce MPOU3BOACTBA U PE3YyJIbTATOB
KOHTPOJISl TOTOBOM MPOAYKIIHNH;

111) 0030p BceEX Cepuid, KOTOPbIE HE COOTBETCTBOBAJIM YCTAHOBIIEHHBIM clieU(UKAIUAM, U
pe3yJIbTaTOB COOTBETCTBYIOLINX paccie0BaHUM;

1v) 0030p BCEX CYIIECTBEHHBIX OTKJIOHEHUM WJIM HECOOTBETCTBUM, CBSI3aHHBIX C HUMH
paccieioBaHui, 3pGEKTUBHOCTH U PE3YJIbTaTUBHOCTU MPEANPHUHSITHIX KOPPEKTUPYIOMIHUX U
NPEAYIPEKTAOIMIMNX JEUCTBUM;

V) 0030p BCceX U3MEHEHUH, BHECEHHBIX B MPOLECCH WIIM aHATUTUYECKUE METOIHKHY;

vi) 0030p MOJIaHHBIX, YTBEPXKICHHBIX WIIM OTKJIOHEHHBIX U3MEHEHHUH B PETUCTPAIMOHHOE
70Chbe, B TOM YHCII€ B JIOChE Ha JIEKAPCTBEHHBIE MIPETapaThl, MpeaHa3HAYCHHBIE TOJBKO AJIs
AKCIIOPTA;

vil) 0030p pe3ysIbTaTOB MOHUTOPUHIAa CTAOMIBHOCTH M JIIOOBIX HEOJAronmpUATHBIX
TCHJICHIINH;

viil) 0030p BCeX CBSA3aHHBIX C KAYECTBOM IPOIYKIIMU BO3BPATOB, IPETEH3UN U OT3bIBOB,
TaK)Ke MPOBEACHHBIX B 3TO BPEMS pacciel0oBaHuil;

1X) 0030p JOCTATOYHOCTH JIFOOBIX paHee MPOBEICHHBIX KOPPEKTUPYIOIIUX ACHCTBUN B
OTHOILIEHUH TPOU3BOACTBA UIH 000PYI0BAHMS;
X) 0030p MHOCTPErucTpPalMOHHBIX O0043aTENbCTB MPU TOIYYEHUU HOBBIX
PETUCTPALIMOHHBIX YOCTOBEPEHNH WIIM BHECEHUSI N3MEHEHUI B PErHCTPAIIIOHHBIE TOCHE;

X1) COCTOSTHUE KBATM(PUKAIIMA COOTBETCTBYIONIUX 000PYAOBaHUS U TEXHUUYECKUX CPEICTB
, HalpuMep, CHUCTEeM HarpeBa, BEHTWISIMU M KOHIUIIMOHUPOBAHUS BO3yXa, CHUCTEM
CcHaOXEHUs BOJIOM, CXKATHIMU ra3aMHu U T. 11.;

xi1) 0030p JII0OBIX KOHTPAKTHBIX COTJIAIICHU, YKa3aHHBIX B I1aBe 7 Hactosuux [Ipasui,
C LIETBIO MOITBEPIKIECHUS X COOTBETCTBUS ICUCTBYIOIINM TPEOOBAHUSIM.

1.11. TIpousBoauTens U JAepKaTellb PErUCTPALMOHHOIO YAOCTOBEpPEHUs (€CIU OHH
SBIIAIOTCS] Pa3HBIMU OPTaHU3AIMIMH) JOJDKHBI OLICHUBATh PE3yJbTaThl 0030pa KavyecTBa M
JIeJIaTh BBIBOJIBI O HEOOXOJMMOCTH OCYIIECTBICHUSI KOPPEKTUPYIOMIMX U MPETYTPEKTAIONTUX
ACHCTBUI WU MPOBEACHHS TOBTOPHON BaNMIAIMU B paMKaX (hapMarieBTUYeCKOW CUCTEMBI
KauyecTBa. JJoMKHBI OBITH B HAJIMYUH MPOLIETYPHI JUIsl IOCTOSIHHOTO YNPABICHUS U aHaIn3a
Takux AeHcTBU. DP(HEKTHBHOCTD STUX MPOIEAYP MOJDKHA OBITH MOATBEPKACHA BO BPEMS
camouHcnekurnu. O630pbl KauecTBa MOXKHO IPYIIHPOBATH 110 BUAAM MPOTYKIUH (HaIlpUMep,
TBEpAbIE JIEKAPCTBEHHbIE (OPMBI, KUIKUE JIEKAPCTBEHHbIE (OPMBI, CTEPUIbHbBIE
JICKapCTBEHHBIE MPENapaThl U T. [1.) IPU HATUYUHA HAYYHOTO 0OOCHOBAHHUSL.

Ecnu nepxarens perucTpalliOHHOTO yJAOCTOBEPEHUS HE SBIISIETCS MPOU3BOIUTEIEM, TO
JOJKHO OBITh 3aKIIOUEHO COTJAIIeHHE MEXIy HUM W TPOU3BOAHUTEIEM, B KOTOPOM



YCTAHOBJICHBI COOTBCTCTBYIOIIUC 00513aHHOCTH CTOPOH B OTHOIICHHNHN COCTABJICHUA 0630pa
Ka4dyccCTBa.

VipapiieHre pUCKaMH IS Ka9ecTBa

1.12. YnpasieHue puckaMu JJis KaueCcTBa SIBJISETCS CUCTEeMAaTU3UPOBAHHBIM MPOIECCOM
OIICHKH, KOHTPOJA, mepenadyu uHdopmanuv, a Takxke 0030pa pPHUCKOB JJIsi KauyecTBa
JIEKapCTBEHHOTO Mpernapara. ITOT MPOLIECC MOXKET MPOBOJUTHCA KaK MEPCIEKTUBHO, TaK U
PETPOCIEKTUBHO.

1.13. ITpuHUMIIBI yOpaBi€HUsI pUCKaMU ISl KauecTBa:

OIIEHKAa PUCKOB JIJIsi KAYeCTBA OCHOBBIBAETCSI HA HAYUHBIX 3HAHUSX, OMBITE PaOOTHI B
OTHOILIEHUH Mpoliecca U B KOHEYHOM CUETE CBSI3aHA C 3al[UTOI NalMeHTa;

MaciTad paboT, CTeneHb (popMaTu3aluy U JOKYMEHTAIHLHOTO 0(OpMIICHHS Mpoliecca
YIpaBJIECHUSI PUCKAMHU JIJIsl KAU€CTBA COOTBETCTBYIOT YPOBHIO PUCKA.

[Ipumepsl MpolieccoB U MPUMEHEHHUs YIIPABJICHHS pUCKaMU JIJI KaueCTBa TaKKe YKa3aHbI
B rnase Il vactu III nacrosmux [Ipasui.

I'maBa 2. Ilepcoran
IIpuaOUn

Hannexxaniee npon3BOACTBO JIEKAPCTBEHHBIX CPEACTB 3aBUCUT OT mepcoHana. [losromy
Ha TPEANPUITUN TOHKHO OBITh JOCTATOYHOE KOJUYECTBO KBAIM(UIIMPOBAHHOTO MEPCOHANIA
JUTSL peIIeHUs BCeX 3a/1a4, OTHOCSIIUXCS K cepe OTBETCTBEHHOCTH MPOou3BoanuTeNsl. Kakbrii
COTPYAHUK JOJKEH MOHUMATh WHIUBUIYAIbHYIO0 OTBETCTBEHHOCTh, KOTOpAas OJKHA OBIThH
NOKyMeHTallbHO odopmiieHa. Bech mepcoHan M0MKEH 3HATh MNPUHIUIIBL HaJJiexKalei
POU3BOJICTBEHHOM MPAKTUKH, KACAIOIIUECS €Tr0 JEATEIbHOCTH, a TAKKE MPOUTH NEPBUYHOE
U mocleayoiiee oOy4eHrue B COOTBETCTBUU C €TI0 00sS3aHHOCTAMHU, BKJIIOUAs MHCTPYKTAXK IO
BBITIOJIHEHUIO TUTUEHUYECKUX TPeOOBaHUM.

O6mme TpeboBaHmA

2.1. TlpousBoauTenb JOKEH MMETh JTOCTATOYHOE KOJHYECTBO COTPYAHUKOB C
HE0OX0UMON KBamM(HUKAMEH W MPAKTUYECKUM OIBITOM paboThl. BEICIEe pyKOBOICTBO
JIOJIKHO OTPEACNIATh U 00ECIIeUNBATh JOCTATOYHBIC U HAJUICKAIINE PECYPCHI (UETOBEUECKHE,
(uHaHCOBBIC, MaTepHaAIbHBIC, a TaKXKE MOMEIIEHUs] U 000pYy/IOBaHUE) JJiA BHEAPEHUS U
MOJJEPKAHUS CHCTEMBl YIIPABJICHUS KAa4eCTBOM U IIOCTOSTHHOTO TIOBBIIIICHHS €€
s dextuBHOCTH. OOSI3aHHOCTH J1I0OOTO COTPYAHUKA HE JOHKHBI OBITH YPE3MEPHBIMH, YTOOBI
HCKITFOYNUTH BO3MOYKHOCTh BOZHUKHOBEHUS PUCKOB JIJISI KQ4e€CTBA MPOTYKIIHH.

2.2. Ha npeanpusiTuu J0JKHA UMETHCSI CXEMa OPraHU3alMOHHON CTPYKTYpPbI, B KOTOPOM
OTHOIIICHUS MEXIYy PYKOBOJAUTEISIMH IPOU3BOJCTBA, KOHTPOJIS KadecTBa W, TIE DTO
MIPUMEHUMO, PYKOBOJUTENIEM TOIpa3IeieHus] 00eCIIeueHUsl KauecTBa WIH MOPa3ICICHHs TI0



Ka4eCTBY, YKa3aHHBIC B ITyHKTE 2.5 HACTOSIIETO pa3jielia, U MO3UIUs YIIOJTHOMOUYSHHOTO JIUIIA
(Jiu1r) sicHO 0003HAYEHBI B U€PAPXUU YIIPABIICHHUS.

2.3. O0S3aHHOCTH M COOTBETCTBYIOIIHE TIOJITHOMOYHS JIJIS1 UX BBITTOJTHEHUS JTOKHBI OBITH
oTpeJie/IeHbl M TPOIHUCAHBI B JIOJDKHOCTHBIX MHCTPYKIUAX. OOS3aHHOCTH PYKOBOJISIIETO
MIepPCOHAJIa MOTYT OBITh MepeAaHbl HA3HAYCHHBIM 3aMECTHTEISIM, 00JIaJAlONIUM JOCTATOYHBIM
ypoBHeM KkBanukanuu. Kpyr o0si3aHHOCTEH IepcoHalia TOJDKEH OXBAaThIBATh BCE CTOPOHBI
HaJJIC)KAIIEeH MPOU3BOICTBEHHOW MPAKTUKH, OJHAKO HE JOJKHO OBITh HEOOOCHOBAHHOTO
nyOnupoBanus cep OTBETCTBEHHOCTH.

2.4. BwIcimiee pyKOBOJCTBO HECET OCHOBHYIO OTBETCTBEHHOCTH 3a oOecredeHHue
3 PEKTUBHON CHCTEMBI YIIPABIICHHUS KA4€CTBOM JUIS JOCTHXKCHUS II€JIeH B 00JIaCTH KauecTBa,
a TakKe 3a TO, YTO POJIH, 00SI3aHHOCTHU Y ITOJTHOMOYHS OIPEICIICHbI, TOBEICHBI 0 CBEACHUS
MEePCOHAJIAa U OCYIIECTBIIIOTCS B paMKaX BCEH opraHu3ariui. Briciiee pykKoBOJACTBO JOKHO
YCTAaHOBUTH TOJIMTHKY B OO0JIACTH KadecTBa, KOTOpas OMpeaesseT oOIue HaMepeHUs M
HaIpaBJICHUS JIEATEILHOCTH KOMITAHWH, CBS3aHHBIC C KA4€CTBOM, M JIOJDKHO OOECTICUHTH
MOCTOSIHHYIO TPHUTOJHOCTh U 3(PQGEKTHUBHOCTH CHUCTEMBI YIPaBJICHHS KayeCTBOM U
COOTBETCTBHE HAJJIC)KAIIEH MPOU3BOJICTBEHHON MPAKTUKU MyTEM y4acTHS B aHAIM3€ CO
CTOPOHBI PYKOBOJICTBA.

KmogeBoii mepcorain

2.5. Briciiee pyKOBOJACTBO JOJKHO Ha3HAYUTh KIHOYEBOW PYKOBOJAIIMI MEpCOHAN,
BKJIIOYasi PyKOBOJMTEISI TPOU3BOACTBA U PYKOBOAMUTEIIS MOApPA3AesIeHHUs] KOHTPOJISI KauecTBa,
a TaKkke JOCTATOYHOE YHUCIIO (HO HE MeHee 1) yrmoJIHOMOUYEHHBIX JIUI, €CIU B 00S3aHHOCTH
PYKOBOJUTENSI MPOU3BOJICTBA U (MJIM) PYKOBOAMUTEIS MOAPA3ICICHHS] KOHTPOJIS KauecTBa HE
BXOJAT OOA3aHHOCTH, MNPEIyCMOTPEHHbIE /JId YIHOJHOMOYEHHOro Jjuua. KiroueBoi
PYKOBOJSIIIIMN TEpCOHaN, Kak MpaBHJIO, JOJKEH paboTaTh MOJHBIA pabouuil JeHb.
PykoBoauTenu mnpou3BOJCTBA M MOJPA3/IEIICHUS KOHTPOJS KayecTBa JOJKHBI OBITh
HE3aBHCHUMBI JAPYT OT Apyra. B Oonblux opraHn3anusx MOXKeT BO3HUKHYTh HEOOXOAUMOCTb
nepeaaTh APYruM COTPYAHUKAM OTIEIbHBbIE 00S3aHHOCTH, YKa3aHHbIE B MyHKTax 2.7 - 2.9
HACTOSIIIIEr0 pa3iena.

Kpome Toro, B 3aBUCUMOCTH OT pa3Mmepa U CTPYKTYphbl OpraHU3aIuud MOXKET ObITh
OT/AEJIbHO HAa3HAYE€H PYKOBOJAMTENb IMOJpa3JeieHUs] OOECleueHuss KayecTBa WIIH
PYKOBOJIUTEIb MOApa3AeieHusl KayecTBa. [Ipn Hanuuum Takux MoApa3eleHUil HEKOTOPBIE
UX 0053aHHOCTH, YKa3aHHbIC B MyHKTax 2.7 - 2.9 Hacrosiero pasaena, OyayT oOmumMu ¢
00S3aHHOCTSIMU PYKOBOAMTEINSI TOJApA3/ENEHUs KOHTPOJS KadecTBa U PyKOBOIUTEIS
MIPOU3BOJICTBA, IOATOMY BBICIIIEE PYKOBOJICTBO JOJIKHO O0ECIEUYHTh, YTOOBI X 00S3aHHOCTH
Y TIOJTHOMOYHS OBLITM YETKO M HEJIBYCMBICIIEHHO OIPE/IEIICHBI.

2.6. O6s3aHHOCTH YIIOJITHOMOYEHHOTO JINIIA:

JUISL IEKapCTBEHHBIX CPEJCTB, MPOU3BEAEHHBIX HAa TEPPUTOPUAX I'OCYIApPCTB-UJIEHOB,

YIOJHOMOYEHHOE JIMIIO JIOJDKHO TapaHTUPOBAaTh, YTO KaxkJas cepus Oblla MpOU3BEICHA U



MpOBEpPEHa B COOTBETCTBUU C 3aKOHOJATEIHCTBOM JTHUX TOCYAApCTB M B COOTBETCTBUU C
TpeOOBAHHUSIMU PETUCTPAIIMOHHOTO JI0CHE;

JUTSL JISKAPCTBEHHBIX CPEACTB M3 TPETHUX CTPAaH HE3aBUCHUMO OT TOTO, OBLIW JIU OHU
POM3BEACHB HA TEPPUTOPHUAX TOCYAAPCTB-WICHOB, YIOJIHOMOYCHHOE JIHIIO0 JOJDKHO
rapaHTHPOBATh, YTO KaKIas MPOU3BOACTBEHHAS CEpHs MOABEPTIACh B TOCYJAPCTBE-UICHE
MOJIHOMY Kaue€CTBEHHOMY M KOJIMYECTBEHHOMY aHAJIM3y MO KpailHeil Mepe BCeX aKTHBHBIX
BEIIIECTB W BCEM JPYTHUM HCTBITAHUSIM WA MPOBEpKaM, HEOOXOIUMBIM IS 00€CTICUCHUS
KauecTBa JIEKAPCTBEHHBIX CPEJCTB B COOTBETCTBUHM C TPEOOBAHUSAMH PETUCTPAIIMOHHOTO
J0ChE.

YToJIHOMOYEHHOE JIUIIO (JUIa) TIEPEe]T BBIITYCKOM JTF000M Cepru JOIKHO TOKYMEHTAIbHO
MOATBEPANTh, YTO BCE HEOOXOIWMMBIC OIEpPAIlUH BBITIOJHEHBI W UYTO KaXKJas Cepus
COOTBETCTBYET YCTAHOBIICHHBIM TPEOOBAHUSIM.

OOpa3zoBanue, 0o0ydyeHHE W CTaXX pabOThl YMOJHOMOYEHHBIX JHIl JIOJKHBI
COOTBETCTBOBATh TPEOOBAHMSAM, YCTAaHOBJICHHBIM MEKIYHAPOJAHBIMH JIOTOBOpAMU U
pemeHusiMu opranoB Coro3a, coctaBisomuM mnpaBo Coro3za. OHU JOJDKHBI MOCTOSSHHO U
HETIPEPHIBHO HAXOJUTHCS B PACTOPSIKCHUW BIAJeNblla pa3pelieHus (JTUIEH3WH) Ha
MIPOU3BOJICTBO JIJIsl BBIMIOJTHEHUSI CBOUX 00S3aHHOCTEH.

OO0s3aHHOCTH YIOJHOMOYEHHOTO JIMIIa MOTYT OBITH IEpelaHbl TOJBKO JIPYyroMy
YIOJIHOMOYEHHOMY JIUILY (JIULIAM).

[Topsiaok moATBEpPKIAEHUST YIOJIHOMOYEHHBIM JIMIIOM COOTBETCTBUSI CEPUU MPOIYKIUU
IIPUBENICH B IpWIOKeHnH Ne 16.

2.7. O0s13aHHOCTH PYKOBOUTEISI POM3BOJICTBA BKIIOYAIOT B €051, KaK MPaBUIIO:

1) obecrieueHre COOTBETCTBUS MPOU3BOJICTBA U XPAHEHUS MPOAYKIIUU YTBEPKIACHHON
JOKYMEHTAIMH Jij1si o0ecrieueHus: TpeOyeMoro KauecTBa;

i1) yTBepKACHUE WHCTPYKIMH, OTHOCSIIUXCS K MPOHM3BOJCTBEHHBIM OTEpAIUsAM, U
o0ecreueHue UX CTPOroTo BHITIOTHEHUS;

111) oOecrneyeHue OIEHKU W TMOANUCAHUS TPOU3BOJCTBEHHBIX JOKYMEHTOB
YIIOJTHOMOYEHHBIM Ha 3TO TIEPCOHATIOM;

1v) obecnieueHre 1 rapaHTUIo KBaau(pUKaIuu, HaJJIekKaIlero coiepKaHusl, IKCILTyaTaluu
1 TEXHHYECKOTO 00CITYKUBAHUS ITOMEIICHUI 1 000py0BaHHSI B CBOEM MOIPA3/ICIICHAH,

V) oOecrieueHne U TapaHTUIO MPOBEJICHUSI COOTBETCTBYIONICH BAIUIAIINN;

vi) obecrieueHue U rapaHTUIO MPOBEACHUS HEOOXOIUMOTO IEPBUYHOTO U MOCIIETYIOIIETO
HEIMPEPHIBHOTO 00YYEHUS TIEpCOHaIa CBOETO MOIPA3ICICHHUS.

2.8. O0s13aHHOCTH PYKOBOJUTEIISI TIOIpa3iCICHUs] KOHTPOJISl KauecTBa BKIIIOYAIOT B ceO4,
KaK TIPaBUIIO:

1) o100peHne Uil OTKIIOHEHUE, €CJIM OH CUMTAET 3TO HEOOXOUMBIM, HCXOAHOTO ChIPhS U
YIAaKOBOYHBIX MAaTEPHAIOB, a TAaKXKe MPOMEKYTOYHOH, Hepac(hacoBaHHOW W TOTOBOM
POIYKIIUU;



1) obecreueHre NPOBEACHUS BCEX HEOOXOAUMBIX MCIBITAHUM M OICHKY
COOTBETCTBYIOLIUX 3aITUCE;
111) yTBepKIeHHEe crienuduKaIuii, mporeayp mo oroopy npod, METOIUK UCTIBITAHUN H
JAPYTHUX MPOIIEIYP IO KOHTPOJIIO KauecTBa;
1V) 0100peHHe CIEUAINCTOB, TPUBIEKAEMbIX K IPOBEICHHUIO UCIIBITAHUN 110 KOHTPAKTY,
Y OCYIIECTBJICHHE KOHTPOJISI 32 HUMU;
v) o0ecrieueHue 1 rapaHTUIO KBaTu(UKaAIlMU, HAIJICKAIETO CONePIKAHUS, DKCILTyaTalluu
Y TEXHUYECKOT0 00CITyKUBaHHUS MMOMEIICHUI 1 000pyI0BaHMS B CBOEM MOIPA3/ICICHNH;
vi) oOecrieueHre U TapaHTHUIO TTPOBEJICHUS COOTBETCTBYIOIIEH BAJIUIAIINHY;
vii) o0ecredeHne U rapaHTUIO MPOBEACHUS HEOOXOIUMOTO MEPBUYHOTO U TTOCIETYIOIIETO
HENPEPBHIBHOTO 00yUYEHUs TIEpCOHAIa CBOETO MOAPA3/ICICHNUS.
Hpyrue 00s3aHHOCTHU MEPCOHANIA MOIpa3Ie/IeHHs] KOHTPOJISl KaueCTBA yKa3aHbl B I1aBe 6
yactu | HacTosmux [Ipasui.

2.9. PykoBoauTenu MpOM3BOJACTBA U IOAPA3ACICHUS KOHTPOJS KayecTBa, a TaKXKe
PYKOBOAMTENb OT/ENa 00ECIeUeHUsl KauyecTBa WIM PYKOBOJUTEINb CIYyX)Obl KauecTBa (Mpu
HEOOXOAMMOCTH), KaK MPAaBUIIO, UMECIOT HEKOTOPBIC OOIIME MM COBMECTHO BBHITIOJHSICMBIC
00s13aHHOCTH, OTHOCSIIHECS K 00ECIIEUeHUI0 Ka4eCcTBa MPOIYKIIMHU, BKIIIOYAsi, B YACTHOCTH,
pa3paboTKy, 3 PeKTUBHOE BHEAPEHHE, MOAEPKaHUE U MOHUTOPUHT CUCTEMBI YIIPaBJICHUS
KaueCTBOM.

OTU 00513aHHOCTH MOTYT BKJIIOYaTh B CEOSI:

1) COTJIaCOBAaHME W YTBEPKIACHUE MUCHhbMEHHBIX MPOIEAYP U APYTUX JOKYMEHTOB, B TOM
YKCJie BHECEHHE B HUX U3MEHEHUM;

11) MOHUTOPUHT U KOHTPOJIb TPOU3BOACTBEHHOM CpebL;

111) KOHTPOJIb 32 COOJIIOICHUEM TUTHEHNYECKUX TPEOOBAHUM HA MPEANPUSITHH;

1V) BaJIMAAIUIO MPOIECCOB;

v) o0y4deHHe TIepCcoHaa;

Vi) yTBEpKICHHEC © MOHUTOPHUHT TTOCTABIIIMKOB UCXOIHBIX U YITAKOBOYHBIX MaTCPHAJIOB;

vil) YyTBEpXKJICHNUE 1 MOHUTOPUHT OpPTaHU3aINi, BRIMOTHSIIOMUX paOOTHI 1O KOHTPAKTY, U
NOCTAaBIIMKOB JPYTMX CBS3aHHBIX C HaJJeXallel MNpPOU3BOJACTBEHHONW MPAKTHUKON
ayTCOPCUHTOBBIX YCIIYT;

viil) ompejeieHue U MOHUTOPUHT COOJIOICHUS YCIOBUN XpaHEHUsI MaTepUaNIOB U
MIPOTYKITNN;

1X) XpaHEeHHE 3aIUCeH;
X) MOHUTOPUHT coOmtoeHust TpedoBanuiit GMP;
X1) MPOBEPKY, paccieoBaHue U 0TOOp MpoO (0Opa3IoB) B LENAX KOHTPOIS (PaKTOPOB,
KOTOpbIE MOTYT MOBJUATH HA KAYE€CTBO MPOAYKIUY;

Xil) ydyacThe B aHaJu3€ CO CTOPOHBI PYKOBOJCTBA (PyHKIIMOHHPOBAHUS MPOIIECCOB,
KauecTBa MPOAYKIMU M CUCTEMbl yIPaBICHUS KaueCTBOM U MOIAECPKKY MOCTOSHHOIO
YIIy4IICHHUS,



xiil) oOecrieueHue CBOEBpeMEHHOro U 3¢ dexkTuBHOr0 oOMeHa wHboOpMamuend u
JOBeJieHue TPOOJEMHBIX BONPOCOB IO KAadeCTBY [0 PYKOBOJSAIMIETO COCTaBa
COOTBETCTBYIOIIETO YPOBHSI.

OOyuenue

2.10. IIpousBoguTenb MOJKEH OOeCreyuTh OO0yueHHe NEepCOHala, TOJKHOCTHBIC
00513aHHOCTH KOTOPOTO MPEIIOoJIaraT NpedblBaHUE B MPOU3BOACTBEHHBIX U CKIAICKUX
30HaX WJIM KOHTPOJIBHBIX JIA0OpaTOpHsAX (BKJIOYAs TEXHHUYECKUU W OOCIyKUBAIOUIUN
NEPCOHAN U COTPYIHUKOB, MPOBOJALINX YOOPKY), a TAK)Ke APYroro nepcoHasna, 1esTeIbHOCTb
KOTOPOI'0 MOXKET OKa3aTh BIUSHUE HA KAYECTBO MPOAYKIUH.

2.11. Kpome ocHOBHOTO 00Oy4eHUsI, BKIIOYAIONIETO TEOPUIO M MPAKTUKY MPUMECHECHUS
CUCTeMBbI yrpaBiieHus kadecTBoM U1 GMP, kaxaplil MpUHATHIN Ha pabOTy COTPYIHUK JOJKEH
MPONTHU MEPBUYHOE 00yUEHUE B COOTBETCTBUU CO CBOMMU JIOJKHOCTHBIMHU OOSI3aHHOCTSMH.
[TpousBoauTens JOMKEH NPOBOAUTH MOCIEAYIOIIEE HENPEPhIBHOE OOyUYEHHE NEpCcOoHaia,
MEPUOIMYECKH OLIEHHBas €ro 3p(EeKTUBHOCTh Ha MpakTuke. O0ydeHne nepcoHana JOJIKHO
OPOBOAUTHCS 10 MPOrpaMMaM, YTBEPKIACHHBIM COOTBETCTBEHHO pPYKOBOJMTEIEM
MPOU3BOJCTBA JTMOO PYKOBOJUTEIEM MOAPA3IACICHUS KOHTPOJIs KauecTBa. [IpousBoaurens
00s13aH XpaHUTh 3aMKUCH O TIPOBEICHUN 00YUICHHUSI.

2.12. Tlepconan, paboTaromuii B 30Hax, rJ¢ KOHTAMUHALIMS MPEJICTABISIET ONACHOCTH (
HaIpuUMep, B YMCTHIX 30HAX WM B 30HAX, IJie paboTal0T C BHICOKOAKTUBHBIMU, TOKCUYHBIMH,
MHOUUIHUPYIOUIUMU WU CEHCUOMIM3UPYIOIMIMMH BEIIECTBAMHU ), TOJKEH MPOUTH CHEIUaIbHOE
oOy4JeHwue.

2.13. Tlocerutrenu u (unau) He Hpollenmne o0ydeHHE COTPYAHUKH HE JIOJKHBI
JOMYCKaThCsl B 30HBI MPOM3BOJCTBA M KOHTPOJS KauyecTBa. Ecnu 3TO Hen30€XKHO, OHU
JOJDKHBI IPEIBAPUTEIBHO NPOUTH HMHCTPYKTaX, B YaCTHOCTU IO TUTHEHUYECKUM
TpeOOBaHUSAM K MEPCOHANY M MCIOJIb30BAHUIO 3aIIUTHOM Onekbl. JOMXKHBI OBITH
OpPIraHMU30BaHbI UX COMPOBOXKICHNE U HAOIIOACHHUE 32 HUMHU.

2.14. Ilpu oOyueHHH TOJKHBI MOAPOOHO Pa3bICHATHCS U OOCYXKAATHCS MPUHIUIIBI
(bapmaleBTHUECKON CHCTEMBI Ka4ecTBa, a TAK)KE BCE MEPbI, yIydlIaloniie X MOHUMaHue U
OCYLIECTBIICHUE.

I'mruenmgeckue TpeOOBaHUA K IEPCOHAIY

2.15. Ha npeanpus Ty AOHKHBI OBITH pa3pab0TaHbl JeTalbHbIE MPOTPAMMBI 110 TUTHEHE
TpyJa C y4E€TOM OCOOEHHOCTEH KOHKPETHOTO MPOM3BOJCTBA. DTHU MPOrPaMMBbl JOJKHBI
COJIepXKaTh MPOIEAYPHI, Kacaloluecs 310pOBbs, COONIOACHUS TUTUEHUYECKUX TPaBUI U
TpeOoBaHUI K ojaexzae nepcoHana. Kaxapli CcOTpyAHUK, OOSI3aHHOCTH KOTOPOTO



npeJoiaratoT NpedbIBaHNEe B 30HaX MPOU3BOJICTBA U KOHTPOJIS, TOJKEH IOHUMATh U TOUHO
cOOJI0/IaTh 3T MpoLeAypbl. PyKOBOACTBO MpEeANPUATHS JOJKHO COACHCTBOBATH PA3BUTHIO
IpOrpaMM IO TUTUeHe, KOTOPbIe cleayeT 00CYKAaTh MPU 00yUESHHH.

2.16. Jluuma, npuHuMaeMble Ha pabOTy, JOJDKHBI MPOUTH MEIMIIMHCKUNA OCMOTP.
[TpousBoauTens 00s13aH yTBEPAUTh HHCTPYKIIUHU, OOECIICUHNBAIOIINE €T0 OCBEIOMIICHHOCTH O
COCTOSIHUH 370POBBs IIEPCOHANIA, KOTOPOE MOKET MOBJIUATH HAa KauecTBO npoaykuuu. Ilocie
MEPBUYHOTO MEAMUIIMHCKOTO OCMOTPA JOJKHBI MPOBOJIUTHCS PETYJSPHBIE MOCIEAYIOIINE
MEIULMHCKHE OCMOTPHI IIEpCOHAA.

2.17. IlpousBoauTenpb AOKEH MPUHITH MEPbI, 00ECIEYNBAIOIINE HEJOMYILEHNUE JIHI] C
MH(PEKINOHHBIMU 3a00JIEBAaHUSMU WM OTKPHITBIMU MOBPEXKACHUSIMU HA OTKPBITHIX Yy4aCTKaX
TeJa K MPOU3BOJICTBY JIEKAPCTBEHHBIX CPECTB.

2.18. JInua, BXoAsIIKE B IPOU3BOICTBEHHBIE 30HBI, JTOJKHBI HOCUTh 3aIUTHYIO 0K,
COOTBETCTBYIOIIYIO BBIITOJIHSIEMBIM B 3THX 30HaX ONEPALUIM.

2.19. B nmpou3BOACTBEHHBIX U CKJIIAJCKUX 30HAX 3aAMPEIIAIOTCSA KYPEHHE, IIPUEM IHILH,
IUThE, )KEBAHHE, a TAK)KE XPAHEHHUE MUILEBBIX IPOAYKTOB, HAIUTKOB, TA0AYHBIX WU3JEIUN U
JUYHBIX JIEKAPCTBEHHBIX MpenaparoB. He momyckarorcs joOble AEHCTBHSI, HApyILIAIOLIUE
TMTMEeHUYECKe TpeOOBaHuUs B IPOU3BOJCTBEHHBIX MOMEIICHUSIX (30HAX) WK APYTUX MECTax,
KOTOPbIE MOTYT OKa3aTh HEOJIAronpUsATHOE BIUSHUE HA KaYECTBO MPOAYKIUH.

2.20. Heobxoammo n3beraTh HEMOCPEICTBEHHOTO KOHTAKTa PYK MEPCOHANA C OTKPHITOM
NPOAYKLHEHN, a TAKXKE C JIF00O0M YacTbio 000pYy10BaHUS, KOHTAKTUPYIOILEH C MPOAYyKLUEH.

2.21. Ilepconain gomKeH OBITH 0O0yUeH MpPaBUIIAM MBIThS PYK.
2.22. CneunanbHble TpeOOBaHMS, OTHOCAIIUECS K MPOU3BOJCTBY OTAENIbHBIX BUJIOB
MPOJIYKUUHU (HallpuMep, CTEPUIIbHBIX JIEKAPCTBEHHBIX CPEJICTB), PUBEIECHBI B MPUIIOKEHUSIX
K HactosmuM [IpaBunam.

KoncynbTaBTHI

2.23. KoHCynbTaHTHI IOJDKHBI UMETh COOTBETCTBYIOIEE 00pa3oBaHue, MOATOTOBKY H
OTIBIT TI0 BOTIPOCAM, KacaloIIUMCs AEATeIbHOCTH, sl KOHCYJIHTUPOBAHUS B cpepe KoTopoit
oHU mnpuBiekatoTcs. CrelyeT BECTH MX yYEeT C yKa3aHUMEM JIMYHBIX JaHHBIX, ajapeca
NPOXXUBAHUS, KBATU(PUKALIMKA U BUJIA YCIIYT, IPEAOCTABIIEMbIX 3TUMHU KOHCYJIbTaHTaAMHU.

I'masa 3. Ilomemenus u o6opynoBaaue ITpusaiwm

[Tomenienus u o0opy0BaHUE CIEAYET pacnojiararh, MPOEKTUPOBAThH, CTPOUTh, OCHAIIATh
1 AKCIUTYaTUPOBATh TAKUM 00pa3oM, YTOObI OHU COOTBETCTBOBAJIM MPOBOUMBIM OIEPALIUSIM.
Nx pacmosioxxeHre W KOHCTPYKIUS JOJKHBI CBOJAWTh K MHUHUMYMY PHUCK OIMHOOK U
obecrnieunBaTh BO3MOXKHOCTh A()(PEKTUBHON OYUCTKHU U OOCTY>KMBAHUS B IEJISIX UCKIIIOUCHUS
MEePEKPECTHON KOHTAMHUHAIINH, HAKOTIJICHUS MBUTH WJIM TPS3U U JIFOOBIX HEOIaromnpusiTHHIX
(hakTOpOB JIJIs1 Ka4eCTBA MPOAYKITUH.



ITomMemennsa
OO6nme TpeGoBaHMA

3.1. Ilpon3BoaCTBEHHAs cpena INMOMELIEHUN, YYUTHIBasg BCE MEPBI IO 3aAIHUTE
IPOM3BOJICTBA, JODKHA TIPEICTABIIATh MUHUMAIBHBIN PUCK KOHTAMUHAIIMY MaTEPUAJIOB WU
MPOAYKITUH.

3.2. Cnenyetr NMpOBOJHTH TIIATEIbHOE TEXHHYECKOE OOCTYKHMBAHHUE IMOMEIICHUM,
rapaHTUpysi, YTO PEMOHT U OOCITy>KUBaHUE HE OYIyT MPEJICTABISATH HUKAKOW OMacHOCTH ISt
KauecTBa npoaykuuu. [lomerenus cienyer youpars u, riae NpUMEHUMO, Ae3UH(DUIIMPOBATH B
COOTBETCTBUHU C MOJIPOOHBIMU MUCbMEHHBIMU UHCTPYKITASIMHU.

3.3. OcseuieHue, TeMmmeparypa, BIaXXHOCTh M BEHTWISILHSA JOJKHBI OBITh
COOTBETCTBYIOIIIMMU M HE OKa3bIBaTh HEOJIArompuUsITHOTO BO3JEUCTBUA (TIPAMOIo WU
KOCBEHHOI'0) HU Ha JIEKApCTBEHHBIE MpENapaTbl BO BpEMsI X MPOU3BOACTBA U XpaHEHUS, HU
Ha HajJexaniee QyHKIIMOHUPOBaHKUE 000PYI0OBAHUS.

3.4. IlomenieHus JOJKHBI OBITh CIIPOSKTUPOBAHBI U OCHAIIEHBI TAKUM 00pa3oM, YTOOBI
oOecrieunBaTh MAKCUMAJIbHYIO 3alIUTY OT MPOHWKHOBEHHS B HUX HACEKOMBIX U (WJIH)
KUBOTHBIX.

3.5. JlomxHBI OBITH IPUHSATHI MEPHI, MPETOTBPAIIAIONINE BXO ] B TOMEIICHUS JUIl, HE
UMEIOIIUX TpaBa JOCTyNa B HUX. 30HBI MPOU3BOJCTBA, XPAHCHHUS U KOHTPOJIS KauecTBa HE
JOJIKHBI UCTIOIB30BaThCS KaK MPOXOJIHbIE JJIsl IEPCOHAJIA, KOTOPBIM B HUX HE paboTaer.

IIpousBoacTBeHHAs 30HA

3.6. IlepexpecTHas KOHTaMHHalUs JOJDKHA OBITh MPEAOTBpaIleHa I BCEX
JIEKapCTBEHHBIX CPEACTB NpPU NPOECKTUPOBAHMHM U SKCIUIyaTallud TNPOU3BOJICTBEHHBIX
MOMEIIeHnH. Mephl TI0 MPEeJOTBPANICHUI0 TEPEKPECTHON KOHTAMHHAIIMH JIOJKHBI OBITH
COM3MEpPUMBI C puckamu. JIsl OLEHKM U yIpaBJieHUS PUCKAMHU CIEyeT HCIO0JIb30BaTh
NPUHIIUIBI YIPABICHHUS PUCKAaMU JIJIsl KauecTBa. B 3aBUCHMOCTH OT YpOBHSI PUCKa MOTYT
noTpeOOBATHCA BBIJICICHHBIC TOMEILIEHUSI U 000pyA0BaHUE ISl TPOU3BOJACTBEHHBIX U (WJIH)
yHIaKOBOYHBIX oOIEepanui, 4ToObl KOHTPOJUPOBATh PHUCK BO3MOXKHOM NEPEKPECTHOM
KOHTaMHHAIIMHA HEKOTOPBIMU JIEKApPCTBEHHBIMH CPEICTBAMMU.

Heo0xonuMo BbLAENIATH MPOU3BOACTBEHHBIE YUACTKH, €CIIU JIEKAPCTBEHHOE CPEJCTBO
MPEACTABIIAET COOON PUCK:
1) KOTOPBII HE MOKET KOHTPOJIUPOBATHCA HAJJISKAIIUM 00pa3oM OpraHU3allMOHHBIMU U (
WJIN) TEXHUYECKUMHU MEepaMu, WU
11) Hay4YHbIE€ JaHHbIE TOKCUKOJIOTMUECKOW OLIEHKM HE MOJTBEPKAAIOT BO3MOKHOCTH
Ha/JIeXKAIIET0 KOHTPOJIA pHUCKa (HAmpuMep, BBICOKOCEHCHOWIM3UPYIONINE MaTepHUalbl C
aJlJIEpreHHBIM OTEHIIMAIOM, TaKHe KaK OeTa-IaKTaMbl), WK



111) COOTBETCTBYIOIIUE MPEACNbl OCTATOYHBIX KOJUYECTB, MOJYyYEHHBIE MMyTEM
TOKCUKOJIOTUUECKON OLIEHKH, HE MOTYT OBITh YJOBJIETBOPUTEIBLHO OINPEEIEHBI C TTOMOIIBIO
BAJIUJIMPOBAHHOTO AaHATUTUYECKOIO METO/IA.

JanpHelie ykazaHus IPUBEICHBI B TJIaBe 5 HacTosux [IpaBun u B mpunoxxenusix Ne 2
- 6 k HactosiuM [IpaBuiam.

3.7. llpenno4TurenbHo, 4YTOOBI MJIAHUPOBOYHBIE PEIICHUS TOMEIIEHUI COOTBETCTBOBAIIU
JIOTUYECKOU TOCIIEI0BATEILbHOCTH MPOU3BOJACTBEHHBIX OMNEpaluii U TpeOyeMbIM YPOBHSIM
YUCTOTHI.

3.8. IlmannpoBOYHBIE pelIeHHs padOUnX 30H U BHYTPUIIPOU3BOJCTBEHHBIX 30H XPaHEHUS
JOJDKHBI 00€ecTieYynBaTh MOCJENIOBATEIFHOE M JIOTUYHOE pa3MelleHue O00OpyJAOBaHUS H
MaTepuaioB, CBOJSIICE K MUHUMYMY PHUCK MEPEMyThIBAHUS Pa3IUYHBIX JICKAPCTBEHHBIX
npenapatoB HWJIM HMX KOMIIOHEHTOB, OOECIEYUBAIONIEE OTCYTCTBUE MEPEKPECTHOMN
KOHTaMMHAllMM M CBOJsIIEe K MHUHUMYMY PHUCK MpPONycCKa WIM HENPaBUIbHOTO
OCYUIECTBJIEHUS JIFOOOr0 3Tarna npu NPOU3BOJCTBE UIU KOHTPOJIE.

3.9. Tam, riae UCXOTHOE ChIPhE U MIEPBUYHbBIC YITAKOBOUYHBIE MATEPHAIIBI, IPOMEKYTOUHAS
unu HepacdacoBaHHAs MNPOIYKIUS TIOJBEPKEHBI BIUSHUIO MPOU3BOJICTBEHHOW CpEbl,
BHYTPEHHHUE TOBEPXHOCTH (CTEHBI, MOJIBI U MIOTOJIKN) JOJHKHBI OBITH TTIATKUMHU, 0€3 IIenel u
TPEUIMH Ha CThIKaX, HE JIOJDKHBI BBIICIATH YAaCTHI, a TaAKXKE JOJDKHBI JErko U 3G (PeKTUBHO
OUHUIIATHCS U, TPU HEOOXOAUMOCTH, AC3UH(DUITMPOBATHCA.

3.10. TpyOorpoBoibl, OCBETUTENbHBIE IPUOOPHI, BEHTUIISIIMOHHBIE YCTAHOBKH U APYTHE
CUCTEMBI 00CITYKUBAaHUS JOJDKHBI OBITh CIIPOCKTUPOBAHBI U PACIIOIOKEHBI TAKUM 00pa3oM,
4TOOBI HE ObUIO YIIIYOJIeHUH, 3aTPyAHSIIONUX UX OYUCTKY. [10 BO3MOKHOCTH TIOCTYN K HUM
TUTs1 OOCITY>KUBAHUS JOJIKEH OCYIIECTBISATHCS U3BHE MPOU3BOJICTBEHHBIX 30H.

3.11. ToykH HOOAKIIOYEHUS K KaHAIU3AMOHHBIM CTOKAaM [OJDKHBEI OBITh
COOTBETCTBYIOIIMX pPa3MEPOB W OOOPYJAOBaHBl YCTPOMCTBAMU [JISI MPEIOTBpAIICHUS
oOpaTtHOTO TIOTOKA. [10 BO3MOKHOCTH clieyeT u30eraTh OTKPBITHIX CIWBHBIX KEJIOOOB, HO
€CJIM OHU HEOOXOJIUMBI, TO OHU JOJKHBI OBITh HETJTYOOKUMH JJIsi OOJIEr4eHuss OUUCTKU U
ne3uH(EeKIun.

3.12. [IpousBoicTBEHHBIE 30HBI cienyeT dP(HEKTUBHO BEHTUIIUPOBATh; B HUX JTOJKHBI
OBITH CpElICTBA MJIsI KOHTPOJISI MapaMmMeTpoB BO3AyXa (BKJIIOYas TeMIeparypy U, TIe
HEO0OXO0IUMO, BIAKHOCTh U (PUIIBTPALIMIO), COOTBETCTBYIOIINE 00pabaThiBaeMOM MPOIYKIIUH,
MIPOBOJAUMBIM OTEPAIUSM U MMPOU3BOJACTBEHHON 30HE.

3.13. B3BemuBaHUE MUCXOJHOIO ChIPHS, KaK MPaBUIIO, CIEAYET OCYIIECTBISATH B
OTJICJIbHOM, MPEeTHa3HAYEHHOM JIsl 3TOTO TTOMEIIECHUH.

3.14. B Tex cmydasx, Korja MpoOUCXOJUT oOpa3oBaHWE MbUIA (HAIIPUMEpP, BO BpeMs
oT0opa 1po0, B3BEHIMBAHNUS, CMEIINBAHUS U TPOU3BOJICTBEHHBIX ONEpallUi, yITAKOBKH CyXOu
MPOAYKITNH), JOJDKHBI OBITh MPUHATH CHEIUATBHBIE MEPhl MPEIOCTOPOKHOCTH B IIEIISIX
peIyIpekIeHUs IEPEKPECTHON KOHTAMUHAIIMY U O0JIETYEHUSI OUHCTKH.



3.15. IlomemeHus Al yaKOBKH JIEKAPCTBEHHBIX MPENapaToB JOHKHBI ObITh CIIEIUAIbHO
CIIPOEKTUPOBAHBI M PACMOJI0KEHBI TAKUM 00pa3oM, 4TOOBl M30ekKaTh MepenyThIBaHUS WU
MEPEKPECTHON KOHTAMUHAIWH.

3.16. [Ipon3BOACTBEHHBIE 30HBI JOJKHBI OBITH XOPOIIIO OCBEIIEHbI, 0COOEHHO TaM, IJe
IIPOBOAUTCS ITOCTOSIHHBIN BU3YaJIbHBIM KOHTPOJIb.

3.17. KoHTpoub B mporiecce npon3BOoICTBA MOXKHO IPOBOJNUTH B IIPOU3BOJICTBEHHOM 30HE,

€CJIM 3TO HE CO3/1AE€T PUCKA ISl TEXHOJIOTUYECKOTO MPOLECCa.

CKi1aicKue 30HEI

3.18. Cknajackue 30HBI TOJDKHBI OBITE JOCTATOYHO BMECTUTEIBHBIMU, YTOOBI 00ECIICYNTH
YIOPSIIOYEHHOE XPAHEHUE PAa3JMYHBIX KATETOPU MaTEpHAIOB W MPOIYKIMH: UCXOJHOTO
ChIpbSl M YMAKOBOYHBIX MaTEpHaloB, MPOMEXYTOYHOM, Hepac(hacoBaHHOW W TOTOBOM
IIPOJYKLHH, & TAK)KE MPOJAYKIIMH, HAXOASIIEHCS B KapaHTUHE, IPOAYKLUH, PA3pPEIICHHON IS
BBIIyCKa, OTKJIOHEHHOW, BO3BPAILIEHHON WX OTO3BaHHOM.

3.19. IIpn mpOEKTUPOBAaHNH U OCHAICHUN CKIAJACKUX 30H CIEAYET IMPEAYyCMaTPUBATh
Ha/JIeXkalllie yCJIOBUS XpaHeHus. B yacTHOCTH, OHU JOJKHBI OBITH YMCTHIMU M CYXUMH, B
HUX JOJDKHA MOJJAEpKUBaThbca TpeOyemas temneparypa. Ecinu TpeOyroTcs crnernuanbHble
yCIJIOBUSL XpaHEHUs (HampuMep, TeMIepaTypa, BIaXXHOCTh), TO HEOOX0IMMO 00ecreunBaTh U
MIPOBEPATH TAKUE YCIOBUS, a TAKKE OCYIIECTBIATh UX MOHUTOPHUHT.

3.20. B mecrax mpuemMKu M OTTPY3KH JOJDKHA OBITH OOecredeHa 3alluTa ChIPhS,
MaTepUaloB U MPOAYKIHMH OT BO3ACHCTBUS MOTOJHBIX YCIOBHI. 30HBI MIPUEMKH JOJIKHBI
OBITh CIPOEKTHUPOBAHBI M OOOPYAOBaHBI TaK, YTOOBI Tapy C IMOCTYHAIOLIUM CBIPhEM U
MaTepuantaMHy nepeji CKIaAupoBaHUEM ITPU HEOOXOIMMOCTH MOKHO ObUIO OUYMILATH.

3.21. Ecnu pexxum KapaHTHHA 00€CIEYMBAETCS XPAaHEHUEM MPOAYKIUU B pa3aeiabHbIX
30HaX, TO 3TU 30HbI JOJLKHBI OBITh YETKO 0003HAUYEHBI, a JOCTYI B HUX pa3pelleH NepcoHaly,
MMEIOUIEMY COOTBETCTBYIOIIME moJiHOMouus. JlroOass apyras cucreMa, 3ameHsAronas
¢buznyeckuil KapaHTHH, T0JKHA O0ECIeUnBaTh SKBUBAJICHTHYIO HAJIE)KHOCTbD.

3.22. Kak npaBujio, A0KHA OBITH OTJIETbHAS 30HA ISl 0TOOpa MPOO UCXOAHOTO CHIPHS.
Ecnan otbop mpo0 ocyniecTBiasieTcs B 30HE XPaHEHMs, TO OH JOJIKEH MPOBOAUTHCS TAKUM
o0pa3oM, 4TOOBI IPEJOTBPATUTh KOHTAMUHALIUIO WIIM IEPEKPECTHYI0 KOHTAMUHALUIO.

3.23. Jlna XpaHeHUs1 OTKJIOHEHHBIX, OTO3BAHHBIX WJIM BO3BPAILLICHHBIX CHIPbs, MAaTEPUATIOB
WIN TPOAYKIMH JOJIKHBI OBITh MPEAYCMOTPEHBI H30IMPOBAHHbBIE 30HBI.

3.24. BbICOKOAKTHBHBIE BEIIECTBA U JIEKAPCTBEHHbIE MPENApPaThl TOJKHBI XPAHUTHCS B
0€30IacHBIX U 3aIIUIICHHBIX 30HAX.

3.25. Caenyet ynensatb ocoboe BHUMaHHE 0€30MaCHOMY U HAJEKHOMY XPaHEHHIO
IIEYaTHBIX YIIAKOBOYHBIX MAaTE€pPHUAJIOB, TaK KaK OHU CUMTAIOTCS KPUTUYECKUMH A
oOecrieyeHusi COOTBETCTBUS JIEKAPCTBEHHOTO MpernapaTa yCTaHOBICHHBIM TPEOOBAHUSIM.

30HBI KOHTPOJIS Ka9eCTBa



3.26. Kak npaBuiio, 1abopaTopuul KOHTPOJISL KauyecTBa JIOKHBI OBITh OTAEIEHBI OT
MPOU3BOJACTBEHHBIX 30H. ODTO OCOOEHHO Ba)XHO s Ja0OpaToOpuil MO KOHTPOJIIO
OMOJIOTUUECKUX M MUKPOOHOJOTMYECKUX JIEKAPCTBEHHBIX IMPENapaToB W ParuoOU30TOIOB,
KOTOpPBIE JOJDKHBI OBITh TaK)K€ OTIENEHBI IPYT OT JApyTa.

3.27. KoHTponbHBIE 1a00paTOPUU JOJKHBI OBITH CIPOSKTUPOBAHBI TAaKHUM 00pa3oM,
4TOOBI COOTBETCTBOBATH TPEOOBAHUAM K MPOBOAMMBIM B HUX paboTam. Bo m3bexanue
NepenyThIBAHUS U TEPEKPECTHON KOHTAMUHALIMM OHU JOJDKHBI HMETh JOCTAaTOYHYIO
miomaab. Heob6XoauMo BBIICIUTH COOTBETCTBYIOIIUE M MOAXOIAIIME TUIOLIAMUA IS
XpaHeHUs 00pa3IoB U 3aMuceil.

3.28. Jlnsg 4yBCTBUTEIBHBIX NMPUOOPOB, HYXKIAIOUIUXCA B 3alUTE OT BUOpaIuH,
AIEKTPOMATHUTHBIX TOJIEH, BIAXHOCTH BO3AyXa U T. Hd., MOTYT OBITH MPEIYCMOTPEHBI
OTJEJIbHbIE KOMHATBI.

3.29. OcoOble TpeOOBaHUS MPEABSBIAIOTCS K Ja00paTOPHsIM, B KOTOPBIX MPOBOJASITCS
paboTel co crnenudUYECKUMHU BellecTBaM (HAmpUMep, OMOJIOTHYECKUMHU WU
pPaOaKTUBHBIMHA MaTepHUaIaMH).

BcooMorareasHbIe 30HE

3.30. KomHath! OTAbIXa U IPUEMA UM JOJIKHBI OBITh OTIENIEHBI OT IPYTUX 30H.

3.31. Ilomenienus nis nMepeoeBaHusl, TyaleTbl U AyLIEBble KAOMHBI JOJKHBI UMETh
yIOOHBIA JOCTYH, UX IJIAHUPOBKA M pa3Mepbl JOJKHBI COOTBETCTBOBATh UUCIEHHOCTU
nepcoHana. He pomyckaercs, 4ToOBl TyadeTbl HENOCPEACTBEHHO COOOMIAINUCH C
IIPOU3BOACTBEHHBIMH WJIN CKJIAJICKUMH 30HAMH.

3.32. MacTepckue o BO3MOXXHOCTH JOJDKHBI OBITh OT/IEJIEHBI OT IPOU3BOJICTBEHHBIX 30H.
B ToM ciyuae, eciau XpaHEHHME 3allaCHBIX 4YacTe€l U MHCTPYMEHTOB OCYLIECTBIAETCS B
IPOM3BOICTBEHHOM 30HE, X CIIEIyeT COAEPkKaTh B MPEAYCMOTPEHHBIX IJIsi 3TO0 KOMHATax
VI 3aIIUPAOLIUXCS SIIHKAX.

3.33. BuBapuu J0JKHBI OBITH U30JIMPOBAHBI OT JIPYTUX 30H, UMETh OTIEIbHBIA BXOJ (
JOCTYI K dKUBOTHBIM) U OTJI€TIbHBIE CHCTEMBI BO3TyXONOATOTOBKH.

O6GopynoBanne

3.34. KoHCTpyKUHSI, MOHTaX M TMOPSJOK TEXHUYECKOTO OOCIYyXKUBaHUS
IIPOU3BOJICTBEHHOI'0 000pYA0BaHUs JOKHBI COOTBETCTBOBAThH €r0 HA3HAUEHHUIO.

3.35. PaGoThl O pEMOHTY U TEXHUYECKOMY O0CITY>KHMBAaHUIO 000PYI0BaHUS HE JOJIKHBI
MIPEICTABIIATh HUKAKOW OMACHOCTH JUIsl Ka4eCTBa MPOAYKLUU.

3.36. KoHCTpyKI1IMs TPOU3BOJCTBEHHOTO 000PY10BaHUS JA0JKHA OBITh TaKOM, 4TOOBI €T0
MO>KHO OBUIO JIEFKO M THIATENBHO ouuIIaTh. OUUCTKY CleyeT MPOBOJUTH B COOTBETCTBUU C
HOJIpOOHBIMM NMHUCbMEHHBIMU HMHCTPYKUMsIMH. OOOpyAOBaHME CIEAYyeT XPaHUTh TOJBKO B
YUCTOM U CYyXOM COCTOSIHHH.



3.37. IuBeHTaph IJIsl MBIThS M OYUCTKHU CIEAYET BHIOUPATh U UCIOJIb30BATh TAaK, YTOOBI
OH HE CTaJl HCTOYHUKOM KOHTaMHUHAIIUU.

3.38. ObGopynoBaHue TOHKHO OBITh YCTAHOBIICHO TaKUM 00pa30M, 4TOOBI HE JIOMYyCKATh
BO3HUKHOBEHUS KAaKOT'0-TM0O pUCKa OIIMOOK MJIM KOHTAMHUHAITUH.

3.39. [IpousBoACTBEHHOE 000PYIOBaHUE HE JOJIKHO MPEJICTABIATh HUKAKON OMAaCHOCTH
Ui OpoAayKuuu. YacTh mNpou3BOJCTBEHHOTO OO0OPYIOBaHUS, KOHTAKTHUPYIOUIUE C
MPOAYKIIMEH, HE JIOJKHBI BCTYNaTh C HEW B pEaKIUIo, BBIACIATH WJIM aOCOpOUPOBATH
BEIIECTBA B TAKOW CTETIEHH, YTOOBI 3TO MOTJIO MOBJIHUATH HA KAYECTBO MPOIYKIIMHA U CO37aTh
TaKUM 00pa3oM KaKyr-TM00 ONaCHOCTb.

3.40. TounocTh M pabounii 1UaMa3oH BECOB U JIPYTHX CPEJCTB U3MEPEHUHN JOJKHBI
COOTBETCTBOBATh MPOU3BOJACTBEHHBIM U KOHTPOJIBHBIM OTEpalUsiM, B KOTOPBIX OHU
UCIIOJB3YIOTCHA.

3.41. KanubpoBKa U 1MoBepKa BECOB U JAPYTUX CPEICTB U3MEPEHUHN, PETUCTPUPYIOIINX U
KOHTPOJIbHBIX MNPUOOPOB MOJKHA MPOBOAUTHCS C OMNPEACICHHOW MEePUOAUYHOCTHIO
COOTBETCTBYIOIIMMHU MeTonamu. Heob6xoaumo odopMisiTh M COXpaHATh 3alUCH TaKHUX
HCIIBITAHUU.

3.42. CranuoHapHbie TPyOOIPOBOBI JOJKHBI UMETh YETKYI0 MapKUPOBKY C YKa3aHHEM
MPOXOISAIINX IO HUM BEILIECTB U, €CJIM TpeOyeTCsl, HalpaBJICHUI TOTOKA.

3.43. TpyOonpoBOIbI AJIsI BOJBI OUMIICHHOM, BOJBI JIsl HHBECKIIUN (JIMCTHILIMPOBAHHOM,
JI€MOHU3UPOBAHHOW) U, IPU HEOOXOAUMOCTHU, IPYTOM BOJBI CIeAyET MOABEPraTh CAHUTAPHOU
00paboTKe B COOTBETCTBUM C MUCHbMEHHBIMH UHCTPYKIUSAMH, B KOTOPBIX YKa3aHBI MPEEIbI
MUKpPOOHON KOHTAMUHAIIUU U IPUHUMAEMBbIE MEPHI B CIIy4Yae UX MPEBBIIICHHUS.

3.44. HeucnpaBHOoe 000pyI0BaHHE JOJKHO OBITh YJaJI€HO M3 MPOU3BOJICTBEHHBIX 30H U
30H KOHTPOJISI KAUeCTBA UJIM TPOMApPKUPOBAHO KaK HEUCHPABHOE.

I'maBa 4.
JloxyMeHTaIus
IIpuamHMI

Hannexamas qoKkyMeHTaIMsl COCTaBIIIET HEOThEMIIEMYIO YacTh CUCTEMbI 00eCTIeUeHUs
Ka4yeCcTBa U SIBJISETCS KIIOUEBBIM 3JIEMEHTOM pPa0OThl B COOTBETCTBUHU C HACTOSIIUMHU
[IpaBunamu. B cucteme ynpaBieHHsT Ka4ueCTBOM MPOU3ZBOIAUTENS JOJXKHBI OBITH YETKO
YCTaHOBJICHBI PA3IMYHBIC BUBI UCIIONIB3YEMOM JOKYMEHTAIIMN M HOCUTENEH WH(OpMaInu.
JIokyMeHTaIusi MOXKET CYLIECTBOBATh B Pa3IUYHBIX (OpMax, B TOM YHUCIE Ha OyMaKHOM,
AJICKTPOHHOM WU (oTorpaduueckoM Hocutele. I TaBHOH MENbl0 TPUMEHIEMON CHCTEMBI
JOKYMEHTAIIMU JIOJKHO OBITh CO3/IaHWE, YMpaBJICHHE, KOHTPOJIb U PETHCTpalus Bcel
NEATEeNbHOCTU, KOTOPas MOKET HEMOCPEICTBEHHO UJIM OMOCPEIOBAHO BIMATH HAa BCE ACIIEKThI
Ka4yeCcTBa JIEKAPCTBEHHBIX IpenapaToB. B gomonHeHne K HamiexKaleMy JT0KyMEHTaIbHOMY
0hOpPMIICHUIO PA3JUYHBIX MPOLECCOB U OLEHKM KaKUX-TUOO HAOJIIOJEHUN cucteMa
yIOpaBICHHUS KA4eCTBOM JOJDKHA COJEpPKaTh JOCTAaTOYHO MOJAPOOHBIE YKa3zaHHs. OTH



yKa3aHUsl CIOCOOCTBYIOT 0OIIeMy MOHUMAaHHUIO TPeOOBaHUN TakuM 00pa3oM, 4TOOBI MOKHO
OBLJIO MPOJIEMOHCTPUPOBATH UX MTOCTOSIHHOE COOJIIOICHUE.

CymiecTByeT 2 OCHOBHBIX BHJIa JOKYMEHTAITUH JJI BHITIOTHEHUS TPeOOBaHUN HACTOSIINX
[IpaBun u peructpanuu ux coOIOJCHUS: PErIaMEHTUPYIONIUN - UHCTPYKUUHU (YKa3aHus,
TpeOOBaHUS) W PErUCTpUPYIOMUNA - 3anucu (oTyeTsl). HeoOXoamMo NpUMEHSTH
COOTBETCTBYIOIIYIO HAJIJICKAIIYIO MPAKTUKY JTOKYMEHTAJILHOTO O(OPMIIEHHUS B 3aBUCUMOCTHU
OT BHJIa JOKYMEHTA.

JlomkeH OBITh BHEJIPEH COOTBETCTBYIOIIMI KOHTPOJb ISl 0OECIEeUeHHs] TOYHOCTH,
LEJTOCTHOCTH, JTOCTYIHOCTH M YETKOCTH JOKYMEHTOB. PernmameHTupyroume AOKYMEHTBI
JIOJIKHBI OBITH IOCTYITHBI B TMCBMEHHOM BHJIE U HE JIOJDKHBI coiepkaTh omnoOok. [lonstue "B
MACbMEHHOM BHUJIE" MCIOJIB3YETCS B 3HAUCHHUM "'3aIIMCAHHBIN WM 33 I0KYyMEHTUPOBAHHBIN Ha
HOCHUTEIISIX WH(OPMAITNH, C KOTOPHIX TAHHBIE MOTYT OBITh TIOJYy4YCHBI B YuTacMoit popme".

HokymeHrarusi, TpebyemMas HaJjIexalleil Mpou3BOJACTBEHHON mpakTukoi Jlocke
MPOU3BOJICTBEHHON IUJIOHIAJKU: JOKYMEHT, B KOTOPOM OINKCaHa JAEATEIbHOCTb
IPOU3BOJUTENSI, UMEIOIAsl OTHOIIEHUE K HacToAmuM [IpaBumnam.

Tunel periaMeHTUPYIOIINX JOKYMEHTOB (PYKOBOACTBA U TPEOOBaHUS):

crienu@UKaIum - TOKyMEHTBI, COJIEpKaIre MOAPOOHBIE TPeOOBaHNS, KOTOPHIM JOKHBI
COOTBETCTBOBATh MCXOJHBIE M YMAKOBOUYHBIE MAaTE€pUalbl U MPOAYKIUS, UCHOIb3YIOMIHECS
UM TMOJIydyaemble MpU Npou3BoACTBE. OHM SBISIOTCA OCHOBOW ISl OI[EHKHM KayecTBa
JIEKapCTBEHHBIX MPENapaToB;

MPOU3BOJICTBEHHBIE PELENTYPhl, TEXHOJIOTUUECKHE HHCTPYKIUU, UHCTPYKIHHU IO
yIaKOBKe, METOJMKU UCTIBITAHUH - JIOKYMEHTBI, CojieprKalue noapoOHyo uH(opmaimo 060
BCEM HCIOJIb3YEMOM HCXOJIHOM ChIpbE, 000PYIOBAHUH M KOMIIBIOTEPU3UPOBAHHBIX CUCTEMAX
(mpu ux Hanmuuuu). B 3TUX JOKyMEHTaxX JOJDKHBI COJIEPXKAThCS BCE HHCTPYKIHMHU I10
OCYILECTBIICHUIO TEXHOJOTHYECKUX MPOILIECCOB, YIMAKOBKE, OTOOPY MpoO M MPOBEICHHIO
ucnpiTanui. '€ mpuMeHuMo, cileayeT yKa3aTb BCE€ TOYKH KOHTPOJA B MpoIecce
MPOU3BOJICTBA, @ TAK)KE HCIOJIb3yEMbIE MPOLECCHO-aHATUTUYECKNE TEXHOJOTUH BMECTE C
KPUTEPUSIMU TTPUEMIIEMOCTH;

npouenypsl (CTaHgapTHbIE onepalmoHHbie nponeaypsl (naitee - COII)) - oOKyMeHTHI,
coJiepKallye TpeOOBAHMS K BBITIOJHEHUIO ONPENEIEHHBIX ONEPALIHIA;

MPOTOKOJIBI - TOKYMEHTBI, COJiepKalllie TPpeOOBaHUs K MPOBEICHUIO U PETUCTPALUH
OTAEJBHBIX OTIEPALINiL;

TEXHUYECKUE COTJALICHUSI - COTJIAIICHUS, 3aKJIIOYECHHBIE MEXIY 3aKa3uyuKaMH U
UCIIOJIHUTEINSIMA OTHOCUTENIBHO padO0T, KOTOPBIE BBITTOJIHSIOTCS CTOPOHHUMU OpTraHU3aALMSIMU
(ayTcopcuHr).

Tunel perucTpupyomux A0OKYMEHTOB (3aMucH (OTYETH)): 3aMUCH - CBUAECTEIHCTBA,
MOATBEPKIAIOIINE BHIMOJIHEHUE PA3JIMUHBIX JEUCTBUM JJIsi JOKA3aTEIbCTBA COOTBETCTBUS
UHCTPYKIUSIM (Hampumep, MEpPONpUATHH, MPOUCIIECTBUNM, paccieAOoBaHMi). s
MPOU3BENCHHBIX CEPUN TaKXKE COAEPKAT UCTOPUIO KAXAOW CepUH MPOIYKLHH, BKIIOYAS



MH(pOPMALIMIO O €€ peaau3aluio. 3alUCU COJEPKaT UCXOAHbIE JAaHHBIE, UCTIOIb3yEMbIE HJIs
dbopMupoBaHusl JpPyrux 3amuceil. B cliydyae HCHOIb30BaHUS JJICKTPOHHBIX 3amucei
ONpeNeNsATh, KAaKW€ JAHHBIE CIEAYET HCIOJb30BAaTh B KAayE€CTBE HCXOJHBIX, IOJIKHBI
YCTaHOBJIEHHBIE TOJb30BaTeNn. Bce AaHHBIE, HA KOTOPBIX OCHOBBIBAKOTCS PELICHUS IO
KAaueCTBY, JOJDKHBI ONPEAEISTHCS B KAU€CTBE UCXOAHBIX JAHHBIX. 3allMCH, OTHOCAIIUECA K
KOHKPETHOM cepuu, MOTYT ObITh COOpaHBI B IOCHE HA CEPHUIO;
cepTu(dHKaThl aHalU3a - JOKYMEHTHI (MacrnopTa, aHaJUTUYECKUE JIUCTKHU, JIPYTHE

JIOKYMEHTBHI), COJIEpIKalIue pe3toMe pe3yJbTaTOB HCIBITAHUM OOpa3IoB MPOAYKIIUU WU
MaTepuagoB BMECTE C OLIEHKOM COOTBETCTBUSA YCTaHOBJIEHHOM crnenupukauuu. OueHka
COOTBETCTBHUSl CEPUM YTBEP)KJICHHOMY PErUCTPALIMOHHOMY JIOChE TaKXe€ MOXET OBbITh
OCHOBaHa (I[EIMKOM HWJIM YAaCTUYHO) HA aHaJW3€ JaHHBIX, MapamMeTPOB U PE3YJbTATOB,
MOJYyYEHHBIX B PEalbHOM BPEMEHH (pe3loMe€ U OTYEThI 00 OTKIOHEHHUsX). Takoil moaxon
IIPUMEHUM, €CJIU IIPU IPOU3BOJACTBE CEPUM HCIIOJIB3YETCS IMPOLECCHO-aHATUTUYECKAs
texnonorus (PAT);

OTYETHI - JOKYMEHTBI, OTPAYKAIOILIHUE BBIMOJIHEHUE KOHKPETHBIX 3aaHUM, IPOCKTOB WUIIU
pacciuenoBaHu BMECTE € PE3YJIbTaTaMM, BBIBOJAAMU U PEKOMEHTALIUSIMU.

Vipasienne foKyMeHTamuei

4.1. JlomxHbI OBITh YCTAaHOBJIEHBI TPEOOBAHMSI KO BCEM BUJAM JOKYMEHTOB, U UX CIIETYET
cobmonath. TpeGoBaHMsSI TPUMEHSIOTCS B pPaBHOM Mepe KO BceM (opMaM JOKYMEHTOB Ha
pa3IUYHBIX BHJAAX HocHUTened mHpopManuu. is CloXKHBIX CUCTEM TpeOyercs XOpOIIo
3aJI0KYMEHTUPOBAHHOE MOSCHEHNE, BAIMIALNS U aJIeKBATHBIA KOHTPOJIb. JJOKyMEHTBI MOTYT
OBITH CMEUIaHHBIMU 1O (hOpME, HApUMEpP, HEKOTOPBIE SJIEMEHTHI B 3JIEKTPOHHOM BHJE, A
apyrue - Ha OyMaxkHOM Hocutesne. HeoOXoaumo yCTaHOBHUTH B3aWMOCBSI3M U CPEACTBA
YOPABJICHUS] B OTHOILIEHWU OPUTMHAJIOB JOKYMEHTOB, O(HUIMAIbHBIX KONMUH, 00pabOTKH
JAHHBIX W 3alUCeH, KaK JJi1 CMEIIaHHbIX, TaAK U JJISI OJHOTUIIHBIX CUCTEM JTOKYMEHTAIIUH.
Heo0xoauMo BHEIPUTH COOTBETCTBYIOLIME CPEJCTBA YHPABJICHHS B OTHOIIEHHM TaKHX
AJNEKTPOHHBIX IOKYMEHTOB, KaK 11a0J0HbI, JOPMBI U IEPBUYHbBIE JOKYMEHTHI. J{OKHBI OBITH
COOTBETCTBYIOIIME MEPHI KOHTPOJIS [J1 00eCTIedeHHsI LIETIOCTHOCTH 3alucel B TEUEHHUE CPOKa
XpaHEHHS.

4.2. JIOKyMEHTBI JOJKHBI TIIATEIbHO pa3padaThIBaTHCS, MOATOTABIMBATHCH,
COTJIACOBBIBATHCA U pacHpeiensaTbes. B 3aBUCMMOCTH OT BMJA OHM JIOJDKHBI OTBEYATH
TpeOOBaHMSIM COOTBETCTBYIOUIMX 4YacTed crneuupukauuii uccieayeMoro Impernapara,
PETMCTPALIMOHHOTO JIOChE, a TAKXKE JOKYMEHTOB, IIOIaBAEMBIX IS ITOIYUYEHUS JINLICH3UU Ha
npou3BoJACcTBO. KonupoBaHue OpUTHMHAIBHBIX JOKYMEHTOB C ILIE€JIbIO0 MOJIy4EHUs paboumx
JOKYMEHTOB HE JIOJDKHO JI0MyCKaTh BOSHUKHOBEHHE KaKUX-THO00 OMIMOOK MpU KOMUPOBAHUU.

4.3. PernameHTHpYIOLIKE JTOKYMEHTHI IOJKHBI ObITh YTBEPKICHBI U MOANKUCAHBI JUIAMU,
MMEIOIIMMHU IIPaBO MOJAINKCH, C YKazaHueM AaThl. ConepxkaHue JOKYMEHTOB JOJKHO OBITh



OJTHO3HAYHBIM, JIOKYMEHTHI JIOJDKHBI UMETh YHUKAIbHYIO HUIAeHTH(HUKAINO. [loibkHa OBITH
OIIpEJICIIEHA J1aTa BBEJICHUS B ICUCTBUE.

4.4. PernamMeHTUPYIOIIUME JTOKYMEHTBHI JOJKHBI HUMETh JOTHYHYIO CTPYKTYpY,
00€eCIeunBarIIy0 MPOCTOTY HX MNpoBepku. CTUIb H3JI0XKEHHUS JIOKYMEHTOB JOJKEH
COOTBETCTBOBATh HX IMPENNOJIAaraeMoMy HCIOJIb30BaHu0. CTaHIApTHBIE OMNEpalMOHHbIC
npoleaypbl, paboure WHCTPYKIIMH W METOJHMKH JIOJDKHBI OBITh HamucaHbl B ¢dopMme,
MpenoJiaraonieii 00s3aTeaIbHOCTh UX BBITTOJTHEHUS.

4.5. JIokyMEHTBI B paMKax CUCTEMbl YIPABJICHHUS KA4YECTBOM CJEIYET PEryJsapHO
repecMaTpuBaTh U aKTyaJu3UpOBaTh, HEOOXOIUMO UCKIIOUUTH UCIIOIB30BAHNE YCTAPEBIINX
BEPCUM.

4.6. JIokyMeHTBl HE JOJKHBI OOPMIISITECS B PYKOIMMCHOM BHJI€, OJTHAKO €CIIH
MPEAYCMOTPEHO PYKOIKMCHOE BHECEHHUE B JIOKYMEHTHI TAHHBIX, TO JOJKHO OBITh JOCTATOYHO
MECTa JJIsl TAKUX 3aITiCei.

ITpaBuia Ha/yIeKamero JOKyMEHTAIEHOTO OopMiIeHAS

4.7. PykonucHbIE 3allUCH JOJKHBI OBITh CHENAaHbl YETKO, Pa300pPUUBO U TaK, YTOOBI
BHECEHHBIE JJAaHHBIC HEJIb3S ObUIO YIATUTh.

4.8. 3amucu cienyeT BECTH IMPHU BBIMOTHEHUU KaXIOTO JAEHCTBHS U TaKUM 00pa3oM,
9TOOBI MOXKHO OBLIO MPOCJIEAUTH BCIO 3HAUUMYIO JIEATEIbHOCTh, KaCAroITy0Cs TPOU3BOJICTBA
JIEKapCTBEHHBIX MPEMapaToB.

4.9. JTIroboe n3mMeHeHue, BHOCUMOE B JJOKYMEHT, JOJKHO OBITh MOJMUCAHO U IATUPOBAHO.
N3meHeHne JOMMKHO TaBaTh BO3MOXXHOCTH MPOUYTEHUS MEepBOHAYAIbHOW nHpopManmu. [ e
NPUMEHUMO, JTOJKHA OBITh yKa3aHa MPUYUHA U3MEHEHHS.

XpaHeHHE JOKYMEHTOB

4.10. JomkHO OBITH YETKO OIpEIEICHO, KaKasl 3alUCh OTHOCUTCS K KaKIOMY BUIY
MPOU3BOJICTBEHHON NESATENbHOCTH, U TJe OHAa HaxXoAuTcsA. [[OmKHBI OBITH OOECIEUCHBI
HaJIe)KHbIE MEpbl KOHTPOJIS, BaJUJIMPOBAHHBIE B COOTBETCTBYIOIIMX CIyYasx, s
obecrieueHust 1eTOCTHOCTH 3alKMCH Ha MIPOTSHKEHUU CPOKaA XPAHEHUSI.

4.11. OcobOsie TpeObOBaHUS MPEIBABIIOTCSA K JOKYMEHTAIIMN CEPUU, KOTOPYIO CIeayeT
XpaHUTh B TeueHue | rojia mocie OKOHYaHUsI CpOKa rOJAHOCTU ATOM CepUU WIM HE MeHee 5
JeT TOCJI€ BBbLJIAYM PAa3pelieHUs] Ha pealu3aldi0 CEPUM YIOJHOMOYEHHBIM JIUIIOM B
3aBUCUMOCTH OT TOr0, KakoW cpok pnoibimie. Jyisi JekapCTBEHHBIX IMpenapaTos,
MpeHA3HAYEHHBIX [ KIMHUYECKUX HCCIEAOBAHUM, JOKYMEHTAIMIO CEpUM CIeIyeT
XpaHUTh KaK MHUHUMYM 5 JIET TOCJI€ OKOHYAaHUS WU OQUIIMATBHOTO MPEKpaIleHUs
MOCJCIHUX KIUHUYECKUX UCCIEAOBaHUM, B KOTOPBIX MCIOJb30BaIu 3Ty ceputo. B
TpeOOBaHUAX 3aKOHOJATEIHCTBA TOCYAApCTB-wWIeHOB M mpaBa Coro3a K crenupuyecKum
BHJIaM JICKAPCTBEHHBIX MpernapaToB (HAPUMEp, BBICOKOTEXHOJOTHYHBIC JIEKAPCTBEHHBIE



mpernaparsl sl HauboJiee COBPEMEHHBIX BUJIOB JICUCHHUS) MOTYT OBITh YCTAHOBJICHBI OoJjice
JUTUTENIbHBIE TIEPUO/IbI XPAHESHUS OTPE/ICTICHHBIX JOKYMEHTOB.

4.12. Insa npyrux BUJIOB JOKYMEHTAIIUU CPOK XpPaHEHMS 3aBUCUT OT BUJIOB JICSATEIbHOCTH,
KOTOpbIE 3Ta JOKYMEHTAlMs COMpOBOXJaeT. KpuTHueckyr IOKyMEHTAIWI0, BKIIHOYast
HUCXOJHbIE JaHHble (HaAmpuUMep, Kacarollhecs BaluJalUud WIN CTaOWIbHOCTH),
NOATBEpKAaroe UHGOPMAIIUIO PETUCTPAIMOHHOTO J0Che, HEOOXOJAMMO XpaHUTh Ha
MPOTSIKEHUU CPOKA JIEUCTBUSL PETUCTPAITMOHHOTO yI0CTOBEPEHUS.

JlonyCTUMO yIalsaTh ONPEACIICHHYIO JTJOKYMEHTAIMIO (HapuMep, UCXOHbIE JaHHBIC,
COMPOBOK/IAIOIINE OTUETHI MO BaTUJAIUUA WA CTAOUIIBHOCTH), €CIIU JaHHbIE OB 3aMEHEHbI
IMOJIHBIM KOMIIIEKTOM HOBBIX JaHHBIX. OOOCHOBAaHHME TaKHX JICHCTBHM IOJDKHO OBITH
odopmiieHO AOKyMeHTalbHO. [Ipu 3TOM HEOOXOAMMO YUHUTHIBATH TPEOOBAHUS K XPAHECHUIO
JOKYMEHTAalluK cepuu (Hampumep, B ciydyae JaHHbIX MO BajluJalUU Mpolecca
COTIPOBOJK/IAIOIIME UCXOJIHBIC JaHHBIC CIEIYyET XPaHUTh 10 KpaliHel Mepe Takoe jKe Bpems,
KaK U JOKYMEHTAIMIO Ha BCE CEPUHU, JIJISI KOTOPBIX pa3pellieHue Ha BHITYCK MOATBEPKIACHO
JAHHBIMHU ATUX BaJUJAIIMOHHBIX UCCIICI0OBaHU).

B cnenytomux pazaenax npuBefeHbl MPUMEPHl HEOOXOIUMBIX TOKYMEHTOB. B cucteme
YIIpaBJICHUS KayeCTBOM JOJDKHBI OBITh ONHCAHBI BCE JOKYMEHTBHI, HEOOXOIUMBIC s
rapaHTUU KauyecTBa MPOAYKIIUU U OE30MIaCHOCTH MAIIUEHTOB.

Croemudukanun

4.13. Heo6X0auMO MMETh B HAJIMYMH COOTBETCTBYIOIIUM 00pa3oM yTBEPX IEHHbIE
cnenuUKaUd Ha MCXOJHbIE M YHNAKOBOYHBIE MaTEpHalbl U TOTOBYIO MPOAYKIHIO C
YKa3aHUEM J1aThl yTBEPKACHU.

Croemudukanuy Ha HCXOHEIEC ¥ YIIAKOBOYHEIE MaTEPHAIIEI

4.14. Crneun¢ukanyuy Ha UCXOJHbIE MaTepHalIbl, IEPBUYHBIE WU MIEYaTHbIE YIIAKOBOYHbBIE
MaTepHabl TOJKHBI COJIEPKATh CIEAYIONY0 HH(pOpMaLHIO (COOTBETCTBYIOIIME CCHIIKU HA
uH(pOpPMaIHIO, TJIe TPUMEHUMO):

a) ONMCAaHNE MAaTEPUAJIOB, BKIIIOYAIOLIEE B ceO0sl:

HAaUMEHOBAaHUE U BHYTPEHHHI KOJI;

CCBUIKY Ha (papMaKOIIEHHYIO CTaThIO WM Ha APYTYI0 HOPMAaTUBHYIO JOKYMEHTALUIO WU
HOPMATHUBHBIA JOKYMEHT (IIPU UX HAJTMYHH);

HAaUMEHOBAHHUE YTBEP)KJIEHHBIX MOCTABIIUKOB U, €CJIM 3TO BO3MOXHO, IPOU3BOIUTEN
MCXOJIHBIX U YIaKOBOYHBIX MaT€pUaJIOB;

oOpaszel] neyaTHbIX MaTepHAaJIOB;

b) HHCTPYKIMHU IO OTOOPY MPOO U MPOBEACHUIO UCTIBITAHMIA;

C) KaYECTBEHHBIE U KOJUYECTBEHHBIE ITOKA3ATENH C YKa3aHUEM JIOITYCTUMBIX IIPEIEIIOB;

d) ycnoBust xpaHeHUs! U MEPBI TPETOCTOPOKHOCTH;



€) CPOK FOJHOCTH WJIM MaKCUMAaJIbHBIN CPOK XPaHEHUS JO MOBTOPHOT'O KOHTPOJIS.

Croemurkanuy Ha IpOMEKYTOIHYIO H Hepac(hacoBaHHYIO IIPOIYKIHIO

4.15. Crnenudukanuu Ha MPOMEKYTOUHYIO U HEpac(PaCOBAHHYIO MPOMYKIIHIO JOJKHBI
OBITh B HAJIWYUU ISl KPUTHUUECKUX CTAJUN WIM MPU €€ MPUOOPETEHUH U OTrpy3ke. DTH
cnenu@UKAIU TOHKHBI OBITh aHATOTUYHBI CHIEIU(DHUKAIIMAM COOTBETCTBEHHO HA MCXOJIHOE
CBIpbE JTMO0 TOTOBYIO MTPOTYKIIUIO.

Croemudrkamuy Ha TOTOBYIO IPOIYKITHIO

4.16. Cneundukanyy Ha TOTOBYIO MPOIYKIUIO JOJKHBI COAEPKATh CIAEAYIOLINE JaHHbIE:
a) HAMMEHOBAHME JIEKAPCTBEHHOIO Mpenapara v KoJl (Ipu He0OXOAUMOCTH);
b) cocTaB UM cchbUIKa Ha COOTBETCTBYIOIINUNA JOKYMEHT;
C) OIKCaHUE JEKAPCTBEHHON (POPMBI M OJAPOOHBIE CBEACHUS 00 YITaKOBKE;
d) uHCTpyKIIMH MO OTOOPY TPOO M MPOBENCHUIO HMCIBITAHUNA WIM CChUIKA Ha
COOTBETCTBYIOIIUH TOKYMEHT;
€) KaueCTBEHHbIEC U KOJIMYECTBEHHBIE [TOKA3ATENN C YKA3aHUEM JIOITyCTUMBIX IIPEIEIIOB;

f) ycnoBus xpaHeHUsS B 0COOBIE MEPBI IIPEIOCTOPOKHOCTH MPU HCIIOIB30BaHUU (TIPH
HEOOXOIUMOCTH);

g) CPOK TOJIHOCTH.
ITponsBoncTBeHHAs penenTypa U TEXHOJIOTHIECKAE HHCTPYKIHU

Ha kaxnaplii mpou3BOAUMBIN JIEKAPCTBEHHBIM Ipenapar U KaXKAbId pa3Mep CEpuu
HEOOXOAMMO HMETh YTBEpP)KJICHHbIE NHUCHMEHHBIE MPOU3BOJCTBCHHYIO pELENTypy H
TEXHOJIOTHYECKUE HHCTPYKLHUH.

4.17. IIpon3BoaCTBEHHAs peLenTypa J10JKHA BKIOYaTh B ce0sl:

a) HaMMEHOBAHUE JIEKAPCTBEHHOTO TperapaTa cO CChUIKOM Ha KOJ B COOTBETCTBUU CO
crienuduKauen;

b) onucanue nexkapcTBEHHON (POPMBI, TO3UPOBKHU Mpenapara U pazmMepa CepHH;

C) MepeUeHb BCEX MCXOHBIX MAaTEPUAIIOB, KOTOpPbIE OyAyT UCIOIb30BAThCS, C YKa3aHUEM
KOJIMYECTBA KaXXA0T0. Takyke MOMKHBI ObITh YKa3aHbl BCE BEIIECTBA, KOTOPHIE MOTYT
MCYE3HYTh B X0 TEXHOJIOTHYECKOI0 POIECcCa;

d) oxugaemblii BBIXOJ] TOTOBOM MPOAYKIIMH C YKa3aHWEM JIOMYCTHUMBIX MPEICIIOB U
BBIXO/IbI COOTBETCTBYIOIUX TPOMEKYTOUHBIX MTPOIYKTOB, TJI€ 3TO BO3MOXKHO.

4.18. TexHOIOrNYECKNE UHCTPYKIUH JTOJIKHBI COJIEPHKATh!

a) JaHHBIE O MECTE OCYLIECTBJIEHUS Mpouecca 1 00 OCHOBHOM 000pYJI0BaHUHU, KOTOPOE
JOJHKHO TPU ATOM UCIOIb30BaThCS;

b) METOABI WM CCBUIKH Ha METOJIbI, KOTOPBIE TOJDKHBI HCTIONH30BATHCS ISl MOATOTOBKH
KPUTHUECKOTr0 000py0BaHus (HapuMep, OUUCTKA, MOHTaX, KaTMOPOBKA, CTEPUIIN3ALINS);



C) MHCTPYKIIMH IO NMPOBEPKE TOTO, UTO 000pyI0BaHUE U pabouyee MECTO CBOOOIHBI OT
OpeabAyIIed MPOAYKIMHA, HEHYXKHBIX AJis 3allJIaHUPOBAHHOTO TMpOIecca TOKYMEHTOB U
MaTepuagoB, a TakXKe IO MPOBEPKE YHUCTOTHI OOOPYNOBAaHUS U €r0 TOTOBHOCTHU K
CJIeIyIOLIEMY MPOILECCY;

d) monpoOHbIe MOCTaANitHBIE TEXHOJIOTHYECKNE MHCTPYKIMH (Hampumep, MpoBepKa
MaTepuaoB, MpeJaBapuTelbHas 00paboTka, MOPANOK 3arpy3KH ChbIpbs, KPUTHUYECKHUE
napameTpbl Ipouecca (Bpemsi, Temrneparypa 1 T. 11.));

€) MHCTPYKIIMU TIO BCEM BHUJIaM KOHTPOJSI B MPOIIECCE MPOU3BOJCTBA C yKa3aHUEM
JOIyCTUMBIX MIPEIETIOB;

f) TpeboBaHusa K XpaHEHHMIO HepachacCOBAHHON MPOAYKIIMHU MPH HEOOXOIUMOCTH,
BKJIOYasi TpeOOBaHMS K Tape, MapKUPOBKE U CICIHMAIBHBIM YCIOBUSM XPAaHEHHs, TJE ITO
TpedyeTcs;

g) BCe MoJIexkKalue coOMI0IEHUI0 0COObIE MEPhI MPEOCTOPOKHOCTH.

HecTpyKnmu 110 yIIakoBKe

4.19. Jlns kaxxa0ro JIeKapCTBEHHOTO MpernapaTa, pa3Mepa 1 TUTa YIaKOBKH JIOJKHBI ObITh
B HAJWMYMH HWHCTPYKIHMH MO ymakoBke. Kak mpaBuio, OHM JOJDKHBI BKIIOYATh B ceOs
ClIeyIoIlre CBeACHUS (CChUIKM Ha HUX):

a) HAaMMEHOBaHKE JIEKAPCTBEHHOTO TIperapaTa, BKIIo4as HOMep cepur HepacacoBaHHOM
NPOAYKIMH U TOTOBOTO MPOJYKTAa,

b) onucanue ero JeKapcTBEHHON (HOPMBI U T03UPOBKH (IA€ MPUMEHUMO);

C) KOJIMYECTBO JIEKAPCTBEHHOTO MperapaTa B OKOHYATEIbHOM YITaKOBKE, BEIPAXKEHHOE B
MITYKaX, €AMHUIIAX MAaCChl MJIK 00bEeMa;

d) monHBI MepeyeHb BceX HEOOXOMMMBIX YHMAaKOBOYHBIX MAaTEpUajiOB, BKIIOYAS HX
KOJIMYECTBa, pa3Mepbl M THIBI C YKa3aHHMEM KOJa WJIH HOMEpa, OTHOCSIIUXCA K
crenrpUKAIUIM Ha KaK/IbI yITaKOBOYHBIA MaTepua;

€) rae IpuMEeHUMO, 00pa3el] UK KOIHUs COOTBETCTBYIOIIMX MEYaTHBIX YIaKOBOYHBIX
MaTepuasoB M 00pa3Ilpl, yKa3bIBAIONIME HAa MECTO HAHECEHHs HOMEpa CEpHH M CpOKa
TOJHOCTHU MPOAYKIINU;

f) TpeGoBaHus MO MpPOBEPKE TOr0, YTO 0OOPYA0BaHKHE M pabouee MECTO CBOOOIHBI OT
MpeIbIIyIIel MPOIyKIIUHI, TOKYMEHTOB MM MaTEPUajIOB, HEHY)KHBIX JIJIS 3allJIaHUPOBAHHBIX
orepaluii Mo yrnakoBKe (OYMCTKA JJUHUM), a TAKXKE M0 MPOBEPKE YUCTOTHI 00OPYAOBAHUS U
€ro TOTOBHOCTH K CIIEAYIOIIEMY MPOIIECCY;

g) CBEJIEHUs O MOJUIeKALIUX COOJIIOICHUIO CTIEIUATIBHBIX Mepax MPeaoCTOPOKHOCTH (
BKJIFOYAsl TIIATENBHYIO MPOBEPKY 30HBI YMAKOBKA U OOOPYAOBaHMS), TapaHTUPYIOIIHUX
OYHUCTKY YIaKOBOYHOM JIMHUHU ME€pe]l HauajJoM paboThl;

h) onmcanme mporecca yrmakoBKH O BCEMH OCHOBHBIMU BCITIOMOTaTEIIbHBIMU OTICPAITUSIMHU
U UCTIOJIb3yEeMbIM 000pYy10BaHUEM;



1) omMcaHue KOHTPOJISI B MPOIIecCe MPOU3BOJICTBA C YKAa3aHUSIMU 0 OTOOpPY Mpod u
JIOITYCTUMBIX TPECIIOB.

JIOTIOTHUTENTBHO MOTYT OBITH pa3padOTaHbl WHBIE TOKYMEHTBI, KOHKPETH3UPYIOIINE
TIOJIO’KCHHMS TIPOU3BOJICTBEHHON PEIENTYPhI U TEXHOJOTHYECKUX MHCTPYKITHH.

3ammcu 1o MPOU3BOACTBY CEpHH

4.20. Ha kaxxJ1y10 MPOU3BEACHHYIO CEPUIO CIEAYET COXPAHAThH 3alUCH MO TPOU3BOICTBY
CEpHH.

OHU JOMKHBI OCHOBBIBATHCS HA COOTBETCTBYIOIIUX YACTAX YTBEPKIECHHBIX TOKYMEHTOB (
MIPOU3BOJICTBEHHOMN PEIENTYPhl U TEXHOJIOTUYECKUX UHCTPYKIUI) U COACPKATH CIIEIYIOINIYIO
uHdOpMAIHIO:

a) HAUMEHOBAaHHUE U HOMEP CEPUM MPOTYKIINH;

b) matel u BpeMs Hadaja M 3aBEPIICHUSI TEXHOJIOTUIECKOTO MPoIiecca, a TAakyKe OCHOBHBIX
IPOMEXKYTOYHBIX CTaJHM;

¢) bamMuiKs 1 UHUIMAJIBI onepaTtopa (ONepaTopoB) Kax 0l OCHOBHON TEXHOJIOTUYECKOM
oTepalru, a TaKXKe JIUIA, TPOBEPUBILIETO KAXKAYIO U3 3TUX ONEpaluid, TpU HEOOXOJUMOCTH;

d) Homep cepuu U (WIIU) HOMEP AHATUTUYECKOTO KOHTPOJISI, a TaKkKe (PaKTUUECKU
OTBEIICHHOE KOJIMYECTBO MCXOJHBIX MATEPHAIIOB KaXXI0T0 BUAA (BKJIIOYAs HOMEP CEpUH U
KOJIMYECTBO JII000T0 T00aBJIEHHOI'O PEreHEPUPOBAHHOTO UITH TTepepadOTaHHOTO MaTeprana);

€) CBEJCHUS O JIF0OOW OTHOCSIIEHCS K JIeTTy TEXHOJIOTUYECKOU Omepaluy Wiu JII0OOM
JEICTBUH, a TaKKe 00 OCHOBHOM HCIOJIb30BAHHOM 00OpY0BAHHH;

f) 3amKMcu Mo KOHTPOJIIO B MPOIIECCE MPOM3BOJICTBA C YKA3aHUEM HCHOJHUTENIECH U
MOJIyYEHHBIX PE3YyJIbTaTOB;

€) BBIXOJ IPOIYKITUU Ha PA3IMIHBIX CTAIUSIX MPOU3BOJICTBA;

h) cBenenuss 00 ocoObIx mpoOiieMax ¢ MOANUCAHHBIM pa3pelleHueM Ha J0oe
OTKJIOHEHHE OT TEXHOJIOTHYECKUX HHCTPYKITU;

1) MOJMUCH JIUIIA, OTBETCTBEHHOTO 32 TEXHOJIOTMYECKUH MPOIECC, C YKa3aHUEM JaThl.

B ciydae ecnu BalMIMPOBAHHBIN MPOIIECC MOBEPraeTCsl MOCTOSHHOMY MOHUTOPUHTY U
KOHTPOJTI0, aBBTOMAaTHYECKU CO3/]TaBAEMbIE OTYETHI MOTYT OTPAHUYMBATHCS KPATKUM PE3IOME O
COOTBETCTBHH U OTUETAMH 00 OTKJIIOHEHUSX (OTCTYIUICHHUSAX) OT crienu UKy,

3amwcH o yIakoBKe CEpyH

4.21. Ha xaxayro Npou3BEJECHHYIO CEPUIO WIIM YaCTh CEPUU CIIEYET COXPAHATH 3alIUCU
10 yrnakoBke cepuu. OHU JOJKHBI OCHOBBIBATHCS HA COOTBETCTBYIOIIMX YACTAX MHCTPYKIIHMA
I10 YIIaKOBKE.

3anucu no ynakoBKe Cepuu AOJKHBI BKIIOYATh B CE0sI CIEAYIOIINE TaHHBIE:

a) HAMMEHOBAaHUE U HOMEP CEPUH JIEKaPCTBEHHOT'O IIpenapara;

b) nara (1atbl) ¥ BpeMsi MPOBEJAEHUS ONepalliii MO YIIaKOBKE;



¢) dhaMuIusl ¥ MHULUAJIBI OTlepaTopa (OMepaTopoB) KaxA0W OCHOBHOM TEXHOJIOTUYECKOMN

oTiepalnu, a TAaKXKe JINIA, TPOBEPUBIIIETO KAXKIYIO U3 3TUX ONEpaIluid, TPH HEOOXOIUMOCTH;
d) 3amucu mMPOBEPOK MAESHTHUYHOCTH M COOTBETCTBUS MHCTPYKIUSM IO YIIaKOBKE,
BKJTFOYAst pe3yiIbTaThl KOHTPOJIS B MPOIIECCE MPOU3BOICTBA;

€) MOAPOOHBIE CBEACHMS 00 OCYIIECTBIECHHBIX ONEPALMSIX 10 YIIAKOBKE, BKIKOYAs CChUIKH
Ha UCII0JIb30BaHHOE 000PY/I0BAHHUE U YITAKOBOYHBIC JINHUY;

f) oOpa31ibl MCMOIBL30BaHHOTO MEYATHOTO YITAKOBOYHOTO MaTepurana, BKIrovYas 00pasiibl ¢
HAaHECEHHBIMH HOMEPOM CEpHUU, CPOKOM TOJHOCTH W TPOYUMHU JOMOTHUTEIbHBIMHU
MapKUPOBOYHBIMHU JAHHBIMH, T/I€ IPUMEHUMO;

g) cBegeHus 00 0COOBIX MpoOIEMax MIIM HEOOBIYHBIX TPOMUCIIECTBUIX C MOAMMCAHHBIM
paspericHrueM Ha J1I000e OTKIIOHEHHWE OT HHCTPYKIIUN TT0 YITaKOBKE;

h) KoTMYecTBO M CCHITKA HA HOMEDP WM HAUMEHOBAHHE BCEX MEYATHBIX YIMaKOBOYHBIX
MaTepuagoB U HepachacoBaHHOHN MPOAYKIIMU, BBIIAHHBIX, KCTIOJIB30BAHHBIX, YHUUTOKEHHBIX
WJIM BO3BPAIICHHBIX Ha CKJIAJ, & TAKKE KOJIMYECTBO TOTOBOTO MPOMYKTA JJISI COCTABICHHUS
COOTBETCTBYIOIICTO OajaHca. DJEKTPOHHBIM KOHTPOJb B MPOIECCe YHMAKOBKHU SIBIISICTCS
OCHOBAaHHEM JIJIs1 HEBKITFOUCHHSI TAKOW HH(POPMAIINH;

1) MOJMUCH JIUIIA, OTBETCTBEHHOIO 32 MPOIIECC YITAKOBKU, C YKA3aHUEM JIaThI.

IIponenypsl u 3amucu
IIpuemxa

4.22. Ha npueMKy KakJI0l TOCTaBKU KaKJIOTO BUJAa UCXOAHBIX MAaTEPUATIOB (B TOM YHUCIIE
Hepac(acoBaHHOW, MPOMEXYTOYHOM WM TOTOBOW NPOAYKIMH), a TAKXKE IEPBUYHBIX,
BTOPUYHBIX U MEYATHBIX YITAKOBOYHBIX MATEPUAJIOB JOJDKHBI OBITh B HAJIMYUU TUCEMEHHbIE
MPOLIETYPbl U MOATBEPKAAIOIINE 3aITUCH.

4.23. 3anucu 1o NpUEMKE JTOJKHBI COJIEPKATh:

a) HAMMEHOBAaHKE MaTepuaia B HaKJIaJHOU U Ha Tape;

b) BHYTpH3aBOJCKOE€ HAaMMEHOBaHHE (E€CIM OHO OTJIMYAETCS OT HAaMMEHOBAaHMUS,
YKa3aHHOTO B TMOJNYyHKTE "a" HacTofAlmero myHkTa) W (uWiu) koj Marepuaina (mpu
HEOOXOIUMOCTH);

C) 1aTy NPUEMKHU;

d) HanMeHOBaHME MMOCTaBUIMKA U HAMMEHOBAaHUE TPOU3BOAMUTEIIS;

€) HOMEp CEpUH ITPOU3BOAUTEIIS NN KOJAOBBIN HOMED;

f) oO11ee KOAMUECTBO MOIYYEHHBIX MATEPUATIOB U YHCIIO €IMHUI] YIIAKOBOK;

h) Homep cepuu, MPUCBOCHHBIN MOCIE IPUEMKHU;

1) MoObIe CYIIECTBEHHbIE 3aMEUYaHusl.

4.24 JlomxHbl OBITh B HAJIMYUU NMHUCbMEHHBIE MPOLEAYPHl MO BHYTPHU3ABOJCKOU
MapKUpPOBKE, KapaHTHUHY W XPaHEHUIO HCXOJHBIX, YIMAKOBOYHBIX U, €CIM HEOOXOAMMO,
APYrUX MaTepUaoB.



OTt60p npob

4.25. JlomxHbl OBITh B HAIMYMU MUCbMEHHBIE MPOLIEAYPHI [0 0TOOPY MPo0, copepKaIiue
CBEJICHHs 00 HCMOJb3YEMBIX METOJAaX M O00OpYyJOBaHWHU, KOJIMYECTBAX, KOTOPBIE JOJIKHBI
ObITh OTOOpaHbl, W JIOOBIX MOJUIEKAIUX COOJIOJEHUI0O MEPAX MPEAOCTOPOKHOCTH BO
n30exaHne KOHTAMUHALUKA MaTepuaia Ui JJI0O0ro yXyIIIEHUs €ro KauecTBa.

IIpoBencHuE HCIIBITaHMUH

4.26. JlosxkHbl OBITH B HAJWYMU MUCHbMEHHBICE METOJWMKU HUCHBITAHHUS 00pa3IloB
MaTEepUAJIOB M IMPOAYKIHUM HAa PA3JIMYHBIX CTAAUIX IMPOU3BOACTBA C YKa3aHUEM
HCTOJIb3YEMBbIX METOJI0B M o0OopyaoBaHusa. IIpoBeneHHbIE HCHBITAHUS JOJKHBI OBIThH
JOKYMEHTAJIBHO O()OPMIICHBI.

IIpoaee

4.27. JlomxHbI ObITh B HAIMYUK MTUCbMEHHbBIE MPOLIEAYPhI, YCTAHABIUBAIOIIUE MOPSIOK
BBIITYCKA U OTKJIOHEHUS] MAaTEPUAJIOB U MPOIYKIMH, B YACTHOCTH BbIJIaYU YIIOJTHOMOYEHHBIM
JTULOM (JUIaMH) pa3pelieHrs Ha BBIMYCK FOTOBOM MpoayKiuu. Bce 3amucu JoJKHBI OBITh
JOCTYIIHBI YIIOJTHOMOYEHHOMY Juily. /lomkHa OBITH BHEIpeHa cucTeMa s 0003HauYeHUS
CHIEUATIbHBIX HAOIIOJICHUN U JIFOOBIX U3BMEHEHUN B OTHOIIEHUU KPUTUYECKUX JAHHBIX.

4.28. CnenyeT BECTU M COXPaHATh 3alUCH MO PEATU3aluu KaXXJ10i cepuy MPOAYKIHUH B
1ensax o0JierdyeHust OT3bIBa 3TOU CEPUU B Cllydae HEOOXOUMOCTH.

4.29. JloixkHBI OBITH B HAJIMYUKM MUCHMEHHO W3JI0OKEHHBIE MOJIUTUKHU, TMPUHIIUIIBI,
IpOIEAYpPHl, TJIaHBI, MPOTOKOJbI, OTYEThl U OTHOCSIIMECS K HUM 3alKCU MPEANPUHSITHIX
JNEUCTBUN WIM CAETAHHBIX 3aKJIIFOYEHUM, I]I€ IPUMEHUMO, B OTHOLICHUU:

BaJUAAIMH U KBaJTU(UKAIIMU MPOIECCOB, 000PYAOBAHUS U CUCTEM;

MOHTaXXa U KAJIMOPOBKU 000PYIOBaHUS;

IIEpEeHOCca TEXHOJIOTHM;

TEXHUYECKOTO 00CTyKMBaHUSI, OUUCTKHU U AC3UH(EKIINY;

nepcoHasa, BKIOYas CIHUCKU JUIl ¢ 00pa3iaMu Mmojanucei, oOydyeHrne HaCTOSIINM
[IpaBunaM u TEXHUYECKUM BOIPOCaM, MEPEOJEBAHUI0O U TUTUEHUUYECKUM TPEOOBaHUSM, a
Takke MPOoBEPKY d(PPeKTUBHOCTH 0OYICHMUS;

MOHUTOPHUHTIA NPOU3BOIACTBEHHOU CPEJIbI;

MEpPONPUITUIM, HAMPABICHHBIX HA OCYHIECTBICHHUE KOHTPOJIS TMOSIBICHUS U
pacrpoCTpaHEHUs BPEIUTEIIEH;

IIPETEH3UM;

OT3bIBOB MPOAYKIINH;

BO3BPATOB MPOYKIIUHU; KOHTPOJISI U3MEHEHUI;

pacciieIoOBaHUs OTKIIOHEHUN U HECOOTBETCTBUN;

BHYTPEHHETO ay/IUTa KayecTBa (COOTBETCTBUS TpeboBaHusIM HacTosux [IpaBun);



000011IeHus 3anucei (Hanpumep, 0030p KauecTBa MPOIYKIMH) IPU HEOOXOIUMOCTH;

ayJInTa MOCTABIINKOB.

4.30. JlomxHbI OBITh B HAJTMYWUU Y€TKHE WHCTPYKIUHU MO SKCILTyaTalliid OCHOBHBIX €IMHUIL
POU3BOJICTBEHHOTO U KOHTPOJIbHO-aHATUTHYECKOT0 000PY/10BaHHUS.

4.31. HeoOXx0onuMO BECTH PETUCTPAIMOHHBIC KypHAJbI AJi1 Hanbojee BaKHOTO WU
KPUTHYECKOI'O TEXHOJIOTMYECKOI0 U KOHTPOJIbHO-aHAIUTUYECKOTO O0OpYA0BaHuUs, a TaKXKe
I TOMEWIEHUW, Tae MPOU3BOAWIACH MNPOAYKIHA. B 3Tux KypHamax cieayer
PETUCTPUPOBATH B XPOHOJOTUYECKOM MOPSAKE JII000E HUCIONb30BAHUE 3TUX MOMEUICHUH,
000pyI0BaHUsI U METO/IOB, ITPOBEICHHUE KATHOPOBKH, TEXHUYECKOTO OOCTYKUBAHUS, OUUCTKU
WJIM PEMOHTA C YKa3aHUEM JaT U JIMII, BBIIOJHUBIINX 3TU PaOOTHI.

4.32. Crienyet BECTH y4YET JOKYMEHTOB B PAMKAaX CUCTEMBI YIIPABIEHUS KAYECTBOM.

I'nasa 5. ITlponsBoacTBo ITpuaImm

TexHomornyeckue ornepamnuu J0KHBI OCYHIECTBIATHCS MO YETKO YCTAHOBJIEHHBIM
npolueaypaM, OHU JOJDKHBI OTBeUaTh HAcTOsAUM l[lpaBuiiam s moaydeHus NpOyKIIMU
TpeOyeMoro kKauecTBa U COOTBETCTBOBAThH Pa3pelIeHUI0 (JMIIEH3WH) Ha MPOU3BOJCTBO H
PErHCTPALIMOHHOMY JIOChE.

O6mmue TpeboBaHAA

5.1. IIpou3BOACTBEHHBIA MPOLIECC NOJKEH OCYIIECTBISITECS U KOHTPOIUPOBATHCA
KBTH(PHUITUPOBAHHBIM TIEPCOHATIOM.

5.2. Bee peicTBus, MPOBOAMMBIE C MaTEpUAIaMU U NMPOAYKLIMEHN, TAKUE KaK MPUEMKA U
KapaHTHH, 0TOOp Mpo0, XpaHEeHUEe, MApKUPOBKA, Bbllaya B MIPOU3BOJCTBO, TEXHOJIOTUUYECKHI
npolecc, YNaKoBKa W pealin3alus, CIEAYET OCYUIECTBIATh COTVIACHO IMHUChMEHHBIM
MpOoLEypaM UM UHCTPYKIMAM U O(POPMIISTh JOKYMEHTAIBHO.

5.3. Bce nocrynaroiiue MaTepHalibl TOJKHBI OBITH MPOBEPEHBI, YTOOBI rapaHTUPOBATh,
YTO MOCTAaBKa COOTBETCTBYET 3aka3y. Tapa joxkHa ObITh ounilieHa (TP HEOOXOAUMOCTH) U
MapKUpOBaHa C yKazaHueM TpebyeMoi nHbopMaIiim.

5.4. dakThl MOBPEXKACHUS Taphbl U YIIAKOBKU U JIO0BIE Ipyrue Mpo0iaeMbl, KOTOPbIE MOTYT
HEOJAroNMpHUsITHO TOBJIUATH HAa KA4ECTBO MATEPHANIOB, JIOJHKHBI OBITH PacCieOBaHBI,
odopMIIeHbl JOKYMEHTalbHO, a HHGOpPMAIMsg O HUX JOJKHA OBITh JOJOXKEHAa B
MOAPA3AEIECHUS KOHTPOJIS Ka4eCTBa.

5.5. Iloctynaromue Marepuaibl U MPOU3BEACHHAs TOTOBAS MPOAYKLUUS HOJIKHBI
HEMEJUIEHHO IOMENIAThCS B KAapaHTUH, OPTaHM30BAHHBIM IO IPUHIMUITY Pa3AeIbHOIO
XpPaHEHUsl WJIA 3a CYET OPTraHU3alMOHHBIX MEP, U COAEPXKAThCS B HEM N0 MOJYyUYEHHUS
pa3pelIeHNs Ha UX UCIIOJIb30BAHKUE WIH PEATN3ALHIO.

5.6. IlpuemMKy 3aKymnaeMbIX MPOMEXKYTOUHON U HEpachaCOBAaHHOM MPOTYKIIMHU MPOBOIST B
COOTBETCTBHH C MPABUIIAMU, AEHCTBYIOIIMUMU ISl ICXOIHBIX MaTEPUAIIOB.



5.7. Bce marepuansl U MPOAYKIHUIO CIEAYyET XPAaHUTh B COOTBETCTBYIOIIUX YCIOBHUSIX,
YCTAaHOBJICHHBIX HX MPOU3BOJUTENIEM, B OMNPEJCICHHOM TMOPSIIKEe, O00ecreynBarolieM
pa3ziesieHHe Mo CepUsIM U YCTAHOBJIEHHYIO OY€PEIHOCTh UCTOJb30BAHUS CKIAJCKHUX 3al1acoB.

5.8. Cnenyetr mpoOBOJUTH MPOBEPKU BBIXOJIOB W MaTepHalbHOro OajiaHca, 4TOOBI
yOeIUTHCS B OTCYTCTBUU PACXOXKICHUN C JOIMYCTUMBIMH TPEICTHHBIMI 3HAYCHHUSIMHU.

5.9. He nomyckaeTcsi OIHOBPEMEHHOE WM MOCIEA0BATEIbHOE MTPOBEACHNUE ONEpalluid ¢
Pa3IMYHBIMH MPOJYKTAMH B OJHOM M TOM K€ MTOMEIIEHNUH, 3a UCKIIFOYEHUEM CITy4aeB, €CIU
HE CYUIECTBYET PUCKA MEPEMYTHIBAHUS WU NEPEKPECTHON KOHTAMUHALINH.

5.10. [Iponykius 1 Matepuanbl JOJKHBI ObITh 3alUINEHBI OT MUKPOOHON U Ipyroi
KOHTAMUHAILIUK HAa BCEX CTaAUSX IPOU3BOJICTBA.

5.11. Tlpu pabGoTe ¢ cyxuMH MaTepuajaMl U TPOAYKIHEH HEOOXOIUMO MPUHUMATH
0coOble MEpBI MPEAOCTOPOKHOCTH O MPEAOTBPALICHHUIO 00pa30BaHUSI U PACTIPOCTPAHEHUS
NBUIA. DTO 0COOEHHO BaXKHO MPU pabOTe C BHICOKO aKTUBHBIMH M CEHCUOMIU3UPYIOLUIUMU
BEILIECTBAMU.

5.12. B TeueHune Bcero npouecca Nponu3BOICTBA BCE UCIOJIb3yEMbIE MAaTEPUAIbL, Tapa JJIs
Hepac(acoBaHHOM MPOTYKIIMH, OCHOBHBIE €UHUIIBI 000OPYIOBAHUS U TIPU HEOOXOIUMOCTH
MOMEIIEHUS JTIOJDKHBI OBITh MapKUPOBAHBI ATUKETKAMH WJIM MHBIM CIIOCOOOM C YKa3aHUEM
MIPOU3BOIUMON MPOAYKIIMU WJIK 00pabaThIBA€MbIX MaTEPUAJIOB, & TAKKE UX JIO3UPOBKH (T]e
MIPUMEHUMO) U HOMEpa cepuu. Tam, rae 3To mpuemiemMo, Takasi MapKUpPOBKa JTOJKHA TaKkKe
YKa3bIBaTh CTAJIUI0 TEXHOJIOTMYECKOTO MPOLECCa.

5.13. DTUKeTKH, MPUKPEIUVICHHbIE K KOHTEITHEpaM, 000pyIOBaHHUIO HIJIM TMTOMEIEHHUSM,
JOJDKHBI OBITh YETKUMH, OJHO3HAYHBIMHU, a TakXK€ COOTBETCTBOBATH YCTAHOBJIECHHOW Ha
npeanpustun Gopme. PekoMeHnayercss B IONOJHEHUE K MH(OpMAIMKU Ha 3TUKETKAaX s
yKa3zaHusl ctaTyca (Hampumep, "B kapaHtusHe", "mpuHaro", "oTkioneHo", "ducrtoe" u nap.)
HCMOJIb30BaTh IBETOBYI0 MAPKHUPOBKY.

5.14. CnenyeT KOHTPOJIUPOBATH MPABWIBHOCTh COSAMHEHUS TPYOOTIPOBOJIOB M IPYTUX
gacTel 000pyAOBaHUs, IPUMEHSIEMBIX JIJI1 TPAHCIIOPTUPOBKH MPOIYKIIMHU U3 OJTHOM 30HBI B
APYTYIO.

5.15. He nmomyckaroTcst JiroOble OTKJIOHEHHUsI OT MHCTPYKIMUA uiu mpoueayp. Eciu
MPOUCXOJIUT OTKJIIOHEHHUE, OHO JOJKHO OBITh IPEABAPUTEIHHO MUCHbMEHHO CAaHKIITMOHUPOBAHO
JIUIIOM, UMEIOIIIUM COOTBETCTBYIOIINE MMOTHOMOYUS, C IPUBJICUEHHUEM (ITPH HEOOXOIUMOCTH )
MOAPA3AEIEHUS KOHTPOJIS KA4eCTBa.

5.16. B npou3BOACTBEHHBIC MOMENIEHHUS MOXET BXOJIUThH TOJBKO MEPCOHAJ, UMEIOIIHI
MPaBo I0CTYIA B HUX.

HpC,I[OTBpalI[eHHC nepelcpecmoifl KOHTaMHHAaIIWH IIpH IIPOHA3BOJACTBE

5.17. 1Ipou3BOJACTBO NPOAYKLIMK HEJIEKApCTBEHHOrO HAa3HAYECHUS HE JIOJDKHO
OCYILIECTBIISITHCA B MOMEIICHUSIX U HA 000PYA0BaHUU, NMPEIHA3HAYEHHBIX ISl TIPOU3BOJICTBA
JIEKapCTBEHHBIX CPECTB, HO, €CJIM 3TO 0OOCHOBAHO, MOXKET OBITh pa3pelIeHo, B Cliydae, eCiu



MPUHATHI MEPHI IO MPEIOTBPAILICHHUIO TEPEKPECTHON KOHTAMUHAIIUY JIEKAPCTBEHHBIX CPEJICTB
B COOTBETCTBUU C ME€paMHU, YKa3aHHBIMH HIDKE U B I1aBe 3 HacTosux [Ipasui.

[Ipou3BOACTBO U (MJIM) XpaHEHHUE TAKUX TEXHUUYECKHUX SJI0B, KaK MECTULHUIBI (KpoMe
ClIydaeB, KOTJIa OHU HCIOJB3YIOTCS JJIsi TPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB) U
repOuIUIbl, HEJIOMYCTUMO B TOMEIIECHUSAX, UCIOJb3YEMbIX ISl MPOU3BOACTBA U (HJIM)
XPAHEHUS JIEKAPCTBEHHBIX CPEJICTB.

5.18. JlomxHa OBITH MpeAoTBpallleHa KOHTAMHUHAIMS HCXOJHBIX MaTepUajoB WU
MPOAYKIUU IPYTUMH MCXOJHBIMU MaTepuallaMy WJIM NPOAyKIMen. Takol pUCK CilydyalHOU
MEePEKPECTHOW KOHTAMUHAIIMM, BO3HUKAIOIIUN B pe3yiabTaTe HEKOHTPOJIUPYEMOTO
pacnpocTpaHeHUs TMbUIM, ra30B, MapoB, a’3p030Jied, T€HETMYECKOro maTrepuana WiIu
OpraHu3MOB OT aKTUBHBIX BEIIECTB, IPYTHUX UCXOJAHBIX MAaTEPHUAJIOB U IIPOIYKTOB B MPOIECCE
00pabOTKM, OT OCTATKOB HA 00OPYIOBAHUH M C OJCKIIBI OTIEPATOPOB, JOHKEH OBITH OICHEH.
Crenenp pucKa 3aBUCUT OT MPUPOAbl KOHTAMUHUPYIOLIETO0 MaTepraia U KOHTAMUHUPYEMOMN
MPOAYKIIUH.

HaubGonee omacHoill sBIsAE€TCS KOHTaAaMHUHAIUs JEKAPCTBEHHBIX CPEJCTB,
MpeHA3HAYCHHBIX JJIs1 UHBEKIUH, a TAaK)Ke MPUHUMAEMBIX B TEUCHUE JJIUTEIILHOTO BPEMEHH.
Tem He MeHee KOHTaMHUHAIIHS JIFOO0H MPOAYKIIMH MPEICTABISAET PUCK JIJIsT O€30MaCHOCTH
MalMEeHTOB B 3aBUCUMOCTH OT XapaKTepa U CTETIEHU KOHTaAMHUHAIUH.

5.19. IlepekpecTHYI0 KOHTAMUHAINIO HEOOXOAMMO MPEIOTBpaIlaTh, MPEXKIe BCETO 3a
CUET HaJJIeXalllero MPOSKTUPOBAHUS TOMEIICHU U 000py1I0BaHUs, KaK YKa3aHO B TJiaBe 3
Hactosmux [lpaBmwi. DTO MOKHO OBITH TOAKPEIJIEHO COOTBETCTBYIOIIUM JIU3AHOM
npoliecca U BHEIPEHUEM JIFOOBIX COOTBETCTBYIOIIUX TEXHUYECKUX WIIM OPraHU3alMOHHBIX
Mep, B TOM 4ucie 3QPEeKTUBHBIX U BOCITPOU3BOJAUMBIX MPOILIECCOB OYUCTKH ISl KOHTPOJIS
pHUCKa EPEKPECTHON KOHTAMUHALINH.

5.20. JIns OLIEHKW U KOHTPOJISI pUCKA MEPEKPECTHOW KOHTAMUHAIIUU MPOU3BOJAUMOMN
MPOAYKIIMU JOJDKEH OBITh WCIIOJIB30BaH MPOIECC YMPABJICHUS PUCKAMU JUIsl KadyecTBa,
BKJTIOYas OIICHKY aKTUBHOCTH M TOKCHKOJOTHUYECKYIO OLIEHKY. Takke ciieayeT MPUHSTh BO
BHUMaHHE Takue (akTopbl, Kak au3aiiH (MPOEKT) W HCIOJIHb30BAaHWE TOMEIICHUNA W
o0opysoBaHus, TOTOKM MEpPCOHANAa W MaTepHaloB, MHKPOOMOJOTHYECKUI KOHTPOIb,
(GU3UKO-XUMUYECKUE XapaKTEPUCTUKU AaKTUBHBIX BEIECTB, IMapaMeTphl MpoIllecca,
BO3MOKHOCTH MPOIIECCOB OYUCTKHM W AHAJUTHUYECKHE BO3MOXKHOCTM B OTHOIICHUU
COOTBETCTBYIOIIUX TIPEJICJIOB, YCTAHOBJIEHHBIX UCXOJS W3 OIEHKH MPOU3BOJUMOM
npoAyKuuu. Pe3ynbTaT npouecca ynpaBiI€HHUS PUCKaMU JJIsi KayecTBa JOJDKEH SIBISIThCA
OCHOBAaHUEM ISl OMNpPENEJICHUsS HEOOXOJAMMOCTH W YPOBHS, IO KOTOPOTO MOMEIICHUS M
000pyI0BaHUE JTOJDKHBI OBITH BBIJEICHBI JIJII KOHKPETHOTO JIGKAPCTBEHHOTO CPEICTBA WIIH
TPYNIIBl JIEKAPCTBEHHBIX CPEACTB. YPOBEHb BBIACICHUS MOXKET BapbUPOBATHCS OT
CIIECLIMAIBHO BBIJICJICHHBIX YaCTe, KOHTAKTUPYIOIIUX C MPOAYKTOM, A0 BBIJICIICHUS BCETO



Mpou3BOACTBA. MOXKeT ObITh MpHUeMIIeMa JIOKAIH3allUs TPOU3BOJCTBEHHON NESITEIbHOCTH B
BBIJICJICHHBIX aBTOHOMHBIX MPOM3BOJICTBEHHBIX 30HaX HA MHOTOILIEJIEBOM YYacTKE, € 3TO
ONPaBJIAHHO.

5.21. Pe3ynbpTaThl poliecca ynpaBieHUs pUCKaMU JJIsl KA4eCTBa JIOJKHBI CTaTh OCHOBOM
JUISL OTIPENENICHUs] YPOBHSI TEXHUYECKUX W OPTAaHU3AMMOHHBIX MEp, HEOOXOIWMBIX IS
KOHTPOJISI PUCKOB MEPEKPECTHON KOHTAMHMHAIMU. OTH MEPHI MOTYT BKJIIOYATh, HE
OTPAHUYUBASICh 3TUM, CIEAYIOIIECE.

TexHU9IeCKHEe MEPHI:

1) BBIJICJICHHBIE MPOU3BOACTBA (ITOMEIIEHUSI K 000PYI0BaHHUE);

11) aBTOHOMHBIE MMPOU3BOJICTBEHHBIE TUIOMIAIH, UMEIOIINUE OT/IETLHOE TEXHOJIOTHIECKOE
00OpyIOBaHUE U OTJENbHbIE CHCTEMbI BEHTHISAIIMU U KOHAUIIMOHUpoBaHus Bo3ayxa (HVAC)
Takke MOXeT OBITh KeJaTeTbHBIM H30JIMPOBATH OMPEICIICHHBIE BCIIOMOTATEILHBIC

CUCTEMBI OT T€X, KOTOPbIE UCTIOIB3YIOTCS B IPYTUX 30HAX;

111) TU3aiiH MPOU3BOJICTBEHHOIO MPOIEecca, MOMEIICHUI U 000pyA0BaHUs, MTO3BOJISIOIIAMA
CBECTU K MUHUMYMY BO3MO>KHOCTh MEPEKPECTHON KOHTAMHHAIIMU B IMpolecce 00padoTKu,
AKCIUTyaTaIlH, TEXHUYECKOTO O0CITY)KHBaHHS U OUHUCTKH;

1V) UCIOJb30BaHUE "3aKpBITHIX cucTeM" NI 00paboTKM M mepenadyn marepuana (
MPOAYKTa) MEXITY 000pyJOBaHUEM;

V) HCTIOJB30BAHUE CUCTEM C (PU3NYECKUM OaphepoM, B TOM YHCIIC U30JIATOPOB, KAK MEPHI
10 JIOKaJTN3allnH;

Vi) KOHTPOJIUPYEMOE yJaJIeHHEe NMbUIM BOJU3U UCTOUYHUKA 3arpsA3HEHHs], HAIIPUMED uepe3
JIOKaJIbHBIE BBITSKHBIE YCTPOUCTBA;

Vil) BBIJICJICHUE TEXHOJOTMYECKOr0 O0OpYyAOBaHMS, YacCTeM, KOHTAKTUPYIOUIUX C
MPOTyKTOM, WJIM OTJEJBHBIX YaCTEH, KOTOPBIE TPYIHEE BCETO OUUIIATEH (HAIPUMED, (PHIIBTPHI
), HHCTPYMEHTOB 117151 00CITy>KUBaHUS;

Viil) UICTIOJIb30BaHUE OJTHOPA30BBIX TEXHOJIOTHI;

1X) UCIOJIb30BaHUE 000PYIOBaHUS, CIPOEKTUPOBAHHOTO C YYETOM OOJIETYEHUSI OUMCTKH;

X) HaJJIe)Kallee WCIOIb30BAHNE BO3MYIIHBIX IUIFO30B U KacKaaa MaBICHUH s
JIOKaNu3aluy MOTEHIHAIBHOTO COAEPIKAIIEerocss B BO3AyXe KOHTAMHHAHTa B Mpeleniax
ONPEAECIEHHON 30HBI;

X1) CBeJleHHEe K MUHMMYMY PHCKa 3arpsA3HEHHs, BHI3BAHHOI'O PELUPKYISIIUEH WU
MOBTOPHBIM UCTIOIb30BAaHUEM HEOUHIIIEHHOTO MM HEJJOCTATOYHO OYMIIEHHOTO BO3TyXa;

X11) MCMOJB30BaHUE CUCTEM AaBTOMATHYECKON OYHCTKH Ha MECTE C BalUJUPOBAHHOMN
pe3yIbTaTUBHOCTHIO;

x1i1) pa3eneHre 30H MOMKHA 000pyIOBaHUs, CYIIIKH M XpaHEHUS JJI OOIIHUX 30H OUYHUCTKH.

OpraEu3anvOHHEIE MEPEL:



1) BBIJICJICHUE BCETO MPOU3BOJICTBA WJIM AaBTOHOMHBIX MTPOU3BOJICTBEHHBIX TUIOMIACH Ha
OCHOBE KammaHWil (BBIIEICHUE C pa3/IelieHuEeM BO BPEMEHH) C TOCIEAYIOMEH OYHCTKOM C
BaJIUMPOBAHHON PE3yJIbTATUBHOCTHIO;

11) XpaHEeHHUE CIEIUabHON 3alUTHON OJEXbl BHYTPU 30H, Tjie 00pabaThIBAarOTCS
MPOIYKTHI C BBICOKUM PUCKOM MEPEKPECTHOM KOHTAMHUHAIIHH,

111) BepupUKALKMSA OYUCTKU IMOCIIE BBITYCKa KXJI0r0 MPOJYKTa B IEAX MOAACpKaHUs
3¢ PEKTUBHOCTH TOAXOJa YIPABICHUS PUCKOM JIJIT KA4eCTBAa B OTHOIICHUW MPOAYKIIUU
BBICOKOT'O PUCKa;

1v) BepuUKalUs OYUCTKH MOBEPXHOCTEH, HE KOHTAKTHUPYIOIIMX C MPOAYKIUEH, U
MOHHUTOPHUHT BO3JlyXa B TMPOU3BOJCTBEHHOW 30HE U (WJIM) MPUIIETAIONUX 30HAX B
3aBUCHMOCTH OT pHUCKa KOHTaMHHAITUHU IS TMTOATBEPKACHUS d(PPEKTUBHOCTH MeEp MPOTHB
KOHTaMUHAIIUH B3BEIIEHHBIMHU YaCTUIIAMH WUJTU TTyTEM MEXaHWYECKOTO MEPEHOCa;

V) cIelHalIbHble MEPBI MO OOPALIEHUIO C OTXOJaMH, 3arps3HEHHBIMUA MPOMBIBHBIMU
BOJIAMU U 3arpsi3HEHHOW OJICK]I0W;

Vi) perucTpanus ciiy4aeB MPOJIMBAHUS U PACCHINIAHUS, UHIIUICHTOB WJIM OTKJIOHEHUN OT
HIpOLENYP,

vil) pa3paboTKa MPOIIECCOB OUUCTKH ISl TOMEIICHU U 000pyI0BaHMs TAKUM 00pa3oM,
9TOOBI TMPOIECCHl OYHUCTKU CaMU MO cebe He NPeACTaBIsIId pPHUCKa TEPEKPECTHOU
KOHTaMUHAIIUY;

viil) pazpaboTka moApoOHBIX (GOpPM IS 3aIUCEH B MPOLIECCE OYUCTKH sl 00eCTIeUeHUs
BBITIOJTHCHHSI OYUCTKH B COOTBETCTBHH C YTBEP)KICHHBIMU MPOIIEAYPaMHU U HCTIOJIb30BaHUE
ATUKETOK CTaTyca OYUCTKUA 000PYIOBAHUS U MTPOU3BOACTBEHHBIX 30H;

1X) UCTOJIb30BaHKUE OOIIUX 30H OUUCTKHU MPU COBMECTUMOCTH MTPOIIECCOB,;

X) Ha/J30p 3a MOBEJCHUEM IepcoHaia i obdecriedeHus d3QPeKTUBHOCTH 0OydeHUs U
COOTBETCTBHS HAJICKAIIMM MEPOIPUATHSIM MPOIIECTYPHOTO KOHTPOJIA.

5.22. Meponpusatusi 0 NPEAOTBPAIIEHUIO TMEPEKPECTHOW KOHTAMHHAIUM U HX
3¢ PEKTUBHOCTH CIIEAYeT MEPUOIUICCKHA MPOBEPSATh B COOTBETCTBHHM C YCTAHOBJICHHBIMH

poueaypamMu.
Baminanus

5.23. Mepornpusatus 1o BaduJalliul JOJKHBI CHOCOOCTBOBATH BHIMTOJTHEHUIO HACTOSIIINX
IIpaBun U QOMXKHBI IPOBOAUTHCS B COOTBETCTBUM C YCTAHOBJICHHBIMU IIPOLEIYPaAMMU.
Pe3ynbraThl NpOBENEHHBIX MEPONIPUATUNA U 3aKIIFOUEHHS IO HUM JTOJKHBI OBITh O(hOpPMIICHBI
JOKYMEHTAIIBHO.

5.24. 1lpu BBEAEHHM HOBOM MPOU3BOJCTBEHHOW PEUENTYPbI WJIM HOBOI'O METOJA
IPOU3BOACTBA HEOOXOJMMO J0Ka3aThb MX MPUTOJHOCTh AJII CEpUHHOTO MPOU3BOACTBA.
JloKHO OBITH JI0Ka3aHO, YTO JAHHBIM MpoOLiecC MPHU MCHOJIB30BAHUM TPENYCMOTPEHHBIX
MaTepuanoB U 00OpPYAOBAHMS MMO3BOJISET OCTOSHHO MPOU3BOIUTH NPOAYKIUIO TpeOyeMoro
KAa4ecTBa.



5.25. CymiecTBeHHbIE U3MEHEHUS MPOU3BOACTBEHHOrO Ipollecca, BKIIOYas J000e
M3MEHEHUE 000pYJOBAaHMS WM UCXOJHBIX U YHMAKOBOYHBIX MATEPHUATIOB, KOTOPOE MOXKET
MOBJIUATH HA KAYECTBO MPOAYKIUHU U (MIJIM) BOCIIPOU3BOJIUMOCTh MIPOIiecca, JOJKHbBI MPOUTH
BaJIMAALIMIO.

5.26. IIporecchl U MpoLEAYpHl CIEAYET MOJBEPTraTh NEPUOAUUYECKON peBamuganuu (
NOBTOPHOW BaJdWJALMM) JJIsI TapaHTUM TOTO, YTO OHU OCTAIOTCS MPUTOAHBIMHU IS
JOCTUKEHUS OMPEACICHHBIX PE3YJIbTAaTOB.

Hcxonanie MaTepraIbl

5.27. B pamkax ¢dapMaleBTUUECKON CHCTEMBbl KadecTBa JOJKHBI OBITh
3aJIOKyMEHTUPOBAaHBl BBIOOP, KBanmu(dUKamms, yTBEPKIECHUE M TMOJJCPKaHHE CTaryca
MOCTaBIIIMKOB UCXOIHBIX MaTEPUAIOB HAPSIy C 3aKyNKaMH U MPUEMKON. Y POBEHb KOHTPOJIS
JIOJDKEH OBITh MPOIMOPITMOHATICH PUCKAM, CBSI3aHHBIM C KOHKPETHBIMH MaTepHaiaMu, C
y4E€TOM HCTOYHHKA HUX MPOUCXOXKIEHHUS, MPOU3BOJCTBEHHOTO MPOIECCA, CIOKHOCTU IIENU
MOCTaBKU M KOHEUHOI0 Ha3HA4YEHUs MaTepuaja B JIEKAPCTBEHHOM cpejacTe. JJis Kaxkaoro
YTBEP>KJICHHOT'O MOCTAaBIMKa WK MaTepuaia JIOJDKHBI ObITh B HAJTUYUH MOJTBEPKAAOITNE
cBujeTenbCcTBa. I[lepcoHany, BOBJIEYEHHOMY B 3Ty JAESTEIbHOCTh, HEOOXOJAMMO HUMETh
aKTyaJIbHbIE 3HAHUSI O MOCTABILIMKAX, LEMAX MOCTABOK M CBA3aHHBIX C HUMH puckax. [lo
BO3MO>KHOCTH MCXOJHBIE MaTepuajbl CleayeT MNpuoOpeTaTh HEMOCPEIACTBEHHO Yy HX
MIPOU3BOIUTEIIA.

5.28. TpeboBaHus K Kaue€CTBY UCXOJIHBIX MaTE€pPHAJIOB, YCTAHOBJICHHbBIC MPOU3BOIUTEIIEM
JEKapCTBEHHOrO Mpenapara, [JIOJUKHBI OBITh COTJIACOBaHBl C  IMOCTaBIIMKaMH.
COOTBETCTBYIOIIME ACHEKThl MPOU3BOJICTBA, HCHBITAHUM W KOHTPOJIS, B TOM YHUCIE
TpeOoBaHUA K 00pabOTKEe, MAPKUPOBKE, YHNAKOBBIBAHUIO W peaau3aldu, MPOUEAyphl IO
PAaCCMOTPEHUIO TPETEH3UH, OT3bIBY W U3BATHIO, JOJKHBI OBITh 3a()UKCUPOBAHBI B
Oo(HUIIUATIBEHBIX COTJIAIEHUSX 10 KaUe€CTBY WM B CHIEIU(DUKALIUIX.

5.29. Jlns yTBepKIEHUS W MOAAEPHKAHUS CTAaTyca IMOCTABIIMKOB AKTHBHBIX
(bapmaneBTHUYECKUX CyOCTaHIIUNA U BCTIOMOTATENbHBIX BEILIECTB TPEOyeTCs CaeayIolee.

Jlns akTUBHBIX (papMareBTHYCCKUX CYOCTAaHIMNA: MOKHA OBITh yCTAaHOBJIEHA
npociiekuBaemMas 1enb MocTaBku. CBS3aHHbIE C LIEMbI0 MOCTaBKU PUCKU (OT HCXOAHBIX
MaTepualioB JJisl aKTUBHOW (papMalleBTUYECKON CyOCTaHIIUMU J0 TOTOBOIO JIEKAPCTBEHHOTO
npenapara) JOJKHBI TMOJABEPrarbcsi (HOpMaabHON OIEHKE M MEPUOJAMYECKON MPOBEPKE.
JIOMKHBI CYIIECTBOBATh COOTBETCTBYIOIIME MEPbl MO CHUXKEHUIO CTEMEHU pHUCKA B
OTHOIIEHUH KadyecTBa (hapMaIeBTUYECKON CyOCTaHIINN;

JIOJKHBI OBITh B HAJIMUUM U COXPAHATHCS 3aMUCU O MPOCICKUBAEMOCTH KaXKJIOW IENH
MOCTaBKHU;

JOJDKHBI OBITh MPOBEJACHBI ayJAWThl MPOU3BOJAUTENCH U AUCTPUOBLIOTOPOB
(dhapManeBTUYECKUX CyOCTaHIMMN, B IEIAX TOATBEPKICHUS COOTBETCTBUS TPEOOBAHUSAM
HaJJIeKaled MpOr3BOJICTBEHHOW MPAKTUKU U HaJIeXKallel AUCTPUOBIOTOPCKON MPAKTUKH.



Jlepkatenb JHUIIEH3WH Ha TPOU3BOJACTBO JIEKAPCTBEHHOTO Mpemapara 00si3aH MPOBEPSTH
coOJII0/IeHHE TaKuX TpeOOBaHMI CaMOCTOATENbHO JUOO Yepe3 JIMLO, ACHCTBYIOLIEE OT €ro
MMEHH 10 KOHTPAKTY;

J1s1 o0ecrieueHus OIeHKU COO0IeHusT HacTosAmux [IpaBusl ayiuThl TOJKHBI UMETH
COOTBETCTBYIOIIYIO MPOAOJKUTEIBHOCTh U 00JacTh ayauta. CienyeT yneauTb BHUMAHUE
UCTOYHHMKAM MOTEHUUAIBHOM NEPEKPECTHOW KOHTAMHMHALUMM OT JAPYTHX MaTEepHalloB,
MCIIOJIb3YEMBIX Ha MMPOU3BOACTBEHHOM MuIomaake. OTYeT JOJKEH MOJHOCThIO OTPaXXaTh BCIO
uH(dopMaIuio, BKI0Yas ro0ble 00HAPYKEHHBIC B PE3YyJIbTATE Ay UTa HEJOCTATKHU. JlOTKHBI
OBITH OCYIIECTBIICHBI BCE HEOOXOIUMbIE KOPPEKTUPYIOIIUE U TTPEAYNPEKIAIONINE T1CHUCTBUS,

MOCJIEAYIOIINE ayJUThl JOKHBI TPOBOJUTHCS C YCTAHOBIICHHON HAa OCHOBE aHaju3a
PUCKOB TEPUOJANYHOCTBIO Il oOecnedeHus COOIIOJIEHHUs] CTAaHIApTOB W JajbHEUIIEro
WCIIOJIb30BaHUs YTBEPKIECHHOMN LIETIH MOCTABKH.

JIns BcrmoMoraTeabHbIX BEIIECTB:

BCIIOMOTaTeNIbHbIE BEIIECTBA M IMOCTABIIUKKA BCIIOMOTATENIbHBIX BEIIECTB JOJKHBI
KOHTPOJUPOBATHCS HA OCHOBE PE3YJIHTATOB (POPMATTM30BAHHON CUCTEMBI OLIEHKH PUCKOB JJIs
KauecTBa.

5.30. B xaxmoil mocTaBKe UCXOJHBIX MaTE€pUaJIOB Tapa JOJDKHA ObITH MPOBEPEHA HA
LEJTOCTHOCTh YMAaKOBKHU, B TOM YHCJE LIEJIOCTHOCTh IJIOMO, a TakX e Ha COOTBETCTBHE
CBCICHUM, YKAa3aHHBIX B HAKJIAaJHOW, STHUKETKAM IIOCTAaBIIMKA W YTBEPKICHHOU
OpPOU3BOJAUTENIEM M TOCTABUIMKOM HWHQOpMalUH, OJOOPEHHON NPOU3BOAUTENIEM
JeKapCTBEHHOTO Mnpemnapara. [I[pueMouHbie TPOBEPKU JOKHBI OBITh 33IOKYMEHTUPOBAHBI.

5.31. Ecnu oaHa mocTaBKa MaTepHraia COCTOUT U3 PAa3IMUYHBIX CEPUId, TO KaXKIYH CEPUI0
HEOOXOJMMO paccMaTpUBaTh Kak OTACIbHYI0 B OTHOUIEHWH OTOOpa MpoO, MpOBEACHUS
WCIIBITAHUS U BBIIAYU PA3PEIICHHS HA UCIIOIb30BaHUE.

5.32. Haxopnsmiuecss B CKJIaJCKOM 30HE HMCXOJHBIE MaTepualibl JIOJKHBI OBITh
COOTBETCTBYIOIIUM 00pa30M MapKHUPOBAaHBI COTJIACHO MOANMYHKTY 5.13 wactu | Hacrosmmx
[IpaBui. DTUKETKH TOKHBI COJIEPKATh CIEAYIONTYI0 HHPOPMALIHIO:

IPUCBOCHHOE HANMEHOBAHUE MPOIYKIIMH U TTPU HEOOXOIMMOCTH BHYTPU3ABOJICKON KO
HOMEp CEPUH, IPUCBOEHHBIN IIPU NOJIyYEHUU;

CTaTyC COJEPKUMOr0, T/ie TPUMEHUMO (HampuUMeEp, B KapaHTHUHE, HA UCIBITAHUU,
pa3penieHo, OTKIOHEHO);

CPOK TOAHOCTH WJIM JlaTa, MOCJe KOTOpPOl TpeOyeTcs MOBTOPHBIM KOHTPOJb, I/€
MIPUMEHHUMO.

Ecnu ucnonb3yloTcs MOJHOCTHIO KOMITBIOTEPU3UPOBAHHBIE CUCTEMbI XPaHEHUS, TO
yKkazaHHas uH(opMainus He 00s3aTeIbHO JTOJDKHA COAEPKAThCsl Ha ITUKETKE B YMTAeMOU
dbopwme.

5.33. JlomxHBI OBITH OINpEAENeHbl COOTBETCTBYIOIIHWE NPOLEAYPHl WIU MEPBHI,
rapaHTUPYIOIIME TOJJIUHHOCTh COJEPKUMOr0 KaXKJI0W €OUHULBl Tapbl HCXOIHBIX



MartepuanoB. Tapa, U3 KOTOpod ObUIM OTOOpaHbl MPOOKI, JOJKHA OBITH TPOMAPKUPOBAHA
coryiacHO moAnyHKTY 6.13 yactu I HacTosimux [IpaBu.

5.34. CnenyeT uCnonb30BaTh TOJIBKO T€ UCXOAHBIE MaTEPHUAIIbl, UCIIOIb30BaHUE KOTOPHIX
paspenieHo noapasaeieHueM KOHTPOJISl KaueCTBa U CPOK TOAHOCTU KOTOPBIX €11l HE UCTEK.

5.35. IIpon3BoaAUTENM TOTOBOM MPOAYKIIMHA HECYT OTBETCTBEHHOCTD 3a BCE UCIBITAHUSA
UCXOJIHBIX MaTepuajoB, KOTOPbIE yKa3aHbl B PETHCTPAallMOHHOM joche. [IpousBoaurenu
rOTOBOM MPOAYKIIUA MOTYT UCIOJIb30BATh YACTUYHO WUJIU MOJTHOCTBIO PE3YJIbTAaThl UCTIBITAHUM
YTBEPKJICHHOTO TPOU3BOJAMUTENS MCXOAHBIX MaTEPHATIOB, HO JOJDKHBI KaK MUHUMYM
BBINIOJIHUTD UCIIBITAHUE Ha MOJIMHHOCTD KaXKJI0M CEpUU COTJIACHO MpHIIoKeHUIo Ne 8.

5.36. OGocHOBaHUME TIEpeIaun UCTIBITAHUHN NI UCTIOTHEHHUSI CTOPOHHEHN OpraHu3aimei
JTOJKHO OBITh O(QOPMIIEHO JTOKYMEHTajdbHO. JlOJKHBI OBITH COOJIIOAEHBI CIIEIYIOIIHE
TpeOOBaHUS:

1) cileayer yaenuTbh 0co00e BHHMAaHUE KOHTPOJIIO 3a pacrupenesneHueM (
TPAHCIIOPTUPOBAHUEM, ONTOBOW pealn3aluei, XpaHEHHEM U TOCTABKON) HCXOIHBIX
MaTepHUajoB B LESAX MOJIACPKAHUS XapaKTEPUCTHUK KauyecTBa MCXOJHBIX MaTEpHANOB U
obOecrieueHus TOro, 4YTOOBI Pe3yJbTaThl UCHBITAHUN OBLIM IMO-TIPEKHEMY MPUMEHUMBI K
MOCTABJICHHBIM MaTepHasiaM;

11) IPOU3BOJUTEND JEKAPCTBEHHOI'O MpenapaTa JI0JKeH IPOBOIUTh ayUThI TUIOMIAAKHU (
TJIOMIAI0K), OCYIIECTBISIONINX HCIBITAHHUS UCXOJHBIX MaTEPHAIOB (B TOM YHCIIE U OTOOD
po0), KaK CaMOCTOSATEIbHO, TAK U YEPE3 TPEThUX JIUILL C IEPUOANUYHOCTHIO, ONPEACIIEHHOMN C
Y4ETOM PUCKOB. ITO HEOOXOIMMO JJI FapaHTHH COOTBETCTBUS TPEOOBAHUAM HaJJIeKallen
IPOU3BOJICTBEHHON MPAaKTUKH, CHEU(UKAIUSIM U METOJIaM HCIBITAHHWM, ONMHUCAHHBIM B
PErHCTPALlMOHHOM JIOChE;

111) cepTudUKaT aHaIIU3a, TPEICTABICHHBIN TPOU3BOAUTENEM (TTOCTABIIIMKOM ) UCXOTHBIX
MaTepuaioB, JOJXKEH OBITh MOJANHCAH HA3HAYEHHBIM JHUIOM C COOTBETCTBYIOLIEH
kBanudukanueil u onsiToM. [loanuck rapaHTUPyET, YTO KaKaas cepusi Obliia TPOBEpeHa Ha
COOTBETCTBUE COTJIACOBAHHBIM CIHEUU(PUKALIUSIM HCXOJHBIX MaTE€pUaNIOB, €CIU TaKOe
CBUJIETEJILCTBO HE MPEJICTABISIETCS OTAEIBHO;

1V) MPOU3BOIUTENH JIEKAPCTBEHHOTO Mpenapara JI0JKeH UMETh COOTBETCTBYIOIIMM OIBIT
paboThl C MPOU3ZBOAUTEIEM HCXOJHBIX MATEPHUATIOB (B TOM YHUCIE yepe3 JUCTPUOBIOTOpA),
BKJIFOYAOIIHNM OIEHKY paHee MOJYyUYEeHHBIX OT HETO CEPHUM HCXOAHBIX MAaTEPUAIOB U UCTOPHUIO
UX COOTBETCTBUS, JJi MPUHSITUS PEHIEHUS O COKpalleHUHu o0O0beMa COOCTBEHHBIX (
BHYTPEHHHMX) ucTbITaHUN. ClieyeT y4HTBhIBaTh JIOObIE CYIIECTBEHHBIE H3MEHEHUS B
Mpolieccax MPOU3BOICTBA UM UCTIBITAHUI;

V) TPOU3BOAUTENH JIEKAPCTBEHHOTO MpemnapaTra TOKEH TaKXe OCYMIECTBISTH (
CaMOCTOATEJIbHO MJIM C MCIOJIb30BAHUEM OTHEIbHON YTBEPXKACHHONW KOHTPAKTHOM
71a00paTOpUK) MOJHBIA KOHTPOJIb C IEPUOAUYHOCTHIO, OMPEICICHHON C YyUeTOM PHUCKOB, U
CpaBHMBATh PE3YyJbTaThl C CEePTU(PHUKATOM aHAIM3a TMOCTABIIMKA WX MPOU3BOJUTEIS
HUCXOAHBIX MAaTEpHajoB C LEJIbI0 NPOBEPKH HAAEKHOCTU mociennero. Eciam B xoxe



HCIIBITAHUH BBISBATCS PACXOXKIEHHUS, TO JOJDKHO OBITh IMPOBEJACHO PACCISIOBAHUE W IIPUHSTHI
COOTBETCTBYIOIKE Mepbl. CepTU(UKATHl aHAIM3a MOCTABIIMKA WU MPOU3BOIUTEIS
HCXOJHBIX MaTepHUaIOB HE MMPUHUMAIOTCS JIO TEX TI0p, ITOKA 3TH MEPHI HE OyIyT 3aBEPIIICHBI.
5.37. UcxoaHble MaTepralibl JOJDKHBI BBIAABATHCS TOJBKO CIIEIIMAIbHO HA3HAYEHHBIMU
JUIIAMU B COOTBETCTBUM C JOKYMEHTAJIbHO O(OPMIIEHHON Mpoueaypou, 4ToObl
rapaHTUPOBaTh, UTO HYXHbIE MCXOJHBIC MaTepHajbl TOYHO OTBEIICHbI WK OTMEPEHHI B
YUCTYIO U HAJIJIeKAITUM 00pa3oM MapKUPOBAHHYIO Tapy.
5.38. Kaxxnpiii BBIJJAaHHBIM MaTepuaj, ero Macca Wid oO0beM JIOJKHBI MOJABEPraThCs
HE3aBUCHUMOU MIPOBEPKE C 3aMUCHIO PE3YJILTATOB.
5.39. UcxoaHble MaTepuralibl, BbITAHHBIC TSI KOKI0W CEPUH, JOJDKHBI XPAaHUTHCS B OJTHOM
MECTE U UMETh COOTBETCTBYIOILIYIO MAPKUPOBKY.

TexHOMOrHIECKHE OIEpaIiH: IIPOMEKYTOTHASL
¥ Hepac(hacoBaHHAsI IPOAYKIIUS

5.40. [lepen HauaaoM Jr000I TEXHOJIOTMYECKOM ONepauu AOHKHBI ObITh PUHSATHI MEPHI,
rapantTupytonme, 4to paboyas 30Ha 1 000pPyIOBaHUE OUYHUIIEHBI U OCBOOOXK/IEHBI OT JHOOBIX
MCXOJIHBIX MAaTE€pPUaOB, MPOAYKIMH, OCTATKOB MPOAYKIIMH WK JOKYMEHTAI[UU, HE UMEIOLIUX
OTHOUIEHUS K 3aIlNIAHUPOBAHHOM OIlepanuu.

5.41. IlpoMexyTouHyio U HepachacOBaAHHYIO MPOAYKIHIO CIEAYEeT XPaHUTh B
HaJUIeKalUX YCIOBUSIX.

5.42. Kputrnueckue mporecchl JOKHBI TPOUTH BaIWIAIMIO COTJIACHO MOAMYHKTaM 5.23 -
5.26 vactu | Hactosamux I[IpaBuir.

5.43. JoiKkHBI OBITH IPOBEACHBI U 0OPMIICHBI JOKYMEHTAIbHO HEOOX0IUMbI KOHTPOJIb
B [IPOLIECCE MPOU3BOJCTBA U KOHTPOJIb MPOU3BOJICTBEHHON CPEIbI.

5.44. JTro0oe cyliecTBEHHOE OTKIOHEHHE OT OXKHUAAEMOI0 BBIX0/1a MPOAYKIMH JOJHKHO
OBITH O(POPMIIEHO TOKYMEHTAIBHO U PACcClI€IOBAHO.

Y1akoBOYHEIE MaTEPHAJIBI

5.45. 3akynke ¥ KOHTPOJIIO MEPBUYHBIX U MEYATHBIX YIAKOBOYHBIX MAaTEPUAIIOB, & TAKKE
0OpalIeHUI0 ¢ HUMH CIIEIYET YJEIATh TaKoe K€ BHUMAaHUE, KaK U B CIydae ¢ UCXOJHBIMU
MaTepuagaMH.

5.46. Ocoboe BHUMaHUE CIIEYET YAENIITh IeYaTHbIM MaTepraiaM. X ciieryeT XpaHuTh B
HAJEXKHBIX YCIOBUAX, UCKIIOYAIOIINX JOCTYN IIOCTOPOHHUX JIML. Pa3pe3aHHble STUKETKU U
JIpyrue pa3po3HEHHbIE MEYaTHbIE MaTepUaibl JOJKHBI XPAaHUTHCA U TPAHCIOPTHUPOBATHCS
pa3ieNbHO B 3aKpBITOM Tape, HMCKIOYAKLIEN HuX IepenyTteiBaHue. Paspemienue Ha
HCIOJIb30BAaHUE YNAKOBOYHBIX MATEPUAJIOB JOJDKHO BBIAABATHCS TOJBKO CIEIUAIBHO
Ha3HAYCHHBIMU JIMI]AMU B COOTBETCTBUU C YTBEP)KJIEHHOM M JOKYMEHTaJIbHO O()OPMIICHHOM

IPOLIEAYPOH.



5.47. Kaxaoil mocTaBKe WIIM CEPUM NEPBUYHBIX WIIM MEYATHBIX YMAKOBOYHBIX
MaTepuaaoB JIOJDKEH OBITh TMPUCBOCH UJICHTU(PUKALMOHHBIM HOMEp WU
UJCHTU(UKAIIMOHHBIN 3HAK.

5.48. IIpocpoyeHHBIE WJIM HENPUTOJIHBIE K UCIIOJIb30BAHUIO MIEYATHBIC WJIM MEPBUYHBIE
YIAaKOBOYHBIC MAaTEPHAIBI JOJHKHBI OBITh YHUUITOKEHBI C IOKYMEHTAIBHBIM 0(OPMIICHUEM.

Onepanyu mo yrmakoBKe

5.49. Ilpu cocTaBieHUH IJIAHOB OTEPAINil IO YITaKOBKE 0c000€ BHUMAHUE JT0KHO ObITh
YAEJIEHO CBEJICHUIO K MUHUMYMY PHCKa MEPEKPECTHON KOHTAMUHALIMY, IEPENYThIBAHUS WU
noamMenbl. He nomyckaeTcss ymHakoBbIBaTh NPOAYKLHMIO pA3JIMYHBIX BHUJIOB B
HEMOCPEJCTBEHHONM OJM30CTH JApPYr OT Jpyra 3a UCKJIIOYEHHUEM CIydaes,
MpeaycMaTpUBaOIIUX (U3HUECKOE pa3/IeieHHe.

5.50. Ilepen HayanoM omeparuii MO YMAaKOBKE JOHKHBI OBITH MPEINPUHSITH MEPHI,
rapaHTHpYIoIIKue, 4To padoyas 30Ha, yIAaKOBOYHBIE JUHUU, MEYAaTHbIE MAIIMHBI U JIPYroe
000Opy/iO0BaHUE SABISIOTCS YUCTBIMHU U HE COJEpXKaT JI0ObIE HCIOJb30BABIIMECS paHEe
JIEKapCTBEHHBIE TpernapaThl, MaTepuaabl WIH JOKYMEHTBI, €CJIM OHU HE TpeOyIoTcs s
3aIUIAHUPOBAaHHOW omepauud. OYHCTKY JIMHUM CJHEAYEeT IPOBOJIUTH COTJACHO
COOTBETCTBYIOLIEH IIPOLIENYPE.

5.51. HaumeHoBaHME M HOMEpP CEpPUM YNaKOBBIBAEMOW MPOAYKUHUH JTOJKHBI OBITh
YKa3aHbl HA KQKJI0M YIIAKOBOYHOM MECTE WJIU JIMHHH.

5.52. Ilpu nocTyniaeHny NpOAyKIMHU U YITAKOBOYHBIX MATEPUAIOB HA YYaCTOK YIIAKOBKHU
CIENyEeT MPOBEPUTH MX KOIUYECTBO, MACHTUYHOCTH M COOTBETCTBHE WHCTPYKLHSIM II0
YIIaKOBKE.

5.53. Matepuabl NEpBUYHON YIAKOBKHU JIOJKHBI OBITh YHCTBHIMU J0 Hadalla ONepaluu
HanonHenus. Crenyer yaeisTh BHUMAaHUE MPEIOTBPAIICHUI0 U YCTPAHEHUIO JIHOOOM
KOHTAMHUHALIUH, TAKOM KaK OCKOJIKM CTEKJIA U METAJUINYECKUE YaCTULIBI.

5.54. Kak mpaBuiio, MapKHpPOBKY CII€yeT HAHOCUTh KaK MOKHO ObICTpee mocie (pacoBKU
U yKynopku. Jlo HaHeceHUs MAapKUPOBKHU CIIEAYeT MNPHUHATh HEOOXOIHMMBIE MEPHI,
MCKITIOYAOIINE TIEPEMyTHIBAHUE WITH OMUOO0YHYI0 MAPKHPOBKY.

5.55. IlpaBWJILHOCTD BBITIOJIHEHUS JIFOOBIX MEYATHBIX Orepanuii (HaHeCEHUsSI HOMEPOB
CEpHii, CPOKA FOJTHOCTH), OCYILECTBIIAEMbIX JIMOO KaK OTJEIbHAs TEXHOJOTUYECKAsl ONepanus
, MO0 B TpoIlecce YMAKOBKH, CJIEAYET TIIATEIbHO KOHTPOJUPOBATH U O(QOPMIISTH
JOKyMeHTallbHO. Oco0oe BHUMaHHE CIEAYET YAENSITh PYYHOH MapKUPOBKE, KOTOPYIO
CIIEAYEeT PEryJIAPHO NIEPEIPOBEPATS.

5.56. OcoObie Mepbl NMPETOCTOPOKHOCTH JIOJKHBI COOJIFOIATHCS MPU UCTI0JIb30BaHUU
pa3pe3aHHbIX ATUKETOK Y HAHECEHUH IITAaMIIOB BHE JIMHUM YIIAKOBKU. J[JIsI TpeoTBpalieHus
NepenyThIBaHUA MEYATHOIO MaTeprala MNpeaoYTUTENBHEE UCTIOIb30BaTh STUKETKHU B PYJIOHE
BMECTO Pa3pe3aHHbIX ITUKETOK.



5.57. Caenyet npoBOIUTH MPOBEPKH, FAPAHTUPYIOIINE, YTO BCE AJIEKTPOHHBIE YCTPOUCTBA
CUMTBIBAHMSI KOJIa, CYETUUKH 3TUKETOK M aHAJIOTMYHBIE YCTPOMCTBA pabOTAaOT MPABUIIBHO.

5.58. MapkupoBKa yHaKOBOYHBIX MaTe€pHaIoB, HAHECEHHAs C MOMOIIbIO MeYaTH WU

METOJIOM TUCHEHUS, JOHKHA ObITh OTYETIIMBOM U YCTOMYMBOM K BBILIBETAHUIO WJIM CTUPAHUIO.

5.59. Ilpu KOHTpOJE IMponEecca YIIAaKOBKHU ITPOAYKIMH HA JIMHUU CIIEYET IPOBEPATH, KaK
MUHHUMYM, CJIETYIOIIEE:

a) 0OIIMI BHEIIHUWA BH]T yIIAKOBOK;

b) KOMIJIEKTHOCTh YIAaKOBOK;

C) MCMOJIb30BAHNE HAJIEKAIUX BUAOB MPOAYKIIMH U YIIAKOBOYHBIX MaTEPHAIIOB;

d) mpaBUIBLHOCTH HAHECEHHUS JIFOOON MAPKUPOBKU;

€) MPaBUILHOCTH Pa0OThl KOHTPOJIbHBIX YCTPOUCTB HA JIMHUU.

OO0pa3upl, B3ThIE C YIAKOBOYHOW JIMHUM, HE CJIEAYET BO3BPAILATh IOBTOPHO HA JIMHHMIO.

5.60. Ecnu npu ynakoBke MPOAYKIIMH BO3HUKIIM HEMPEIBUACHHbIE 0OCTOSTENbCTBA, OHA
MOXeET ObITh BO3BpallleHa B MPOU3BOJCTBO TOJBKO IMOCIE CHEUHUAIBHON MNPOBEPKHU,
NPOBEJCHUS PACCIEIOBAaHUS W C pa3pelieHUs] JIMIA, HWMEIIIEr0 COOTBETCTBYIOLINE
MOJIHOMOYHMS. Y Ka3aHHbIE JEHCTBUS JOJIKHBI OBITH O(POPMIIEHBI B BUJE TPOTOKOIA, KOTOPBIN
CJIElyET XPAaHUTh B YCTAHOBIICHHOM IOPSJIKE.

5.61. Ilpu cyuiecTBEHHOM WJIM HEOOBIYHOM PACXO0KJIC€HHH, YCTAaHOBJIIEHHOM BO BPEMs
COCTaBJICHHsI OajlaHCa MEXIy KOJMYECTBOM Hepac(hacoBaHHON MNPOIYKIWHU, MEYaATHOTO
yIAaKOBOYHOI'O0 MaTepurala U YUCJIOM IIPOU3BEACHHBIX €AUHULl TOTOBOM MPOAYKIHH, CIEAYET
MPOBECTH paCCIEIOBAaHUE M YCTAaHOBUTh NPUYMHY 3TOr0 PACXOXKAEHUS 1O BbIIAYU
pa3pellIeHHs Ha BBITYCK.

5.62. Ilocne 3aBepiieHus onepanuii Mo yrnakoBKe JIFOObIE OCTaBIIMECS YITAaKOBOUYHbIE
Marepuaidbl ¢ HAHECEHHBIM Ha HUX HOMEPOM CEPUHU JOJDKHBI OBITh YHUYTOKEHBI C
MOCJEAYIOIHUM JOKYMEHTaJIbHbIM O(opmieHueM. Bo3BpaT Ha ckjaj HEMapKUPOBaHHBIX
YIAKOBOYHBIX MAaTEPHUAIIOB IPOU3BOJUTCS B COOTBETCTBUHU C YTBEPKAECHHON MPOLEAYPOM.

T'oroBas mpomykmus

5.63. [lo BbIiauM pa3pelieHus: Ha BBITYCK FOTOBas MPOAYKIHUS TOJKHA COJIEPIKATHCS B
KApaHTHHE B YCIOBUSAX, YCTAHOBICHHBIX TPOU3BOIUTEIIEM.

5.64. Jlo MmoMeHTa MOJy4YeHUs] pa3pellieHus] Ha BBIMTYCK JI0KHA OBITh MMPOBE/ICHA OLICHKA
rOTOBOM MPOAYKUMUA U JOKYMEHTAlUH B MOPSAKE, YCTAHOBIEHHOM IJ1aBOW 6 HACTOSIIHUX
IIpaBui.

5.65. Ilocie BpIIauu pa3pelieHus Ha BBITYCK TOTOBAsI MPOIYKIUS JOJIKHA XPAHUTHCS KaK
MIPUTOJHBIN JISl peaar3alliy 3anac B YCIOBUSIX, YCTAHOBICHHBIX HPOU3BOIUTEIIEM.

OTKJIOHGHHI»IC, IOBTOPHO HCIOJIB30BAHHBIC 1 BO3BPAIICHHBIC MAaTCPpHAJIBI
¥ TIPOJTYKIIAst



5.66. OTKJIOHEHHBIE MaTEepUAJIbl U TPOAYKIHUS TOTKHBI UMETh YETKYI0 MAPKUPOBKY H
XPAaHUTBCS pa3lebHO B 30HAX C OrpaHMYEHHbIM AocTynoM. OHM MOJJIekKaT BO3BpaTy
MOCTAaBIIMKY, MepepaboTke (eciau HTO JOMYCTUMO) WM YHUUYTOXEHHUo. JlioOble
BBITIOJIHEHHBIE IEUCTBUS TOKHBI OBITh 0(OPMIIEHBI IOKYMEHTAJIbHO U YTBEPKICHBI JIMIIAMH,
MMEIOIIUMH COOTBETCTBYIOUIUE MOJTHOMOYUSI.

5.67. IlepepaboTka OTKJIOHEHHOM MPOIYKIUU TOMYCKAETCS B UCKIIOYUTENBHBIX CITydasx
IIPU YCJIOBHM OTCYTCTBHUS YXYJUIEHUS Ka4eCTBAa FOTOBOM MPOJYKIHMH U BBIITOJIHEHUS BCEX
TpeboBanmii cnienudukanmii. [lepepadboTKy OCyIIECTBISIOT B COOTBETCTBUM C YTBEP)KICHHON
MpOLEAYypOd TMOCJE OIEHKHM BO3MOXHOTO pHUCKAa C MOCHEAYIOUIUM JTOKYMEHTAJIbHBIM
oopMIICHUEM.

5.68. IloBTOpHOE MCIOIB30BAHUE BCEM CEPUU WIM YACTH PaHEE MPOU3BEACHHBIX CEpUI
COOTBETCTBYIOIIETO KayecTBa MyTEM OOBEAMHEHMS C CEpUel TaKoW K€ MPOMYyKIUU Ha
ONpEeNIeNICHHON CTaAuu TMPOU3BOJCTBA JOHKHO OBITh CAaHKIMOHHWPOBAHO 3apaHee. Takoe
BBEJICHHE CJIEAYET OCYLIECTBIATh B COOTBETCTBHM C YCTAaHOBJIEHHOM MPOLEAYPOM C yUETOM
OLICHKHA BO3HUKAIOIIUX PUCKOB, BKIIIOYas J000€ BO3MOXKHOE BJIMSHHE HA CPOK TOJHOCTH.
JlesTenbHOCTh 110 HOBTOPHOMY HCIIOJIB30BAHUIO CIEAYET 0QOPMIIATh JOKYMEHTAIBHO.

5.69. Heo0x0auMOCTh JTOMTOTHUTEIRHOTO KOHTPOJS J000W TOTOBOW MPOIYKIINH,
npolleamnel nepepadoTky, WM MPOAYKUHH, B KOTOPYIO ObUla BKJIIOYEHA MOBTOPHO
MCITOJIb30BAaHHAS IPOIYKLHS, ONPEIEIIeT NOApa3AeIeHe KOHTPOJIS KaueCcTBa.

5.70. Bo3BpalieHHas ¢ pblHKa NPOAYKIHUS, HaJ KOTOPOH ObLI yTpaueH KOHTPOJb CO
CTOpPOHBI IPOU3BOJUTENS, JOJKHA ObITh YHUUTOXKEHA, 3a UCKIFOUEHUEM CIIy4aeB, KOTJa HET
COMHEHHM, YTO €€ KauecTBO SIBJISIETCS YJIOBIETBOPUTENbHBIM. PelieHue o MOBTOPHOMU
peanuzaiuy, NepeMapKUPOBKE HIJIM MOBTOPHOM HCIOJBb30BAHHUH MOXET OBITH MPHHSTO
TOJIBKO TI0CJIE KPUTUYECKOW OLIEHKH, IMPOBEACHHON MOApa3eIeHUEM KOHTPOJIS KadyecTBa B
COOTBETCTBUU C MUCBMEHHOW mpouenypoil. [Ipu 3ToM HEOOXOIUMO YUUTHIBATH XapaKTep
NPOAYKIIMH, €€ TPEIbICTOPUIO U COCTOSTHUE, COOJIIOICHUE CTIELUATbHBIX YCIOBUN XpaHEHUS U
BpeMs, Tpolleauee ¢ Aarbl Bbimycka. [Ipu mi00bIX COMHEHMSIX B OTHOIIEHUM KadyecTBa
MPOAYKIIMU HE JIOMYCKAETCS €€ MOBTOPHOE HCIIOJIb30BaHUE WM MOBTOPHBIM BBINYCK, HO
JIOIyCKaeTCsl ee XUMHUUecKas rnepepaboTKa ¢ LeNbl0 pereHepaluy aKkTUBHBIX UHTPEIUEHTOB.
Bce BbInonHseMble 1€HCTBUS TOJKHBI OBITH OOPMIIEHBI JOKYMEHTAIBHO.

HexBaTka IpOAYKIMH B CBA3H C IPOU3BOACTBEHHBIMY 3aTPyTHCHHAMHA

5.71. Ilpon3BoauTeNb AOHKEH COOOIIATh IEPKATENI0 PETUCTPALIMOHHOIO YAOCTOBEPEHUS
0 JOOBIX 3aTPyAHEHUSX B IPOU3BOJICTBEHHBIX OIEpalUsiX, KOTOPblE MOTYT NPUBECTH K
HEOOBIYHOMY OlpPaHMYEHHUIO IOCTaBKH. Takoe COOOIIEHHE OJKHO OCYIIECTBISATHCA
CBOEBPEMEHHO JUIsl YIPOIIEHUS MPOLETypbl yBEAOMIIEHUSI 00 OrpaHUYEHUSIX MOCTAaBKH CO
CTOPOHBI J€p>KaTels PEruCTPAllMOHHOIO YJIOCTOBEPEHHUsS, HAIMPABIAEMOr0 B aapec
YIIOJITHOMOYEHHBIX OPTraHOB COOTBETCTBYIOIIUX IOCYAAPCTB-YICHOB.



I'maBa 6. KorTpONs kagecTBa
IIpuaIHMI

[TonoxeHHus: HACTOSAILIEro pas3jeia JOJKHBl pPACCMATPUBATHCS B COYETAHUHU C
MOJIO’KEHUSIMU BCEX COOTBETCTBYIOIINX pa3jienoB HacToAmwmx [Ipasu.
KoHTposb kauecTBa pacnpocTpaHseTcs Kak Ha MpoLeaAypbl 0TOopa npo0, cnenudukanuu
Y Ha IPOBEJCHUE HMCIBITAHWM, TaK U HA IPOLENYyPbl OpraHU3alu, JOKYMEHTUPOBAHUS U
BBIYCKAa, TapaHTUPYIOUIME TMpPOBEJCHUE HEOOXOAUMBIX HCHBITAHUN, a TakKxke
oOecreynBaronife To, YTO HCXOJHBIE W YMAaKOBOYHBIE MaTepHalbl HE pa3pelieHbl s
UCIIOJIb30BaHUsA, a TPOIYKIHUA - JJI peau3alii U MOCTAaBKU JI0 TEX MOp, MOKa UX KayeCTBO
He Oy/eT MpU3HAHO COOTBETCTBYIOIINUM yCTaHOBJICHHBIM TPEOOBAHUSM.

KoHTponp kauecTBa HE OrpaHUYUBAETCS JAOOPATOPHBIMU pabOTaMH U JIOJKEH OBITh
BOBJIEUEH B NPUHATHE BCEX pEIIEHMUI, KAacaloUUXCS KadecTBa MPOJYKLHHU.
OcHoBonoJjararouuM MPUHLIUIIOM JUJIS YIOBJIETBOPUTEIBHON pabOThl MoOApa3ieieHus
KOHTPOJISl KAU€CTBA CYUTAETCS €r0 HE3aBUCUMOCTh OT IPOU3BOJICTBA.

O6mmue TpeboBaHAA

6.1. YV kaxaoro mpou3BOAUTENs AOJDKHO OBIThH MOJIpa3jeiieHue KOHTPOJIS KauecTBa,
HE3aBHCUMOE OT JAPYTUX MOJpa3AelIeHUl U OTAeI0B. PyKOBOAUTENL 3TOr0 MOApa3AeieHus
JIOJDKEH MMETh COOTBETCTBYIOIIME KBaTU(PUKAIIMIO U OIbBIT, B €r0 PACHOPSIKEHUH MOXKET
OBITH OJIHA WJIM HECKOJIbKO KOHTPOJBHBIX JIabopaTtopuii. [lompasaenenne JOKHO OBITh
00ecIeueHo J0CTaTOYHBIMU pecypcamMu i 3OPEKTUBHOTO BBIMOIHEHUS MEPONPUSITUHN TO
KOHTPOJIIO KaueCTBa.

6.2. OcHOBHbBIE OOSI3aHHOCTH PYKOBOJUTEINS MOApPA3JeICHUs] KOHTPOJS KadyecTBa
n3J0keHbl B riaBe 2 yactu | Hactosmmx IIpaBui. IlompasaeneHue KOHTPOJIST KauecTBa
MOKET UMETh TaK)KE€ M MHbIE 00S3aHHOCTH, TAKHE KaK pa3padoTKa, BAIHIAIUS U 00eCTICUCHHE
BBITIOJTHEHHUS BCEX MPOIEAYP MO KOHTPOJIIO KauecTBa, HAOII0IeHUE 32 KOHTPOJIBHBIMU U (M
) apXUBHBIMHU 00pa3iaMu MaTepUaIoOB M MPOIYKIUH, 00ECIIEYCHUE TPABMIIBHON MaPKUPOBKH
yHaKOBOK C MaTepuaiaM U NpOAyKIHEH, MOHUTOPUHT CTAOUILHOCTH MPOAYKIUH, Y4aCTUE B
pacclieloBaHUU MPETEH3UN B OTHOIICHUM KadecTBa Mpoiaykiuu u np. [IpoBeneHue Bcex
orepanuii U uX pe3yjabTaThl TPEOYIOT TOKYMEHTAIBHOTO O(DOPMIICHHUS.

6.3. OneHka roToBoi MPOAYKIMH JI0J>KHA OXBAaThIBaTh BCE OTHOCSIIMECS K HEN (DaKTOpHI,
BKJIFOYAs yCIIOBUS MPOU3BOJICTBA, PE3YJIbTaThl HCTIBITAHUN B TIPOLIECCE MMPOU3BOJICTBA, 0030p
MPOU3BOJICTBEHHON JIOKYMEHTAIMU (BKJIIOYasi TOKYMEHTAIIUIO TI0 YITaKOBKE), COOTBETCTBUE
TpeboBaHMsIM crnenuuKauii Ha TOTOBYIO MPOAYKIIMIO W TMPOBEPKY OKOHYATEIbHOU
YIaKOBKHU.

6.4. Ilepconan moxapasfeiieHusT KOHTPOJSI KadeCcTBA JOJKEH UMETh JOCTYIl B
POU3BOJICTBEHHBIE 30HBI JJISi OCYIIECTBIEHUS OTOOpa mpod W NpU HEOOXOIUMOCTH
MIPOBEJICHUS PACCIEIOBAHUSI.



Hapgnexamas nabopaTopHas mpakTHKa KOHTPOJIA Ka9eCTBa

6.5. [lomenenust 1 000py10BaHUE KOHTPOJIHHBIX TA00paTOPUi JTOJKHBI OTBEUATh OOITUM
U crienuuueckuM TpeOOBaHUSIM, TPEIBABIIEMbIM K 30HAM KOHTPOJIS Ka4eCTBA, YKA3aHHBIM
B riase 3 yactu | Hacrosimux [TpaBu.

Jnd npenoTBpalieHnss BO3MOKHOCTH CIy4alHOW MEPEKPECTHOM KOHTAMUHALIUU
nabopatopHoe 00OpyJOBaHUWE HE JOJKHO TMEPEeMENIaThCsl MEXKIy 30HAMH C BBICOKOU
CTETNEeHbIO0 PUCKAa Ha PyTMHHON OCHOBE. B wacTHOCTH, MUKpoOUOIOrHueckas 1adopaTtopus
JOJDKHA OBITh OpraHu3oBaHa TakKUM o0Opa3oM, 4YTOOBl CBECTH K MHUHUMYMY PHUCK
IIEPEKPECTHOTO 3arpsI3HEHUS.

6.6. Ilepconan, momenieHus 1 00OPYyIOBAaHUE KOHTPOJBHBIX J1A0OPATOPUA JOJIKHBI
COOTBETCTBOBAThH 3aJadyaM, OOYCIIOBJIEHHBIM XapaKTEPOM U 00BEMOM MPOU3BOACTBEHHBIX
omepanuii. B psijie ciiy4aeB BO3MOXHO UCIIOJIb30BaHUE BHEITHUX JT1a00paTOpuil pH yCIOBUU
BBITIOJTHEHUSI UMHU TpeOOBaHUM, yKa3aHHbIX B riaBe 7 4dactu | nacrosmux [lpaBui, u
BHECEHUS COOTBETCTBYIOLIMX 3alIMCEN B JOKYMEHTHI IO KOHTPOJIIO KayeCTBa.

JoxymeHTaImsa

6.7. JlokymeHTaius 1abopaTopuil JOJKHA COOTBETCTBOBAThH TPEOOBAHUSIM, YKa3aHHBIM B
riaBe 4 yactu | nacrosiuux [IpaBui. OcHOBHAsA 4acTh STOM JOKYMEHTAIIMU OTHOCHUTCS K
KOHTPOJIO KauecTBa. B monpas3aeneHuu KOHTPOJISI KadyecTBa JOJKHA OBITh JOCTYIHA
CJIelyIoIas JOKYMEHTALMS:

1) cnenudukanuy;

11) TIpOIIeAYPHI, OMUCHIBAIOIINE OTOOP MPOO, MPOBEACHUE UCIIBITAHUHN, 3aMUCH (B TOM
qyclie aHAIUTUYECKUE paboyune JNUCThl U (MJIM) JIabOpaTOPHBIEC JKYpHANbl), PETUCTPALIUIO U
IIPOBEPKY;

111) IpoIEeTyPhI U 3aMUCH KaJTUOPOBKU M KBaTU(DHUKAIIMU U3MEPUTEIBHBIX TPUOOPOB U
TEXHUYECKOT0 00CTYyKUBAHUS 000pYAOBaHMUS;

1V) TIOPSJIOK pacclieIOBaHUs PE3yIbTaTOB, UMEIOIINX OTKIOHEHHS OT Crielu(pUKAINI U
BBIXOJISIIIIMX 32 TIPEAeIIbl TEHJAEHIIUN (TPEHIOB);

V) aHaJIUTUYECKUE OTYETHl (MJM) CepTU(MUKATHI aHATW3a WIM JPYTUe JOKYMEHTHI,
MOATBEPKIAIOIINE KAaYECTBO;
vi) JaHHbIE MOHHTOPHMHIA MPOM3BOJCTBEHHOW cpenbl (BO3AyX, BOAa, ApYrue
TEXHOJIOTUYECKHE CPEIbl), TJIe OHU TPEOYIOTCS;

Vvil) 3aIIMCU MO BJIMJIALIMK METOJAMK UCTIBITAHUM, I/1€ TPUMEHUMO.

6.8. JIto0y10 TOKYMEHTAIMIO MO KOHTPOJIO KauyecTBa, CBA3aHHYIO C JOChE HA CEPHUIO
JIEKapCTBEHHOI'O0 CPEACTBA, CJIEAYET XpaHUTh B COOTBETCTBUM C TpPEOOBAHUSIMHU K
COXpaHEHHUIO JOKyYMEHTAlluu CEepUH, NPEeayCMOTPEHHbIMU I1aBoil 4 uvactu | HacTosmux
IIpaBui.



6.9. Jlii1 HEKOTOPBIX BUIOB AAHHBIX (PE3yJIbTATOB UCIBITAHUMN, BBIXOJIOB, KOHTPOJIA
MPOU3BOJICTBEHHON Cpeabl M Ap.) 3aluCU JOTKHBI BECTUCh CIOCOOOM, IMO3BOJISIONIUM
MIPOBOJIUTH OIEHKY CYIIECTBYIOIIMX TEHIAEHIH (TpeH10B). JIFoObIie TaHHBIE C OTKIOHEHUSIMH
oT TpeOoBaHUM crenu(pUKaAIMUA, BBIXOASAIINE 32 TPeaeabl TCHACHIIUNU (TPEHI0B), HOIKHBI
OBITH PACCMOTPEHBI M HAMIPABIICHBI JIJIS1 IPOBEICHUS PACCIICIOBAHUM.

6.10. B nononnenue k uHGOpPMAIUU, SBISIOMIEHCS YaCThlO JOKYMEHTAIIMU CEpHH,
JIOJKHBI COXPAHSTHCS M OBITh JOCTYMHBIMU APYTUE UCXOAHBIE JaHHBIE, 3a()UKCUPOBAHHBIE B
TaKUX JOKyMEHTaX, KaK JJa00paTOpHbIC KypHAJbI U (WIJIM) 3aIKCH.

OTt60p npob

6.11. OT60p mP0oO clieryeT OCYMECTBIATh U JOKYMEHTAIBHO O(DOPMIISATH B COOTBETCTBHUH
C TOKYMEHTHPOBAaHHBIMH IPOIIEAYPaMH, KOTOPBIE ONIPEICIISAIOT:

MeTo oTOopa mpoo;

UCII0JIb3yeMOoe 000pYI0BaHUE;

KOJIMYECTBO MPOO, KOTOPOE AOTAKHO OBITH OTOOPAHO;

WHCTPYKIIMH 10 JI000MY TpeOyeMoMy pa3/ieTICHUIO MPoObI;

THUII ¥ COCTOSIHAE KOHTEHHEepa, UCIIOIb3YEMOTO JJIs TTPo0;

UACHTU(PUKAINIO KOHTEHHEPOB ¢ OTOOpaHHBIMH NMPOOAMH;

mo0bIe ToJIekKaIue COOIOICHUI0 0COOBIE MEPBhI MPEOCTOPOKHOCTH, OCOOEHHO TMpHU
oTOope Mpo0 CTEPUIILHBIX W BPEIHBIX BEIIECTB;

YCIIOBHSI XpaHCHUS;

WHCTPYKITUH TI0 OYUCTKE ¥ XPaHEHUIO 000pyI0BaHUs sl 0TOOpa mpoo.

6.12. [lepenanusbie 1y1si UCIIBITAHUNA 00PA3IIbl JOJKHBI OBITH PENPE3CHTATUBHBI JIsl CEpUU
Marepuana Wid NpOAyKLIHMH, U3 KOTOPOM OHHM OTOOpaHbl. MoryT ObITH Takke OTOOpaHBI
JIpyrue mpoOsl Il KOHTPOJIs HanboJiee BAKHBIX ITAIOB Ipollecca (HampuMmep, ero Hayaia
WUiau okoH4yaHwus ). Vcronb3yemblii miian oToopa npod JOJKEH ObITh HaAJIeKalluM 00pa3oM
000CHOBaH 1 0a3UPOBATHCS HA MMPUHITUTIAX YIIPABICHUS PUCKAMHU.

6.13. Konrelinepsl ¢ 00pa3iiaMu J0KHBI UMETh TUKETKY € YKa3aHUEM UX COACPKUMOTO
(HOMEp cepum), gaTy oTOOpa Mpod, a Takxke 0003HAYECHNE TAPHBIX MECT, U3 KOTOPHIX ObLTH
otoOpaHnbl oOpa3sipbl. PaboTta ¢ HUMHM NOKHA BECTHCh TaKMM OOpa3oM, YTOOBI CBECTH K
MUHHMYMY PHCK TIEPETYyTHIBAHUS W 3alUTUTH O0Opa3Ibl OT HEOJArONMPUSTHBIX YCIOBUU
XpaHEHHUS.

6.14. JlonomauTensHbIC TPeOOBAHUS B OTHOIIEHWH KOHTPOJIBHBIX U aPXUBHBIX 00pa3IoB
npuBeneHsbl B npuiioxkeHun Ne 19 nactostmux [Ipasun.

IIpoBeneHne ncnbITaHUi

6.15. MeToauKu UCTIBITAHUI JOJIKHBI OBITH BaIMIMPOBaHHBIME. JlabopaTopusi, KoTopas
HCIOJB3YEeT METOAMKY HCHBITAHUM M KOTOpas HE BBINOJHSJIA €€ IEePBOHAYAIBHYIO



BAJIMJIAIMIO, JOJDKHA BepU(PHUIIMPOBATH MPUTOJHOCTh METOJAMKU HCIIBITaHUN. Bee omepamnuu
MO0 TMPOBEJCHUIO HUCIBITAHUN, OMNUCAHHBIX B COOTBETCTBYIOUIUX JOKYMEHTaX
PEeTUCTPAIIMOHHOTO JOChE, CJEAYEeT IPOBOAUTH B COOTBETCTBUH C YTBEPKICHHBIMU
METOIHKAMH.

6.16. [lomyueHHble pe3yNbTaThl AOJKHBI OBITH JTOKYMEHTHPOBAHBI. Pe3yiabTaThl
apaMeTPOB, OMPEICICHHBIX B KAUECTBE MOKa3aTeIe KauecTBa WM KaKk KpUTUYECKUE, U BCE
BBIYUCIICHUS] HEOOXOIUMO TTPOBEPSATH HA COMTACOBAHHOCTH APYT C APYTOM U OIICHUBATH IS
HUX TeHACHUMHM (TpeHbI). Bce pacueTs ciienyeT TiaTeaIbHO MPOBEPSTh.

6.17. IIpoBeeHHbIE UCTIBITAHUS TOKHBI OBITh 3aJI0KyMEHTUPOBAHBI. 3aMUCH JTOJKHBI
BKJIIOUYATh B ceOsI CIICTYIONINE TaHHBIC:

1) HaMMEHOBAHUE MCXOJHBIX MaTEpPUAJIOB WM MPOAYKIUH M, TJA€ HTPUMEHUMO,
JIEKapCTBEHHOUN (hOPMBI;

11) HOMEp CEepHH U, TJIe IPUMEHIUMO, HAMMEHOBAaHHE MIPOU3BOIUTENS U (MIJIM) MOCTABIINKA;

111) CCBUIKUA HAa COOTBETCTBYIOIIME CrIeIU(UKAIIMNA U METOJIMKHU TPOBEACHUS UCTIHITAHUI;

1V) pe3yJbTaThl UCMBITAHUS, BKJIIOYas HAOJIIOJEHHUS W pacueThl, U CCHUIKM Ha BCE
cepTU(UKATHI AHATIN3A;

V) AaThl IPOBEJICHUS UCTIBITAHU;

vi) hbaMWINK U UHUITUAJIBI JIUII, TPOBOAUBIINX UCIIBITAHUS,

vii)

dbaMuIMU 1 UHUIMAJIBI JIUI, TIPOBEPUBIIUX MPOBEJICHUE UCIBITAHUN U pacueToB (TIe
MIPUMEHUMO);

viil) OJHO3HAYHOE 3aKJIOUYCHHUE O BhIIaU€ pa3pelieHus] WiId OTKIOHEHUH MPOYKINH (HIIH
pelieHre o APyrom cTaTyce), 1ata U MoJAINuch OTBETCTBEHHOIO JIMIIA;

1X) CCBIJIKHM Ha MCIIOJIb30BAaHHOE 000pYI0BaHHUE.

6.18. Bech KOHTPOJIb B MPOILIECCE MPOU3BOJICTBA, BKJIKOYAS U TOT, KOTOPBIM BBIIOTHSIETCA
B MPOU3BOJICTBEHHOMN 30HE MPOU3BOJICTBEHHBIM IIEPCOHAIIOM, HEOOXOIUMO OCYIIECTBIIAThH B
COOTBETCTBUH C METOJAUKAMHU, YTBEP>KICHHBIMH TOpa3IeICHUEM KOHTPOJISI KauecTBa, a ero
PE3yNBTATHI - TOKYMEHTAJIBLHO O(DOPMIISITH.

6.19. Ocoboe BHUMaHHE CIEAYET yACISITh KAUECTBY J1a0OPaTOPHBIX PEAKTUBOB, MEPHOI
MOCY/1bl, TATPOBAHHBIX PACTBOPOB, CTAHAAPTHHIX 00PA3IOB U MUTATEIbHBIX cpel. Ux cienyer
FOTOBUTh M KOHTPOJUPOBATH B COOTBETCTBUM C JOKYMEHTHUPOBAHHBIMM IPOLICAYypPaMH.
YpoBeHb KOHTPOJIS TOKEH OBITH COPA3MEPEH C X HA3HAYCHUEM U JIOCTYITHBIMU JJAHHBIMU O
CTaOMIILHOCTH.

6.20. CtanmapTHbie 00pa3Ilbl TOHKHBI OBITh IPU3HAHBI MPUTOAHBIMU JJISI HCTIOJIB30BaHMS
10 Ha3HaueHMIo. VX kBamudukamus u cepTudukanus B Ka4eCTBE TaKOBBIX JOJDKHBI OBITH
OJHO3HAYHO YCTAHOBJICHA U JOKYMEHTHUPOBaHA. B KauecTBe MEPBUYHBIX CTAHIAAPTHBIX
00pa3moB MPEANOYTUTEIFHO HCTOb30BaHNEe (hapMaKOMECHHBIX CTaHIAPTHBIX 00pa3IoB U3
opHUIMaTBLHO TPU3HAHHBIX MCTOYHUKOB (IIPU MX HAJIMYHH), €CIIM MHOE HEe 0OOCHOBAaHO B
MOJTHOM Mepe (MCIOoJIb30BaHUE BTOPUYHBIX CTAaHAAPTHBIX 00pa3lOB pa3pelieHo, eciu Obuia



IIPOJAEMOHCTPUPOBAHA M JOKYMEHTHUPOBaHa HX IPOCIEKUBAEMOCTh OO IEPBUYHBIX
CTaHJaPTHBIX 00pa3ioB). DTu (papmakorneitHbie 00pa3Ibl JOJKHBI UCIIOJIB30BATHCS B LIEIIAX,
OMHCAaHHBIX B COOTBETCTBYIOIIUX (papMaKOMEWHBIX CTaThAX (MOHOrpadusix), €Ciiu UHOE He
paspenieHo ynoJHOMOUYEHHBIM OpraHOM IroCcy/1apCcTBa-4JieHa.

6.21. JlaGopaTopHbIe peaKTHUBBI, PACTBOPHI, CTAHAPTHBIE 00pa3Ibl U MUTATEIbHBIE CPE/IbI
, JOJKHBI OBITh MApKHUPOBAHbI C YKa3aHUEM JaThl MPUTOTOBICHUS U, TJ€ NMPUMEHUMO,
BCKPBITHS, U MOAMKUCH UCTIOJHUTENS. Ha STUKETKaX TOJKHBI OBITh YKa3aHbl CPOKH F'OAHOCTH
PEaKTUBOB U MUTATENBHBIX CPEJl, & TAKXKE 0COOBIE YCIOBUS UX XpaHEHUs. [[1s1 TUTpOBaHHBIX
pacTBOPOB HEOOXOAMMO TaKXK€ YyKa3blBaTh JATy IOCJIEJHEr0 YCTAHOBJIEHUS TUTpA U
COOTBETCTBYIOIINA MOCIEIHUN JEHCTBYIOMUN KO (DHUIIMEHT MOTTpaBKH.

6.22. [Ipu He0OXOIMMOCTH Ha KOHTEHHEpPE CIeAyeT yKa3blBaTh 1aTy MOJYyUYEHUS KaXI0T0
BEILECTBA, UCITOJIB3YEMOTO JIJIsl TPOBEACHMS UCIIBITAHUN (HAIpUMED, PEAKTHUBOB, PACTBOPOB U
CTaHAapTHBIX 00pa3ioB). Heobxoaumo cobt01aTh HHCTPYKIMU MO MX HCIOJb30BAHUIO U
XpaHeHu0. B omnpeneneHHbIX ciydasxX MOCIEe MOJYYEHHUs WM Tepe]l MCIOJIb30BaHUEM
PEaKTUBOB MOKET OBITh HEOOXOJIMMO MPOBEJCHUE UX UCIIBITAHUS HA UACHTUYHOCTD U (WJIH)
MHOTO UCIIBITAHMS.

6.23. IlutaTtenpHble Cpeabl MOJKHBI OBITh MPUTOTOBICHBI B COOTBETCTBUU C
TpeOOBaHUSAMH MPOU3BOJUTENS CPEJIbl, €CIM MHOE HAy4HO He o0ocHoBaHO. [IpuromHocts
BCEX MUTATENIBHBIX CPEJl JOKHA POBEPSITHCS NEPEN UX UCIOIB30BAHUEM.

6.24. Vcnonb30BaHHbIE MUKPOOHUOJOTHYECKHE CPElbl U IITaMMBbl JIOJKHBI OBITh
MOJABEPrHYTHl JACKOHTAMHUHALUM B COOTBETCTBUU CO CTaHIAPTHOM MpOLEAypod U
YTHWJIM3UPOBAHBl TaKUM 00pa3oM, YTOOBI MPEAOTBPATUTh MEPEKPECTHYI0 KOHTAMHUHAIUIO U
coxpaHeHue ocTaTKoB. CPOKH XpaHEHUs UCIIOJIb3YEMbIX MUKPOOHOJIOTUYECKUX CPEJT JOJIKHBI
OBITh YCTaHOBJIEHBI, JOKYMEHTHUPOBAHbI U HAYYHO 0OOCHOBAHBI.

6.25. J)KUBOTHBIX, UCIONB3YEMBIX Ui KOHTPOJISI KOMIOHEHTOB, MaTE€pPUAJIOB WIIU
IPOAYKIIMH, CIIeTyeT MOMeIlaTh B KapaHTUH nepes padoToit ¢ HUMH. JKUBOTHBIX Tpedyercs
COZIepXaTh U KOHTPOJIUPOBATh TaKUM 00pa3oM, YTOoObl 0OECNEeUnuTh UX MPUTOJHOCTH IS
3aIJIAaHUPOBAHHOTO HCIOJIb30BaHUA. JKUBOTHBIE MOJDKHBI OBITh HACHTU(PHUIIUPOBAHBIL.
Heobxoanmo BecTH COOTBETCTBYIOUIUE 3AMMCH, OTPAKAIOLIUE UCTOPUIO UX UCIIOJIb30BAHUSI.

ITporpamMMa TeKymero HCILITAHASA CTA0WIBHOCTH

6.26. Ilocne Hauvana peanu3alvu 3apETHCTPUPOBAHHOTO JIEKAPCTBEHHOI'O CPEICTBA
CleyeT MNPOBOJUTh MOHUTOPHHI CTAaOMJIIBHOCTH JEKAPCTBEHHOI'O CPEJICTBA COTIJIACHO
JIEHUCTBYIOIIEH HA MOCTOSIHHOM OCHOBE MpOTrpaMMe, KOTOpasi T03BOJIHIIA Obl BBISIBUTH JIFOOYIO
npoOsieMy (Hampumep, U3MEHEHUs ypOBHEH mnpumeceid wiau npoduiisi pacTBOPEHHUs) CO
CTaOMIBHOCTBIO MPOAYKIIMH JAHHOTO COCTaBa BO BTOPUYHOM (MTOTPEOUTENHCKOM) YIIaKOBKE.

6.27. LlensiMu mporpamMMbl TEKYILET0 U3YUYEHUsl CTAOMIBHOCTH SIBJISIFOTCS OCYIIECTBICHHE
MOHUTOPHUHIA NPOAYKTa Ha MPOTSHKEHUH BCErO CPOKA €ro TOAHOCTH U ONPENIETIEHUE TOrO, YTO



MPOJYKT OcTaeTcs (U MOXKHO OKMJIaTh, YTO OCTAHETCS) B MpEJAesiaXx CBOUX CIenu(UKaIimii
MIPU XpaHEHUU B YKa3aHHBIX B MAPKUPOBKE YCIOBUSIX.

6.28. Drta nmporpamMmma, TJIaBHBIM 00pa3oM, OTHOCHUTCS K JIGKAPCTBEHHOMY CPEICTBY B
yIaKkoBKe, MPEIHAa3HAYEHHOMY Uil peajii3allid, OJIHAKO CJIEAYeT YyAeNSTh BHUMAaHUE U
HepacdacoBaHHOU mpoaykuuu. Hampumep, ecin HepachacoBaHHYIO MPOIYKIUIO XPAaHSIT
JUTUTENIbHOE BpeMsl Tepe]] yIakoBKOW U (KMJIu) mepeaaydei ¢ MpOU3BOJCTBEHHOIO y4acTKa Ha
y4acTOK YMNAaKOBKHU, HEOOXOIMMO OLIEHUTh U HU3YyYUTh BIHMSHUE TaKUX YCIOBUU Ha
CTaOMJIBHOCTh YIMAaKOBAHHOW MPOIYKIMH. [|OTOTHUTENBHO CleAyeT 0OpaTuTh BHUMaHUE Ha
MIPOMEKYTOUHYIO MPOAYKIIMIO, KOTOpas XPAHUTCS U UCIONb3YETCS B TEUEHHUE IITUTEIBHOTO
nepuojaa. VccrnenoBanme cTaOUIBHOCTH BOCCTAHOBJIEHHOI'O MPOAYKTa (IIPUTOTOBIEHHOTO
nepes; IPUMEHEHHUEM) ClIelyeT MPOBOJUTH MpPHU pa3pabOTKe JIEKAPCTBEHHOTO CpPENCTBaA,
TEKYIIUI KOHTPOJIb CTAaOWJIBHOCTU TakOW MNpoaykuuu He Tpedyerca. OpHako, TAe
IPUMEHUMO, MOKET MPOBOAUTHCS KOHTPOJIb CTAOUILHOCTH BOCCTAHOBIIEHHOTO TIPOIYKTA.

6.29. IlporpaMma TEKYIIETO MCHOBITAHUSI CTAOUIBHOCTU JOJDKHA OBITh M3JIOKEHA B
MUCHMEHHOM BHUJIE B COOTBETCTBUU C OOIIMMU NIPABUIIAMH, IPUBEJICHHBIMU B I1aBe 4 yacTu [
HacTosiuux IlpaBui, a pe3ynbraThl O(GUUMAIBHO TMPEACTABIEHbl B BHUAE OTYETA.
O6opyaoBaHue, UCIOIb3yeMOe JJIsi MPOTPaMMbl TEKYIIETO HCHBITAaHUS CTaOWUIBLHOCTH (B
YaCTHOCTH, KIIMMAaTUYECKHE KaMepPbl), TOJKHO MPOUTH KBANM(UKALIMIO U O0CTYKUBAThCS B
COOTBETCTBHUH C OOIIMMH MIpaBUIaMH, yKa3aHHBIMH B TiaBe 3 dactu | Hactosmux [IpaBun u
npuioxeHun Ne 15,

6.30. [1nan u (WIKM) MPOTOKOJ TEKYIETO UCIIBITAHUS CTAOMIBHOCTHU JIOJKEH OXBAThIBATh
nepuoj; A0 OKOHYAHHUS CpOKa TOJAHOCTH W COAEpXkaThb CIEAYIOIIUue JaHHble (HO HE
OrpaHUYMBATHCS UMU):

1) KOJIMYECTBO cepuu (Cepuil) JIs pa3IUyHbIX JO3UPOBOK U Pa3HBIX Pa3MEPOB CEPHiA,
€CJIM 3TO MPUMEHHUMO;

11) cooTBeTCTBYyIOIME (UIUUECKHE, XHUMUUYECKHE, MHUKPOOMOJIOTHYECKUE U
OMOJIOTMYECKUE METO/IbI UCTILITAHUH;

111) KpUTEPHUH IPUEMIIEMOCTH;

1V) CCBUIKM Ha METOJIMKHU UCTIBITAHUN;

V) OIIMCAaHUE CUCTEMBI KOHTEHEpa (YKYIIOPOUHBII 3JIEMEHT);

V1) 4acTOTa UCTIBITAHUH (TOYKH KOHTPOJISI BO BPEMEHH);

Vi) ONKUCaHKUE YCIOBUM XpaHEHUS;

viil) npyrue HeoOXoAUMbIe TTapaMeTphl, CielU(pUIECKUe A1 JAHHOTO JIEKAPCTBEHHOTO
CpEeJICTBA.

6.31. Ilnan u (WIKM) MPOTOKOJN TEKYIETO WCHBITAHUS CTAOMIBHOCTH MOTYT UMETh
OTJIMYMS OT IUIaHa T[EePBOHAYAIBHOIO JOJITOCPOYHOTO MCHBITAHUS CTaOMIBHOCTH,
NPEJICTABICHHOTO B PETUCTPAIlMOHHOM JOCh€, NpPU YCIOBHU OOOCHOBAHUS U
JOKYMEHTHPOBAHHUS 3TOTO B IUIAHE.



6.32. KonudecTBO cepuil M 4acTOTa UCHBITAHUN JTOJDKHBI 00ECIeuynTh HEOOXOAMMOe
KOJINYECTBO JIAHHBIX, YTOOBI UMETh BO3MOXHOCTh MPOBECTHU aHanu3 TeHaeHuui. Ecnu He
000CHOBaHO MHOE, B IPOTPAMMY UCIIBITAHUSI CTAOMIIBHOCTH €KETOIHO CIEAYeT BKIIOYATh KaK
MUHHUMYM OJIHY CEpPHIO TPOU3BEICHHOTO JICKAPCTBEHHOTO CPEJICTBA B KAXKJIOH TO3UPOBKE U B
Ka)XJIOM BUJIE IEPBUYHON YIIAKOBKH (MCKIIFOUCHHUEM SIBJISIIOTCS CIIy4yau, KOrja B TEUCHHUE Tojia
HE TPOU3BEJECHO HU OJHOW cepuu). Ecim [ TEKylIero UCHbITaHUS CTAOUIBHOCTH
JIEKApCTBEHHBIX CPEJCTB HEOOXOIMMO HCIOJb30BAHUE J>KUBOTHBIX M HE CYIIECTBYET
aJIbTEPHATUBHBIX BaJMIUPOBAHHBIX METOJIMK, YACTOTY UCIBITAHUNA MOKHO YCTAHABJIUBAThH C
Y4ETOM T0JIX0/a, CBA3aHHOTO ¢ OleHKOM pucka. [Ipu ycioBuu HaydHOrOo 000CHOBAHUSI MOTYT
OBITH UCITIOJIP30BAHBI IUIAHBI C MPUMEHEHUEM OPIKETHUHTA U MOCTPOCHUS MATPHIL.

6.33. B HEKOTOPBIX CIydasiX B MPOTPaMMy TEKYIIET0 UCIBITAaHUS CTAOMIIBHOCTH CIIEAYET
BKJIFOYATH JIOMIOJTHATENbHBIE ceprur. Hampumep, TekyIee UCIBITAHNE CTAOUILHOCTH CIICTyEeT
OCYUIECTBJIATH MOCIIE TI000T0 3HAUUTEITLHOTO U3BMEHEHUS WM 3HAYUTEIBHOIO OTKJIOHEHUS B
MpoIecce MPOU3BOICTBA WM YIIAKOBbIBaHUS. JIJisl BKIIIOUEHUSI B IPOTPAMMYy JTOJKHBI OBITh
NPUHATHI BO BHUMaHHE JIO0BIE OTMepaliiy Mo MOBTOPHOMY MCIOJIB30BAHUIO, IIEpepabOTKe WU
pereHepanuu.

6.34. Pe3ynbTaThl TEKYIIETO UCIBITAHUS CTAOMIBHOCTU JTOJKHBI OBITH JTOCTYITHBI
KJIFOYEBOMY TE€PCOHANy M, B YACTHOCTH, YIIOJTHOMOYEHHOMY JHIy (Jiumam). Ecinu Tekyiee
W3yYCHHE CTAOMIBLHOCTH TMPOBOJUTCA HA IUIOMIAJIKE, OTIIMYHOW OT IMPOU3BOIACTBEHHOU
IUTOLIA/IKU, HA KOTOPOU MPOU3BOAUTCS HepachaCOBAHHBIN MPOAYKT WM TOTOBAs MPOAYKIIHS,
TO MEXJY COOTBETCTBYIOIIUMHU CTOPOHAMHU JOJKHO OBITh 3aKJIIOUYEHO MNUChbMEHHOE
corjaimieHue. Pe3ynbTaThl TEKYIIEro UCIIBITAHUS CTAOMIIBHOCTH JTOJKHBI TIPEICTABIATHCS Ha
IJIOMIAJKY TPOU3BOJACTBA ISl UX 0030pa YHOJHOMOYEHHBIM OpPraHoM (OpraHu3aliuei)
rocyJ1apcTBa-uJeHa.

6.35. Pe3ynbpTatrhl, BRIXOASALIME 32 MpEebl crnelu(UKalui, UId CYUeCTBEHHbIE
HETUTIUYHBIE TEHJEHIIMU (TPEH/BI) NODKHBI paccieoBaThesa. O TH000M MOATBEPKICHHOM
pe3yJsibTaTe, BBIXOJAIIEM 3a Mpeaesibl crneruduKanuy, Wil CyIeCTBEHHOW HeraTHBHOU
TEeHJEHIUHU (TPEeH/1a) HEOOXOIUMO COOOIIATh COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM OpraHam
WIM OpraHu3alysIM TocyaapcTB-wieHoB. Heo0XoIuMo paccMOTpeTh BO3MOKHOE BIMSIHUE Ha
CEpHUH, BBIMYIIEHHBIE HA PBIHOK, B COOTBETCTBHUU C TJIaBoM 8 yactu | HacTosmux [IpaBuit u
NPOKOHCYJBTUPOBATECS C COOTBETCTBYIOUIMMHM YIIOJHOMOYEHHBIM OpraHaM WIIH
OpraHU3aIMsiIM rOCyAapCTB-UJICHOB.

6.36. CnenyeT BeCTH B TUCbMEHHOM BHJIE€ 3aKJIFOUEHHUS 10 BCEM MOJTYUYECHHBIM JaHHBIM, B
TOM YHCJIE JIIOObIE MPOMEKYTOUYHBIE BBIBOJIBI 1O MporpaMmmMe. Takue 3aKiIO4YeHUs CIIeayeT
MO/IBEPraTh MEPUOTUIECKOMY 0030y .

Tparcdep (mepenada) METOIUK UCTIEITAHMIH



6.37. Jlo Tpancdepa (repemaun) METOIUKH MCIBITAHUN TIepeIaroIias CTOPOHA JTOHKHA
yOenuTbCs B TOM, UYTO METOJMKA (M) HCHBITAHUS COOTBETCTBYIOT OINHCAHHOW B
PETUCTPAIMOHHOM JIOChE.

Heo0xoaumMo mpoBecTH MPOBEPKY IMEPBOHAYATBLHON BaMIAIIMK METOIUKH UCITBITAHUN
JUIsSl TapaHTHUM COOTBETCTBHUS JCHCTBYIOIIMM pekoMeHaanusMm. o Hawama mpornecca
TEXHUYECKOT0 TpaHcdepa HEOOXOAMMO MPOBECTU U JOKYMEHTaIbHO O(POPMUTH aHAIIN3
pacxokJaeHuM, yTo TpedyeTcs sl ONpeAeieHUsI HEOOXOAMMOCTH MPOBEICHUSI KaKUX-TH00
JIOTIOTHUTENIBHBIX BAIMIAIIMOHHBIX PaboT.

6.38. Tpancdep (mepenava) METOIUK UCTIBITAHUIN OT OJHOM JabopaTropuu (mepeaaronieit
1abopaTopun) B IPyTyro J1abopaTopuro (IpUHUMAFOIIAS TJa00paTOpHs) JOJDKEH OBITh ONMCaH
B MTOAPOOHOM MPOTOKOJIE.

6.39. IIpoTokon TpaHchepa (mepenaun) METOAUWK HMCIBITAHUN JOJDKEH BKJIIOYATh
cleytouiee:
1) uAeHTU(PUKAUMS HUCIBITAHUNA, KOTOPBIE JOJKHBI OBITH BBIOJHEHBI, U
COOTBETCTBYIOIINE METOJANKHN UCTIBITAHUM, MTOJIekKAIIIE TTepeiaue;
11) HACHTHU(PUKALNS TONOJHUTEIbHBIX TPEOOBaHUN K O0YUYEHUIO;
111) HASHTU(UKAIUSA CTAaHIAPTOB U 00PA3I[OB SIS UCIIBITAHUI;
1V) uaeHTUQUKAIU JTIOO0BIX CHEUUATbHBIX YCIOBUNM TPAaHCIOPTUPOBKU M XPAHEHUS
00pa3IoB ISl UCIIBITAHUI;

V) KpUTEPUHU NPUEMIIEMOCTH, KOTOPBIE HOJKHBI OBITh OCHOBAHBI Ha TEKYIIUX
BUIMAAIMOHHBIX KCCIEIOBAHUSAX METOJOJOTHH U CBS3aHBl C PEKOMCHIALHMSIMH,
yCTaHOBJIEHHBIMU B pamkax Coro3a.

6.40. OTKJIOHEHHUSI OT MPOTOKOJIA TOJKHBI OBITh PacciaeOBaHbI 10 3aBEPIICHUS MpoIecca
TpaHcepa (mepemaun) mMeToAuk uchbiTaHuid. OT4eT 0 TpaHcdepe (mepegade) METOIUK
WCTIBITAHUM JTOJKEH CO/IEPKaTh CPABHUTEIBHBIN PE3yJIbTaT MPOIEcca U ONpeAesTh 00J1acTH,
TpeOyromue JanbHEeNIel peBaTuaaii METOUK UCIIBITAHUH, €CITH TPUMEHUMO.

6.41. Ecniu npuMeHUMO, HEOOXOJIUMO PacCMOTPETh 0cOObIe TpeOOBAHMS, ONTMCAHHBIE B
PYKOBOJICTBAaX M Kacaroniuecs: Tpancdepa KOHKPETHBIX aHATUTHIECKUX METOIUK (HarmpuMmep,
CIIEKTPOCKONMH B OMKHEN nH(pakpacHO# 00IacTy).

I'naBa 7. [lesTembHOCTD, IEpEaBacMas I BHIIOTHEHUS

ApyroMy JHIy(ayTCOPCHHT)
IIpuaIHMI

JIro0ast nedaTenbHOCTh, Ha KOTOPYIO paclpocTpaHsaioTcs HacTosuue [IpaBuna u kotopas
nepenana IpyromMy Juiy (ayTCOPCHHT), AOJKHA ObITh HAJUIeKAIMM 00pa3oM OIpeielieHa,
corjlacoBaHa U MPOKOHTPOJHUPOBAHA BO M30EkKAHUE PA3HOUYTEHUM, CIOCOOHBIX MPUBECTU K
HEYIOBIETBOPUTEILHOMY KadyeCTBY MPOJIYKIIMHM WM BBIMONHSAEMBbIX paboT. CoriamieHue
MEXKJY 3aKa3UMKOM M HUCIOJHUTENEM JOIKHO OBITh O(OPMIIEHO B MUCHMEHHOM BHJE C
yKa3aHUEM YETKO OMpEeNIeTICHHBIX 005S3aHHOCTEN Kakaou u3 cTopoH. CucteMa ynpaBieHUs



Ka4eCTBOM 3aKa34yWKa JOJDKHA TOYHO YCTaHABJIMBATh, KaKUM 0Opa3oM YIIOJHOMOYEHHOE
JIUII0, TTOATBEPKIAIOIIEE BBIMTYCK KAXI0M CeprUr MPOIYKIIUH, BBITIOJHIET CBOM 00SI3aHHOCTH
B MIOJIHOU Mepe.

TpeOGoBanus, MpuBEeACHHBIC B JAHHOW TJilaBe, YCTAaHABJIMBAIOT OTBETCTBEHHOCTH
MPOU3BOAUTENEH Tepe]] YHOJIHOMOUYECHHBIMU OpraHaMH TOCYJapCTB-UJICHOB B OTHOILICHUU
perucTpamuy JICKapCTBEHHBIX MPENnapaToB W JIMIICH3UPOBAaHUS NpPou3BojaAcTBa. OHHM HE
YCTaHABJIMBAIOT OTBETCTBEHHOCTh UCIIOJIHUTENS U 3aKa3uuKa Mepell moTpeduTeneM, KoTopas
peryiupyeTcs IpyruMu HOpMaTUBHO-TIPABOBBIMHU aKTaMH.

O6mme TpeboBaHAA

7.1. JesaTenpbHOCTh, TIEpeaaBaeMasi JJisi BBIIIOJHEHUSI JPYTOMY JIUIY (2yTCOpPCHHT),
0JDKHA OBITh O(pOopMIIEHAa MUCBMEHHBIM COTJIAIlIEHHEM, B KOTOPOM YyKa3aHbl MPOAYKIIUS,
paboThl WK YCIAYTH, C KOTOPHIMU CBSI3aHA YKa3aHHasl JIESITEIbHOCTb, U BCE CBSI3aHHBIC C
TaKOU NESITENbHOCTBIO TEXHUUECKUE MEPOIIPUATHS.

7.2. Bce MepomnpusTHs, TPOBOJAUMBIE B pAMKax AEATEIbHOCTH, MEPEIAHHOW I
BBITIOJIHEHUS JIPYTOMY JIUIlYy (ayTCOPCHHIa), BKJIIOYas JIOObIE MPEI0KEHHbIE N3MEHEHUS
TEXHUYECKUX WJIM UHBIX MEPONPUSITUHN, JOJKHBI OTBEYaTh TPEOOBAHUSAM 3aKOHOJIaTENbCTBA
roCyJ1apCTB-4IEHOB U aKTOB, COCTaBIAOIMX NpaBo Coro3a, U PErUCTPALMOHHOMY J0ChE
JIEKapCTBEHHOIO Mpemnapara, rje 3T0 IPUMEHUMO.

7.3. Eciu aepikarenb perucTpalioOHHOTO YI0CTOBEPEHHUS JIEKAPCTBEHHOTO Mpenapara u
NPOU3BOJAUTENIL HE SBJSIOTCS OJHOW OpraHu3aiuel, MOJKHBI TPOBOJAUTHCS
COOTBETCTBYIOIINE MEPOTIPHUSATHS, YUATHIBAIOIIUE TPUHIIUITBI HACTOSIIEN TJ1aBBbI.

3aka3unk

7.4. ®apMmaileBTHYECKas CUCTEMa KadyecTBa 3aKa3uMKa JOJDKHA BKIIOYATh B ceOs
KOHTPOJIb U TIPOBEPKY JFOOOH JEATEIBLHOCTH, MEPEIAHHON ISl BBITOJHEHUS IPYroMy Juiy (
ayTCOPCHUHT). 3aKa3uvK TapaHTUPYET HaJIMYUE MPOLeayp, 00eCneyMBAIOIIUX KOHTPOJIb
YKa3aHHOW JESATENBbHOCTH. OTH MPOIEAYPhl JOJDKHBI BKIIOYAaTh B Ce0Sl MPUHIIUIIBI
yIIpaBJI€HUs] PUCKAMHU JIJIsl KAU€CTBA U YUUTHIBATh HUKEIIPHUBEACHHBIC MOJIOKEHUS.

7.5. Jlo nepemayn AEATEIbHOCTH I BBINTOJHEHHUS HMCIOJHUTENO 3aKa34YHhK JOJKEH
yOeIUThCS B MPABOMOYHOCTHU, MPUTOJHOCTH U KOMIIETEHTHOCTH HCIIOJHUTENS B OTHOIIIEHUU
YCHENTHOTO BBIMOJTHEHUSI COOTBETCTBYIOMIMX Pa00T. 3aKa3unK TaK)KE OTBEYACT 3a BKIIFOUCHHE
B COIJIAIlICHUE TMOJI0KEHUH, 00eCTIEeYMBAIOIIUX BHITIOTHEHNE TpeOoBaHui HacTosmux [IpaBut

7.6. 3aKka3uuK JOJHKEH MPECTaBUTh MCIOJIHUTEIIO BCIO MH(POPMAIMIO U CBEICHUA,
HEOOXOAUMBIE JJIsi IPABUJILHOTO BBIMIOJIHEHUS MPEAYCMOTPEHHBIX B COTJIAIIEHUU padoT B
COOTBETCTBHH C 3aKOHOJIATEILCTBOM I'OCYAAapPCTB-WICHOB, MEXYHAPOAHBIMH JOTOBOPaMHU U
aKTaMH, CcOCTaBisAromKMUA TpaBo Coro3a, U PETUCTPALMOHHBIM JIOChE JIEKAPCTBEHHOTO



npenapara. 3aka3uMK JIOJDKEH TapaHTHPOBATh, YTO HCIOJHUTENb IMOJHOCTHIO OCBEIOMIIEH
000 BCeX CBSA3aHHBIX C MPOIYKUUEH Uit paboToi npobdiieMax, KOTOPbIE MOTYT IPEICTABISATh
OMACHOCTh ISl €ro MOMEUICHUH, 00opyAOBaHMs, MEpCcoHaNa, APYTrUX MaTepUaioB WIIU
IPOIYKIUU.

7.7. 3aKa3uMK JOJKEH KOHTPOJIUPOBATH U MPOBEPSITH AEHCTBUS UCIIOJIHUTENS, BKIIOYas
BHEPEHUE UCIIOIHUTEIIEM JIF0O0Tr0 HEOOXOIUMOTO YIyUIIECHHUS.

7.8. 3aKa34yuK SABIIIETCS OTBETCTBEHHBIM 34 MPOBEPKY U OLIEHKY 3aIMCEN U PE3YyJIbTATOB,
CBSI3aHHBIX C JESATEIbHOCTBIO, IEPEJAHHON JUIsl BHIIIOJIHEHUS JPYroMy JIMIy (2yTCOPCHHT).
3aka3yuK JOJKEH YOEIUThCA CaMOCTOATENbHO WJIM HAa OCHOBAaHHMM IOJTBEPKIACHUS
YIOJIHOMOYEHHOTI'O JIMIA UCIIOJIHUTENS, YTO BCA MPOAYKLUS U MaTepHalIbl, IPEACTABICHHbBIC
€My HUCIIOJIHUTENEeM, OBbLIM MPOU3BEACHBI B COOTBETCTBUM C HacrosmuMu [lpaBunamu u
PErHCTPALlMOHHBIM JIOChE JIEKAPCTBEHHOTO Ipernapara.

HWcnomawrens

7.9. UcnionHUTENb TOJKEH UMETh HEOOXOAMMBIE TOMENIEHUS, 000PYJOBaHUE, A TAKKE
3HaHUS, OMBIT M KOMIETEHTHBIM TMepcoHan Ui HaJIeXallero BBINOJHEHUS pabdoT,
MOPYYEHHBIX EMY 3aKa3UYUKOM.

7.10. VcrionHUTENh JOJKEH YIOCTOBEPUTHCS, UTO BCE MPEACTABIECHHBIE EMY MTPOAYKIUS,
HCXOJIHBIC MaTEPHUAJIbl U CBEACHUS NPUTOIHBI JIJI UCTIOJIH30BAHUS IO HA3HAYEHHUIO.

7.11. UcnomHuTenb HE JOJKEH TEepeaaBaTh TPETheld CTOpOHE PabOTHI WIIM yCIYTH,
NOPYYEHHBIE MY IO COTJIAllIeHHIO, O€3 MPEABAPUTEIHLHOIO PACCMOTPEHMSI M COTIIaCOBaHUS C
3aKa34uukoM. [Ipu 3aKiIrOUeHHUH COTJIAIIEHHS MEXAY HUCIOJHUTEIEM U TPEThEW CTOPOHOU
J0JIHA ObITh 0OOecreueHa rapaHTrs TOro, 4YTo HHGOpMaIKs, BKJIIOYas CBeIeHUsI 00 OLIEHKE
COOTBETCTBUSI TPEThEH CTOPOHBI, MPEJCTABISIETCS TaKUM XK€ 00pa3oM, Kak MEXIy
MEPBOHAYAJIbHBIMU 3aKa3YMKOM U UCTHIOJHUTEIIEM.

7.12. UcnonHUTENb HE NOJKEH NMPOU3BOJUTH HECAHKIMOHUPOBAHHBIE M3MECHEHUS,
BBIXOJIAIIME 32 PAMKH COTJIAIICHUS, TOCKOJIBKY 9TO MOKET HEOJIarompusiTHO MOBIHUATH Ha
Ka4yeCcTBO padO0T, MPOBOJUMBIX ISl 3aKa3UHKa.

7.13. cnionHuTeNnb NOKEH MOHUMATh, UTO PadOThI, NepeaBaeMble ISl BBITOJIHEHUS
Apyromy Jnuily (ayTCOPCHHT), BKJIIOYas IMPOBEACHUE aHAIM3a MO KOHTPAKTY, MOJJIeKaT
MPOBEPKE YITOJTHOMOYEHHBIMU OPTaHAMH T'OCY1apCTB-UICHOB.

Cornamenue

7.14. Mexay 3aKka3udKOM U UCIIOJIHUTENIEM JIOKHO OBITh COCTABJIEHO COTJIALICHUE, B
KOTOPOM CIIeJlyeT OMNpEeNeNuTh WX B3aWMMHBIE 0053aTeIbCTBA U TPOIEAYPHI Iepenaydu
nH(pOpMaIK, CBSI3aHHBIC C ICSITEIBLHOCTBIO, TIEPEAaBAEMON JIJIsl BBIMIOJHEHUS APYTOMY JIUILY
(ayrcopcunra). TexHUYECKHE aCleKThl COTJAIEHUS TOKHbBI COCTaBISATHCS KOMIIETEHTHBIMU
JMIIaMU, UMEIOIIMMHU COOTBETCTBYIOIIUE 3HAHUS, CBSI3aHHBIE C YKa3aHHOW JIESITEIbHOCTHIO,



cornacHo HacroswmwuM [lpaBuiiam. Bee cornameHuss o AesITEIbHOCTH, MEpedaBacéMoOu Ha
ayTCOPCHUHT, JIOJDKHBI COOTBETCTBOBATh 3aKOHOJATENILCTBY TOCYJapCTB-UJICHOB U
MEKIyHapOAHBIM JOTOBOpPAaM M aKTaM, COCTaBJSOMMM IpaBo Coro3a, perucTpalluOHHOMY
JI0Ch€ JIEKAPCTBEHHOTO Mpenapara u ObITh COTrJIaCOBaHbl 00EMMHU CTOPOHAMM.

7.15. B cornameHuu AOKHO OBITh OHO3HAYHO YKa3aHO, KTO OTBEYAET 3a KaXK/bIi 3Tl
NEATENIbHOCTH, MEPEIaBa€MON JJIsl BBIIIOJHEHHUS IPYTrOMY JIMIY (HampuMep, YIpaBJIeHUE
3HAHUSIMU, TIEPEHOC TEXHOJIOTHH, 00eCTIeUeHre 1IENHU MOCTAaBKH, 3aKI0YEHUE COTJIAIICHUS C
TPEThEl CTOPOHOM, 3aKyIKa HUCXOJHOTO ChIPbsi, MATEPUATIOB U MX KAa4eCTBO, MPOBEICHUE
HUCTOBITAHUN M BbIJaya pa3pelieHs] Ha UCMOJIb30BAHUE HCXOJHBIX U YMAKOBOYHBIX
MaTepuagoB, MPOBEJCHUE MPOU3BOJICTBA M KOHTPOJA KadecTBa (BKJIIOYash KOHTPOJb B
MpoIiecce MPOU3BOJICTBa, OTOOP 0OPa3IOB U X aHAJIU3)).

7.16. Bce 3amucu, CBsI3aHHBIE C JESATEIBHOCTBIO, MEPEAABAEMON NI BHIMOJTHEHHUS
IpYroMy JuIly, HallpuMep, 3allUCH MPOU3BOJICTBA, aHAM3a W pealu3aluu MPOAYKLIHH, a
TaKXK€ COOTBETCTBYIOIIME KOHTPOJIbHBIE 00pa3libl JOJKHBI XPAHUTHCA y 3aKa3uuKa WU
JIOJIKHBI OBITH €My JIOCTYIHBI. JIF0ObIE 3aMiCcH, OTHOCSIIHMECS K OIIEHKE KaueCcTBa MPOAYKIIUH,
B Clly4yae MpeIbsBICHUS MPETEH3UM, MPEAnojaraéMoro HeCOOTBETCTBUSL TPEOOBAHUSM HIIH
MIPH paccieOBaHMUH B CIIydae MPEANoNoKeHHs 0 (hanbcuuKanuy mpoyKIUU JOIKHBI ObITH
JIOCTYITHBI 3aKa3YUKY U TOYHO OIpPEJIETICHBI B €0 COOTBETCTBYIOIIUX MPOLIETypax.

7.17. B cornameHuu OJXKHO OBITh MPEAYCMOTPEHO MPaBO 3aKa3uuMKa Ha ayJuT
NEATENbHOCTH, KOTOPAs BBIMOJIHSAETCS UCIIOJHUTEIEM WM B3aMMHO COTJIACOBAHHOW TPEThEN
CTOPOHOM.

I'maBa 8. Ilperensun, nedexTr Ka9ecTBa H OT3HIBRI IIPOAYKIUA
IIpuammn

B 1niensix 3amiuThl 310pOBBS JIOAEH U dKUBOTHBIX JOJDKHBI OBITh B HAJIMYUU CUCTEMBI U
COOTBETCTBYIOIIUE MPOLEAYPHI IO PETUCTPALIMH, OLIEHKE, PaCcCIECIOBAHUIO U PACCMOTPEHUIO
MPETEH3UA, B TOM YHCJIE TIOTCHIIMAIBHBIX Te(PeKTOB KauecTBa, U (MpU HEOOXOAMMOCTH) TIO
3¢ (PEeKTUBHOMY U ONEPATUBHOMY OT3BIBY U3 CETH PACIIPEACIICHUS JIEKAPCTBEHHBIX CPE/ICTB
JUISl 4EJIOBEKA WJIM BETEPUHAPHBIX JICKAPCTBEHHBIX CPEACTB U UCCIIEYEMBIX JIEKAPCTBEHHBIX
cpeactB. [lpuHUUNBI ynpaBlieHUs pUCKaMH Uil KauyecTBa JOJDKHBI NPUMEHSATHCA IPHU
paccieloBaHUU U OLEHKE J€(PEKTOB KAYeCTBa, a TAKXKE B MPOILECCE MPUHATUS PEIUICHUN B
OTHOLLIECHUU OT3bIBAa NMPOAYKUHH, KOPPEKTUPYIOIINX U NPEAYNPEKAAOIMX ICUCTBUUA U
OPYTUX MEp IO CHUKEHHUIO PUCKA. PYKOBOACTBO B OTHOIIEHUY 3TUX IIPUHLIUAIIOB COJNEPKUTCA
B riaBe | Hacrosiuux [IpaBui.

Bce 3aumnTepecoBaHHbIe YIIOJHOMOYEHHBIE OpraHbl (OpraHu3alii) rocy1apcTB-4ICHOB
JOJKHBI OBITH CBOEBPEMEHHO MPOMH(OPMHUPOBAHBI B CIydyae MOATBEPKIAECHHOTO nedeKTa
KauecTBa JIEKApPCTBEHHOTO CpPEJACTBAa WIM HCCIEIyEeMOro JIEKapCTBEHHOTO cpenacTna (
MPOU3BOJACTBEHHOr0 JAe(deKTa, MNOpYM MNPOAYKLUMH, BBISBICHUA (aabCcUPUKALINH,
HECOOTBETCTBHS PETUCTPALIMIOHHOMY J1I0ChE WM (aility crienndukanuii mpoIyKTa WK JI00bIX



JIPYTUX CEPbE3HBIX MPOOJIEM C KaueCTBOM), KOTOPHIN MOXKET MPUBECTH K OT3bIBY MPOIYKIIUN
UM HEOOBIYHOMY COKpaIllEHUIO MOCTaBOK. B cuTyanusx, eciv TPOAYKT Ha pPHIHKE
MIPU3HAETCS HE COOTBETCTBYIOIINM PETUCTPALMOHHOMY JOCHE JIEKAPCTBEHHOIO Mpenapara, He
TpeOyeTcsi yBeAOMJISITh 3aMHTEPECOBAHHBIC YIIOJHOMOYEHHBIC OpPTraHbl (OpTraHU3aIlUN)
rOCy1apCTB-4JIECHOB IIPU YCJIOBUH, YTO CTEIEHb HECOOTBETCTBUS YHOBIETBOPSET
OTPaHUYCHUSIM, YKa3aHHbIM B npuiiokeHnu Ne 16 k Hacrosmum [IpaBuiiam, B OTHOIIEHUH
oOpallieHusl ¢ He3aIIaHUPOBAHHBIMU OTKJIOHEHUSIMH.

B cnydae nesarensHOCTH, epeaBaeMoi JUIsl BBITIOTHEHUS IPYTOMY JIUITY (ayTCOPCHHTa),
B COIVIAIIEHUU JOJKHBI ObITh OMHUCAHBI POJIM U OOSI3aHHOCTU MPOU3BOJUTEIS, BiIajeibIla
PETUCTPAILIMOHHOTO JOCh€ U (WJIM) CIOHCOpPAa M TPETbUX CTOPOH B OTHOUIEHHUHM OIEHKH,
MIPUHATHS PEIICHUH, pacipocTpaHeHus] THQOPMALUK U pealiu3aliuy JeHCTBUIN TT0 CHUKEHUIO
MOTEHIINATHLHON OMACHOCTH, CBS3aHHOW ¢ AedeKTHOW mpoaykiuei. PykoBoacTBo B
OTHOUIEHUU JICSITEIbHOCTH, TIEpelaBaeMOM sl BHIMIOJTHEHUS APYTOMY JIMIY (ayTCOpCHHTa),
npuBeieHo B raaee 7 Hactosmux [IpaBun. Takue cornamenus Takke AOJDKHBI COAEPKATh
KOHTAKTHBIE JAHHBIE OTBETCTBEHHBIX JIMI] KaXJOW CTOPOHBI N1 OCYIIECTBICHHS CBS3U C
LEIBI0 YIpaByieHUs AeeKTaMu KauyeCcTBa U BOMPOCAMHU, CBSI3AaHHBIMU C OT3bIBOM.

Ilepconan u opraHu3anus

8.1. OTBETCTBEHHOCTH 3a YIIPaBJICHUE PACCIIECIOBAHUEM MIPETEH3UHN U Je(DEKTOB KauecTBa
U IPUHATHE PEIlIeHUH B OTHOUIEHUH MEpP, KOTOPbIE JOHKHBI ObITh IPUHATHI 7Sl yIIPaBICHHUS
M00BIM TMOTEHUHUAIBHBIM PUCKOM, BKJIIOYasi OT3bIBBI, JOJKEH HECTU COOTBETCTBEHHO
OOyUYEHHBIN U OMBITHBINA MEPCOHAN. DTHU JIHIA JOJKHBI OBITH HE3aBUCUMBI OT MOAPA3ACICHHIMI
cObITa U MAPKETHHIa OPTaHU3aIMH, €CIIM MHOE He 000CHOBaHO. Eciiu oAHUM U3 3TUX JIUI] HE
ABJSETCS YNOJTHOMOYEHHOE JIMIO, YYacTBYIOIIEe B CepTH(PUKALMMU JJIsI BBIITyCKa
COOTBETCTBYIOLIEH cepuu (cepuii), yIMOIHOMOYEHHOE JHIO JOJKHO OBITh CBOEBPEMEHHO
opuManbHO MPOUH(GOPMHUPOBAHO O JIOOBIX paccleIOBAHUSIX, NEUCTBUSAX MO CHUKEHUIO
pHCKa U JIOOBIX ONEpalusx Mo OT3bIBY.

8.2. HeobxoanMMo UMETh 10CTaTOYHOE KOJIMYECTBO OOYUEHHOTO MEPCOHANa U PECYPCOB
111 00pabOTKH, OLEHKH, PACCIIECIOBAHUS H PACCMOTPEHUS MIPETEH3UI U AePEKTOB KayecTBa,
JUIS peanu3alnuu JoObIX JIEMCTBUI MO CHUKEHMIO PHUCKA, a TaKXKe JIs yIpaBlIeHUs
B3aUMOJIEUCTBUEM C YIIOJITHOMOYEHHBIMUA OpraHaMy WM OPraHU3alUsIMH FOCYJapCTB-UJIEHOB.

8.3. JIoKHO TpeaycMaTpuBaThCs HCIOJIb30BAHUE CIEIHATUCTOB Pa3IUYHBIX
MOAPAa3ACIICHHH, BKIIOYas HaJUIeXalluM 00pa3oM OOyYEHHBIH MEepCOHaN IO YNPaBICHHUIO
KAauyeCTBOM.

8.4. Ecnu pabota ¢ npeTeH3usMH U AedeKTaMu KauyecTBa B OpraHU3alMKU yIpaBiseTcs
LEHTPAJIMN30BaHHO, pacIpeaesieHue pojied U 00sS3aHHOCTEeH 3aMHTEPECOBAHHBIX CTOPOH
JOJKHO OBITh JTOKYMEHTHUpOBaHO. [Ipu 3TOM LEHTpain30BaHHOE YNpPABJICHUE HE JOJKHO
MIPUBOAMTD K 33JIepKKaM B pacciaeOBaHUM MPETEH3UHM U 1e(DEKTOB KauecTBa U YIPaBICHUU
UMU.



ITponenypsl 06paboTKH ¥ pacciae[0BaHUs NPETEH3UH, BKII0Yas
BO3MOXKHEIE JIe()eKTHI Ka9eCTBa

8.5. JlomxHbI ObITh B HAJWYUU MUCbMEHHBIC MPOIETYPhl, OMUCHIBAIOIINE JIEHCTBUS,
KOTOpbIe HEOOXOAMMO TIPUHSATH MPH MOJTYUYEHUU TIpeTeH3un. Bee npeTeH3un TOoKHBI ObITh
3aJJOKYMEHTUPOBAHbl W OIGHEHBI, YTOOBI YCTAaHOBHUTH, MPEJICTABISIIOT JIM OHU COOOM
MOTCHITMATBHBIN JeeKT KauecTBa WK APYTYIO MpoodeMy.

8.6. Ocoboe BHUMaHUE CIEAYET YACNIITh YCTAHOBICHUIO TOTO, OTHOCUTCS JIU MPETECH3US
WM MIOJ03pEBAEMBI 1e(PEeKT KauecTBa K (paibcuPuKaluu.

8.7. ITockoJIbKY HE BCE MPETEH3UU, MOJYUYECHHbIE KOMIIAHUEW, MOTYT MPEACTABIISThH
daktuueckue AedeKkThl KadecTBa, IMPETEH3UH, KOTOPbI€ HE CBUAETEILCTBYIOT O
MOTEHITMATHHOM JIe(peKTe KauecTBa, CleayeT HajIeKanmuM o0pa3oM 3aI0KyMEHTUPOBATh U
JOBECTU [0 CBEJECHHUS COOTBETCTBYIOIIEH CIyXObl WM JIMIA, OTBETCTBEHHBIX 3a
paccieioBaHne W YIpaBIeHWE MPETCH3USIMH MOJ00HOTO poja, TAKUMH KaK T0/I03pEeBaeMbIe
HEXEJIATEIbHBIE SIBJICHUS.

8.8. JlomkHBI ObITH B HATMYUU MUCHMEHHBIE MPOLEAYPhI, YTOOBI 0OJETYUThH 3aMPOCHI O
paccieoBaHUM KadyecTBa CEPUU JIEKAPCTBEHHOTO CpPEACTBA B MLENAX COACHCTBUS
paccie0BaHUI0 COOOIIEHUN O TTO103PEBAEMbIX TOOOYHBIX PEaAKITUSIX.

8.9. Ecnu maunuupyetcst pacciueoBanue nedexra KauyecTBa, IOKHBI ObITh B HATUYUU
MPOLETyPbl, NpeycMaTPUBAIOLIUE CIIETYIOLIEE:

1. ormrcanune cooOIEeHHOTO Ae(eKTa KauecTBa,

1. ompenelieHue 3HAYUMOCTU JedekTa kadecTBa. B pamkax 3Toro ciuemyer
MpeayCMaTpUBaTh MTPOBEPKY WM UCTIBITAHUS ApOUTPAKHBIX U (MJIM) apXUBHBIX 00pa3IoB, U B
HEKOTOPBIX CIIy4asix OJKEH BBIMOIHATHCS 0030p 3amuceld Mpou3BOICTBA CEPUH, 3alUCER O
cepTu(dUKaAUA CEPUU U 3alTUCEN O pacIpeielieHuu cepun (0COOCHHO ISl YyBCTBUTEIBHOU K
TEeMIEPAType MPOAYKIUN);

111. HEOOXOIMMOCTh 3aMPOCUTH 00pa3el] WIK BO3BPATUTH BCIO AE(HEKTHYIO MPOIYKIIUIO OT
3asBUTENA W, €CIM Oo0pasell MOJy4YeH, HeOOXOIWMOCTh BBIOJHEHUS COOTBETCTBYIOIICH
OIICHKH;

V. OIlGHKa pHCKa, KOTOPBIN MpencTaBiseT Ae(EeKT KadecTBa B 3aBUCUMOCTH OT
CEPbE3HOCTH U 3HAUMMOCTHU ATOTO JIe(PeKTa;

V. MPOLECC MPUHATUS PEUICHUI B OTHOILICHUU MOTEHIIMATbHON HEOOXOAUMOCTH MEP IO
CHUKEHUIO PUCKA, KOTOPbIe HEOOXOAMMO MPUHATH B CETU pacrpeeieHus (0T3bIB CEpUM WU
MPOAYKTa WIH APYTUe ACHUCTBUS);

Vi. OIlEHKa BJIUSHHS, KOTOPOE MOXXET OKa3aTh Ji000e JAEHCTBHME MO OT3hIBY Ha
JOCTYITHOCTh JIEKAPCTBEHHOT'O CPEJICTBA IS MAIIMEHTOB ((KMBOTHBIX) Ha JIFOOOM PBIHKE, TJIe
oOpaiaercsi JaHHOE JIEKAPCTBEHHOE CPENCTBO, a TakKe HEO0OXOIUMOCTh YBEIOMUTH
COOTBETCTBYIOIIHE YIIOJHOMOYEHHBIE OPraHbl TOCYAAPCTB-WICHOB O TAKOM BIIUSHUM,



Vil. BHyTpEHHHI ¥ BHEITHUI 0OMeH UH(OopMaluen, KOTOPbIN JOJIKEH OCYIIECTBISATHCS B
OTHOIIICHWH JIe(peKTa KauecTBa U €r0 pacCiieJOBaHMUS,
viil. uACHTH(PUKAINS TOTEHIIMATBLHON MPUYUHBI Te(heKTa KauecTBa,;
iX. HCOOXOJMMOCTh B ONPEIACICHUW M OCYIIECTBJICHHUH COOTBETCTBYIOIIUX
KOPPEKTUPYIOIINX U MPEAYTPEKTAIONINX TSHCTBHMA, a TAKXKE B OIICHKE UX PE3yIHTATHBHOCTH

PaccnenoBanue u NpHHATHAE PEIICHMIH

8.10. Uudopmanus, CBUAETEIHCTBYIONMIAS O BOBMOXKHBIX JeheKTax KauecTBa, JOJKHA
OBITh 3apETHUCTPUPOBAHA CO BCEMHU HCXOJHBIMH MNOAPOOHOCTSIMH. OOOCHOBAHHOCTH H
3HAYUMOCTh BCEX 3apETUCTPUPOBAHHBIX Je(PEKTOB KadyecTBa JIOJDKHBI  OBITh
JTOKYMEHTUPOBAHBI U OLICHEHBI B COOTBETCTBUU C NMPUHIMIIAMU yIPABICHUS PUCKAMU IS
KadecTBa C IeIbI0 000CHOBAHUS PEIICHUH, MPUHATHIX B OTHOIICHHH 00beMa MPOBOJANMOTO
pacciueoBaHus U NPEANPUHUMAEMBIX I€UCTBUN.

8.11. Ecnu nedekt kauecTBa OOHAPYKEH WM MOJ03PEBAETCS B KaKO-TO OJHOU cepuu,
JIOJIKHO OBITH YJIEJIEHO BHUMAaHHUE MPOBEPKE IPYTUX CEPUN U B HEKOTOPBIX CIydasiX APYTHUX
MPOAYKTOB, UTOOBI OMPEACIUTh, HE OKA3aJIUCh JIU OHU TaKXKe 3aTPOHYThl. B yacTHOCTH,
JIOJKHBI OBITH UCCIIEIOBAHBI JAPYTHE CEPHUH, KOTOPhIE MOTYT COJEPKAaTh 4acTh JeheKTHOM
cepuu WM Ae(EeKTHbIX KOMIIOHEHTOB.

8.12. PaccnenoBanue nedexra kKauecTBa IOJDKHO BKIIFOYATH 0030 MPEIbIIYIINX OTYETOB
0 nedekTax KayecTBa WIM JIIOOYI IPYryl0 COOTBETCTBYIOIIYIO MH(OPMALUIO O JHOOBIX
MPU3HAKAX CHEeNU(PUISCKUX WU TOBTOPSIOMUXCA MPoOJieM, TpeOyomuX BHUMAHUS W,
BO3MOKHO, JAJbHEUIINX PETYISATOPHBIX IEUCTBUM.

8.13. Pemienusi, npuHATHIE BO BpeMs U IMOCJE pacciedoBaHus Ne(EeKTOB KadyecTBa,
JOJDKHBI OTpakaTh YPOBEHb PHCKA, KOTOPBIA MpENCTaBiIseT Ne(PeKT KauecTBa, a TaKKe
CEPBbE3HOCTh JIIOOOr0 HECOOTBETCTBUSA PETUCTPALMOHHOMY JI0ChE (JOChE HCCIEAYEMOro
MPOJyKTa) WK TPpeOOBAHUAM HaJJIeKalllel MPOM3BOJICTBEHHON MPAaKTUKU. Takue perieHus
JOJKHBI  OBITh CBOEBPEMEHHBIMU, YTOOBI 0O0ECHeYUTh MOJJIep)KaHue Oe30MacHOCTH
MalMEHTOB U >KMBOTHBIX COPAa3MEPHO YPOBHIO PUCKA, KOTOPBIM MOXKET MPEJCTaBIATh 3Ta
npoOiema.

8.14. XoTs Ha paHHUX CTaAUAX PacCieIOBaHUs MOJHAsA UHPOPMALUSA O XapaKTepe U
3HAYMMOCTH JAedeKTa KauecTBa HE BCEr/Ja MOXET ObITh JIOCTYIHA, MPOIECCHl MPUHATHUS
pelIeHni BCe e JOMKHBI 00eCTeUnBaTh, YTOOBI COOTBETCTBYIONIUE ACHCTBUSI IO CHMYKEHUIO
pUCKa TPUHUMAIIMCh B COOTBETCTBYIOIINX BPEMEHHBIX TOUKAaX B XOJI€ TAKUX PACCIICIOBAHUM.
Bce mnpussiteie pemieHuss W MEpPbl B OTHOLICHUM JedeKTa KayecTBa ClEeayeT
3aJOKyMEHTUPOBATb.

8.15. B ciyuasx, ecnu nedeKT KauecTBa MOXKET MPUBECTH K OT3BIBY MPOIYKIIUU WU
HEOOBIYHOMY COKpAIEHHIO MOCTaBOK MPOAYKIWH, TPOU3BOJIUTENb JOJKEH CBOCBPEMEHHO



MpOUH(POPMUPOBATH 00 ITOM JepsKaTelsi PETUCTPAIMOHHOTO yIOCTOBEpPEHUs (CIIOHCOpa) U
BCE 3aMHTEPECOBAHHBIC YITOJTHOMOYCHHBIC OpraHbl (OpraHru3aIii) roCy1apCTB- YJICHOB.

AHaW3 OCHOBHBIX IPHYHH, KOPPEKTHPYIOIIUE U IpeIyNpekaaiomue
JeHCTBHA

8.16. B xone paccinenoBaHusi Je(EeKTOB KauecTBa JOJKEH NPUMEHATHCS
COOTBETCTBYIOIINI ypOBEHb pabOTHl MO aHalM3y OCHOBHBIX MPUYMH. B ciyuasx, ecnu
WMCTUHHAS PUYMHA JedeKTa KauyecTBa HE MOXKET ObITh OMpeesieHa, I0HKHO ObITh YIeIEHO
BHHUMaHHE UJICHTU(DUKAIIMN HauOoJiee BEPOSITHON MPUYUHBI U OOPAIICHUIO C HEH.

8.17. Ecnu B xauecTBe MpUUMHBI JedeKTa KauyecTBa MOJ03PEBAETCs WU OIpe/ieeHa
gyejgoBedecKas OIMMOKa, 3TO JOMKHO OBITh OQUIIMAIbHO OOOCHOBAHO W TIIATEIHHO
pPacCMOTPEHO, MJisi TOTO YTOOBI HE OBLIM YMYIIEHbl M3 BUIY BO3MOXHBIE MPOIECCHBIE,
MIPOIICTyPHBIE WM CUCTEMHBIC OIIMUOKH W TTPOOIEMBI.

8.18. B orHomenuun nedekra KayecTBa JOJKHBI OBITH ONMPENENICHBl U MPHUHSATHI
COOTBETCTBYIOIIME KOPPEKTUPYIOIINE U MPEAYNPEKIaronue aeucTBus. Pe3ynbTaTUBHOCTh
TaKUX JCHUCTBHUU CIIEAYET IPOBEPUTH U OLICHUTb.

8.19. 3anmucu o nedexrax KayecTBa CleIyeT PEeryJIsipHO IPOCMAaTPUBATh U aHATTM3UPOBATH
TEHJICHIIUU ISl BBISIBICHUS JIOOBIX CHENU(PUUSCKUX WM TOBTOPSIOMHMXCS MPOOieMm,
TpeOYIOINUX BHUMAHHUS.

OT3BIB IPOAYKIUA ¥ APYTHE ASHCTBASA 110 CHYDKECHHUIO
MOTEHIMATIBHOI'O PUCKa

8.20. HomXHbI OBITh YCTAHOBJEHBI MHCHMEHHBIE MPOUENYPHI, PETrYISIPHO
nepecMaTpruBaeMble U OOHOBIISIEMbIE IO ME€pe HEOOXOJUMOCTH, B LEISAX OCYIIECTBICHUS
100011 ESITENHHOCTH MO OT3BIBY WM OCYIIECTBICHHUIO IIOOBIX NIPYTUX ACHCTBUNA IO
CHIDKEHUIO PHCKa.

8.21. Ilocne pasmelieHUs MPOAYKIIMM Ha PhIHKE JIFOOOW BO3BpaT €€ U3 CETHU
pacnpezeneHus u3-3a JeeKra KauyecTBa OJKEH pacCMaTPUBATBCA U YIPABIATHCS KaK OT3bIB
. OTO MOJOXXKEHHE HE MPUMEHSETCA K U3BATHIO (BO3BpaTy) oOpasIoB MPOAYKIIUU U3 CETH
pacmpeeneHus sl COASHCTBHUS paccieIOBaHUIO OTYETHOCTH 10 Ie(heKTaM KauecTBa.

8.22. JlomkHa OBITH BOBMOKHOCTh HHUIIMUPOBATH ONIEPAIMH 10 OT3BIBY OMEPATUBHO U B
ar000e BpeMsi. B HEKOTOPBIX ClTydasx B LENSIX 3allUThI 3I0POBbs HACEICHUS WU )KUBOTHBIX,
MOKET MOTPeOOBATHCS HAUATh OTIEPAIMH 110 OT3BIBY JI0 YCTAHOBJIEHUSI UCTUHHOMN MPUYUHBI U
3HAYMMOCTH JIeeKTa KauecTBa.

8.23. 3anucu o AUCTPUOBIOINH CepUH (TIPOAYKITUHN) JOIKHBI OBITh JETKO JTOCTYIHBI JIJIs
JUIL, OTBETCTBEHHBIX 3a OT3BIB, U COJEPXKATh NOCTATOYHYIO HMHGOpPMALKUIO 00 ONTOBBIX
MOKyMNaTeNsaX M 3aKa3uhKax, HEMOCPEICTBEHHO MOIYYUBIINX MPOAYKIHUIO (C yKa3aHHEM
azpeca, HoMepoB TenedoHa u (unn) dakca, paboTarIUX KPYTIOCYyTOUYHO, HOMEPA CEPHUH U



KOJIMYECTBA IMOCTABJICHHON MPOIYKIIMH), B TOM YHUCJE B OTHOIICHHH JKCIIOPTUPYEMOM
MPOTYKIIUUA U METUITUHCKUX 00pa3IioB.

8.24. B OTHONIEHWH HCCIEIYEMBIX JEKAPCTBEHHBIX CPEJCTB JOJKHBI OBITH
UJCHTU(PUITMPOBAHBI BCE UCCEA0BATEILCKUE TUIOMIA/IKM M YKa3aHbl CTpaHbl Ha3HaYeHus. B
OTHOLICHUU UCCIEAYEMOr0 JIEKAPCTBEHHOTO CPEJCTBA, Ha KOTOPOE OBLIO BBIAAHO
PETUCTPALIMOHHOE Y/IOCTOBEPEHUE, MPOU3BOUTEND UCCIIEyEMOTO JIEKAPCTBEHHOTO CPEICTBA
B COTPYJAHUYECTBE CO CIIOHCOPOM JIOJKEH MH(POPMUPOBATH JEpKaTesl PErUCTPallMOHHOTO
YIOCTOBEpEHHUsT O JI000M nedeKTe KadecTBa, KOTOPBIM MOXKET OBbITh CBSI3aH C
3apETUCTPUPOBAHHBIM JICKAPCTBEHHBIM cpeicTBOM. CIIOHCOP JTOJKEH BHEJIPUTH MPOIEAYPY
OBICTPOTO PACKOJUPOBAHUSA OCJEIUIEHHOTO TMPOAYyKTa, TJAE€ OTO HEOOXOAUMO s
omnepaTuBHOro0 OT3biBa. CHOHCOp MOJKEH o0ecneuuTh, YTOOBI Mpolleaypa pacKpblBalia
UJCHTUYHOCThH OCJICTNIEHHOTO TIPOYKTa TOJIBKO B TOM Mepe, KOTOpast He0OXoauma.

8.25. Cnenyer ynenuTh BHUMaHHE IMOCIEAYIOUUM KOHCYJbTAIUSIM C
3aMHTEPECOBAHHBIMU  YIIOJJHOMOYEHHBIMH  OpPraHaMH  WJIH  OPTaHHU3AIUSIMH
roCyJapCTB-YICHOB 10 BOIIPOCY, HACKOJIBKO JIAJIEKO JOKHBI PACTIPOCTPAHSITHCS ACUCTBUS 110
OT3BIBY B CETH PACIpE/EICHUs, YUUTHIBAS MOTEHIIUATBHBIN PUCK IS 3J0POBbS HACEICHHUS
WJIM )KUBOTHBIX U JIFOOOTO BO3/IEHCTBUS, KOTOPOE MOTYT OKa3aTh MpejiaraéMble IeUCTBUS 110
OT3BIBY. YTIOJTHOMOYEHHBIC OPTaHbl (OpraHU3aIMK ) TOCYIaPCTB-WICHOB TAK)KE JIOJDKHBI OBITH
nponH()OPMUPOBAHBI B CHUTYAIMSAX, KOTJa HE BEIETCS HUKAKWUX JCHCTBHI 1O OT3BIBY,
NPEAIOKEHHBIX TS 1Ie(PEeKTHOM cepuu, B CBSI3U C UCTEUEHUEM CPOKa FOJHOCTU (HAIpUMED,
JUTSI IPOAYKIIMH ¢ KOPOTKUM CPOKOM TOJTHOCTH).

8.26. B cimyyae HamepeHHUs] O0TO3BaTh MPOAYKIMIO 00 3TOM JOJDKHBI OBITH 3apaHee
ponHGOPMHUPOBAHBI BCE 3aMHTEPECOBAHHBIC YMOJHOMOYCHHBIC OpraHbl (OpPTaHU3AIIMH)
roCcyJapCTB-wWICHOB. JIJisi 04eHb Cephe3HBIX MpoOiieM (TO €CTh ¢ BO3MOXHBIM CEPbE3HBIM
BIIMSIHUEM Ha 3I0POBBE MAIMEHTOB WJIH )KMBOTHBIX ), MOKHO MIPUHUMATHh CPOYHBIC ACHCTBUS
M0 CHIDKCHHIO PHCKa (HampuMep, OT3bIB MPOIYKIINH), TTPEABAPUTEIIHHO YBEIOMHUB 00 ATOM
YIIOJJTHOMOYEHHBIE OpraHbl (OpraHu3alu) rocyJapcTB-4wieHOB. Bes3ne, rie BO3MOXKHO,
HEOOXOUMO CTPEMUTHCS K TOMY, YTOOBI Takue JACHCTBUs OBLIM 3a0JIarOBPEMEHHO, 0 MX
BBITIOJIHEHUSI, COIJIaCOBaHbl C 3aMHTEPECOBAHHBIMHU YIOJHOMOYEHHBIE OpraHbl (
OpraHU3aIUsIMH) TOCYAapCTB-UICHOB.

8.27. CnenyeT TakKe YUYUTHIBaTh, MOTYT JIM TMpeajiaraeMble TEUCTBUS MO OT3BIBY
MO-pa3HOMY TOBJIHMATH Ha Pa3IMYHbIC PBIHKH, U, €CJTH 3TO TaK, JOJKHBI OBITh pa3paboTaHbI U
O0OCYXKJIEHbl C 3aMHTEPECOBAHHBIMU YIIOJTHOMOUYECHHBIMH OpraHaMu (OpraHU3aIUusIMH )
roCyJ1apCTB-WICHOB COOTBETCTBYIOIIUE JIEUCTBUS MO CHUKEHUIO PUCKA JJII KOHKPETHOTO
peiHKA. [0 IpUHATHS penieHrs O TaKUX Mepax MO CHI)KCHHUIO PUCKA, KaK OT3bIB, JIOJDKCH
OBITh PACCMOTPEH PHUCK HEXBATKU JIEKAPCTBEHHOI'O CPEJCTBA, HE HMEIOUIEro
3apEerUCTPUPOBAHHON aJbTEPHATUBBI, C YUETOM €r0 TeparneBTUYECKOro HazHaueHus. Jlroobie



pellieHUsT O HEMPUHSITUU OXHUJAEMBIX MEp IO CHUXKCHUIO PHUCKa JOJDKHBI OBITh
MPEIBAPHUTEIILHO COTJIACOBaHbl C YIOJHOMOYECHHBIMH OpraHamMu (OpraHHU3alHsIMU)
rocyJapcTBa-ujiceHa.

8.28. OTo3BaHHas MPOIYKIIMS JOJKHA ObITh MIACHTU(GUIIMPOBAHA U XPAHUTHCS OT/ICIBHO
B HAJCKHOM MECTE JI0 MPUHATHUS PEIICHUS O TOM, KaK C HeW MocTynuTh. J[OMKHO OBITH
JOKYMEHTAIBHO 0(OPMIIEHO O(PUIIMAIIBHOE PACTIOPSKEHNE B OTHOIIEHUU BCEX OTO3BAHHBIX
cepuit npoaykuuu. OCHOBaHHE ISl TPUHATHS JTI000T0 PEIIeHHs O TepepadoTKe 0TO3BAaHHON
MPOAYKIIUA JOJDKHO OBITh 33JOKYMEHTHPOBAHO M OOCYXJIEHO C COOTBETCTBYIOUIUM
YIIOJTHOMOUYEHHBIM OpPTaHOM (OpraHu3aiuei) rocyaapcTBa-wieHa. Takxke JOJKEeH ObITh yUTEeH
OCTaTOYHBIN CPOK TOAHOCTH JIOOBIX MEepepadOTaHHBIX CEPHil, KOTOPHIE MPEAINoIaraeTcs
pPa3MECTHUTh Ha PBIHKE.

8.29. Xon mpoiiecca 0T3bIBa JO0JKEH PETUCTPUPOBATHCS 10 MOMEHTA 3aBEPUICHUS U
BBIITYCKA OKOHYATEJIBbHOI'0 OTYETa, BKJIIOYAIOIIEro B ceds OalaHC MEXIy KOJIUYEeCTBOM
MOCTABJIEHHOW U BO3BPAILEHHON NPOAYKIMH (CEpUU MPOIYKLUN).

8.30. O pekTUBHOCT, MEPOMPUATUI MO OT3BIBY CJIEAYET PEryJISpHO OIEHUBATH IS
MOATBEPKICHUS TOTO, YTO OHM OCTAIOTCS HAJS)KHBIMH W MPUTOTHBIMU IS UCIIOJIB30BAHUA.
Takue olleHKU JOJKHBI paCIIPOCTPAHSATHCS HAa CUTYaIluHu, BO3HUKAIOIINE KaK B padouee, Tak U
B Hepabouee Bpems. [Ipu BBINMOJTHEHUH TaKUX OLIEHOK CJIEAYET pacCMOTPETh HEOOXOIUMOCTh
BBITIOJTHCHUSI UMHUTAIMH JCHCTBUM MO OT3BIBY. JTa OIIEHKA JOHKHA OBITh JOKYMEHTAIHHO
odopmiieHa 1 0OOCHOBAHA.

8.31. B nmomonHeHue K OT3BIBY CYIIECTBYIOT M JAPYTHE€ BO3MOJKHBIE JCHCTBHUS 110
CHUIKEHHMIO PHUCKA, KOTOPbIE MOTYT MPEANPUHUMATHCA B IEISAX YNPABICHUS PUCKAMH,
co37aBaeMbIMH JepeKTaMu KadecTBa. Takue MEWCTBUS MOTYT BKJIIOYATh B CEOS BBIMTYCK
peayNpEeAUTENbHBIX COOOIICHUN MJii MEIUIMHCKUX U BETEPUHAPHBIX PaOOTHUKOB B
OTHOIIICHUY WCITOJIH30BaHUS UMH TTOTCHITHAIBHO e(heKTHOM cepur mpoayKiuu. Ux ciaemyer
paccMaTpuBaTh B WHAWUBUAYATbHOM TIOPSIAKE U OOCYXJaTh C 3aWHTEPECOBAHHBIMU
YIIOJJTHOMOYCHHBIMHU OpraHaMu (OpTaHU3aIlUsIMH) TOCYAapCTB-YJICHOB.

I'maBa 9. Camomacnexmus [Ipuamun

CamouHCIIeKMs JOJKHA NPOBOJIUTHCS C LEIBI0 TPOBEPKH BBIMTOJHEHUS IPEATPUATUEM
TpeOoBaHuil Hactosimux [lpaBun W mNpemsioKeHUuss HEOOXOAMMBIX KOPPEKTUPYIOIIUX
JICUCTBUMH.

9.1. Cnenyer peryysipHO aHAIU3UPOBATH BOMPOCHI, KACAKOIIMECS IEPCOHANIA, TOMENIECHUM,
o0OpysOBaHUsI, JOKYMEHTAIlMH, TEXHOJOTUYECKOTO IMpollecca, KOHTPOJS KadecTBa,
peanu3anuu JEeKapCTBEHHBIX MPEnapaToB, MEPONPUATHH MO paboTe C MPETeH3UsIMU U B
OTHOIIEHUH OT3BIBOB MPOAYKIUU U JEITEIbHOCTH MO MPOBEACHUIO CAMOWHCIIEKIINN B
COOTBETCTBUU C 3apaHee YTBEPXNKIECHHOW MPOrpaMMOM B COOTBETCTBHUM C ONPEACICHHBIM
rpad KoM IPOBEPKH UX COOTBETCTBUS MPUHIIUITIAM OOCCIICYCHHS Ka4eCTRa.



9.2. CaMOMHCHEKIIUSA JOJDKHA MPOBOJAUTHLCS HE3aBHCUMO M TIHIATEIBHO CIEIUATBLHO
Ha3HAYEHHBIM KBAM(PUIIMPOBAHHBIM JIUIIOM (JIMIIAMH), COCTOSIINM B IITATE MPEANPUITHS.
IIpr HEOOXOAMMOCTH MOXKET OBITh IIPOBEJCH HE3aBHCUMBIN ayaUT AKCIEPTaMU CTOPOHHHUX
OpTraHU3aLUN.

9.3. Pe3ynbTaThl CAMOMHCTICKIIUNA JOIKHBI OBITH OPOPMIIEHBI JOKyMEHTATBHO. OTYETHI
JIOJDKHBI coJiepkaTh B ceOe Bce HaOJMIOJeHMs, CACJIaHHBIE B XOJE IMPOBEPKHU, H, TIE
MIPUMEHHUMO, TIPEJITIOKEHUS 110 KOPPEKTUPYIOIIUM IEUCTBUAM. J{eCTBUSA, IpeATpUHUMAEMbIC
10 pe3ysbTaTaM MPOBEJICHHBIX CAMOMHCIICKITUN, TaKXe clieayeT 0OPMIISATh JOKYMEHTAIBHO.

II. OcHOBHEIE TpeGOBaHAA K aKTHBHEIM (hapManieBTHIECKAM
CyOCTaHIUAM, UCIIOJIE3YEMBIM B KAIECTBE HCXOJHEIX MaTEPHAIOB
1. BBenenne

JlepxaTenu perucTpaluOHHBIX YJIOCTOBEPEHUM M MPOU3BOJIUTENH JIEKAPCTBEHHBIX
MpenapaToB JIOJDKHBI UCTIOJIB30BATh B KAYECTBE MCXOJIHBIX MAaTEPUATIOB TOJIBKO T€ aKTUBHbBIC
(dapmarieBTrueckue cyocrannuu (nainee - ADC), koTopble TPOU3BEAEHBI ¢ COOJIIOIEHUEM
Hactosmux [lpaBui. DTH NPUHIUTIBI TMPOU3BOACTBA AKTHUBHBIX (DapMareBTUYECKUX
cyOcTaHIui JeTalbHO U3JI0KEHBI B HAacToseH yacTu [IpaBui.

1.1. ems

Hacrosimas yacte [IpaBun npencraisier coO0N pyKOBOISIINE YKa3aHUS, KaCAOIIHECs
Ha/UIC)KAIET0 TMPOW3BOJACTBA AaKTHUBHBIX  (apMaleBTUYECKUX CYOCTAaHIIUA C
COOTBETCTBYIOIIEH CHCTEMOM yIpaBieHUs KadecTBOM. OHa Takxe MpeaHa3HauyeHa Jis
MOMOIIY B 00ECIIEUEHNH Ka4eCTBA U YUCTOThl aKTUBHBIX (DapMarleBTUUECKUX CYOCTaHIIUMN B
COOTBETCTBHH C MPEABIBISIEMBIMU K HUM TPEOOBAHUSAMH.

B nacrosimieit yactu [IpaBun nonaTtue "mpous3BOACTBO" BKIIOYAET B c€OS1 BCE BUIIBI
omeparuii ¢ aKTUBHBIMHU (hapMalleBTUYECKUMU CYOCTaHIIUSIMU: TPUEMKY MaTepHaoB,
MPOM3BOJICTBO, YIAKOBKY, IE€pPEYMaKOBKY, MapKHUPOBKY, IEepPEeMapKUPOBKY, KOHTPOJb
KauyecTBa, BbIJauy pa3pelieHus] Ha BBINYCK, XpPAaHEHHE M pealu3aluio, a TakxKe
COOTBETCTBYIOIIUE Mepbl KOoHTposs. Ilonstus "pgomken", "ciaenyer", mpuMeHsEMbIE B
HacTosmux [IpaBunax, yka3plBalOT Ha PEKOMEHJAIMU, BBIMOJTHEHUE KOTOPHIX
IPEANOJIAraeTcs, 3a UCKIIFOYEHUEM CIIYy4aeB, KOrJa WX BBINOJHUTH HEBO3MOXKHO, UJIU €CIIU B
COOTBETCTBYIOIIMX MPUJIOKEHUSIX HE yKa3aHbl MHbIE TPEeOOBAHUS, WJIM OHU MOTYT OBITh
3aMEHEHbl AJbTEPHATUBHBIMU JICCTBUSIMU C DKBUBAJCHTHBIM YPOBHEM OOECIIEUEHUS
KadecTBa MPOAYKIIUH.

Hactosimue IlpaBuiia B 11e10M HE pacHpoOCTPaHSIIOTCS Ha BOMPOCHI OXpaHbl Tpyda
nepcoHana, 3aHATOTO B IPOM3BOJCTBE, a TAKXKE HE 3aTparuBarOT BOIPOCHI 3aLIUTHI



okpyxawmen cpenabl. KOHTpodab, OCYIIECTBISIEMBIM B 3TOM Cllydyae, SBIISETCS
HETOCPECTBEHHOM 003aHHOCTHIO TTPOU3BOIUTENS U PETIIaMEHTUPYETCS 3aKOHOIaTEILCTBOM
rocyJ1apCTB-YJICHOB.

Hacrosimue [IpaBuiia He ycTaHaBIMBaIOT TPEOOBaHUS, MPEABIBISIEMbIC PU BKIFOYCHUU
AKTHBHBIX (papMarieBTUYECKNX CYOCTaHIIMNA B TOCYJAapCTBEHHBIN peecTp, U HE 3aMCHSIOT
dhapmakomneHbIx TpeOoBaHui. OHM HE 3aTparuBarOT (PYHKIMH YIOJHOMOUYECHHBIX OPraHOB
rocyJlapCcTB- 4YJEHOB YCTAaHABJIMBAaTh OCOOCHHBIE TpeOOBaHUA K BKJIIOYEHUIO B
rOCyJapCTBEHHBIN PEECTP JICKAPCTBEHHBIX CPEACTB (K MOIYYSHHUIO pa3peiieHus (JTUIECH3UN)
Ha IPOU3BOJICTBO) aKTUBHBIX (papMalleBTUUECKUX CyOCTaHIIUH.

1.2. O6nacTs mpEMEeHEHNUA

Caocka. I'maBa 1.2 ¢ u3smeHeHnuem, BHeceHHbIM Pemenuem CoBera EBpasmiickoii
skoHOMHUYecKkoi komuccuu oT 14.07.2021 Ne 65 (BcTynaeT B CHIIy 11O UCTEUEHUU 6 MECSIIIEB C
JaThl €ro 0(UIHUAIBLHOTO OIYOJIMKOBAHUS).

Hacrosmas yacte [IpaBun yctaHaBiuBaeT TpeOOBaHUS K MPOU3BOJACTBY AKTHUBHBIX
(dapMaleBTUUECKUX CyOCTaHUUN, HCIOJIb3YEMBIX B IIPOU3BOJACTBE JIEKAPCTBEHHBIX
npenaparoB sl MEAULIMUHCKONO W BETEepUHApHOro mnpumeHeHus. K mnpous3BoacTBy
CTEpUIbHBIX aKTUBHBIX (papMaleBTUYECKUX CYOCTaHLIUN OHA MPUMEHHUMA TOJIBKO /10 CTaJAUU
CTEPWJIM3AIMM U HE PaACIpPOCTPAHSAETCS HAa MPOLECChl CTEPUIIM3AlMU U MPOU3BOJCTBA
CTEpUJIbHBIX aKTUBHBIX (DapMaleBTUYECKUX CYOCTAHIIMM B aCENTUYECKUX YCIOBUSX. DTHU
IPOLIECCHl ClIelyeT MPOBOAUTH B COOTBETCTBUU C NPUHUHUIAMH, MPEAYyCMOTPEHHBIMU
HactosmuMHu [IpaBunamu, n TpeGOBaHUSIMU, NPEAYCMOTPEHHBIMU HpuiiokeHuem Ne 1 k
HacTosiuM IlpaBunam, akramu, BXoasmiuMu B mpaBo Coro3a, M 3aKOHOJATEIbCTBOM
rocyJapCTB-4JI€HOB.

B ciydae npou3BoCTBa BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJACTB ITPOTHUB KTONAPA3UTOB
U1l 00eCIeYeHH s KaUeCTBa MOTYT MCIOJIb30BATHCS IPYTrUe€ HOPMATUBHBIE JOKYMEHTBHI.

Hacrosmas yacte IIpaBun He pacnpocTpaHsieTcs Ha LENbHYK JTOHOPCKYIO KpOBb U
JjaasMy, MOCKOJBbKY TpeOOBaHMS MO 3a00py M UCHBITAHUIO KPOBH PETYIHPYIOTCA
COOTBETCTBYIOIIMMH HOPMATHUBHBIMU IPAaBOBBIMH aKTaMU TI'OCYJapCTB-YJIEHOB, OJIHAKO
pacipoCTpaHseTcs Ha aKTUBHbIE (hapMalleBTUUYECKHE CYOCTaHIMM, IOJy4aeMble C
MCITOJIb30BAaHUEM JIOHOPCKOM KPOBU WJIM IJIa3Mbl B KAUECTBE UCXOIHOIO Cchiphs. Hactosmas
yacTth [IpaBun He pacmpocTpaHseTcss Ha Hepac(acoBaHHBIE JEKAPCTBEHHBIE CPEICTBA U
MPUMEHSIETCSI KO BCEM APYTMM AaKTHUBHBIM HMCXOJHBIM MaTe€pHUallaM C YYETOM JIFOOBIX
OTCTYIUICHUH, IPEIyCMOTPEHHBIX MPWIOKEHUSAMH K HacrosmuM lIpaBuiam, B 4aCTHOCTH
npunoxeHussMu Ne 2 - 7, rie ykazaHbl JONOJHUTENbHbIE TPeOOBaHUS K AKTHUBHBIM
(bapMareBTUYECKUM CyOCTAHIIHSIM.

Pazgen 17 nacrosmeit yactu [IpaBui coaepKuT ykazaHus JJisi OpraHu3alii, KoTopble (
MOMHMO TpoYeil papMaleBTHUECKON ACSITENIbHOCTH) OCYLIECTBISIIOT AUCTPUOBIOINIO JTHO0
XpaHeHue aKTUBHOU (papMaleBTUYECKON CyOCTaHIIMM WM MPOMEXYTOUHON MPOAYKIMH, B



TOM 4YMCJI€ YKa3aHUs B OTHOILIEHUHU MPHUHIIMIIOB HAJUIeKallel AUCTpUObIOTOPCKOM MPaKTUKH
JUIsl aKTUBHBIX (apMaleBTUUYECKUX CYOCTaHUUM, HCMIOJIb3yEMbIX B JIEKAPCTBEHHOMU
IIPOAYKIUH JUIsI MEJULIMHCKOTO IIPUMEHEHMUS.

Paznen 19 nacrosimeit yactu IlpaBun conepx uT TpeOOBaHUs, pACIPOCTPAHSIONIAECS
TOJIKO Ha MPOU3BOJICTBO aKTHUBHBIX (PAPMALIEBTUUECKUX CYOCTaHUMM, UCIOIb3YEMBIX IJIS
[IOJy4YEHUsl JIEKAPCTBEHHBIX IIPENApaToB, IMPEAHA3HAYCHHBIX JUIA KIMHUYECKUX
UCCIIECIOBAHNMN.

[Tox ucxoaHsIMH MaTepuajgaMu JJis MPOU3BOJICTBA aKTUBHBIX (apMalieBTUUECKUX
cyOCcTaHUMIA TOHUMAIOTCA ChIPbE, MPOMEKYTOUHBIE MPOAYKTHl WM JAPYrU€ AKTUBHBIC
bapmaneBTUYECKHE CYOCTaHIIMM, KOTOPBIE HCIIOJNB3YIOTCS B IMPOU3BOJACTBE AKTHUBHBIX
(dbapManeBTUYECKUX CYOCTaHIIMN U KOTOPBIE KaK Ba)KHBIM CTPYKTYPHBIM (hparMeHT BBOJSATCS
B CTPYKTYpPy akTUBHOH ¢apmaneBTUUeCcKoil cyOctaniuu. VcxomHbie MaTepuanbl i
IIPOU3BOJICTBA AKTHUBHBIX (hapMalEBTUYECKUX CYOCTaHIMI MOTyT OBbITh 3aKyIUIEHBI II0
COIJIAIEHHUI0 Yy OJHOTO0 WM HECKOJbKHUX MOCTABUIMKOB JHUOO MPOU3BOAUTHCS
caMoCTOSITeNbHO. VIcXo/iHbIe MaTepHalibl ISl MPOM3BOACTBA AKTUBHBIX (papMalleBTUUECKUX
cyOcTaHUUM, KaK MPaBUIIO, UMEIOT YCTAHOBJIEHHBIE XUMHUYECKHE CBOMCTBA U CTPYKTYPY.

[IpousBoauTeNb TOKEH ONPEAETUTh U JOKYMEHTAIbHO OOOCHOBATh CTaAMI0, C KOTOPOH
JOJDKHO HA4YMHATHCS MPOM3BOJICTBO AKTHUBHOW (apmaleBTUUYecKor cyOctanuuu. Jns
IIPOLIECCOB CUHTE3a ATa CTAUsA ONPEACIISIETCSA KaK CTaaus BBOAA B TEXHOJIOIMYECKHUN MPOLIECC
MCXOJHBIX MaTepUajoB AJis MPOU3BOACTBA AKTUBHBIX (papMalleBTUUECKUX cyOcTaHuui. s
Apyrux mnpoueccoB ((depMeHTalnu, SKCTPaKUHMH, OYHUCTKM W Tp.) AAHHYIO CTaIuio
OTIPEAEIISIOT C YUETOM KOHKPETHBIX 0coOeHHOCTeN mpou3BoacTBa. B Tabnuue "[Ipumenenue
nonoxeuuit yactu Il macrosmux [Ipasui x nponssoactsy AP@C" npuBeneHbl PyKOBOISIINE
yKa3aHHUsI OTHOCUTEIIbHO MOMEHTA, KOTJ1a OOBIYHO BBOJST B MPOLIECC UCXOAHBIE MaTE€pHAIIbI
JUTSL TPOU3BOJCTBA AKTUBHBIX (DapMalieBTHUECKuX cyOcTanumil. Haumnas ¢ 3Toil ctaguu, Ha
JAHHBbIE IPOMEXYTOYHbIE NPOAYKTHI W (WMIM) CTAaAUM NTPOU3BOJACTBA AKTHUBHBIX
(dapmaneBTHUECKUX CyOCTaHIMI NeHcTBYIOT TpeOoBanus Hacrosued yactu IIpasun. OHu
BKJIIOYAIOT B €€0sl BAIMUIALMI0 KPUTHYECKUX CTaguil IMPOU3BOACTBEHHOIO Ipolecca,
OKa3bIBAIOLINX BIMSHUE Ha KaU€CTBO aKTUBHBIX (hapMaleBTHUECKUX cyOcTaHUui. B TO *ke
BpeMsI BBIOOp MPOU3BOAMTENEM CTaJUU TEXHOJIOTHYECKOro IMpolecca s MPOBEICHHUS
BaJIMJIalluy HE 00sA3aTEIbHO 03HAYAET, YTO 3TA CTaus SABJISETCS KpuTuueckoi. TpeboBaHus
Hactosmen yacty [IpaBun pacnpoCTpaHsIOTCS, Kak MPaBUiIO, HA CTaJUU, BBIJICICHHBIE B
yKa3aHHOM Tabiuile cepblM I[BETOM. DTO HE O3HayaeT, YToO B MpoOLecce MPOU3BOJCTBA
JIOJIKHBI BBITIOJTHATHCSA BCE CTAJWU, YKa3aHHbIe B JaHHOU Tabmuue. CTporocTs Cie10BaHUs
TpeOoBaHUSAM HacTosimel dactu IlpaBunm nmomkHa BO3pacTaTh OT pPAaHHUX CTaluM
IIPOM3BOJCTBA AKTUBHBIX (apMaleBTUYECKUX CyOCTaHLIMM K 3aBEpUIAIOLIUM CTaAUsIM
TEXHOJIOTUYECKOT0 TpOoIecca, OYUCTKU M yHakoBKH. Takyio 00paboTKy (Gu3HUYECKUMU
METOJIaMU AaKTUBHBIX (papMalleBTUUECKUX CYOCTaHIMM, KaK I'PaHyJIHMpOBAaHUE, MOKPBHITHE
000104KOM nnu (U3NUYECKOe M3MEHEHUE pazMepa YacTHl] (Hampumep, rpyOblii U TOHKHIMA



1IOMOJI), CJIEAyeT MPOBOAUTH B COOTBETCTBUU C TpeOoBaHUsMH Hactosuux [IpaBui.
Hacrosimias yacts [IpaBui He mpUMEHSIETCS K CTaIUAM, KOTOPbIE MTPEAIIECTBYIOT BBEACHUIO B
IIPOLIECC BEIIECTB, OMPEIEICHHBIX KaK UCXOAHbIE MaTepHabl U IPOU3BOACTBA AKTUBHBIX
(bapmaneBTUYECKUX CyOCTaHIIUH.

B uactu I [IpaBun ucnonb3yercs noHsATUe "akTUBHAsS (apMaleBTHUECKas cyocTaHuus'",
KOTOpOE CJEeAYyeT pacCMaTpuBaTh KaK CMHOHHMM MOHSTHS "aKTUBHBIA (papMarieBTUYECKHIt
unrpeguent" (A®U). IlonsTusa, ynorpebnsgembie B Hactosmed yactu IlpaBui, u ux
omnpezaeneHus (KOTopble npuBeneHbl B paszaene 20 "TepMuHsl U onpeneneHus") cieayer
NpUMEHATh TOJNbKO B 4yacth II Hacroamux IlpaBui. [lnd aHanOruyHbIX ITOHATHM,
ynotpebisiembix B yacTu | Hactosmux [IpaBui, mpuBeneHs! onpeaeneHus B o0miem paszaene "
Tepmunsl u onpenenenuss” Hacrosmux IIpaBun, cnenoBaTeabHO, UX CIEAYET MPUMEHSTH

TOJIBKO B KOHTEKCTE yacTH | HacTosimux [TpaBui.

Ta6muma 1
Tun HaunmenoBanue craaum npousBojctBa ADC, Ha KOTOpBIE paCHpPOCTPAHAETCS IEHCTBUE
MIPOU3BOJICTBA nonoxxernit gacTu 11 Hactosmux [IpaBui (BeIgEIEHBI CEPBIM IIBETOM)
BBEJEHHE B
mpoiecc obpaboTka
MIPOU3BOJICTBO MPOU3BOJICTBO
XuMHUIecKoe HCXOJHOTO CHIPHS BBIJICTICHUE ©  (PUBHICCKUMHU
HCXOJJHOTO CBHIPBS POMEXKYTOUYHOTO
TIPOU3BOJICTBO o7 s OUYHNCTKA METONaMH |
mist ADC MpOAYKTa
MIPOU3BOJICTBA yHaKoBKa
ADC
BBEJCHHE B
ADC,
H3MeJIbYeHNuEe, TPOIEecc oOpaboTka
nojyyaeMble U3 cOOp OpraHoB,
. cMemmBaHue W ( MCXOTHOTO CHIPBS BBIACICHHE H  (QU3HICCKUMHU
CHIPbA JKUJIKOCTEH MIIH
. WIM) TMepBUYHAS O 1 A OYHUCTKA METOaMH |
JKHBOTHOTO TKaHeH
00paboTka MPOU3BOJICTBA yIIaKOBKa
TIPOUCXOKICHUS
ADC
BBEJICHHE B
AdC,
mpoimecc oOpaboTka
ToJTyJaeMble 13 H3MEJbUCHUE |
o HUCXOJHOI0O ChIpbA BBIACICHHUE U (I)I/ISI/I‘ICCKI/IMI/I
CHIPBA cOop pacTeHHI ~ TIepBUYHAS
o0 s OYMCTKA METOJaMU U
PacCTUTEIBHOTO SKCTPAKIUS
POU3BOJICTBA yIaKoBKa
MIPOMCXOKACHUS
P ADC
PacturenpHbie oOpaboTka
U3MENbYCHUE U .
OKCTPAKTHI, o JaJIbHEUIIas q)HSI/IquKI/IMI/I
cOop pacTeHHH  TEepBUYHAA -
UCIIOJNIb3yEeMbIe B OKCTPAKLUS METOJaMU |
SKCTPaKLIUs
kauectBe ADC YIIaKOBKa
ADC, cocrosiue
u 3 cbop pacTeHuit U obpaboTka
M3MEJbUCHIE
pa3MeNbueHHbIX (U U ) bu3nIeCKUMU
(pactupanue, - -
WJIN PacTepThIX B KYJIbTHBUPOBaHU METOJaMU U
npobieHne)
MOPOMIOK e u cbop yIaKoBKa
pacTeHuit
buorexHonorus: co3naHue obpaboTka
moAAepKaHue  KyJIbTUBHPOBAHU
¢dbepmeHTanus ( TIABHOTO | BBIJICJICHUE ©  (PUBHUYCCKUMHU
paboyero 6aHKa € KIETOK W (WJIH)
KyJIbTHBHPOBAaHH pabouero 6GaHKOB OYMCTKA METOJaMHU U
KJIETOK dbepmeHTanUA

€ KJICTOK)

KJICTOK

YIakoBKa



"Knaccuueckas"

oOpaboTka
epmeHTAIMA  (o3nanme Gamka HOJIEPIKAHUE BBOIL IIIETOK B BBIIENICHHE M (DU3HUCCKUMH
A a s KJIETOK 0aHKa KJIETOK fiponece OYHCTKA METOAaMU |
HPOU3BOJICTBA (bepmenraiun YIaKOBKa
ADC

Veunenne tpeboBanuii HamIesKamei MPoOU3BOICTBEHHON MPAKTHKH >

2. YnpasneHne Ka4eCTBOM
2.1. ITpuapmns

2.10. OTBETCTBEHHOCTh 3a KAa4e€CTBO JOJKEH HECTH BECh IEPCOHAN, 3aHATHIA B
IPOU3BOJICTBE.

2.11. Kaxaplil mpou3BOAUTENb OJHKEH pa3padboTarh, JOKYMEHTAIBHO OQOPMUTH U
BHEJIPUTh 3(P(EKTUBHYIO CHUCTEMY YNPABICHUS KAayeCTBOM IIPU AKTUBHOM YYacTUHU
PYKOBOJSILIETO U COOTBETCTBYIOIIETO POU3BOICTBEHHOT'O IEPCOHAIA.

2.12. Cuctrema ymnpaBji€HHS Ka4eCTBOM JOJDKHA OXBAThIBaThb OPraHU3AIMOHHYIO
CTPYKTYpPY, MPOUEAYPHI, MPOLECCH U PECYPCHI, & TAKIKE NEATEIbHOCTh, HEOOXOAUMYIO IJIs
obecnieueHuss rapanTuu cooTBeTcTBUS ADC BceM TpeOOBaHUSM COOTBETCTBYIOIINX
cnenuuKanil B OTHOIIEHUH KadecTBa W 4YUCTOTHL. ClieqyeT onpenenuTtb U oPOpMUTH
JOKYMEHTAJIBHO BCE BUJIbI I€ATEIbHOCTH, UIMEIOIINE OTHOIIEHHE K KAYECTBY.

2.13. HeoOxo1uMo UMETh HE3aBUCUMBIN OT MPOU3BOACTBEHHOI'O OT/IeNa OTAEI (OTIEIbI)
KauecTBa, KOTOPBIA BBHIMOJIHAET (PYHKIIMU 0OeCTeueHrs KaUyeCTBA U KOHTPOJISI KauyecTBa. DTO
MOTYT OBITH JTUOO OT/ENIbHBIC CITY>KOBI 0OECTICUeHHs] KaueCTBa U KOHTPOJIA KavyecTBa, JIM0O
OJTHO JIULIO WJIM TPYIINA JUI] B 3aBUCUMOCTH OT Pa3MEPOB U CTPYKTYPhI OPraHU3aIUH.

2.14. Heo0x01uMO TOYHO ONPEAETUTH JIML, YIIOJHOMOUYEHHBIX BBIJIaBaTh pa3pelIcHue Ha
BBIIYCK IIPOMEXyTOYHOU npoaykuuu u ADC.

2.15. Bce peiicTBUs, MMEIOIIME OTHOLIEHHE K KayecTBY, cleayeT O(OpMIIATH
JOKYMEHTAJIBHO HENOCPEACTBEHHO IPH UX BBINIOJHEHUU.

2.16. JIro6oe OTKIOHEHHME OT YCTAaHOBJIEHHBIX HpPOLEAYp CileAyeT O0(OoOpMIIATh
JOKYMEHTaJbHO U 00OCHOBBbIBaTh. HeoOX0aMMO MpoBOAUTH paccieoBaHUE KPUTHUECKHUX
OTKJIOHEHHUH, a Takke 0(POPMIISTh JOKYMEHTAIBHO 3TO paccileOBaHUE U CACIaHHbIE BHIBObI

2.17. Martepuaiibl He MOTYT OBbITh pa3pelieHbl K BBITYCKY WM HCHOJb30BAHBI JI0
IIOJIy4YE€HUsI YAOBJIECTBOPUTENBHOIO 3aKIIOYEHMS IO PE3yjbTaraM OLEHKH, IIPOBEIECHHOMN
OTJeNO0M (OTAEIaMHU) KayecTBa, €CJIM Ha MPEIIPHUITHH HE CYLIECTBYET COOTBETCTBYIOLINX



CUCTEM, PA3PEIIAOIINX TAKOE UCIIOIb30BaHNE (HAIIPUMED, BBIIIYCK B CTaTyCE KapaHTHHA, KaK
onucaHo B nyHkre 10.20 Hactosieit yactu [IpaBun, nubo MCHNOIB30BaHUE CHIPbS WIIU
IIPOMEKYTOUYHOM NPOAYKIMH, OLIEHKAa Ka4eCTBA KOTOPBIX €IIE HE 3aBEPIICHA).

2.18. Cnenyet pa3paborarh MpoIeaypbl CBOEBPEMEHHOI'O OMOBEIIEHUS] OTBETCTBEHHBIX
PYKOBOASIIMX JIMII O PE3yJbTaTax WMHCHEKUWHW YIOJHOMOYEHHBIX OPTraHOB, CEPBE3HBIX
HEJ0CTaTKaX B OTHOLIEHUM cOOJtofeHHusT TpeboBaHuil Hacrosumx IlpaBun, nedekrax
MPOJIYKIHMH U O MPUHIATHH COOTBETCTBYIOLIUX Mep (HalpuMep, O MPETEH3HUsIX B OTHOLIEHUHU
KAaueCTBa, OT3bIBAX, JEHCTBUAX YIIOJHOMOUYEHHBIX OPTraHOB U JIp.).

2.19. Ins AOCTUXEHMS LEIW yIpaBJIEHUs KadeCTBOM JOJKHA OBITh BHEJIpEHa
BCECTOPOHHE pa3paboTaHHAas M NPABWIBHO (PYHKUHOHUPYIOIIAs CHUCTEMa KadecTBa,
BKJIIOYAIOIAsl B ceOsl HaJJIeKAlIlyl0 MPOU3BOJICTBEHHYIO MPAKTUKY, KOHTPOJIb KAayecTBa U
YIPABJICHHE PUCKAMM JIJISl KAYECTBA.

2.2. YpapieHre pHCKaMH I Ka9eCTBa

2.20. YmpaBineHUE PUCKAMU JJI KadyeCTBa SIBJISICTCS CHUCTEMATHYECKHM MPOLECCOM
OLICHKH, KOHTPOJIs, mnepenauyn uHdopmanuu u 0630pa puckoB misa kadectBa ADC. DTot
MPOIIECC MOKHO OCYIIECTBIIATh KaK MEPCIEKTUBHO, TaK U PETPOCTIEKTUBHO.

2.21. Cucrema ynpaBieHuUsl pucKamu JUisl Ka4ecTBa JI0JKHA TApaHTUPOBATh, UTO:
OIIEHKa PUCKOB 0a3UpyeTcs Ha HAyYHBIX 3HAHUSX, OMbBITEC MIPOU3BOJICTBA U B KOHEYHOM
CUeTe CBs3aHa C 3al[MTON MmarueHTa myteM ooMmena nndopmarnueii ¢ norpedutenem ADC;
YPOBEHb YCWIHMH, (opMaln3alu U JOKYMEHTAJIbHOTrO O(OpMIIEHHS Mpolecca
YIpaBICHUSI PUCKAMHU JIJIsl KAU€CTBA COM3MEPHUM C YPOBHEM PUCKOB.
[Ipumepsl NpoLIECCOB U MPUMEHEHUS YIIPABIEHUS PUCKAMU JIJIs1 Ka4€CTBA MPUBECHBI B
yactu I HacTosmux [IpaBuo.

2.3. O6s3aHHOCTH OTHENa (OTAEeIO0B) KadeCcTBa

2.30. OTnen kauecTBa TOJKEH ObITh BOBJIEUEH B PEIIEHUE BCEX BOIIPOCOB, OTHOCSIIHUXCS
K Ka4eCTBY.

2.31. Otnen xadyecTBa JNOJDKEH pacCMaTpPUBATh U COTJIACOBBIBATH BCE JOKYMEHTHI,
MMEIOIINE OTHOLLIEHNE K Ka4e€CTBY MTPOIYKLIHH.

2.32. OcHOBHBIE 0053aHHOCTH HE3aBUCUMOTO OTJIEa KauecTBa He MOAJIeXar nepegade
ApYyTuM ciyk0am. OTu 00sS3aHHOCTH JOJDKHBI OBITH MPEICTABICHBI B MUCHBMEHHOM BUJE U
BKJIIOUATh clieAyrolee (HO He 0043aTeIbHO OrPaHUYUBATHCS ITUM):

BbIJIaya pa3pelICHUs Ha BBIMYCK WM OTKIOHeHUE Becex ADC. Brigava paspemeHus Ha
BBIIIYCK WM OTKJIOHEHHE IPOMEXYTOYHONM MNPOAYKLUHH, MpPEIHA3HAYECHHON s
MCITI0JIb30BaHUs BHE c(pepbl KOHTPOJISI IPEATPUSITHS- TIPOU3BOIUTENS;

CO3JaHUE CUCTEMBI BBbIJIaYM Pa3pEIICHMs Ha BBITYCK WM OTKIOHEHHS UCXOAHOTO ChIPBS,
MPOMEKYTOUHOHN MPOAYKIIUU, MATEPUAIIOB JJI YIAKOBKH U MapKUPOBKHU;



IIPOBEpKa 3aMOJIHEHHBIX 3aITUCEH TI0 MPOU3BOJICTBY CEPUU U JJOKYMEHTOB JIa0OPAaTOPHOTO
KOHTPOJISI B OTHOIIEHUM KPUTHYECKUX CTaJuN Tpollecca mepes Bblgaded pa3pelieHus Ha
BoIMycK ADC 11 peayin3aiuu;

obecrieueHue paccieI0BaHus MPUYUH KPUTHUECKUX OTKJIOHEHUHN U UX YCTPAHCHHUE;

COTJIAaCOBAHWE WM YTBEPKICHUE BCEX CTEIU(PUKAIINN U OCHOBHBIX MTPOU3BOCTBEHHBIX
UHCTPYKIIUU;
COIJIaCOBaHUE WJIM YTBEPKJIEHHUE BCEX MPOLETYp, KOTOPbIE MOTYT OKa3bIBaTh BIUSHUE Ha
Ka4uecTBO NPOMEKYTOUHOU npoaykunn win ADC;
obOecrieueHre MPOBEICHUS BHYTPEHHUX ayJIUTOB (CAMOMHCHEKIIUM); 0J00peHue
MPOU3BOAMUTENEH TPOMEKYTOUHOM npoAayKiuu 1 ADC, paboTaronux mno KOHTPAKTY;
YTBEPKJACHUE MU3MEHEHUMN, KOTOPhIE MOTEHIIMAIbHO MOTYT MOBJHUSITH Ha Ka4eCTBO
IPOMEKyTOUHON npoaykuuu wim ADC;
PacCMOTPEHUE U YTBEPKJECHUE MPOTOKOJIOB U OTYETOB MO BaJWJALUU; 0OecTieueHHe
MPOBEJICHUS PACCIEIOBAHUS U IPUHSATUS PEUICHUN 110 MIPETEH3USIM, CBSI3aHHBIM C KAYECTBOM,;
NOJATBEPKAEHUE TOTO, YTO CHCTEMBI, HCIOJb3YIOIHECS 1 TEXHUUYECKOTO
0o0CnyXuBaHUs, KaTUOpPOBKM M TIOBEPKM KPUTHUUECKOTO OO0OpYJAOBaHUS, SBISIOTCA
3¢ (HEeKTUBHBIMU;
obecreyeHrne WCHBITAHUN HMCXOJHOTO CHIphS W MaTepuajoB U JOKYMEHTaJIbHOTO
oopMIICHUS PE3YIHTATOB;

oOecreyeHne Haau4us JaHHBIX O CTAOMIIBHOCTHU VISl TOATBEPKICHUST YCTaHABIIMBAEMbBIX
JIaT MPOBEJICHUSI TOBTOPHBIX UCTIBITAHUI UJIU UCTEUCHHS] CPOKOB FOJHOCTH, a TAKXKE YCIOBUIA
xpanenuss AD®C u (WiM) NPOMEXKYTOUHOM MPOAYKIMU B TEX Cilydasx, KOrja 3TO
1enecoo0pasHo;

npoBejieHne 0030pOB KauecTBa MPOAYKIHUH (COTIACHO YKa3aHUSIM, PUBEICHHBIM B
nyHkTe 2.6 HacTosien yactu [Ipasun).

2.4. O643aHHOCTH IO MPOM3BOACTBEHHON AEATENFHOCTH

OO053aHHOCTH IO MPOU3BOJICTBEHHON JEATENbHOCTU JOJKHBI OBITh IPEACTABICHBI B
NUCHbMEHHOM BUJIE M BKJIIOYATH Cleayrolee (HO He 0053aTeNbHO OTPaHUYMBATHCS 3TUM):
pa3paboTKa, IeEPeCMOTp, YTBEPKIAECHUE U paclpeielIeHe MHCTPYKIIUM MO TPOU3BOJICTBY
IIPOMEXKYTOUHOM NTpoayKuu ninu APC B COOTBETCTBUM C YTBEPKICHHOW NPOLIETYPOH;
npou3BojicTB0 ADPC u, npu HEOOXOJUMOCTH, MPOMEKYTOUHOM MHPOIYKIHUU B
COOTBETCTBHM C 3apaHEe YTBEPKIAECHHBIMU NHCTPYKIUSAMHU;
PaCCMOTPEHME BCEX 3aIUCEN 110 NMPOU3BOACTBY CEPUU NPOMYKIUU U MOATBEPKACHUE UX
3aI0JIHEHUS U TOAUCAHNS;
oOecrieueHrne 0053aTeNIbHOIO JOKYMEHTHPOBAHUS BCEX OTKJIOHEHHMH OT mpolecca
OPOU3BOACTBA U IPOBEACHUA HMX OLIEHKH, a TAKXKE PacCiIeOBaHUsS BCEX KPUTUUYECKHUX
OTKJIOHEHUH U JOKYMEHTAIBHOTO O()OPMIICHUS MOTYYSHHBIX BHIBO/IOB;



obOecrieueHre YUCTOTHI MPOU3BOJCTBEHHBIX MOMEIIEHUM U, IPU HEOOXOJIUMOCTH, MX
ne3uH(pexunu;
00ecCIeueHNnEe BBIMOTHEHUS HEOOXOIUMBIX KATHOPOBOK, a TAaK)KE BEJACHUS M XPaHCHMUSI
3aIMcen;
oOecrieueHue 00CTyKUBAaHMS TIOMEIIEHUN U 000PYIOBaHUS, @ TAKKE BEACHUS U XPaHEHUS
3aIMcen;
obecrieueHre TPOBEPKH M COTJIACOBAHUS MPOTOKOJIOB BATHIAINHA U OTYCTOB;
OIICHKAa MpEeJJIaraéMbIX HU3MEHEHUN B OTHOIICHUU MPOIYKIUHU, MPOIEcca HIH
o00opynoBaHUS;
obOecrieueHre KBaTU(PUKAIIMK HOBBIX W, TPU HEOOXOJAMMOCTH, MOJEPHUZHPOBAHHBIX
MTOMEIICHUH 1 000PYT0BaHUS.

2.5. Baytpenaue ayauTsl (CAMOMHCICKITHA)

2.50. [Ins noaTBepkaeHUs cOOTBETCTBUS pou3BoJcTBA ADC TpeOOBaHUAM HACTOSAILUX
IIpaBun cregyer peryysipHO IPOBOAUTH BHYTPEHHHE AyAUTHI COTJIACHO YTBEPKIACHHOMY
rpaduky.

2.51. Pe3ynpTaTsl BHYTPEHHETO AyJUTA U MOCIEAYIOIINE KOPPEKTUPYIOLIME AECUCTBUSA
cienyer oQOpMIISITh JOKYMEHTAlIbHO U JOBOJUTH JIO0 CBEICHUS OTBETCTBEHHBIX
pykoBoauTened mnpennpusatus. COrlnacoBaHHbIE KOPPEKTUPYIOIIHME JEUCTBUS CIENYET
BBITIOJTHATH CBOEBPEMEHHO U 3 (PEKTUBHO.

2.6. O630p KagecTBa MPOTYKIHH

2.60. Jlns moATBEpKIEHUS MTOCTOSTHCTBA MPOIIecca CIEAYeT PEryasIipHO MPOBOJAUTH 0030D
kauectBa ADC. Takue 0030pbl KauecTBa ClEAyeT MPOBOAUTH, KaK MPABUIIO, €KErOIHO C
MOCIEIYIONIUM JIOKyMEHTaIbHbIM OoQopmieHueM. OHM JOJDKHBI BKJIIOYAaTh B CeO0sl, MO
KpalHEen Mepe, CIeIyoNIee:

0030p Pe3yJabTaTOB KOHTPOJIS B MPOLIECCE MPOU3BOJCTBA MO KPUTUYECKUM TOUKAM U
ucnblTaHuii ADQC 1Mo KpUTHYECKUM MOKA3aATEIISIM;

0030p BCEX CepHUii, HE COOTBETCTBYIOIIUX YTBEPKJACHHBIM CHIEIIU(DUKALINAM;

0030p BCEX KPUTHYECKHX OTKIOHEHWM WM HECOOTBETCTBUU W CBA3AHHBIX C HUMU
paccieoBaHul;

0030p J0OBIX U3MEHEHU, BHECEHHBIX B IIPOLIECCHI WJIM AHATIUTUYECKUE METOIUKH;

0030p pe3yJIbTaTOB MPOrpaMMbl U3YUEHHUS CTAOMIBHOCTH;

0030p BCEX BO3BPATOB, MPETEH3UN U OT3BIBOB, CBSI3aHHBIX C KAYECTBOM;

0030p aJIeKBATHOCTH KOPPEKTUPYIOIIUX TECUCTBHIA.

2.61. HeoOxoauMo aHAJIM3UPOBATh PE3YJIbTAThl 3TOr0 0030pa U OLICHUBATH, CIAEAYET JIU
MpEINPUHUMATh KOPPEKTUPYIOIIEe JIEUCTBUE WM MPOBOAUTH MOBTOPHYIO BalldJIAIMIO.
O6ocHOBaHME HEOOXOJAMMOCTH TAaKOTO KOPPEKTHPYIOIIEro JAEHCTBHUS JOJKHO OBITh



opopmieHo JokyMmMeHTanbHO. CoriiacoBaHHbIE KOPPEKTUPYIOLIUE JEUCTBUS CIEIyeT
OCYUIECTBIISITH CBOEBPEMEHHO U 3 (PEKTUBHO.

3. ITepconain
3.1. KBaimm¢ukanus nepconana

3.10. JIomxHO OBITH IOCTATOYHOE KOJIMYECTBO NIEPCOHANA, UMEIOIIETO COOTBETCTBYIOIIIEE
oOpa3oBaHue, MOArOTOBKY M(WJIM) MPAKTHUECKUHN OMBIT JJI OCYIIECTBICHUS MPOU3BOJICTBA
poMeXxyTOouHOM npoaykiuu 1 ADC, a Takke HaJ30pa 3a UX MPOU3BOACTBOM.

3.11. O6s3aHHOCTH BCETO MEpcoHaia, 3aHSITOTO B MPOU3BOJCTBE MPOMEKYTOUHOU
npoaykiuu 1 ADC, 101KHBI OBITh TOYHO OINPEEICHBI U U3JI05KEHBI B MUCEMEHHOU (opMme.

3.12. Heo6xoaumo peryisipHO IPOBOIUTH OOyUEeHHE IMEepCOHana ¢ MPHUBJICYCHHEM
KBaJU(DUIIMPOBAHHBIX CHEHHATUCTOB, KaK MHHHUMYM, IO BOIpPOCaM, CBS3aHHBIM C
KOHKPETHBIMU OIEPAIUSAMH, BBINOJHIEMBIMA COTPYJIHUKOM, a TaKkke C TpeOOBaHUSIMHU
HacTtosmux [IpaBui, UMEONIMMH OTHOLIEHHE K (YHKIMOHAIBHBIM OOSI3aHHOCTAM
corpyaHuka. Cieayer BECTH 3alUCH 00y4YeHUs, a camMo OOy4eHHE CleAyeT MEepUOoAUIYECKU
OLICHUBATb.

3.2. I'mruena nepcoHana

3.20. [Tepconan gomxeH coOM0AaTh MPaBUia TUTHCHBI.

3.21. IlepcoHan QOJKEH HOCUTh YHCTYHO, COOTBETCTBYIOIIYIO €TI0 MPOU3BOIACTBEHHON
AESITEIbHOCTH OJIeXKY, KOTOPYIO IIPU HEOOXOAUMOCTHU CleayeT MEHATh. UTOObI 3alIUTHTD
IPOMEXYTOUHYI0 NpoAyKiuo U APC oT KOHTaMHUHAIMH, NPU HEOOXOJUMOCTH CIEIYET
MCITIOJIb30BAaTh JIOMOJIHHUTEIBHYIO 3aAIIUTHYIO OJIEXKAY, 3aKPhIBAIOILYIO TOJIOBY, JIMIO, PYKH U
KHCTH PYK.

3.22. IlepcoHan AO0kKEH U30€erarb HEMOCPEACTBEHHOI'O KOHTAKTa C MPOMEXYTOUYHOMN
npoaykuuein nau ADC.

3.23. KypeHnue, xeBaHue€, NMPUEM MNUIIH, TUThE U XPAaHEHHE MHUIIEBHIX MPOJIYKTOB
JONYCKAITCA TOJBKO B CIHENHAJbHO NPEJHA3HAYEHHBIX 30HAX, OTHAEJIEHHBIX OT
POU3BOJICTBEHHBIX 30H.

3.24. Tlpu HaANMWYWHM y COTPYMHHKOB MH(EKIIMOHHBIX 3a00JICBAaHUNA WU OTKPBITHIX
HOBPEXACHUM Ha HE3AIIMILEHHBIX YYaCTKax MOBEPXHOCTH TeJla UX CIEIYET OTCTPAHUTh OT
ydyacTusi B paboTe, IOCKOIbKY Ipu 3ToM KadectBo ADC moasepraerca pucky. Jlrodoro
COTPY/JHUKA C SIBHBIMU IpPU3HAKaMU 3a00J€BaHUS UM OTKPBITHIMU MOBPEXKICHUAMU KOXHU (
0 pe3yJbTaTaM MEIULIUHCKOro o0cie0BaHUs WK HAOMIOJIEHHS) CIIEyeT OTCTPAHUTh OT
paboT, HpU BBHINOJHEHUH KOTOPBIX COCTOSIHHUE €ro 3J0pOBbS MOXKET OKazaTh
HeOnaronpuaTHoe Bo3aeicTBue Ha kauecTBO ADC, 10 BBI3JOPOBICHUS WU TMOIYYEHUS
MEAMIIMHCKOTO 3aKJII0UEHHUS O TOM, YTO COTPYIHUK JIOMYIIEH K padoTe.

3.3. KoHCymbTaHTH



3.30. KoHCynpTaHTBl MO BONpPOCaM IPOU3BOJACTBA WU KOHTPOJSA IPOMEKYTOUYHOU
npoaykunu win A®C J0MKHBI UMETh COOTBETCTBYIOIIEE OOpa3oBaHUE, MOATOTOBKY,
MPAKTUYECKUA OMBIT WIH JIIOOO€ MX COYETaHUE HJi1 TOro, YTOObl KOHCYJIBTHUPOBATH IO
BOIIPOCAM, JJIs PELICHHS] KOTOPBIX UX IPUTIIACHIIN.

3.31. Cnenyer BeCTH MX y4€T C yKa3aHMEM JIMYHBIX JAHHBIX, aJpeca MPOKUBAHUS,
KBaJIM(UKALMY U BUAA YCIIYT, IPEIOCTABISAEMBIX STUMU KOHCYJIbTaHTAMH.

4, 3paHug ¥ TIOMEIeHAS
4.1. IIpoexTHpOBaHHE B CTPOUTENHCTBO

4.10. 31aHug ¥ NOMEUIEHHUS], UCMOJIb3YEMBIE MPU MPOU3BOACTBE MPOMEKYTOUHOM
nponykuun u A®C, cinenyer pacmolsararh, NMPOEKTHPOBaTh W KOHCTPYMPOBATHh TaKUM
obpazom, UYTOOBI 0O0ecmeunTh BO3MOXHOCTH HMX OYHUCTKH, OOCHyXUBAaHHUSI U
(YHKIIMOHUPOBAHUS B COOTBETCTBUM C TUIIOM W CTaaued mpousBojcTBa. [lomemenus
cleayeT TMPOEKTUPOBATH TaKUM 00pa3oM, 4TOOBl CBECTH K MHUHHUMYMY BO3MOXKHYIO
KOHTaMuHanuio. Eciau ycraHoBjeHbI cnienuuKaiuyu B OTHOIICHUU MHUKPOOHUOJIOTHUECKUX
nokaszaresieid mpoMekyTouHou npoaykuuu win ADC, nmoMelieHus cieayer NpoeKTUPOBaTh
TakuM 00pa3oM, 4TOObI IO BO3MOXHOCTH OTPAHUYMTH PUCK HEXKEIATeNIbHOW MUKPOOHOMN
KOHTaMUHAIIUH.

4.11. 3nanus ¥ MTOMEIIEHHUS JIOJDKHBI OBITh IOCTATOYHO MPOCTOPHBIMHU JIJISl TPABUIILHOTO
pacnoyio)keHuss OoO0OpyAOBaHMS, XpPaHEHUsS U TMEPEMELICHUs MaTEepUaloB, YTOOBI
MPEAOTBPATUTh MEPENYyTHIBAHUE U KOHTAMUHALIUIO.

4.12. Ecnu obopyoBaHue (Harpumep, 3aKpbIThle WJIM HU30JIMPOBAHHBIE CHCTEMBI)
obecrieynBaeT HAJACKHYIO 3allUTy MaTepUaIOB, OHO MOXKET OBITh PACIOJIOKEHO BHE
NOMENIEHUS.

4.13. IlepemenieHre MaTEpUAIIOB U MEPEABUKEHNUE TIEPCOHANA B 3IAHUU U MMOMENIEHUIX
JIOJIKHO OBITH TIPEIYCMOTPEHO TaKUM 00pa3oM, YTOObI MIPEAOTBPATUTD MEPEyThHIBAHUE WU
KOHTaMHUHALHUIO.

4.14. Cnenyet onpenenuTb KOHKPETHBIE 30HbI WJIM JIPYTU€ CUCTEMbI KOHTPOJIS IS
CIEIYIOLINX ONEPaLIUK:

npueMKa, uaeHTuQuKamus, oToop Mpod U KapaHTHH MOCTYMHAIOIIUX MAaTEPHAIOB O
BbIJIaUM pa3pelieHus Ha UCOJIb30BAHUE UK A0 OTKIOHEHHS;

XpaHeHue npoMekyTouHou npoaykiuu u ADC B kapaHTUHE 0 BbIAA4YM pa3pelieHus Ha
BBIITYCK WJIA IO OTKJIOHEHUS;

oTOop npod mpomexyTouHo npoaykuuu u ADC; xpaHeHUE OTKIIOHEHHBIX MaTEpPHUaJioB
710 n30aBJIeHHsI OT HUX (HaIpUMeEp, BO3BpaT, MOBTOPHAs 00pabOTKa UM YHUUTOXKECHHE);

XpaHEHUE MaTepUajIoB, KOTOPHIE Pa3pelieHbl K UCMOJIb30BAHUIO; TEXHOJOTMUYECKUE
oTepalyy; ONepaIyy 1Mo yImakoBKe U MapKUPOBKE; MPOBEIeHUE JTA00PATOPHBIX aHAIU30B.



4.15. CnenyeT npenyCMOTPETh HaTUIMEe HEOOXOIUMBIX MOMEIICHUHM JIJIsi MOATOTOBKHU
nepcoHanga (MbIThE PYK W JAp.) B M TYaJleTHBIX KOMHAT B JOCTATOYHOM KOJIMYECTBE U
MO/JICPKUBATh B HUX YUCTOTY. K HUM MODKHA OBITH TIOJBEACHA TOpsYas M XOJIOAHAS BOJA,
JOJDKHO OBITh B HAJIMYWW MBIJIO WM WHOE MOIOIIEE CPEJICTBO, BO3AYIIHBIC CYIIWIKUA WA
OJTHOPA30BBIC MOJIOTEHIIA. Y MBIBATBHUKU U TyaJIeTHBIC KOMHATHI JJOJKHBI OBITh OTICICHBI OT
MPOU3BOCTBEHHBIX 30H, HO JIETKOOCTYTHBI. ClieyeT 00eCieunTh HATMIUE TIOMEIIICHUH TSI
MePEO/ICBaHMSI M PU HEOOXOIUMOCTH IS IPUHATHS TYIIIA.

4.16. JlaGopaTopHble 30HBI (paboOThI) cileayeT, Kak MPaBUio, OTAEIATh OT
MPOU3BOJCTBEHHBIX 30H. HekoTopele mabopaTopHBIE 30HBI, B YaCTHOCTH, 30HBI,
UCIOJIb3YEeMbIE ISl KOHTPOJS B TPOIECCE MPOU3BOJACTBA, MOXHO pa3MeniaTth B
MIPOM3BOJICTBCHHBIX 30HAX MPH YCJIOBHH, YTO OIEPAIMH TEXHOJOTHYECKOTO IMpoIecca He
OKa3bIBAIOT HEOJATOMPHUATHOTO BJIUSHHUS HAa TOYHOCTH JIAOOPATOPHBIX H3MEPEHUH, a
nabopaTopHbIe pabOThl HE OKa3bIBAIOT HEOIArOMPUSTHOTO BO3ICHCTBUS HA TEXHOJIOTHUECKUN
MPOLECC, MPOMEKYTOUHYIO NMPOoayKIuto min ADC.

4.2. NmxeHEePHBIE CUCTEMBI

4.20. Bce uHXEHEpPHBIE CUCTEMbI, KOTOPbIE MOTYT MOBJIUSITh HA KaU4€CTBO MPOTYKIINU (
HampuMmep, nap, rasbl, CXKaTbli BO3AYyX, & TAaKXKE€ CUCTEMbl HArpeBaHWs, BEHTUJSALUU U
KOHJUIIMOHUPOBAHUS BO3JyXa), JOKHBI TpouTu KBanubukanuio. WX craemyer
COOTBETCTBYIOIIUM 00pa30M KOHTPOJIUPOBATH U MPEANPUHUMATH MEPHI, €CIIU MPEBHIIICHBI
JOMYCTUMBIE TIPEeAEbl. JJOMKHBI UMETHCS B HAIMUUM YEPTEKU ITUX UHKEHEPHBIX CUCTEM.

4.21. Ilpu HEOOXOOAUMOCTH ClEeAyeT IPEeAyCMaTPUBaTh COOTBETCTBYIOIIHUE CHUCTEMBI
BEHTWISIIUU U (QUIBTPAIIMK BO3/yXa, @ TAKKE BBITSHKHBIC YCTPONUCTBA. DTU CUCTEMBI JOJHKHBI
OBITh CIIPOEKTUPOBAHBI U CKOHCTPYUPOBAHBI TAKUM 00pa3oM, UTOOBI CBECTH K MUHUMYMY
PUCK KOHTAaMHUHAIIMU U MEePEKPeCcTHON KoHTaMUHanKu. OHHU Tak)Ke JTOJKHBI ObITh CHA0KEHBI
000pyAOBaHUEM JUIsl KOHTPOJIS JaBJIEHUSI BO3AYyXa, HAIMYHUS MHUKPOOPTAaHU3MOB (€CIU 3TO
HE00XO0MMO), 3aMbIJIEHHOCTH, BIQKHOCTH U TEMIIEPATYPbI, €CIU 3TO TpeOyeTcs /Il JaHHOU
ctanuu TmpousBojcTBa. Ocoboe BHUMaHHUE CIEAYET YAeNsATh 30HaM, B KOTOphIXx ADC
MOJIBEPrarOTCs BO3JICUCTBUIO MTPOU3BOACTBEHHOM CPEIbI.

4.22. B npou3BOJACTBEHHBIX IMOMEUICHHUAX C PELUPKYJSLUHUEH BO31yXa CIEAYET
NpEeAyCMOTPETh MEPHI MO MNPEAOTBPALICHUIO PHCKA KOHTAMUHALMM W IEPEKPECTHOU
KOHTaMHUHAIUU.

4.23. CramimoHapHsle TpyOONpPOBOJIbI CIEAYET JOJKHBIM 00pa3oM UAECHTUPUIIUPOBATD.
OTO MOXKHO cJieJaTh C TOMOIIbI0 MapKUPOBKU OTAEIBHBIX TPyOONPOBOIOB,
COOTBETCTBYIONIEH JOKYMEHTAIlMA, CHUCTEM KOMIBIOTEPHOTO KOHTPOJIS WM HWHBIMU
criocobamu. TpyOompoBoOIBI ClEayeT paciojaraTh TaKUM o0pa3oM, 4ToObl H30ekKaTh PHUCK
KOHTaMUHAIUU NPOMEKYTOUHON npoaykuuu win ADC.

4.24. CTOKHU TOJ>KHBI UMETh COOTBETCTBYIOIIUE pa3Mephbl U 00€CTIEYMBATH PA3PhIB CTPYH
WJIH, €CJIU 3TO HE0OX0IUMO, UMETh YCTPOIMCTBO JIJIsl IPEIOTBPAICHHs] OOpPaTHOIO MOTOKA.



4.3. Boxa

4.30. JomkHO OBITh MOATBEPKIACHO, YTO BOJA, UCIOIb3yeMas B mpou3BojctBe ADC,
COOTBETCTBYET IMPEI0IaraeMoMy Ha3HAYEHUIO.

4.31. Ecnu HeT apyrux yKa3zaHWil, KaueCTBO BO/JIbI, UCIIOJIb3YEMOUN B MPOU3BOJCTBEHHOM
npoiiecce, JOJDKHO KaKk MUHUMYM COOTBETCTBOBATh TPEOOBAHUSIM HOPMATHUBHBIX JOKYMEHTOB
rocyJIapCTB-YJIEHOB K MUTHEBOM BOJIE.

4.32. Ecnu nns obecniedenus: kauectBa ADC xapakTepUCTHK MUTHEBOM BOJIBI
HEJIOCTAaTOYHO W HEOOXOoaWMbl 0Oojiee KEeCTKMe TPeOOBaHUS K XUMHYECKUM U (WIIH)
MUKPOOMOJOTUYECKUM  XapaKTEePUCTHUKAM BOJbI, JOJDKHBI OBbITh  pa3paboTaHbl
COOTBETCTBYIOIIME crenuuKanuu Ha BOAY MO (U3NYECKUM (XMMUUYECKHUM) CBOMCTBaM,
o0IIeMy YuCITy MUKPOOPTaHU3MOB, HEJIOMYCTUMBIM MUKPOOPTaHU3MaM | (WJIK) COIEPKAHUIO
SHJOTOKCHHOB B BOJIC.

4.33. Ecnu mpou3BOJAUTENL MOABEPTAeT BOJY, UCIOJb3YEMYIO B MPOU3BOJICTBE,
CHeUaIbHOM 00paboTKe /ISl JOCTHXKEHUS ONPEACIICHHOTO KaueCcTBa, TO MPoIiecc 00padoTKU
JOJKEH MPOUTH BaIUJALMIO U €0 CIelyeT KOHTPOJUPOBATHh C YUYETOM YCTAaHOBIIEHHBIX
peiesioB.

4.34. Ecin npousBoautens HecTepuibHO ADC HamMepeBaeTCa MCHOJIb30BATH CBOKO
MPOIYKIUIO JIJIsi TTOCJIEIYIONIEro MPOU3BOJICTBA CTEPUIIBHOTO JIEKAPCTBEHHOTO IMpernapara
WU YTBEPXKJAET, UYTO €ro MNPOAYKIMS TMPUTOAHA JJisi MOJYYEHHS CTEPUIBLHOTO
JIEKapCTBEHHOTO Tpernapara, TO BOAY, UCIOIb3YEMYIO Ha MOCIEIHUX CTAaauiX BBIACICHUS U
OYMCTKH, ClIelyeT MOoJABEepraTb MOHUTOPUHTY M KOHTPOJHMPOBATH B OTHOIICHUU OOIIETO
KOJIMYECTBA MUKPOOPTAaHU3MOB, HETOITYCTUMBIX MUKPOOPTAHU3MOB U SHJJOTOKCHUHOB.

4.4. Paznenenue 30H

4.40. IIpor3BOACTBO MPOAYKIHUH C BHICOKOW CEHCUOUIM3UPYIOUIEN aKTUBHOCTBIO, TAKOU
KaK MeHUIMUTMHBI WK 11e(aoCIOPUHBI, CIEAYET OCYIIECTBISATh B CIIEIIMAILHO BbIIEIEHHBIX
MPOU3BOJCTBEHHBIX 30HAX, KOTOpPbIE MOTYT BKJIIOYATh MOMEIICHHS, 000pyJOBaHUE s
00paboTKH BO3AyXa U TEXHOJIOTHYECKOE 000PYI0BaHHUE.

4.41. CnenuanbHO BBIJCJICHHBIE MNPOU3BOJACTBEHHBIC 30HBI JOJKHBI OBITh
MPEyCMOTPEHBI TaKXe JUIsl BEIIECTB ¢ HHOUIIMPYIOUIMMH CBOWCTBAMH, C BBICOKOM
(hapMaKoIOTUUECKON aKTUBHOCTBIO MM TOKCUYHOCTHIO (HAampuUMeEp, HEKOTOPBIE CTEPOUIBI
WJIY IUTOTOKCHUYECKHE MPOTUBOOITYXOJIEBBIE CPENICTBA), 38 UCKIIOUEHHUEM TEX CIIy4YaeB, KOTa
YCTAHOBJIEHbI M OCYUIECTBISIOTCS BaJUIUPOBAHHBIC MPOIEAYpPbl MHAKTHUBAUUM U (WJIN)
OUYUCTKHU.

4.42. Cnenyer pa3paboTaTh M BBECTH B JIEMCTBHE COOTBETCTBYIOIIME MEpbHI s
MPEIOTBPAILCHUSI MEPEKPECTHON KOHTAMHHAIIUM CO CTOPOHBI MEpPCOHAIa, MAaTepUAJIOB U
MHBIX 00BEKTOB, MEPEMEIIAIONTUXCS U3 OJTHOM BBIIEIEHHOM 30HBI B IPYTYIO.



4.43. JlroOble TEXHOJIOTHYECKUE olepanuu (BKJIOYas B3BEIIMBAHUE, PA3MOJ WUIIU
YIIaKOBKY) C BBICOKOTOKCHYHBIMH He(hapMaleBTUUECKUMHU BEIECTBAMHU, TaKUMU Kak
repOUIIUIBI ¥ TIECTUITUIBI, HE IOTTYCKAETCS MMPOBOIUTH B TEX )K€ 3JaHUSAX U (WIJIM) Ha TOM Ke
000pyI0BaHNUM, KOTOPBIE HCHOJB3YIOTCS s npous3BojacTtBa ADC. PaboTy ¢ Takumu
BBICOKOTOKCUYHBIMHA He()apMareBTUIECKUMU BEMIECTBAMHU M WX XpaHEHHE CIEAyeT
OCYIIECTBIISATH OTAEIbHO 0T ADC.

4.5. OcBemnieHne

4.50. Bo Bcex 30Hax JOJDKHO OBITh 00€CTIEYEHO COOTBETCTBYIOIIEE OCBEIIEHUE JIJISl TOTO,
YTOOBI MPOBOJAUTH OYUCTKY, TEXHHUUECKOE OOCITyKMBaHWE M HaJJIeXkKalllee BBIMOJTHEHUE
OTeparvi.

4.6. CTOKH B OTXOIBI

4.60. CToku, OTXO/IbI U APYTHE OTpabOTaHHBIC MaTepUalbl (HAPUMED, TBEPIbIC, KUIKHUEC
1 razooOpa3Hble TOOOYHBIE NMPOAYKThI IPOU3BOJICTBA) BHYTPU U CHAPYX U 3/1aHUM, a TaKkKe
Ha HENOCPEACTBEHHO MPUJIEraloIlleil TEpPUTOPUU CIENyeT YIaliATh CBOEBPEMEHHO,
oOecnieunBasi 6€30MaCHOCTh U COOJIIO/Iasl CAaHUTAPHO-TUTHeHnYeckue HOpMbl. KoHTelHepsI
IUIsL Mycopa U (WJIH) CTOYHBIE TPYOBI JOJKHBI OBITh YETKO TPOMAPKUPOBAHBI.

4.77. CarmrapHas 00paboTka U TEXHMIECKOe 00CITyKHBaHHE

4.70. 31anus, UCIIOJIB3yEMBIE TIPU MPOU3BOACTBE MTPOMEKYTOUHOU npoaykunu u APC,
ClIelyeT HaJIexKaluM o0pa3oM 00CTyKUBAaTh, PEMOHTUPOBATH U COJIEP’KATh B UUCTOTE.
4.71. Cnenyetr pa3paboTaTh NMHCbMEHHBbIE HPOIEAYpPHI, B KOTOPHIX OMpeAeseHa
OTBETCTBEHHOCTb 32 MPOBEJICHUE CAHUTAPHOU 00pabOTKH, MPUBEIACHBI IPpaUKH IPOBEICHHUS
OUYMCTKH, IEPEUUCTIEHBI METO/Ibl, 000PYI0BaHUE U MAaTEPHUAJIbl, UCIIOIb3YEMbIE ITPU OUUCTKE
31aHUKA U TOMENICHUM.

4.72. TIpyn HE0OXOAMMOCTH CJIENYyEeT TaKKe pa3paboTaTh MUCbMEHHBIE MPOLEAYPHI 1O
MCIIOJIb30BAHUIO COOTBETCTBYIOLUX CPEJICTB MPOTUB IPHI3YHOB, MHCEKTUIIMIOB, (PYHTUIUIO0B
, GYMHTaHTOB M CPEJICTB OUYHUCTKH W Je3UH(PEKIHH, YTOOBI M30€XKaTh KOHTAMHHAIIMH
000pyAOBaHMs, MCXOJHOTO CbIPbs, YMAaKOBOYHbIX W MAapKUPOBOYHBIX MaTEpHUAJIOB,
npomMexyTouHol npoaykiuu u ADC.

5. Texnonoru4aeckoe 060pyHOBaHHE
5.1. IIpoexTnpoBaHME ¥ MOHTAXK

5.10. O6opynoBaHue, UCIOIB3YEMOE MPHU MPOU3BOJICTBE MPOMEKYTOUYHON MPOTYKIIUU U
A®C, D0IKHO UMETh COOTBETCTBYIOLIYIO KOHCTPYKILHIO, COOTBETCTBYIOLIUE pa3sMephl U



pacrosiaraThCsi B COOTBETCTBHMHU CO CBOUM Ha3HAYEHUEM M TaKUM 00pa3oM, YTOOBI IepcoHal
MOI' OCYLIECTBJISTh OYMCTKY, Ae3UH(MEKUHI0 (IpH HEOOXOJUMOCTH) U TEXHUYECKOE
o0cITyKUBaHHE.

5.11. IToBepxHOCTH 000pPYI0OBaHUS, KOHTAKTUPYIOIIHUE C CHIPhEM, TPOMEKYTOUHBIMHU
npoayktamu win ADC, He JOJDKHBI BIUSITH HA KaueCTBO MPOMEXKYTOUHBIX MPOJYKTOB U
A®C 1 npuBOIUTH K BBIXO/Y NTOKa3aTeNiel UX KayecTBa 3a MPEeJeibl JOIMYCTUMBIX 3HAUCHHH,
YCTaHOBJICHHBIX B YTBEPKACHHBIX CTICIIU(UKAIIUSX.

5.12. TexHonoruueckoe 00OpyJOBaHUE CIEAYET MCIOJb30BATh TOJBKO B Tpejaesiax
paboyux Mana3oHOB, YCTAHOBJICHHBIX NMPU KBATU(PUKALIUU.

5.13. OcHoBHOe 00OpyAOBaHUE (HANpUMEP, PEAKTOPHI, EMKOCTH JJIsi XpaHCHUs) U
CTal[MOHAPHbIE TEXHOJOTUYECKHUE JIMHUHU, UCTIOJIb3YEMBIE B MPOU3BOJICTBE MPOMEKYTOUHOM
npoaykiuu uin ADC, ciemyeT COOTBETCTBYIONMUM 00pa3oM UACHTU(DUIIUPOBATH.

5.14. JIro6bie BemiecTBa, HEOOX0AUMbIE I GYHKIIMOHUPOBAHUS 000PYI0BaHUS, TaKUE
KaK CMa3KW, XKUJKOCTU JJIsi HarpeBa WIM XJIAJIar€HThI, HE JOJKHBI KOHTAKTUPOBATH C
npoMexxyTouHor npoaykuue uian ADC, yToObl HE U3MEHSATh KauyeCTBO MPOMEKYTOUHON
nponykuued umim A®C 3a mpeaenabl AONYCTUMBIX 3HAUY€HUM, YCTAaHOBIICHHBIX B
crienupuKaIusIX.

CrnemyeT mpoBECTH OLIEHKY JIFOOBIX OTKJIOHEHHH OT 3TOro TpeboBaHusl, YTOObI YOS IUTHCA,
YTO OTCYTCTBYET HEOJarompusiTHOE BO3JCHCTBHE JTHX MATEPHAJIOB, BIHUSIONICE HA MX
OPUTOJHOCTh ISl UCMOJb30BaHus. [Ipr BO3MOXKHOCTH CJIEAYET HCIOJIb30BAaTh CMa3Ku U
Maciia, npeJHa3HaueHHbIE JIJIs MUILEBON MPOMBIITUIEHHOCTH.

5.15. Bo Bcex ciyuasx, KOrja 3TO MPUMEHUMO, CIEyeT UCIOIb30BaTh 3aKPhITOE HIIU
repMETUYHO 3aKpeiBaronieecss oOopyaoBanue. Ilpu uUCMOAb30BaHUM  OTKPBITOTO
000pYyI0OBaHUS WM €T0 OTKPHITHH HEOOXOIUMO MPUHATH MEPHI MIPEAOCTOPOKHOCTH, YTOOBI
CBECTH K MUHUMYMY PHUCK KOHTaMHUHAIUU.

5.16. JlobkeH UMEThCSl B HATMYUU AKTyallbHbI KOMIUIEKT YEPTEKEl UCIOIb3yeMOIo
o0opylOBaHMSI, a TakKe KpPUTHUYECKUMX CHUCTeM OOBsS3kH (Hampumep,
KOHTPOJIbHO-U3MEPUTEIIbHBIX TPUOOPOB, BCIIOMOTATEIbHBIX CUCTEM).

5.2. Texuuaeckoe 0OCIyKUBaHHUE U OIUCTKA 000PYXOBaHHA

5.20. IIpodpunakTuyeckoe TEXHUYECKOE OOCITyKMBaHHE OOOPYAOBAaHHUS CIEAYET
IPOBOJIUTh B COOTBETCTBUU C YTBEPKACHHBIMHU TpadukaMu U MPOUEIypaMH, B KOTOPBIX
J0JKHA OBITh OTPEIeJIeHa OTBETCTBEHHOCTh 3a UX MPOBEICHUE.

5.21. Heo6xoaumo pa3paboTaTh MUCbMEHHBIE MHCTPYKIIUU 110 OYHCTKE 000PYI0BaHUS U
MOCJICIYIONIEr0 TIMOJIyYeHUsl pa3pellieHUs] Ha €ro KCIOJb30BaHWE TPU MIPOU3BOJICTBE
npoMexxyTournoil mpoaykiuu u ADC. Ilpomeaypsl OYMCTKH JOJDKHBI OBITH OIHCAHBI
JIOCTaTOYHO MOAPOOHO, YTOOBI OMEpPaTOphl MOIJIM MPOBOJUTH OUYUCTKY OOOpYIO0BaHUS
T000TO THIIA BOCTIPOU3BOAUMBIM M 3(P(HEKTUBHBIM CIIOCOOOM. DTH TPOLEIYPHI TOJKHBI
BKJIIOYATh B ceO4:



YCTaHOBJICHHE OTBETCTBEHHOCTH 33 OUMCTKY 000PY/I0BaHMUS;

rpaduKy OYUCTKH, BKIIOYas (IpU HEOOXOAMMOCTH) Tpapvku caHUTapHOU 00pabOTKHU;

MIOJTHOE OMMCAaHHE METOJ0B U MaTepUaliOB, BKIIIOYAsl MPUTOTOBJIECHUE MOIOILIUX CPEJICTB,
UCIIOJIb3YEMBbIX JJISI OYUCTKH 000PY1I0BAHUS;

HHCTPYKIIMM TIO pa30opke u cOOpke Kaxkaou (mpu HEOOXOAMMOCTH) €IMHUIIBI
o0opynoBaHus [Jig OOEClEeUeHHUs] HaJJiexalled OYMCTKH; HMHCTPYKIUU M0 YyAAJICHUIO
MapKUPOBKU MPEAbIAYIIEH CepUH; MHCTPYKUMH MO 3alIUTE YUCTOr0 OOOpPYAOBaHHS OT
KOHTAMHUHALIUU MIEPE]T €r0 UCII0JIb30BAHHUEM;

MOPSIAOK TMPOBEPKH YUCTOTHI OOOPYJIOBaHUS HEMOCPEACTBEHHO Iepe] €ro
WCIIOJIb30BaHUEM, €CIIU ATO MPAKTUYECKHU OCYILECTBUMO;
yCTaHOBJIEHHUE (KOTJa MPUMEHUMO) MAKCHUMAJbHOTO MPOMEKYTKa BPEMEHHU MEXKITY
OKOHYAHHUEM IPOIIecca U OYUCTKON 000py0BaHUS.

5.22. ObGopynoBaHue W TPUHAMLICKHOCTU CIEAYET OYHUIIATh, XpPAaHUTh U MpHU
HEOOXOAUMOCTH TOJIBEpPraTh AE3UH(PEKIIMU WM CTEPUIIU30BATH ISl MPEAOTBPALCHUS
KOHTAMUHAIlMK WM TMEpeHoca MaTepuana, KOTOpble MOTYT MNPHUBOIUTh K BBIXOAY
IOKa3aTeied KayecTBa NPOMeKyTouHOM npoaykunu 1 APC 3a npenensl, yCTaHOBJIEHHBIE B
crienupuKaIusIX.

5.23. B orHomeHuun 000pyIOBaHUS, MPEAHA3HAUYEHHOTO [JI1 HENPEPBIBHOTO
TEXHOJIOTUYECKOT0 MPOIIECCa WU ISl TPOU3BOJICTBA KAMIIAHUSMU MOCJIEA0BATEIbHBIX CEPHil
OJHOW M TOW K€ MPOMEXKYTOUYHOW MNPOAYKIMH UIU OAHOW M Tou ke ADC, ciemgyer
MIPOBOJAUTH OUHUCTKY Yepe3 ONpeIeICHHbIEC TPOMEKYTKHA BpPEMEHHU BO N30€KaHNE HAKOIIJICHUS
U TepeHoca KOHTAMHHAHTOB (HAmpuMmep, MPOJIYKTOB Pa3JIOKEHUS] WM HEIOMYyCTUMOIO
KOJINYECTBA MUKPOOPTAaHU3MOB).

5.24. OGopynoBaHue, UCIOJIb3yEeMOE JUIsl IPOU3BOJICTBA PA3HBIX MATEPUATIOB, CIECIYET
OUMINATh B IPOMEXKYTKAX MEXKAY UX CMEHOU BO U30EeKaHUE MEPEKPECTHON KOHTAMUHAIINH.

5.25. CnenayeT yCcTaHOBUTh KPUTEPUU MPUEMIIEMOCTH B OTHOILIIEHUH OCTAaTKOB, a TaKkKe
000CHOBATh 3TH KPUTEPUHU U BBIOOP MPOIETYP OYUCTKH U MOIOIITUX CPEJICTB.

5.26. O6opyaoBaHH€e AOJKHO ObITh COOTBETCTBYIOIIMM 00pa3oM MPOMapKUPOBAHO B
OTHOILIEHUH €T0 COAEPKHUMOr0O U COCTOSIHUS YUCTOTHI.

5.3. Kam6poBka

5.30. KanubpoBKy KOHTPOJIBbHO-H3MEPHUTEIHLHOTO H aHATUTHYECKOTO 000pya0BaHus (B
TOM YHUCJIE€ BECOB, MPUOOPOB ISl MOHUTOPUHTA), UMEIOIIETO KPUTUUECKOE 3HAUCHHE MJIS
obOecrieueHus1 KauecTBa MPOMEXYTOUHON mponaykuuu uiu ADC, cremyeT NpOBOJUTH B
COOTBETCTBHH C MUCbMEHHBIMA HHCTPYKITUSIMH U YCTAHOBIICHHBIM Tpa(HUKOM.

5.31. KanmuOpoBKy ciemayeT mpoBOJUTH C MCIOJIB30BAHHEM CTAHIAPTHHIX 00pa3IloB,
MPOCIIEKUBAEMBIX IO COOTBETCTBYIOIIUX CEPTUPHUIIMPOBAHHBIX CTAHIAPTHBIX 00pasmoB (
€CJIM TaKOBBIE CYILIECTBYIOT).

5.32. 3anuicu npoBeACHUS KATMOPOBOK JIOJDKHBI COXPaHATHCS.



5.33. Tekymuii cTaTyc KaauOpPOBKH KPUTHYECKOTO OOOPYIOBAaHUS TOJKEH OBITH
W3BECTECH M JIOCTYIICH ISl €70 TIPOBEPKH.
5.34. He cinemyeT ucnoib30BaTh IpUOOPHI, HE COOTBETCTBYIONINE KPUTEPHUSIM KaTUOPOBKHU

5.35. OTKJIOHEHUSI OT YTBEPKIAEHHBIX CTAHIAPTOB KAJTUOPOBKU IJIsi KPUTHUYECKHUX
npuOOpoB HEOOXOIMMO PacCIENAOBaTh, YTOOBI ONPENEIUTD, MMOBIUSIO JU 3TO Ha KayeCTBO
npoMexyTouHo mnpoaykuuu u ADC, nmpou3BENEHHBIX C HCMHOJB30BAHUEM JAHHOTO
000pyI0BaHUS TIOCIIE €ro MOCJIEIHEN YCIEITHON KaTnOPOBKH.

5.4. KoMmp10TepI3HpPOBaHHBIE CHCTEMEI

5.40. KoMnplOTEpU3UPOBAHHBIE CHUCTEMbI, OTHOCAIIMECS K HaJJexalleu
MPOU3BOJICTBEHHON MpaKTUKE, Mojajiexar Banugauuu. ['myOuHa M Macmitad BajluIaluu
3aBUCAT OT MHOroo0pasusi, CJIOXHOCTHU W  KPUTUYHOCTH TNPUMEHEHUS
KOMITbIOTEPU3UPOBAHHBIX CUCTEM.

5.41. Hapnexanue kBaJu@uKaus MOHTaXa W KBaIM(pUKalus (QyHKIMOHUPOBAHUS
JOJDKHBI  MPOJIEMOHCTPUPOBATh TMPUTOJHOCTh KOMIBIOTEPHOTO 00OpYyJIOBaHUA H
MPOrpaMMHOr0 0OecreyeHus AJis BHIITOJIHEHHSI TOCTABJIEHHBIX 3a/1a4.

5.42. TlocraBnsiemMoe Ha PBIHOK INpOrpaMMHOE oOecnedeHue, KOTopoe ObLIo
KBaJIU(PUUHUPOBAHO, HE TpeOyeT NpOBENEHUA UCHBITAHUNA TOro e ypoBHs. Ecnu
CYIIECTBYIOIIAsl CUCTEMA HE MpPOIUIA BAJIWAALMIO BO BPEMS YCTAaHOBKH, HPU HAIMYHUU
COOTBETCTBYIOIIEH JJOKYMEHTAIIMN MOKHO MPOBECTU PETPOCHEKTUBHYIO BATUALIMIO.

5.43. Heob6xoaumMo, 94T0OBI KOMIBIOTEPU3UPOBAHHBIE CUCTEMBI UMEIN JTOCTATOYHBIN
YPOBEHb KOHTPOJISL ISl TPEAOTBPALIEHNS HECAHKIIMOHUPOBAHHOTO JOCTYIA K JAaHHBIM WU
U3MEHEHUsI JaHHbIX. Heo0xoauMo mnpeaycMOTpeTb Mepbl IO MOPEeAOTBPALLIECHUIO
HEJIOCTAaTOYHOCTU JaHHBIX (HAampuUMEp, B CBA3U C OTCYTCTBHEM PETHCTPAlUM JAHHBIX
BCJIEJICTBHE OTKJIIOYEHHUSI CUCTEMBI). JlOJKHA PErucTpupoBaThCs MHPOpMAIUS O JHOOBIX
U3MEHEHUSX JTaHHBIX, O TIOCJIEIHEM BBOJIE JAHHBIX, O TOM, KEM M KOI'/1a OHU OBLIU ClIETaHBbl.

5.44. Heo0x0aMMO UMETh MUCbMEHHBIE MTPOLIEYPHI MO IKCIUTYaTallUd U TEXHUYECKOMY
00CITy’KMBaHUIO KOMIBIOTEPU3UPOBAHHBIX CHCTEM.

5.45. Ecnu KpUTHYECKUE JAHHBIE BBOJASTCS BPYUYHYIO, CIEAYET NPEIYCMOTPETH
JOTOJHUTEIBHYIO TPOBEPKY TOYHOCTU MX BBEACHMS. Takyro MPOBEPKY MOXET BBIIOJIHHUTH
BTOPOM OIEepaTop WIKM cama CUCTEMA.

5.46. Coou B paboTe KOMIBIOTEPU3UPOBAHHBIX CUCTEM, KOTOPbIE MOTYT MOBIUATH HA
KauyecTBO MNpoMexyToyHoW mnpoaykuuu uian ADC, Ha T0CTOBEPHOCTH 3alUCEd WU
PE3yNbTAaTOB UCTIBITAHUH, ClIeyeT ODOPMIISITh IOKYMEHTAJIBHO U PACCIIEI0BATh.

5.47. 3meHeHns B KOMIbIOTEPU3UPOBAHHBIX CUCTEMaX HEOOXOIUMO OCYIIECTBISATH B
COOTBETCTBUU C MPOIEAypaMU BHECEHUSI M3MEHEHUU, OPUIIMATbHO UX CAHKIMOHUPOBATH,
opopMIIATH TOKYMEHTAJIbHO M TecTUpoBaTh. ClielyeT COXpaHsATh 3allMCH BCEX M3MEHEHUH,
BKJIIOYass MOAM(MUKALMIO U YCOBEPIICHCTBOBAHHE KOMIIBIOTEPHOTO O0OpYIOBAaHUS,



IPOrpaMMHOI0 00ecreyeHUsl U APYTuX KPUTHUECKUX KOMIIOHEHTOB CHUCTEMBl. DTH 3alUCH
JOJIKHBI OBITh JOKA3aTeIbCTBOM TOTO, YTO CHUCTEMa MOJJEPKUBAETCA B BAJIMIUPOBAHHOM
COCTOSIHUU.

5.48. Ecau cOoll Uiy mojioMKa CUCTEMbI IPUBOAST K MOCTOSIHHOW TOTEpEe 3alucel,
clenyeT MPEeAyCMOTPETh CHUCTEMY pE3epBHOro KomupoBaHUs uH(popmanuu. Bo Bcex
KOMIIBIOTEPU3UPOBAHHBIX CUCTEMax [JOJDKHBI OBITh IPETyCMOTPEHBl CpPEACTBA,
00€eCIeunBaOIINE 3alIUTY JaHHBIX.

5.49. B nonosiHeHUE K KOMIIBIOTEPHON CUCTEME JOMYCKAETCS 3alUCh JAHHBIX U IPYTHUM
CIIOCOOOM.

6. JloxyMeHTamm ¥ 3aIvcH
6.1. Cucrema OKyMEHTaI[MH U CHICHU(DUKAITUA

6.10. Bce MOKyMEHTBI, UMEIOIIME OTHOIIEHHWE K NMPOU3BOJACTBY IPOMEKYTOUYHOU
npoaykunu i ADC, ciaeayer cocTaBiATh, IPOBEPATh, YTBEPKAATh U PACIPOCTPAHATH B
COOTBETCTBUHU C MUCHbMEHHBIMU Tpolenypamu. JJoKkyMeHTbl MOTyT ObITh OOPMIIEHBI KaK B
MIMCBMEHHOM BHJIE, TaK U B AJIEKTPOHHOM BH/IE.

6.11. Beimauy, nepecmMoTp, 3aMEHY WM HU3BSITHE BCEU NOKYMEHTAIIUU CJIEAYET
KOHTPOJIUPOBATh C COXPAHEHHUEM CBEACHUN 00 UX MPEABLAYIINX BEPCUSIX.

6.12. Cnenyet opranu3oBaTh CUCTEMY XpaHEHUS BCEX JIOKYMEHTOB (HaIpuMep, OTYETOB O
pa3paboTke, MacmITaOMPOBaHUM, IMEpeaaue TEXHOJIOTHH, BamuAallMy Ipollecca, 3amucen
o0OyueHus U MPOU3BOJCTBA, JOKYMEHTOB 10 KOHTPOJIIO U 3anucel peanusanuu). HeoOxoaumo
yKa3aTh CPOKH XPAHEHUS 3THX JOKYMEHTOB.

6.13. Bce 3anucu Mpou3BOACTBA, KOHTPOJISA U PACIIPEIEIICHHS CIIEAYET XPaHUTh HE MEHEE
1 rona nocne ucTeYeHus: CpoKa roJAHOCTU CEPUU. 3AIUCH, COAEPKAIIUE TAHHBIE TOBTOPHBIX
ucnbiTanuii ADC, cneayeT coXpaHsaTh HE MeHee 3 JIET MOCie MOJHOW peanu3aluu Cepuu.

6.14. 3anucu cieayeT BBINOJHITh HECMBIBAEMBIMU YEPHUIIAMU B CHELUHUAIBHO
MIPEAYCMOTPEHHBIX ISl 3TOrO0 MECTax Cpas3y e IOCJI€ BBINOJHEHHs onepauuii. Jluno,
C/IeNIaBIlee 3aMMCh, JTOJDKHO ObITh 0003HAaueHO. VcmpaBiieHHs B 3aluCAX JOJKHBI OBITH
JATUPOBAHBl W MOJNHUCAHbl U HE JOJDKHBI NPEMATCTBOBATH MPOYTEHHMIO 3alllCU B €€
[IEPBOHAYAIILHOM BUJE.

6.15. B Teuenue neprosia XpaHEeHUs OPUTHHAIBI 3aMUCEN WU UX KOMUH JOJKHBI OBIThH
JIETKOJOCTYIHBI Ha NPEANPUATUH, TJI€ OCYILECTBISUINCH PaOOThI, ONMCAHHBIE B 3TUX 3aHCSX.
Ecnu obecnieunBaetcst ObICTpOE MONYYEHUE 3aUCEN ¢ MOMOUIBIO 3JIEKTPOHHBIX WIH APYTHX
CPEJICTB, JOIYCKAETCS HCIOIb30BAHUE IPYTUX MECT JUIsl UX XPAHECHHUS.

6.16. Cneuudukanuu, UHCTPYKIUHU, TPOLEAYPhl U 3aMKUCH MOXHO XPaHUThH JHOO B
opuruHaie, 1u00 B BHUJE Komuii (Hampumep, HOTOKOMNUU, MUKPO(DUIBLMBI, MUKPO(UIITN UITH
ap.). Ecam wucnonp3oBamuch METOAbl YMEHBIIEHUS OpUTrMHala (Hampumep,
MUKPO(QUIBMUPOBAHUE, AJIEKTPOHHBIE 3alUCH), HEOOXOJAMMO HMETh COOTBETCTBYIOLIEE
CUMTHIBaroOIIee 000PYAOBAHUE, a TAK)KE CPEJCTBA /ISl U3TOTOBJICHUS IEYATHBIX KOIHIA.



6.17. Heob6xonumo pazpabotaTh U 0QOPMUTH JOKYMEHTAIBHO cHenu(UKAIIU Ha
HCXOJHOE ChIPhE, MPOMEKYTOUHYIO MPOAYKIUIO (pu HeoOxoaumocTn), ADC u maTepuabl
JUTS MApKUPOBKH M YIAKOBKH. [[OTOJHUTENTHHO MOTYT MOHAMOOUTHCS crienudukanuy Ha
HEKOTOpBIE JAPYrue MaTepHuaibl, TAKWE KaK BCIIOMOTraTeIbHbIC MaTepHabl, MPOKIAJKN WU
JpyTye MaTepuasbl, UCIOIb3YEMbIE B XOJI€ MPOU3BOCTBA MPOMEKYTOUHON NPOTYKIINU WU
A®C, KoTOpbIE MOTYT OBITH KPUTHYECKUMHU TSl KadecTBa. CieayeT yCTaHOBUTh U O()OPMHUTD
JOKYMEHTAJIbHO KPUTEPUH MPUEMIIEMOCTH JJI1 KOHTPOJISL B MPOIECCE MPOU3BOJICTRA.

6.18. Ecnu ucmons3yroTcst 3JIEKTPOHHBIE MOJIMKUCH HA TOKYMEHTaX, OHH JTOJKHBI ObITh
UACHTU(DUIIUPOBAHBI U 3AIUIICHBI.

6.2. 3amcu 00 ouMCTKe M HCIIOB30BaHAM 000PYAOBAHUA

6.20. B 3amucsx o0 HMCHOJIb30BaHWU, OYMCTKE, CAHUTApHOU 00paboTke W (MJIM)
CTEpHJIN3ALNH, & TAKXKE O TEXHUYECKOM 00CITy>KMBAaHUN OCHOBHOI'O 00OpPYAOBaHUS JIOJKHBI
OBITh yKa3aHbl: JaTa, BpeMs (Ipu HEOOXOJIMMOCTH), HAMMEHOBAHHE MPOAYKIIUU, HOMEP
KQKJI0M CepUH MPOU3BEAECHHON HAa 3TOM 000PYI0BaHNUHU MPOAYKIIMH, a TAKKE HAUMEHOBaHNE
JU1A, KOTOPOE MPOBOJIMIIO OYUCTKY M TEXHUYECKOE 00CTyKUBaHHE.

6.21. He tpebyeTtcst cocTaBiieHUE OTJEIbHBIX 3aMuceil 00 OUYUCTKE U UCMOJIb30BAHUU
00Opy/I0BaHUs B Cllydae, €Clid OHO CIEHUANbHO MpeJHa3HAYeHO JJIs POU3BOACTBA OJTHOTO
HAaMMEHOBaHUSI MPOMEXYTOYHOro npoaykra win ADC, u cepun 3TOro MPOMEXKYTOUHOTO
npoaykra win AP®C npou3BOASITCA B IMPOCIEKUBAEMON MOCIEN0BAaTEIbHOCTU. B ciyuae
UCIIOJIb30BAHUS CHEIHMAIbHO MPEHa3HAYEHHOI0 00O0pYyJOBaHUsS 3alKMCH O €r0 OYHUCTKE,
TEXHUYECKOM OOCITYXMBAaHWU MU DKCIUTyaTalldd MOTYT OBITh YacThbIO JOChE HAa CEPUI0 WIIH
OTZEJIbHBIM JIOKYMEHTOM.

6.3. 3ammicu Ha HCXOTHO® CHIPHE, IIPOMEKYTOIHEIE IPOAYKTHI,
MaTepHAJIBI A1 MApKUPOBKH H ynakoBku ADC

6.30. HeoO6xoauMo BECTH 3allMCH Ha UCXOIHOE ChIPbE, MPOMEKYTOUHBIE MPOAYKTHI,
MaTepHuaJIbl i1 MapkKUpOBKH U ynakoBku ADC, conepkaliye ciaeayomue JaHHbIe:

HAaUMEHOBAHUE MPOU3ZBOAUTENS, UACHTUDUKALMSI U KOJIUYECTBO KaXKJIOH MOCTaBKHU
KaKJIOW CEpHUH HCXOJHOTO ChIPbS, MPOMEXKYTOUYHOW MNPOAYKLHMH WM MATEPHAIOB IS
MapKUPOBKHU WK yrakoBku ADC;

HAaMMEHOBAaHUE MMOCTABLIMKA, KOHTPOJIbHBIA HOMEDP (HOMEpa) NOCTaBIIKKA (MPY HAJTUYHH )
WU JPYrodl MIEeHTU(PUKAIMOHHBIM HOMEpP, HOMEp, MPUCBOCHHBIN MpPHU MPUEMKE, U JlaTa
MPUEMKU;

pe3yJIbTaThl BCEX MPOBEACHHBIX HCHBITAHWWA WIM MPOBEPOK M CHEJIIAHHBIE HAa MX
OCHOBAHHH BBIBO/IbI;
3aMKCH, B KOTOPBIX IPOCIEKUBAETCS UCIOJIb30BAaHUE UCXOAHOTO ChIPbsl 1 MaTepUasoB;



JOKYMEHTAIUs MO0 OLIEHKE U MPOBEPKE MATEPHUAIIOB AJIsI MAPKUPOBKU U ynakoBku ADC,
MOATBEPAKAAIOIIasi COOTBETCTBUE YCTAHOBJIEHHBIM CIICIIU(UKAIUSM;
OKOHYATEJILHOE PEIIEHUE OTHOCUTEIbHO OTKJIOHEHHOTO HUCXOJHOTO ChIPbS,
IPOMEKYTOYHOMN TTPOIYKIIMU MIIN MaTEPUAJIOB JJIsI MApKUPOBKH U yrmakoBku ADC.
6.31. Cnexyetr XpaHWTh YTBEPKICHHBIE 00pa3Ilbl ITUKETOK I CPAaBHEHHS ¢ HUMU
BBIITYCKAEMBIX ATUKETOK.

6.4. OcHOBHEIE TEXHONOTHIECKME HHCTPYKIIUA

6.40. [Ins obOecrnieyeHus: OMHOPOJAHOCTH MPOAYKTAa OT CEPUU K CEpUU HEOOXOIUMO,
pa3paboTaTh OCHOBHBIE TEXHOJIOTUYECKUE MHCTPYKIMH ISl KOXKI0T0 BUIA MPOMEXYTOUHON
npoayknuu 1 ADC, noanucaHHbie U JAaTUPOBAHHBIC OJTHUM JIMIIOM, a TaKX€ HE3aBUCHUMO
MIPOBEPEHHBIE TIOJIMMCAHHBIE U TaTUPOBAHHBIC JTUIIOM U3 OTJIE€]Ia KaYeCTBa.

6.41. OCHOBHbIE TEXHOJOTHYECKHE HHCTPYKIIUU JODKHBI BKIIOYATh B CEOsI:
HAaMMEHOBAaHHUE BBIMMYCKaeMOUl MpoMexxyTouHol nponaykuuu uiu ADPC u craguu
TEXHOJIOTHYECKOI0 MPOLECCA, a TAKKE, €CIIM IPUMEHUMO, COOTBETCTBYIOIIUNA KOJT JOKyMEHTA
5

NOJIHBIA MEpPEYEHb UCXOIHOTO ChIPbSl M MPOMEKYTOYHON MPOAYKLUHMH C YKa3aHHEM
HAaMMEHOBAaHUW WJIM KOJOB, JOCTAaTOYHO CHEHU(PUYHBIX JJIS TOrO, YTOOBI MOXHO OBLIO
MPOBECTH UJICHTU(DHUKALIMIO U ONIPEIETUTH JIFOObIE CIIElIMaIbHbIE TOKA3aTEeIN KaueCTBa,

TOYHOE YKa3aHUE€ KOJIMYECTBA WM COOTHOIIEHHWE KaXAOTO HAWMEHOBAHHS
UCIIOJIb3YEMOT'O ChIPhsl WM MPOMEXKYTOUYHON MPOAYKIIMU C YKa3aHUEM €UHUIl U3MEPEHHUS.
Ecnu Takoe KOIMYECTBO HE SABIAETCA (PUKCUPOBAHHBIM, TO HEOOXOAMMO MPHUBECTH PacyeT
JUTSL K&KJIOTO pa3Mepa Cepuu UM pekuMa TeXHOoJIornueckoro mpouecca. CienyeTr npuBecTu
OTKJIOHEHHUA OT YKa3aHHBIX KOJMYECTB, €CJIM OHU OOOCHOBAHBI;

MECTO OCYLIECTBJICHHUSI TEXHOJOIMUECKOr0 Mpolecca 1 OCHOBHOE TEXHOJIOTHYECKOE
000pyI0BaHUE, KOTOPOE MPHU ITOM UCIIONb3YETCH;

HOJIPpOOHBIE TEXHOJIOTHYECKUE JEHCTBUS, B TOM YUCJIE MOCIEI0BATENbHOCTh, KOTOPYIO
HE00X0AMMO COOJI0/1aTh, U UCIIOJIb3YEeMbIE AHANa30Hbl TApaMETPOB MPOIIeCCa;

yKa3aHus MO OTOOpPY MpoO M KOHTPOJIO B MPOLECCE MPOU3BOJACTBA C YKa3aHHEM

KPUTEPUEB MPUEMIIEMOCTH (TIPH HEOOXOAUMOCTH );
IpeNEIbHbIE CPOKU 3aBEPIICHUS OTACIBHBIX CTAIUN TEXHOJOTUYECKOI0 Mpolecca U (UiIn)
npoliecca B 1eJoM (IIpu HEOOXOIUMOCTH);
O’KHJIaeMbl€ JMana3oHbl BbIX0/AA MPOAYKIIMH Ha COOTBETCTBYIOIIMX CTaAMUSIX MpoOIEcca
VI B OIIPEEIICHHOE BpEMS;

ocoOble yKa3aHusi U MEpbl MPEAOCTOPOKHOCTH, KOTOpBIE ClieyeT coOJ0AaTh, UIIN

COOTBETCTBYIOIIME MIEPEKPECTHBIE CCHUIKM Ha HUX (MIPU HEOOXOAUMOCTH);

yKa3aHus M0 XPaHEHUIO MpoMekyTouHOoU npoaykuuu win ADC nns odecrieueHus: ux
IIPUTOJHOCTH K MCIOJIb30BAHMIO, BKIIFOUAs MaTepUaIbl AJI1 MADKHUPOBKH U YIIAKOBKH, a TAKXKE
0CcO0BI€ YCIIOBUSI XpaHEHUS C YKa3aHUEM CPOKOB (TMpY HEOOXOAUMOCTH).



6.5. 3amicu o MPOU3BOICTBY ¥ KOHTPOIIIO KA9ECTBA CEPUH
(moche Ha cepHIO)

6.50. Jlnsa kaxxaoro npoMexxyTouHoro npoaykra u AD®C 10mKHBI ObITh TOATOTOBJICHBI
3aMucH M0 TPOU3BOJICTBY M KOHTPOJIIO KauyeCTBa, KOTOPhIE MOTYT OBITh COOpaHbI B JOChE Ha
CEepHI0, BKIIOUAIOIIee B ce0s MOJHYI0 MHGOPMAIIMIO O MTPOU3BOCTBE U KOHTPOJIE KauecTBa
KaXJI0M cepun. BHeceHnue 3ammceil Mo Mpou3BOACTBY CEpUH OCYIIECTBISIETCS 0 (opme,
KOTOpasi JOJKHA COOTBETCTBOBATh TEXHOJIOTHMUECKON MHCTPYKIMU U SABJISATHCS aKTyaJbHOU
Bepcue. Ecnm ykazaHHas ¢opMa cocCTaBlieHa Ha OCHOBAaHMHU OTJEJIBHOW YacTH
TEXHOJIOTUYECKOW HWHCTPYKUHUHM, TAKOW JOKYMEHT JOJIKEH COAEpKaThb CCHUIKY Ha
HCIIOJIB3YEMYIO JIEUCTBYIONIYIO TEXHOJIOTMUECKYI0 HHCTPYKIIHIO.

6.51. ®opmbl 11t 3anTUced TOMKHBI OBITh MPOHYMEPOBAHBI C YKa3aHHUEM KOHKPETHOTO
HOMeEpa CepUH WU UACHTU(DUKAIIMOHHOTO HOMEpA, TaTUPOBAaHbI U MOJMKUCAHBI TIPU BbIIaye.
[Ipu HenmpepbIBHOM MPOU3BOJICTBE KOJ MPOAYKIMHU, & TAKXKE JaTa U BPEMs BBIIIYCKa MOTYT
CIIY>KUTb OJAHO3HAYHBIMU HACHTU(UKATOPAMHU J10 MPHUCBOEHHUS OKOHYATEIHLHOTO HOMEpa
CEpHH.

6.52. B 3anucsix mo mpou3BOACTBY M KOHTPOJIIO KayecTBa (JOChE HA CEPHUI0) MPOAYKIIUU
MOCJI€ 3aBEPIICHUs KaXJAOW BaXKHOM TEXHOJIOTMYECKOM CTaJAuu CIEeAyeT YyKa3blBaTh
CJIEIyIOLIUE CBEACHUS:

nata v Bpems (pu HeoOX0IUMOCTH);

OCHOBHOE HCTIONIb3yeMOe 000pyA0BaHue (HAIPUMED, PEaKTOPhI, CYIIUIKHA, MEIbHUIIBI U
ap.);

cnerupuyeckast HACHTU(PUKAINS KOKI0W CEpHUH, BKIIOUAs MacCy, SIUHUIIBI U3MEPEHUS,
HOMEpA CEepUN MCXOTHOTO ChIPhS, MPOMEKYTOUHOW MPOIYKIMH WU JIIOOBIX MaTepUasos,
MPOLIEAIINX TOBTOPHYIO 00pabOTKY B X0/1€ MPOU3BOCTBA;

3apEerucTpUPOBAHHBIC (PAKTUUECKUE PE3YIbTAThl KPUTUUECKUX MTAPAMETPOB MPOIIECCa;

JAHHBIE O JIFOOBIX MPOBEJEHHBIX 0TOOpax Mpoo;

MOAMUCH JIUII, BBITOJHSIBIINX KXY KPUTHYECKYIO CTaJUI0 MPpU padoTe, a TakKe
OCYILIECTBIISIBIINX HEMOCPEACTBEHHBIN HAJI30p WUJIU MIPOBEPKY;

pe3yJbTaThl UCMIBITAHUN B IIPOLIECCE MPOU3BOCTBA U TA0OOPATOPHBIX UCIBITAHUM;

(akTHUUECKHl BBIXO/ Ha COOTBETCTBYIOIIMX CTAAUSIX UM B ONPE/IETICHHOE BpEeMs;

ONMCAHNE YITAKOBKU U MapKUPOBKH I POMEKYTOUHOU nponykunu nin ADC;

oOpasernr stukeTku 1 ADC uin npoMexyTOUYHON POYKIIMU, €CITU OHU MPOU3BEICHbI
JUTSL TIPOJIAXKU;

a000€ 3aMEUeHHOE OTKJIOHEHHE, €ro OIleHKa, MH(opmalus O MPOBEICHHOM
paccieoBaHuu (IIpM HEOOXOJAMMOCTH) HMJIM CChUJIKA Ha TAaKO€ paccieloBaHUE, €CIIH
COOTBETCTBYIOIIHNE TOKYMEHTBI XPAHATCS OTJIENBHO;
pe3yJIbTaThl KOHTPOJIS IIPH BbIJIaue pa3peiieHus Ha BBITYCK.



6.53. JlomxHbl OBITH pa3paboTaHbl MHUCHMEHHBIE MPOIEIYPhI, KOTOPhIE HEOOXOIUMO
COOJTI0IaTh MPHU PACCIICTOBAHNY KPUTHICCKUX OTKIOHCHHUH WJIM TTPH HECOOTBETCTBUU CEPUI
npomexxyTounoi npoaykiuuu wim ADC ux crenudukanusam. Takoe pacciegoBaHue JOTKHO
pPactpoCTPaHITLCA U Ha APYTHUE CEPUH, K KOTOPBHIM MOTJIM Obl HIMETh OTHOIICHHE JaHHBIC
HECOOTBETCTBUS WJIM OTKJIOHEHUSI.

6.6. 3amcu 1a60paTOPHOrO KOHTPOIA

6.60. 3anucu 1a00paTOPHOro KOHTPOJISI TOJKHBI BKIIIOUATh B C€0s MOJIHYI0 HHPOPMALIUIO
, TIOJJy4EHHYIO B XOJI€ BCEX UCIBITAaHUM, IPOBEICHHBIX I MMOATBEPKACHUS COOTBETCTBUS
YCTAaHOBJICHHBIM CIIEUU(DHUKALUSAM U CTAHJAPTAM, BKJIKOYAsl UCCIIEI0BAHUS U KOJIMYECTBEHHBIE
OIPEJENICHMS], B TOM YHUCIIE:
onucaHue o0pas3loB, MOJYYEHHBIX AJI TPOBEACHUS HCIBITAHUS, BKJIIOUYas Ha3BaHUE
MCXOJHOTO ChIPbs UM UCTOYHHMKA, HOMEP CEpUH WK JPYTrol XapaKTepHbIN KO, 1aTa 0TOopa
npoObl, KOJMYECTBO 00pa3la, NpPEACTABICHHOrO [l IMPOBEJICHUsI HUCHBITAaHUN (mpHU
HEO0OXOMMOCTH), U J1aTa €ro MOJIy4eHHUS;
ONHCaHUE KaXI0TI0 UCIOIb3yEMOI0 METO/1a UCTIBITAHUM WU CChUIKA HAa TAaKOH METOJ;
yKazaHue Macchl o0paslia Wid Ipyrux euHUL U3MEPEeHUs AJid 00pa3la, UCIoIb3yEMOT0
I KaXJOTr0 HCHBITaHUSA, B COOTBETCTBUM C OINMUCAHHBIM METOJAOM, JaHHBIE O
MPUTOTOBJIECHUH W HCIBITAHUU CTaHJAPTHBIX OO0pa3loB, PEaKTUBOB W CTaHJIAPTHBIX
PacTBOPOB MJIM COOTBETCTBYIOIINE EPEKPECTHBIE CCHUIKHU;
3allMCH BCEX MCXOJHBIX JAHHBIX, MOJIy4aeMbIX B XOJI€ KaXJOT'O HUCIBITAHUA, B
JOTIOJIHEHUE K rpadukam, TabIuIaM U CIEKTpaM, MOTYYSHHBIM C TTOMOIIbIO Ja00paTOPHBIX
npuOOpOB, HaJJIEKAIIMM 00pa3oM HIEHTU(ULHPOBAHHBIE UIsI KOHKPETHOIO BEILECTBA U
CEpHH, MTOABEPraeMbIX UCIIBITAHUIO;
3aIlMCU BCEX PAacy€TOB, BHIIIOJHEHHBIX B CBA3U C MPOBEICHUEM HMCIBITAHMS, BKIIIOYAs,
HaIlpuMep, €AUHULBI U3MEPEHUS, KO3 (ULUEHTHI epecyeTa U (GakTOpbl SKBUBAJIEHTHOCTH;
pe3yabTaThl UCIIBITAHUI U UX COOTBETCTBUE YCTAHOBJIEHHBIM KPUTEPUSAM ITPUEMIIEMOCTH;
MOJIMKCH JIUIA, TPOBOAUBIIETO KaXKJI0€ UCTIBITAHUE, U J1aTa (1aThl) €ro NPOBEICHUS;
JaTa U MOAMKUCH BTOPOTO JIMIIA, CBUIAETENBCTBYIONIAS, YTO OPUTHHAIBI 3allUCel ObLIU
IPOBEPEHBI B OTHOILIEHUU TOYHOCTH, ITOJIHOTBI U COOTBETCTBHSI YCTAHOBJICHHBIM CTaHIAPTAM.
6.61. Cnenyer Takke BECTH NOJHBIE 3alMUCU C yKa3aHUEM: JIOOBIX HU3MEHEHHI
YCTAHOBJIEHHBIX AHAJIMTUYECKUX METOAMK; MEPUOAMYECKON KaauOpOBKH J1aO0OPATOPHOIO
o0OpyiOBaHUS, almapaTroB, CPEACTB U3MEPEHUN U PETrUCTPUPYIOUIUMX YCTPOMCTB; BCEX
nccnegoBannii ADC Ha cTaOMIIBHOCT;
paccieoBaHus OTKJIOHEHUH pe3yJbTaTOB UCIIBITAHUNA OT CHeU(pUKALIHIA.

6.7. O630p 3ammceli IO IPON3BOJACTBY M KOHTPOJIO KA9ECTBA CEpPHH
(mocke Ha cepHIO)



6.70. [Inga ompeneneHusi COOTBETCTBHUS MPOMEXYTOUHOM mpoaykuuu win ADC
YCTaHOBJICHHBIM CIEIU(PUKAIMAM MEepe]T BblIaueii pa3pelieHus: Ha BBIMYCK CEPUM WM TIEpe]
ee peanmzammeil cieayer pa3paboTaTh MUCHMEHHBIE MPOILEAYPHI, KOTOPHIM HEOOXOIUMO
cienoBaTh Mpu 0030pe M YTBEP)KIECHHUM 3alKCeil MO MPOU3BOACTBY U J1aOOPATOPHOMY
KOHTPOJIIO CEpUi, BKJIIOYasl YIIAKOBKY U MapKUPOBKY.

6.71. 3anucu Mo MPOU3BOJACTBY W JIaAOOPATOPHOMY KOHTPOJIIO KPUTHUYECKUX CTaJAMM
mpoliecca MoAJekaT IPOBEPKE M MOATBEPKICHHUIO OTAEIOM (OTAeNaMH) KadyecTBa Nepen
BbIJJAUYEl pa3pelleHus] Ha BBITYCK WK mepes peanu3anuei kaxaoil cepun ADPC. 3anucu no
MPOU3BOJICTBY U JIAOOPATOPHOMY KOHTPOJIIO ISl HEKPUTUUECKUX CTAIUM TMpolecca MOTYT
OBITh TIPOBEPEHBI KBATU(UIIMPOBAHHBIM TMEPCOHATIOM MPOU3BOJICTBEHHOTO OTHENa WU
IPYTUX TOJpa3AeiC€HU B COOTBETCTBUU C MPOIEAypaMU, YTBEPKIACHHBIMU OTIEIOM (
OT/IeJIaMH ) Ka4eCTBa.

6.72. Bce OTKIIOHEHHMS, OTYETHI O PACCIEAOBAHUAX M OTKJIOHEHUSIX PE3yIbTAaTOB OT
cneuupuKanui cieayeT OLUEHHUBATh B Ipolecce 0030pa 3amuceld Mo MPOU3BOACTBY U
KOHTPOJIIO CEPUH (JIOChE Ha CEpHI0) Mepel BhIJaueil pa3pelieHus: Ha BBITYCK 3TOW CEPUH.

6.73. Otnen (oTaenbl) KayecTBa MOXKET IepenaBaTh MPOU3BOJICTBEHHOMY OTIENTY
00SI3aHHOCTH ¥ TOJHOMOYHS B OTHOIICHUW BBHIJAYM Ppa3pelieHUs Ha HUCIOJIb30BAHHE
MPOMEXYTOUYHOW TMPOMYKIIMHU, 3a HMCKIIOYEHHEM TeX CJIydyaeB, KOTJa MPOAYKIIHUs
MpeHa3HavYeHa JIJIs TOCTABKHU 3a Mpeebl chepbl KOHTPOJIIS TPOU3BOAUTEIIA.

7. Pabota ¢ MaTepramaMu
7.1. O6umit KOHTPOIH

7.10. JlomxHbl OBITH MPUHATHI B (OpME MUCBMEHHOrO JIOKYMEHTa MPOUEIYpHI,
OMUCHIBAIOIINE TPUEMKY, UACHTU(DUKAIINIO, IOMEIIICHUE B KAPAHTHUH, XpaHEeHHEe, oOpalleHue,
oTOOp TIPOO, MPOBEACHNE UCIIBITAHUM, a TAKXKE 0JI00pEHUE UIN OTKJIOHECHHUE MaTepHaJIOB.

7.11. IlpousBoautenu MpoMeKyTOUHOU nmpoaykiuu u (uin) ADPC 10TKHBI UMETh
CUCTEMY OIIEHKH MOCTaBIIMKOB MaTE€PUAJIOB, KPUTUUECKUX /I KAYeCTBa.

7.12. IlocTaBKa MaTepHaJIOB JOJAKHA OCYIIECTBIATHCS MTOCTABIINKAMH, YTBEPKICHHBIMU
oTnesoM (OTAeNIaM1) KauyecTBa, B COOTBETCTBUH C COTJIACOBAHHBIMU CIEITU(DUKAITUSIMU.

7.13. Ecii mOCTaBIIMK KPUTHUYECKUX ISl KaUeCTBA MATEPUAIIOB HE SIBJISIETCS €ro
MPOU3BOJUTENEM, TO MPOU3BOIUTENL MPOMEXKYTOUHON nponykuuu U (nnu) ADC noimkeH
3HaTh HA3BAHUE U AJIPEC MMPOU3BOJUTEIS ITUX MATEPUAIIOB.

7.14. 3aMeHy NOCTaBIIMKA KPUTUUECKUX JJI KauecTBa MaTEpPHUAJIOB CIEAYyET MPOBOIUTH B
COOTBETCTBHH C pa3AesioM 13 HacTosiiel 4acTu.

77.2. IlpueMKa ¥ KapaHTHH

7.20. Ilpu mony4eHU W mepes] MPUEMKON KaxJblii KOHTEHMHEP ¢ MaTepuaiaMu WU
IpyIIy KOHTEMHEPOB OOCIEAYIOT BU3YaJIbHO Ha MPAaBHJIBHOCTH MapKUPOBKHU (BKJIIOYAS



COOTBETCTBHE HA3BAHMS, MCIOJIB3YyEMOI'O IOCTAaBIIMKOM C Ha3BaHHMEM, HCIOJb3yEMbIM
3aKa34YMKOM, €CJIM OHU OTJIMYAIOTCS) U HalMyue MOBPEXKICHHN KOHTEWHepa, IIoMO,
CBUJIETEIBCTB ITOCTOPOHHETO BMEIIATENbCTBA WJIM KOHTAMUHAUMU. MaTtepuaybl clieqyeT
COJIep’KaTh B KapaHTHUHE A0 O0TOOpa mpoO, MPOBEPKM WM TMPOBEACHUS HUCHBITAHUU U
ITOJIYYEHHUSI pa3peIIeHUsI HA UX UCITOIb30BaHUE.

7.21. Jlo cMemnBaHus MOCTYNUBIIMX MaTEPUaAIOB ¢ UMEIOLUIMMUCS 3anacamMu (Hapumep,
PACTBOPUTENISIMU WIIM 3allaCaMy B HAKOMMTENIbHBIX OYHKEpax) X cleAyeT 0003HAUUTh Kak
COOTBETCTBYIOLIME TpPeOOBaHMSIM K OSTUM MaTepuanaMm, MpoIlIealIne HEoOX0JAUMbIe
UCTIBITAHUS (€CIM MPUMEHUMO) M pas3pelleHHble s ucnojb3oBanus. HeoOxomumo
pa3zpaboTarh MpOLEAYpPHl MO MPEAOTBPALICHUIO OMIMOOYHONW BBIFPY3KHM MOCTYNHMBIIMX
MaTepUaIoB B UMEIOLIUICS 3amnac.

7.22. CnenyeT UCKIIOUUTh BOBMOKHOCTh MEPEKPECTHON KOHTAMUHALIUK MIOCTABKH aHTPO,
€CJIM OHA OCYULIECTBISICTCS B €MKOCTSX, HE NPEJHA3HAYCHHBIX CIENUAIbHO Ui Hee. [l
ITOATBEPKIACHUS OTOTO MOTYT MCIIOJb30BAaThCA OJHO MM HECKOJBKO CIEIYIOUIUX
JOKa3aTeIIbCTB:

HaJu4Yue JOKYMEHTA, TOATBEPKAAIOIIETO OUYUCTKY;

HaJIM4KEe JOKYMEHTA C pe3yJIbTaTaMy UCIBITAHNS HA HAJIMYHUE CIIEJOB IIPUMECE;

ayJIUT MOCTABUIUKA.

7.23. bounpliue eMKOCTH AJI XpaHEHUsI U 00CITyKUBAIOIINE UX TPYOOIPOBOIbI, TUHUH
HAIOJIHEHUS U Pa3rpy3Ku JOJDKHBI UIMETh COOTBETCTBYIOLIYIO MAPKUPOBKY.

7.24. Kaxnaplii KOHTEMHEp WM TPyNNy KOHTEHMHEPOB C MarepuanaMu (cepuei
MaTepuasoB) CIeIyeT WACHTU(PHUIMPOBATH C MOMOIIBIO XapaKTEpHOro KoJia, HOMepa Cepuu
WA HOMEpA, NMPHUCBOCHHOTO IIPU IPUEMKE. DTOT HOMEp CIEAYET MCIIOIb30BATh IPHU
perucTpanu MEeCTOHAXOXKJIEeHUs Kaxaoh cepuu. JlomkHa OBITH cUCcTeMa HIEHTU(UKAIUH
cTaTyca KaxXJI01 CepuH.

7.3. Ot60p mpo6 1 mpoBeEeHNe HCIIHITAHNH MaTEPHAJIOB, IIOCTYIHABITAX
IUIA IIPOM3BOJCTBA

7.30. [Ins moaTBEepKACHUS TTOMITMHHOCTH (MACHTU(DUKAIINN) KaKI0M CEpUH MaTepraoB (
3a MCKJIIOUYEHHEM MaTepualioB, yKa3aHHBIX B MyHKTe 7.32 HAcCTOAIIEW 4YacTH) CIeayeT
MPOBECTU XOTsA OBl OJTHO HUCHOBITaHWE. ECIM NpOU3BOAUTENIL MMEET CHUCTEMY OLICHKHU
MOCTABIIUKOB, BMECTO MPOBEJCHUS IPYTUX HUCHBITAHUN MOXKHO UCIOJIb30BaTh CepTU(HUKAT
aHaJIn3a NPOIYKIIMHU MMOCTABIINKA.

7.31. Tlpouenypa yTBepXkAEHHUS TMOCTABIIMKA JOJDKHA BKIIOYATH B CEO0sl OIEHKY
CITIOCOOHOCTH TPOU3BOJUTEIISI MOCTOSIHHO TOCTaBISITh MaTE€pUAIbl, COOTBETCTBYIOIIUE
cnenudukanusM (HanmpuMmep, JaHHBIE O Ka4eCTBE MPEABIAYIINX MOCTaBOK). [Ipexae dem
COKpaTUTh OOBEM HCIBITAHUN MPU BXOJHOM KOHTPOJIE, CJIEIYyET MPOBECTH MOJIHBIM aHAU3
KaKk MHUHUMYyM 3 cepuid. TeM He MeHee cleayeT NPOBOAUTH MOJHBIM aHAIU3 4Yepe3
ONpENICICHHbIE TMPOMEKYTKH BPEMEHHU M CPaBHUBATh €ro pe3yJbTaThl C JaHHBIMU



cepruduKara aHajan3a MocTaBiIuKa. JloCTOBEpHOCTh TAHHBIX CEPTU(HUKATOB aHAIIM3A CIIETyET
PETYISIPHO TTPOBEPSITh.

7.32. He Tpebyercs mpoBeeHHEe KOHTPOJIS TEXHOJOTHYCCKHX J00aBOK, OIMACHOTO WU
BBICOKOTOKCHYHOTO CBIPBS, JPYTUX CICIUAIbHBIX MaTepHAIOB WM MaTEepHAaloB,
nepeaaBaeMbIX B JIPYroe MojpasiejieHue oI KOHTPOJIEM 3aKa34rKa, IPH MPEOCTaBICHUN
IPOU3BOUTENEM MPOTYKIIUU cepTU(dUKaTa aHAIN3a, TTOITBEPKAAIOIIETO COOTBETCTBUE ITHX
MaTepHaIOB YCTAaHOBJICHHBIM TpeOoBaHUAM. VmeHTH(DHUKAITNS STUX MATEPHAIIOB POBOIUTCS
IIyTEM BU3YaJIbHOW IPOBEPKU KOHTEHMHEPOB, ITUKETOK W PETUCTPALMU HOMEPOB CEPUM.
OTCcyTCTBHE KOHTPOJIS TAKMX MAaTepUAIOB Ha MECTE TIPOMU3BOJICTBA JICKAPCTBEHHOTO CPEICTBA
JIOJIKHO OBITH 00OCHOBAHO M O(POPMIIEHO TOKYMEHTAIHHO.

7.33. IIpoOsI TOKHBI OBITH PEIPE3ECHTATUBHEI IS CEPUU MaTEPUAJIOB, U3 KOTOPOW OHH
oToOpaHbl. B Mertoamkax orOopa mpoO MOMKHBI OBITh YCTAHOBIEHBI KOJIMYECTBO
KOHTEMHEPOB, M3 KOTOPBHIX HEOOXOAMMO OTOUpaTh MPOOBI, YacTh KOHTEWHEpa, OTKYyJa
Oepetrca mpoOa, a TakKe KOJUYECTBO MATEpHUAOB, KOTOPOE JOJHKHO OBITh OTOOpaHO W3
KaXKJI0T0 KOHTeHepa. Yncno KOHTEHMHEPOoB it 0TOOpa mpod U pa3mep MpoObl TOKHBI OBITh
yKa3aHbl B IIaHE oTOOpa MpoO, B KOTOPOM YYHMTHIBAETCS KPUTHYHOCTH MAaTEPHAIIOB,
M3MEHYMBOCTH CBOMCTB MaTEpHAJIOB, MPEANISCTBYIOMIMI OMBIT PabOTHI ¢ MOCTABIIMKOM B
OTHOIICHUH KAa4eCTBa, a TAK)KE HEOOXOUMOE JIJIsl aHAIM3a KOJIMYECTBO MaTEPHAJIOB.

7.34. OT60p MPo6 HEOOXOIUMO IMTPOBOAUTE B ONPEICISHHBIX MECTaX U B COOTBETCTBHH C
UHCTPYKUUAMH, MpeTHAa3HAYCHHBIMU JI1 MPEJOTBPAICHUS KOHTAMHUHAIIMU OTOOpaHHOM
MPOOKI U IPYTUX MAaTEPUATIOB.

7.35. KonTeltHepsl, U3 KOTOPBIX OTOMPAIOT MPOOKI, CIeNyeT OTKPHIBATH OCTOPOKHO U
mmocJie 0Toopa mpoOsl HEMEICHHO CHOBA 3aKphIBaTh. X cliemyeT MapKUpOBaTh M1 YKa3aHUS
¢dakta oTOOpa MPOOHI.

7.4. XpaneHue

7.40. OOpatieHre ¢ MaTepragaMu U UX XpaHEHUE CIEIyET OCYIIECTBIISITh TAKUM 00pa3oM
, YTOOBI IPETIOTBPATHTH MX Pa3jI0KEHNE, KOHTAMUHAIIHIO U MTEPEKPECTHYIO KOHTAMUHAIIUIO.
7.41. Marepuainsl, xpausamuecs B puOpoBbIx OapabaHax, MEIIKax WM SITUKaX, HE
clelyeT pa3MelaTh Ha MOy U pacrojiaratb TakuM 00pa3oMm, 4TOObI 1aTh BO3MOKHOCTh MPHU
HEO0OXOMMOCTH TTPOBECTH OYUCTKY ¥ OCMOTD.

7.42. Matepuansl clefyeT XpaHUTh B TEUCHHE MEepUoja U MPHU YCIOBUAX, KOTOPHIE HE
OKa3bIBAIOT HEOJArOMPUATHOTO BO3JEHCTBUS HAa MX KadecTBO. Kak mpaBmio, HEOOXOIUMO
CJIEIUTh, YTOOBI MaTe€pHUaibl, MOCTYIUBIINE HA XPAaHEHUE TIEPBBIMH, ObLUIA UCIIOJIH30BAHKI B
MEPBYIO OUEPEb.

7.43. HekoTopble MaTepualibl B COOTBETCTBYIONIUX KOHTEHHEPAX MOTYT XPAaHUTHCS BHE
TIOMEIIICHUIA TIPH YCIIOBUH, YTO UIACHTU(MUIIUPYIONTUE STUKETKH OCTAIOTCS Pa30OpPUMBBIMHU, a
KOHTEHHEPHI HAJJISKAIUM 00pa30M OUHINAIOTCS Tepe]] BCKPBITHEM U HCTIOIB30BAHUEM.



7.44. OTKJIOHEHHBIC MaTEPHANIbl TOJDKHBI ObITH MPOMAPKUPOBAHBI U TIOMEIICHBI TO]T
KOHTPOJIb B KapaHTUH, YTOOBI MPEJAOTBPATUTh UX HECAHKIIMOHUPOBAHHOE HCIOJb30BAHUE B
IIPOU3BOJICTBE.

7.5. IloBTOpHAs OLICHKA

7.50. TTo Mepe HEOOXOAMMOCTH MaTepUAITbI CIIETYET TOIBEpraTh MOBTOPHOMN OIICHKE IS
TOro, 4YTOOBI OMPEACIUTh WX MPUTOJHOCTH JUISI MCIOJIB30BaHUS (HampuMmep, Iocle
MPOJOKUTEIBLHOTO XPaHEHUS UM BO3JACHCTBUSI TEIUIA WIIM BIAXKHOCTH).

8. Texnonorudeckuit Mpouecc H KOHTPOIb B POIECCE MPOU3BOACTBA
8.1. TexHOIOrAYECKHE OMEPAHH

8.10. cxonHoe chipbe A MpOU3BOACTBA NPOMEXKYTOUHOM npoaykuuu u ADC crnenyer
B3BEIIIMBATh UM OTMEPUBATh B COOTBETCTBYIOIIUX YCIOBHUSAX, HE OKA3bIBAIOIIUX BIUSHUS Ha
€ro NPUroJHOCTH JIJIsi UCTI0JIb30BaHUsl. Bechl 1 ycTpoiicTBa 7151 U3MEpPEHUs] 00beMa JOJKHbI
UMETh TOYHOCTbh, MPUEMIIEMYIO ISl PETIONAraeMoro UCTIOIb30BAHMS.

8.11. Ecnm mcxoaHoe ChIpbe AECNSIT HA HECKOJBKO MOPIUN IS MOCIEAYIOUIETO
HCMOJIb30BAHUSI B TEXHOJOTHMYECKUX OINEpalusaX, KOHTEWHEP, B KOTOPBIM IMOCTYyMaeT
HUCXOJIHOE CBIPbE, JOJDKEH OBbITh MPUTOAHBIM IS 3TOTO W €ro MapKUpOBKa JOJDKHA
COJIEpKATh:

Ha3BaHUE UCXOHOTO CHIPhS U (WJIM) €0 KOJI;

HOMEP, NPUCBOEHHBIN TPU MIPUEMKE, UJIU KOHTPOJIbHBIA HOMED;

Macca Wik 00beM UCXOAHOTO ChIPbsi B HOBOM KOHTEHHEpE;

JlaTa MpOBEICHNSI TOBTOPHOM OLIEHKU WJIA MIOBTOPHBIX UCIBITAHUN (IIPU HEOOXOIUMOCTH)

8.12. Cnegyer yCTaHOBUTH HAOIIOJEHUE 32 KPUTUUECKUMHU ONEpPalUsIMU B3BEILIMBaHUS,
OTMEpUBAHUSA WJIM pa3/elieHHs] U YAOCTOBEPATHh BBINOJHEHHE 3THX oOlepauuid 1ubo
OCYLIECTBIIATh UX IKBUBAJIEHTHBIM KOHTPOJb. Ilepen mcrnonb30BaHMEM HCXOJHOTO ChIPbS
IIPOU3BOJICTBEHHBIN MEPCOHAN JTOJDKEH YJIOCTOBEPUTHCS B TOM, YTO OHO JEHCTBUTEIBHO
ABJISIETCS. TEM CBIPbEM, KOTOPOE YKa3aHO B 3aMHCSAX MO MPOU3BOJCTBY CEpUU JJIs TaHHOU
npoMexxyTouHoi nponykuuu wim ADC.

8.13. CnenyeT ycTaHOBUTH HAOJIIO/IEHUE WM TIOJIBEPTaTh SKBUBAJIEHTHOMY KOHTPOJIIO U
Apyrue KpUTHYECKUE TEXHOJIOTMYECKUE ONEepaluu.

8.14. Ha ompenesieHHBIX CTAAMAX TEXHOJOTHYECKOro mporecca (PaKTUUECKHUE BBIXOIbI
CJIElyeT COIOCTaBIATh C OXHUAAeMbIMH BbIxogamMu. OXugaeMble BBIXOJbl U
COOTBETCTBYIOILIME TPEAEIIbl CIAEAYET ONPENEsATh Ha OCHOBAHMM JAHHBIX IPOBEIAECHHBIX
paHee 1abopaTOPHBIX, ONBITHBIX WM MPOMBIIIJIEHHBIX UCTIbITAHUN. [IpudrHBl OTKIIOHEHUHN



OT 0’KMJIa€MOTO BBIXO/A, CBSI3aHHBIE C KPUTUYECKUMHU CTAAUSIMH MpoIEecca, TOJKHBI ObITh
pacciieIoBaHbl, YTOOBI OMPECIUTh WX BIUSHUE (MM BO3MOXKHOE BIIHMSIHHE) HA KA4eCTBO
COOTBETCTBYIOIIUX CEPUMU.

8.15. JIroboe OTKIIOHEHUE TOJDKHO OBITh O(OPMIICHO TOKYMEHTAIhHO C YKa3aHHEM
NpUYUH OTKIOHEHUA. J[T060e KpUTUYECKOE OTKIOHEHHUE TOJKHO OBITh paccie0BaHo.

8.16. TexHOMOTUYECKUI CTaTyC OCHOBHBIX €AMHUI] O0OPYOBaHUS CIEAYyeT YKa3bIBaTh
7100 Ha KOHKPETHBIX €AMHUIIAX 000pYyI0BaHUs, THO0 B COOTBETCTBYIOMICH JOKYMEHTAIINH,
0o ¢GUKCUPOBATH B CHUCTEME KOMIIBIOTEPHOTO KOHTPOJIS, JUOO € TOMOIIBIO
aJIbTEPHATUBHBIX METOJIOB.

8.17. HeobxoamMo Hajjex)amuM 00pa3oM KOHTPOJIHUPOBATH MaTepHUallbl,
npeHa3HaYeHHbIE JIJIsl TOBTOPHOM 00pabOTKHU MM NEpepabOTKH, C LEIbIO MPEJOTBPALLCHUS
UX HCIOJIb30BaHUs 0€3 COOTBETCTBYIOLIETO PAa3pELICHHS.

8.2. Orpanu4eHNEe BPEMEHH BHITOJTHECHHUA OIIEPaIii

8.20. Ecnu B TEXHOJOrMYECKON MHCTPYKUHMHM (NMyHKT 6.41 HacTosmied 4acTH)
YCTaHOBJIEHbl OIPAaHUYEHUSI BPEMEHH, UX CIIEIYeT COONI0AaTh Al 0OecleueHus: KauecTBa
npoMexxyTouHOM mnpoaykuuu U ADC. OTKIOHEHMS OT ATUX OTPAHUYECHUH CIENYET
oQOopMIIATh JOKYMEHTAJIbHO U MPOBOJUTH OIIEHKY OTKJIOHEHUH. YKa3aHHbIE BBIIIE
OTPAaHUYEHHUS] MOTYT HE BBOAUTBHCS IPH NPOBEIECHUU TEXHOJOTMYECKOrO IpoLecca 10
JOCTUKEHUS YCTAaHOBJIEHHBIX 3HA4Y€HHUU mapaMeTpoB (HampuMep, TOCTHKEHHE
HeoOXxoauMOro 3HaueHus pH, rugporenusanus, cynika 0 NpeaBapuTeIbHO YCTAHOBIEHHON
BEJIMYMHBI MapaMeTpa), €CIU 3aBEPIICHHE PEAKIUN WIM CTaJIUHA MpOLEecca ONpeneseTcs
HOCPEACTBOM 0TOOpa Mpo0 M UCHBITAHUH B Mpoliecce NPOU3BOCTBA.

8.21. IIlpoMexxyTOUHYI0 MPOIYKIIUIO, TPEIHa3HAYECHHYIO 1JId JlalbHeiel o0paboTky,
CJIEyeT XPaHUTh MPU ONPEAEIICHHBIX YCIOBUSIX, YTOOBI 00ECHEUYUTh €€ MPUTOIHOCTh AJIs
JNATbHENIIEr0 UCII0JIb30BaHMS.

8.3. Ot60p mpo6 B KOHTPOJIH B MPOIIECCE IPOU3BOICTBA

8.30. Cnenyer pa3paboTaTb MUCbMEHHBIE MHCTPYKIMU 110 MOHUTOPHUHTY Mpolecca U
KOHTPOJISI BBIITOJIHEHMSI TEX CTaUM IIpoLecca, KOTOPbIE SBIISFOTCS IPUYNHON HEMOCTOSHCTBA
nokasaTesel KauecTBa mnpoMexyTouHod mnpoaykuuun u A®PC. Ilopsanoxk npoBeneHus
KOHTpOJISL B MPOLECCE IMPOU3BOACTBA M COOTBETCTBYIOIIHME KPUTEPUU MPUEMIIEMOCTH
ONPEENSIIOT Ha OCHOBaHMM MH(GOpPMALMM, MOJIYYEHHON Ha CTaauM pa3pabOTKH, WIM Ha
OCHOBAHUM OIIBITA, IPUOOPETAEMOr0 B IPOLIECCE TPOU3BOICTBA.

8.31. Kputepuu npuemnemMocTy, TUHI U 00bEM UCIIBITAHUA MOTYT 3aBUCETh OT IPUPOIbI
BBIITYCKAEMBbIX MPOMEXYTOUHON mpoaykuuu u ADPC, peakuuu WM CTaJUM Tpoliecca U
CTENIEHU BIUSHUS TEXHOJIOIMYECKOTO MPOLECCa HAa HEITOCTOSIHCTBO KadecTBa mpoaykunu. Ha
HayaJbHBIX CTAJUSIX IIpollecca JONYCTUMO IMPOBEJACHUE MEHEE >KECTKOIO0 KOHTPOJIS B



mpoliecce MPOU3BOCTBA, TOT/Ia KaK Ha OoJiee MO3AHUX CTAIUsIX Mpoliecca (Hampumep, CTaiuu
BBIJICJICHUS U OYUCTKH) CIIEyET MPOBOAUTH 00JIee KECTKUI KOHTPOJIb.

8.32. Kputuueckue 3Tanbl KOHTPOJISI B Mpollecce€ MPOU3BOACTBA (M MOHHTOPHUHT
KPUTHYICCKUX MPOIIECCOB), BKIIOYAsT TOYKH U METOJIbI KOHTPOJIS, JOJKHBI OBITh M3JI0KEHBI B
MMMCEMEHHOM BHJIE ¥ YTBEPKICHBI OT/ICIIOM KadeCcTRa.

8.33. KonTtposb B mporecce Mpou3BOJCTBA MOXKET OCYIIECTBIATh KBATU(PUITUPOBAHHBIN
MIPOU3BOACTBEHHBIN nepcoHan. KoppektupoBaTh JaHHBIN MPOLIECC MPOU3BOCTBA MOXKHO 0€3
MpEeABAPUTEIHLHON CAaHKIIMU OTJeNa KauecTBa, €CIU Takas KOPPEKTUPOBKA HE BBIXOJUT 3a
paMKH 3apaHee YCTAaHOBJICHHBIX IIPEAENIOB, YTBEP)KICHHBIX OTIEIOM KaudecTBa. Bce
WCTIBITAHUS M UX PE3yJIbTAaThl CIEAyeT OPOPMIIATh JOKYMEHTAIBHO KaK 4acTh 3amucedl Ha
cepuio (0Che Ha CEPHIO).

8.34. Mertoasl otOopa npoO mjisi MaTepuaaoB, MCIOJb3YIOMMUXCA B MpoIEecce
IPOU3BOJICTBA, MPOMExXYyTOouHOU npoaykuuu U ADC, nommkHbl ObITH 3apUKCUPOBAHBI B
MUCHbMEHHBIX MHCTPYKIUAX. [[nanbr orOopa mpoOd U METOAMKH JOMKHBI 0a3upoBaThCsl Ha
HAay4YHO 00OCHOBAHHOM IOPSIKE 0TOOpa Mpoo.

8.35. OT60p npob B mpoliecce MPOU3BOJICTBA CIEAYET OCYLIECTBIISITh C UCTIOJIb30BAHUEM
poLeyp, MPeAyCMaTPUBAIOIINX MTPEIOTBPAIICHIE KOHTAMUHAIIMU OTOOPAHHOTO MaTepuaia
U JIpyroi npomexytouHoil nmpoaykuuu win A®C. Heobxogumo pa3zpaboTath mpouenypsbl
JUTsl 00eCTICUCHHST COXPAHEHUS IISJIOCTHOCTH 00pasIoB IOciie 0TOopa.

8.36. Ilpu mpoBeAeHMM HCHBITAHUNA B TpOIECCE NPOU3BOJCTBA, KOTOPHIE
OCYILIECTBIISIFOTCS C 1IEbI0 MOHUTOPUHTA U (UJIM) KOPPEKTUPOBKH MPOIECCa, KaK MPaBUIIO, HE
TpebyeTcs pacciieoBaTh CIy4yal HECOOTBETCTBUSI CTICIIM(PUKALIUSIM.

8.4. CmMenmBanme cepuii mpoMexyTo9HOH mpoxyknwm wm ADPC

8.40. B Hacrosmielt yactu noHaTHe "cMelMBaHuE" 03HAYaeT MPOIEeCC 00bETUHEHUS
BEIIIECTB JIJIsl TIOJIyYEHHUs OJTHOPOAHOM MpoMekyTouHou nmpoaykiuu win ADC, Ha KOTOPYO
BBIJIAETCS OJ[HA CIICIM(pUKAITHS.

CmemmBaHue B Ipoliecce MPOU3BOJICTBA YAaCTel OJHOW U TOU K€ cepuu (Hampumep,
00beIMHEHNE HECKOJIBKUX 3arpy30K MEHTPU(GYTH U3 OJHOW CEepHH, IMOIYUYCHHOW MpHU
KPUCTAJIJIM3AIMK) WM OOBEIMHEHHE YacTeW pa3IUYHBIX CEepUd I TOCIeayrouIeH
00pabOTKM CUMTAETCSI YaCThIO TEXHOJIOTHUYECKOI'O MPOIECCa U HE PacCMaTPUBAECTCSA Kak
CMENINBaHHE.

8.41. HeponmycTuMO cmelIMBaHKWE B NMPOLECCE NMPOU3BOACTBA CEPUU BEIIECTB WIIH
MPOAYKIMHM, HE OTBEYAIOIIUX TPEOOBaHUSAM CHEeNU(UKALNN, C IPYTUMH CEPUSIMH TaKHUX
BEIIIECTB WJIM MPOJYKIMHU C IEIbI0 00ecreueHus COOTBeTCTBUS crnenudukanuam. Kaxnas
cepusi, BXOJIsIIas B COCTaB CMECH, JOJKHA OBITh INPOW3BEJCHA IO YCTAaHOBICHHOM
TEXHOJIOTUHU, HCHBITAHA OTJEJIBHO OT JPYTrUX CEepHd M JIOJPKHAa COOTBETCTBOBATH
YCTaHOBJICHHBIM CIIEIU(DUKAIUSM TIEPE CMEITNBAHUEM.

8.42. Onepaiuy cMenIMBaHus NPUEMIIEMbl B YaCTHOCTH JIJISL:



CMEIIMBAHUS HEOOJBIINX CEpUI 1711 YBETMUEHUS pa3Mepa CepUH;

CMEUIMBAHUS OCTAaTKOB (TO €CTh OTHOCUTEIHHO HEOOJBUINX KOJMYECTB BBIACICHHOTO
BEIIIECTBA) CEPUIl OJJHON U TOH K€ MPOMEKYTOUHOW MPOAYKIMU WU OJHON U ToM ke ADC
JUTSL TIOTYYEHUs €IMHOU CEepuu.

8.43. Ilpoueccsl cMemIMBaHUs CIEAyeT HaJJeKalluM 00pa30oM KOHTPOJIHMPOBATH U
opopMIIsATh TOKyMeHTaldbHO. [lonmydeHHyI0 B pe3yibTaTe CMEIIMBAHUS CEPUI0 TMPH
HEOOXOJMMOCTH CIEAyEeT MOJBEPrarb MCHBITAHUSAM Ha COOTBETCTBHUE YCTAaHOBJIEHHBIM
crieu(pUKAITUSIM.

8.44. 3anucu, oTHOCAIIMECS K cepuH (IOChE HAa CEPUI0) U OTpa)arollue CMEUIMBAHUE,
JOJKHBI 00€CTIeuYnBaTh BO3MOXKHOCTH OOPAaTHOIO MPOCIEKUBAHUS OTACIbHBIX CEpUll, U3
KOTOPBIX CJIeJIaHa CMECH.

8.45. B tex ciyuasix, korga ¢usznueckue xapakrepuctuku ADC SBASIOTCS KPUTHUSCKUMU
(manpumep, ADC, npenHazHAYCHHBIE JIJIS MOJIYYEHUSI TBEPBIX JEKAPCTBEHHBIX (OPM HIIH
CYyCHEH3UI ISl MpHeMa BHYTPb), ONEPALMHU CMEIIMBAHUA CIEAYET BAIUIUPOBATH, YTOOBI
IPOJIEMOHCTPUPOBATH OJIHOPOJHOCTh OOBEIMHEHHOW cepur. Banumanus gomkHa BKIOYATh
MIPOBEICHNE UCTBITAHUN MPOAYKIIMH MO KPUTHUYECKUM XapaKTEePUCTUKAM, Ha KOTOPbIE MOXKET
OKa3aTh BJIMSHUE NPOLIECC CMEIINBAHUS (HAIpUMEp, pacIpeiesieHne YacTUll IO pa3Mepam,
HACBIMTHOW MJIOTHOCTHU U TUIOTHOCTH MPH YIJIOTHEHUN).

8.46. Ecnu cMelMBaHue MOXKET 0Ka3aTh OTPULIATENILHOE BO3/IEMCTBHUE HA CTAOUIBHOCTD,
CJeyeT MPOBECTH HCIBITAHUS CTAOMJIHLHOCTH OKOHYATENbHBIX CEpPUM, MOJYYEHHBIX B
pe3ysbTaTe CMEIIMBAHMSL.

8.47. Jlary OKOHYaHHS CpPOKA TOJHOCTH WUJIM ATy MPOBEJICHUS TOBTOPHBIX MCIBITAHUM
CEpHH, MOJYYCHHOU B PE3yJIbTaTe CMEIIMBAHUA, CIEAYET ONPEAENSITh HA OCHOBAaHUU JAThI
IIPOU3BOJICTBA CAMBIX CTAPbIX OCTATKOB MJIM CAMOW CTapOW CEPUU B CMECH.

8.5. KoHTponb KOHTaMHHALIUA

8.50. OcTaTku BEIECTB MOKHO BHOCUTD B MOCIIEIYIOIINE CEPUU TOM K€ TPOMEXKYTOUHOM
npoaykiuu uin A®C npu ycI0BUM COOTBETCTBYIOIIETO KOHTPOJISl. DTO MOTYT OBITh OCTaTKH
, HAJIMIIINE HA CTEHKY U3MEIIbUUTEIS, CIIOW BIAXKHBIX KPUCTAJIOB, OCTABIIMXCSA HA CTEHKAX
0aka neHTpudyru nocie pasrpy3ku, U OCTaTKU, 0Opa3oBaBIIMECS B Pe3ysibTaTe HEMOJIHOU
BBITPY3KHU JKUIKOCTEH WM KPUCTAIIOB U3 paboudeil eMKOCTH IMpHU MEpPEeHOCEe BEllecTBa Ha
CJIENYIOIIYIO CTaauIo0 Tpoiiecca. Takoe BHECEHHE HE JOJKHO MOBJIEYb 32 COOOM mepeHoca
MPOAYKTOB PA3JIOKEHUS WM MUKPOOHON KOHTAMHUHAIIMHU, KOTOPHIE MOTYT OTPHULIATEIHHO
MOBJIMATH HA YCTaHOBIEHHBIN npoduis npumeceit ADC.

8.51. TexHomOrM4Yeckue OMepaluu CileAyeT MPOBOJIUTh TAKUM 0O0pa3oM, YTOOBI
NPEeIOTBPATUTh KOHTAMUHALMIO MPOMEKYTOUHOW mpoaykuuu wuwin ADPC agpyrumu
BEILIECTBAMU.

8.52. C uenbio mpeAoTBpalIeHUs] KOHTAMHHAIIUK CIEAYET COOII0aTh 0COObIE MEpbl
peIoCTOpOoXKHOCTH TipH pabote ¢ ADC mocie ee OYUCTKHU.



9. YnakoBka u uaeaTHQUIUpyomas MapkupoBka ADC u mpoMexyTOTHOH

IpOAYKITHA
9.1. O6mmue TpeboBarmA

9.10. JomxkHBI OBITH TPUHSTHI B OPME MHUCHEMEHHOTO IOKYMEHTA MPOIIEeTyPhI, B KOTOPHIX
OINMKCaHbI MPUEMKa, UACHTUPUKALINS, TTOMEIEHNE B KapaHTUH, 0TOOp Mpo0O, KcclieJOBaHUE U
(W1M) UCTIBITAHKE U BbIJlaya pa3pelieHus] Ha WCIOJIb30BAHUE MATEPHAJIOB JJis YIAKOBKU U
MapKUPOBKH, a TAKkKe 0OpalleHne ¢ HUMHU.

9.11. Marepuansl mjIsi yNakOBKM W MapKUPOBKH JOJKHBI COOTBETCTBOBATH
YCTAHOBJIEHHBIM crnenudukauusmM. Martepuanbl Uisi yHAaKOBKM M MapKHUpPOBKH, HE
COOTBETCTBYIOIIME TAKUM CIEHUPUKALUIM, TOKHBI ObITh OTKJIOHEHBI AJ1 MPEJOTBPAILICHUS
MX UCITOJIb30BAHUS IIPU BBIITOJIHEHUHN ONIEpALUi, JUIsl KOTOPBIX OHU HEIIPUIOIHBI.

9.12. Cnenyer BeCTH 3allUCU IS KaXKIOW MOCTABKH ATHUKETOK U YIIAKOBOYHBIX
MaTepUasoB C yKa3aHHWEM JaHHBIX 00 UX MPUEMKE, MPOBEPKE WU HCTIBITAHUH, a TaKXKe 00 UX
NPUHSATAU WIA OTKJIIOHEHUH.

9.2. YIakoBOYHBEI® MaTEPHAIIEI

9.20. KonTelineps! (YakoBKH) JIOJKHBI 00ECTIEYMBATh HAIJICKAIIYIO 3aIIUTY OT MOPUYU
WM KOHTaMUHALUU MPOMEXYTOUHOU npoayKiuuu min ADC Bo BpeMs TpaHCIIOPTUPOBAHUS U
XPpaHEHHUsI POMEXKYTOUHOU MpoayKunu nid ADPC B peKOMEHyEMBIX YCIOBUSX.

9.21. KonreiiHeps! (YIakKOBKH) JOJIKHBI OBITh YUCTBIMU U, €CIIU ATOTO TPEOYET XapaKTep
npomMexyTouHo mpoaykimu uin ADC, momBepraThCs CaHUTApHOW 00pabOTKe s
oOecreyeHus] UX MPUTrOJAHOCTH JUIsl UCIOJIB30BAHUS IO Ha3HAYEHMIO. Takue KOHTEHHEpHI (
YIAKOBKH) HE JIOJKHBI 00J1a1aTh XUMHYECKON aKTUBHOCTBIO, a0COPOUPYIOIIMMHU CBOMCTBAMMU
WIH CIy)KUTh HUCTOYHHUKOM IOCTOPOHHUX IpHUMECEH, 4TOOBl HE BBI3bIBATH MN3MEHEHMII
KadyecTBa MPOMEXKYTOUYHOU mponaykuuu win APC cBepx NpenesioB, YCTAHOBJIEHHBIX B
cnerupuKaImm.

9.22. Ecnu KoHTeWHephl (yIaKOBKHM) MPEJHA3HAUEHBI JIJISl IOBTOPHOTO MCMOJb30BaHUS,
UX CIEQYeT OYMILIATh B COOTBETCTBUU C IMMCbMEHHBIMH MHCTPYKLUHUSAMM, & BCE MPEIbLAYLINE
ATUKETKH JIOJKHBI ObITh yIalI€Hbl UJIA CTEPTHI.

9.3. Bria4a 3THKETOK B KOHTPOIb

9.30. JocTyn B 30HBI XpaHEHUSI dTUKETOK JIOJHKEH OBITh pa3pelieH TOJIbKO JHUIAM,
HMMEIOIIUM COOTBETCTBYIOIIUE TOJTHOMOYHS.

9.31. CnenyeT NpUMEHSTH MPOLEAYPhI COITOCTABICHUS KOJIMYECTBA BBIIAHHBIX TUKETOK,

KOJINYECTBY MCIIOJIb30BAaHHBIX M BO3BPAIIEHHBIX 3THUKETOK, YTOOBI MOXKHO OBLIO OIEHHUTH



PACXOKIAEHUSI MEXKIY KOJIMYECTBOM MAapKMPOBAaHHBIX YIIAKOBOK M KOJIMYECTBOM BBIJIAHHBIX
ATUKETOK. DaKThl PacxoXJIeHUs HEOOXOIUMO pacciefoBaTh, a IMOJTYUYEHHbIE PE3YJIbTaThI
JOJKHBI OBITh YTBEPKICHBI OTJEIOM (OTAEIaMH) KauecTBa.

9.32. Bce Heucnoab30BaHHBIE 3TUKETKM C HOMEPAMH CepUil WM JPYroil HaHECEHHOU
uH(pOpMaIMen, OTHOCSIIEHCS K 3TUM CEpHUsM, CIeyeT YHUYTOXKaTh. Bo3BpalieHHbIE
ATUKETKU CJEAyeT COAepkaTb MU XPaHUTh TaKUM 00pa3oM, 4YTOObI MNPEJOTBPATUTH
NepenyThIBaHuEe U 00€CTIEYUTh HAAJIEKAIY IO HICHTU(PUKALIUIO.

9.33. YcrapeBine 3TUKETKH U 3TUKETKU C MTPOCPOUYEHHBIMHU JIATAMU CJIETYET YHUUTOXKATh

9.34. OGopynoBaHHe, UCIIOIb3yEMOE JIJII MU3TOTOBJCHHS ATHUKETOK MPH ONEpaIlusiX
YIAKOBKH, CJICIYET KOHTPOJIUPOBAThH B IEIAX OOECIEUEHUS COOTBETCTBUS BCEX OTTHCKOB
MEeYaTHOMY TEKCTY, YKa3aHHOMY B 3aITUCSAX TI0 TPOU3BOACTBY CEPHUHU.

9.35. OrneyaraHHble dTUKETKH, BBIIaBaeMbIC I OMPEACICHHON CEepHH, CIEIyeT
THIATEIHLHO MPOBEPSATH HA MPEAMET WX TOJJIWHHOCTA M COOTBETCTBHS CICIH(UKAIUSIM,
NPUBEICHHBIM B OCHOBHBIX 3aIUCSX IMPOM3BOACTBA. Pe3ylbTaThl Takoi MPOBEPKHU CIICTYET
o OpMIIATH JOKYMEHTAIIBHO.

9.36. O0pasen oTHEeYaTaHHON ITUKETKH, COOTBETCTBYIOIIUN UCIIOIH30BAHHBIM ITHKETKAM
, CIIeAyeT BKJIFOYATh B 3aITMCH IO TIPOU3BOJICTBY CEPHH.

9.4. Onepanyu 1o yIakoBKe U MapKHPOBKE

9.40. omxHbl OBbITH B HAJIMYMM JOKYMEHTAJIbHO O(OpPMIICHHBIE WHCTPYKIUH,
npeAHa3HAuYCHHbIE JMJIsI O0eCnedYeHuss MNPaBUIBHOIO HCIOJIb30BaHUS YMaKOBOYHBIX
MaTepHUajoB U STUKETOK.

9.41. B onepanusx mo MapKUpPOBKE JOJKHO OBITH MPETYCMOTPEHO MPEIOTBpAICHUE
nepenyThiBanua. HeoOxonumo ¢dusmyeckoe WM MPOCTPAHCTBEHHOE pasjesieHue pador,
CBSI3aHHBIX C PA3HOM ITPOMEKYTOUHOM npoaykuuen niau ADC.

9.42. DTUKETKH, UCMIOIB3YEMbIE 11 MAPKUPOBKHU HAPY>KHOW MOBEPXHOCTH KOHTEHMHEPOB
¢ mnpoMexyTodHou mnpoaykuued unu ADC, O0KHBI COAEpXKaTh HA3BaHUE WIIH
UICHTU(DUKAIIMOHHBIA KO, HOMEpP CEpHH MPOIYKIIMH U YCJIOBHUS XPaHEHUS, €CIIM TaKas
uHopMaruss SBISETCS KPUTHUUECKOM il OOECleueHHs KayecTBa MPOMEKYTOYHOU
nponykuuu ninn AOC.

9.43. Ecnu npomexyrtouHas nponykuus win ADC npenHazHauyeHbl s
TPAHCIIOPTUPOBKHU 3a Mpenesibl cPepbl KOHTPOJIS CUCTEMBbI YIPABICHHUS MaTepuaiaMu
MIPOU3BOAUTEINS, TO HA ITUKETKE CIEAYyET yKa3aTh TAaKKe HAMMEHOBAHUE MPOU3BOJUTEINS U
aZpec MPOU3BOAUTEISI, KOJTUYECTBO COAEPKUMOI0, OCOObIE YCIOBHUS TPAHCIIOPTUPOBAHUS U
crienuaabHble TpeOOBaHMS, YCTAHOBJICHHBIC 3aKOHOAATEIHCTBOM TOCYJAPCTB-WICHOB HIIA
aktramu opranHoB Coroza. Jna npomexxytounodt mpoaykuuu u ADPC, KOTOpble UMEIOT
YCTaHOBJICHHBIN CPOK TOAHOCTH, HA ITHKETKE U B cepTU(UKATE aHATN3a CIEAyeT YKa3bIBaTh
JaTy UCTEYEHHUs CpoKa TrogHocTU. [Jns mpomexyTounoi npoaykunu 1 ADPC, nisa KOTOpbIX



YCTaHOBJICHA J1aTa MOBTOPHBIX MCHBITAHUMN, 3Ty J1aTy CIEIYET YKa3aTh Ha 3TUKETKE U (WIN) B
cepTuduKaTe aHauuza.

9.44. Tlomemenust © 060pPyIOBaHHE JIJISl YITAKOBKM M MAPKUPOBKHU CJIEAYET IPOBEPUTH
HEIMOCPEJCTBEHHO TNepe]] MX MCIOJIb30BaHUEM, YTOOBl YOEOUThCS, YTO YJAJEHBI BCE
MaTepuasbl, KOTOPbIE HE HY>XHBI ISl CIEAYIOUIEH Oolepaluy ynakoBKH. Takas mpoBepka
J0JKHAa ObITh O(OpMIEHa JOKYMEHTAJbHO B 3alMCAX 10 IPOU3BOJCTBY CEpHUH,
PEruCTPAllMOHHBIX JKypHaiax sl NOMELIEHHM W JKCIUlyaTauuu OOOpYyIOBaHUS WIIH
OTpa)keHa B APYToil cucteMe T0KyMEHTAIBHOTO 0(OPMIICHHUS.

9.45. YnakoBaHHYIO0 U MAPKUPOBAHHYIO POMEKYTOUHYIO ITpoaykiuto wim ADC crnenyer
MPOBEPUTH, YTOOBI YOEIUTHCS, YTO MEPBUYHAS U BTOPUYHAS yHAKOBKA JJISi CEPUU HMEIOT
MPaBUIIbHYI0O MAapKUPOBKY. DTa MpOBEpKa JOJKHA ObITh YAaCThIO ONEpalUH MO YHAKOBKE.
Pe3ynbrathl Takoil MPOBEPKH JOJIKHBI ObITh OTPAXKEHBI B 3aMMUCAX 10 NPOU3BOJCTBY CEPUU
WIHM TOKyMEHTax I10 €€ KOHTPOJIIO.

9.46. YmakoBku ¢ mpoMexxyTodyHoM mnpoaykuumen mim ADC, nomexammue
TPAHCIOPTUPOBAHUIO 3a Mpeaenbl cepbl KOHTPOJSI HPOU3BOAUTENS, CIEAyeT
OIIOMOMPOBATh TAKUM 00pa3oM, YTOOBI B Cllydae HAPYIICHHUS MIOMOBI UM €€ OTCYTCTBHUS
MoJTyyaTesb MOT 00paTUTh BHUMAaHKE HAa BO3MOYKHOCTb U3MEHEHUS COJEPKUMOTO.

10. XpareHne u peam3anua
10.1. Xpanenwue Ha cxiajze

10.10. Ing xpaHeHUs: BCEX MAaTepUaOB MPHU COOTBETCTBYIOIIUX YCIOBUAX (Hampumep,
KOHTPOJUPYEMbIE TeMMEpaTypa U BIAKHOCTh MPU HEOOXOJAUMOCTH) CIEIYET MOJATOTOBUTH
NOMEIIECHHS U TeXHUYECKUe cpenctBa. CleayeTr BECTH 3aliCU MMapaMeTPOB ATUX YCIOBUH,
€CJIM OHM SIBJISIFOTCSI KPUTHUECKUMH JIJIsI COXPAHEHUSI CBOMCTB MaTEpPHUAJIOB.

10.11. Ecnin He umeeTcst Apyroil cCUCTEMBI ISl TPEAOTBPALEHUS] HENPEAHAMEPEHHOTO
WM HECAHKIIMOHUPOBAHHOT'O HCITOJIB30BAaHUSI HAXOMSIIMXCS B KapaHTHUHE, OTKIOHEHHBIX,
BO3BPALIEHHBIX WM OTO3BAHHBIX MAaT€pPUAJIOB, TO CJIEAYET BBIICIUTHh OTJEIbHBIC 30HbBI IS
BPEMEHHOT0 XpaHEHHUs YKa3aHHBIX MAaTEPUAIIOB J0 MPUHATHUS PEIICHHS 00 UX UCTIOIb30BaHUU

10.2. Peammsamusa

10.20. Peamuzamusa ADC 1 npoMeXKyTOUYHBIX IPOLYKTOB TPETHUM CTOPOHAM JOITY CKAETCs
TOJBKO IIOCJE BBIJIAYM OTHAEJIOM (OTHAEJIaMH) KadecTBa Pa3pelICHUN HAa WX BBINYCKH,
MOATBEPKJICHUSI COOTBETCTBUS CEPUM YNMOJHOMOUYEHHBIM JULIoM. ADC 1 npomexyToyHas
NPOJYKIMS, HAXOAIIMECS] B KapaHTUHE MOTYT OBITh MEpelaHbl B JPyroe nojapasjeiacHue,
BXxojsiee B chepy KOHTPOJIS MPOUZBOAUTENS, €CJIM ATO Pa3pelIeHO OTAEIOM (OTAeIamMu)
KAauecTBA U MTPU HAIMYUHU HEOOXOIUMOI0 KOHTPOJIS U COOTBETCTBYIOIIEH TOKYMEHTALUH.



10.21. YcnoBus tpancnoptupoBaHuss APC 1 MpoMeKyTOUHOU MPOAYKIHUHA HE AOJIKHBI
OKa3bIBaTh OTPUIIATEILHOTO BO3JICHCTBUS HAa X KAYECTBO.

10.22. Oco0bie ycnoBus TpancnoptupoBaHus win xpanenuss ADC unu npoMekyToOUHOM
POJIYKIIMH JOJIKHBI OBITh YKa3aHbl HA TUKETKE.

10.23. TlpousBoauTenb JOMKEH yOSIUTHCA B TOM, YTO MOJAPSAYMK, OTBETCTBEHHBIN 32
nepeBo3ky AD®C wiM mpoMEKYTOYHOW MNPOAYKLUHH, OCBEIOMIIEH O COOTBETCTBYIOLIHUX
YCJIOBHSIX TPAHCIOPTUPOBAHUS U XPAHEHUS U COOTIOAET UX.

10.24. JlomkHa OBITH BHEIPEHA CUCTEMA MeEp, TO3BOJISIONIAsl OBICTPO YCTAHOBUTH IMYyTH
peanuzanuu Kaxaou cepur NpoMexxyTouHou mpoaykiuu u (uim) ADOC u ocyliecTBUTh UX
OT3bIB.

11. JIabopaTopHSBIi KOHTPOJIb
11.1. OGmumii KOHTPOJIH

11.10. He3zaBucumslii otnen (OTAeNbI) KauecTBa JOKEH UMETh B CBOEM PAaCHOPSKEHUU
COOTBETCTBYIOIIHE JIAOOpATOPHBIE TOMEIIEHUS] U1 000PYI0BAHUE.

11.11. domxHbI OBITh B HAIMYWU MUCbMEHHBIE HMHCTPYKIIMH, OTIMCHIBAIOIINE OTOOP MPOO,
MPOBEJICHUE UCHBITAHUM, OJ0OpEeHHE UM OTKIOHEHHWE MaTepualioB, a TaKke
JOKyMEHTaJIbHOE 0(pOpMIICHUE U XpaHEHUE Ta00paTOPHBIX JaHHBIX. BeaeHue madopatopHbIx
3amucei JOJKHO COOTBETCTBOBATh TPEOOBAHUSM MYHKTA 6.6 HACTOSIIIECH YacTH.

11.12. Bee cnenuukanuu, miansl 0T00pa mMpod ¥ METOANKN UCTIHITAHUN TOJDKHBI OBITH
Hay4YHO OOOCHOBAaHBI U TAPAHTHPOBATH TO, UTO UCXOJHOE ChIPhE, MPOMEKYTOUHAS TTPOYKIIUS
, ADC, 5TUKETKU U yIaKOBOUYHbBIE MaTE€pUaIbl COOTBETCTBYIOT YCTAHOBJIICHHBIM CTaHAapTam
kadectBa W (uiM) 4YUCTOTH. Crenudukanuu M METOAUKH UCIBITAHUM JTOJDKHBI
COOTBETCTBOBAaTh TPEOOBAHUSAM PETUCTPAIIMOHHOTO J0Che. MOryT OBITh TaKke
cnenuduKanum, TOMOJHSAIONINE Crien(PUKaUU PeTUCTPaMOHHOTO focke. Cnenudukaiumy,
IJaHbl 0TOOpa MpoO M METOJAWKHU HUCIBITAHWUN, BKIIOYas BHOCHMBIE B 3TH JOKYMEHTHI
M3MEHEHUS, JOJKHBI OBITh COCTABJIEHBI COOTBETCTBYIOIIUM MOAPA3JICIICHUEM, a TaKkKe
IPOBEPEHBI U YTBEPKICHBI OTJIETIOM (OT/IeIaMH1) KayecTBa.

11.13. Cnenyer pa3zpabotars Hajexamue crenupukanuu 11 ADC, COOTBETCTBYIOIINE
OPUHSATHIM CTaHJAapTaM U COIJIACYIONIMECS C MPOoIeccoM MpousBojacTBa. Crenudukanuu
JIOJKHBI BKJIIOYAaTh KOHTPOJb MpUMeced (Hampumep, OPraHuueCKUX U HEOPTaHUYECKUX
nmpuMeceil, octatouHbXx pactBopureneit). Ecnu umeercs cnenmudukamus mans ADC B
OTHOIIIEHUH MUKPOOUOJIOTUUECKON YUCTOTHI, TO JIJIsi OOIIEro KOJIMYECTBA MUKPOOPTaHU3MOB
U TpU YKAa3aHUU HEJOMYCTUMBIX MHUKPOOPTAHU3MOB CIIEAYET YCTAaHOBUTH IPEJEIIbL,
TpeOyrolue TPUHATHS Mep, U COOM0AaTh 3TH TpeOoBaHus. Ecinu umeercs crnenudukanuys
s ADOC B OTHONIEHUHM COJEpKaHHUS JHJIOTOKCUHOB, TO CJEAYyeT YCTaHOBUTH
COOTBETCTBYIOIIIUE MIPEACIIbI, TPEOYIOIIHNE PUHATHS MEP, U COOIOAATh 3TU TPEOOBAHMUS.

11.14. Bece npoueaypsbl 1a00paTOpHOTO KOHTPOJIS JOJKHBI TPOBOAUTHCS B COOTBETCTBUU
C YTBEPXKICHHBIMM HHCTPYKIUAMH U OGOPMIISTHCS B MHUCHbMEHHOM BHJIE€ BO BpeMs HUX



BbINOJIHEHUA. JIf0Oble OTKJIOHEHHS OT BBILICYKA3aHHBIX MPOIEAYp cleayeT O0pOpMIISAThH
JOKYMEHTAJIBHO U OOBSACHATD.

11.15. JIroOble TOJNydeHHBIE AAHHBIE O HECOOTBETCTBHUM TMOKa3aTeleld KadyecTBa
crenu(UKaIUuM ClelyeT pacciefoBaTh W JOKYMEHTAJIbHO OQOPMISATH COTJIACHO
YCTAHOBIIEHHOM IIponenype. B cOOTBETCTBMHM € 3TOM IPOLENYPOM CIERyeT
pOaHaIN3UPOBaTh JIaHHBIE, JaTh OLIEHKY TOTO, UMEIOTCS JIU CYIIECTBEHHbIE MPOOJIEMBI,
ONpeNenuTh HEOOXOAUMBIE KOPPEKTUPYIOIIHE ASUCTBUS U clieNilaTh BBIBOABL. JIroOoH
HNOBTOPHBIM O0TOOp Mpo0 M (MJIK) MPOBEJEHUE MOBTOPHBIX HUCIBITAHUHN MOCJE MOTYYEHUS
pE3yIbTAaTOB HECOOTBETCTBUS CHEUU(DHUKAINU CIEAYET BBINOJHATH COTMNIACHO MUChMEHHOU
nmpoueaype.

11.16. PeakTuBbl U cTaHOApTHBIE PACTBOPBI CIEAYET FOTOBUTH U MapKUpPOBATh B
COOTBETCTBUM C MMCbMEHHBIMU MHCTPYKUMAMH. Ha mocyze ¢ aHAIUTHYECKUMH peaKTUBaMHU
WIM CTaHJAPTHBIMU pPacTBOpaMH (IpHU HEOOXOJUMOCTH) ClEeNyeT yKas3blBaTh AaTy, 10
KOTOpPOM OHHM MOTYT HCIIOJIb30BaThes ('HCMIOIB30BaTH J0...").

11.17. Ilpu npoussoactee ADC crnenyer uMeTh (MpU HEOOXOIUMOCTU) MEPBUUYHBIC
cTaHAapTHble 00pa3ipl. MCTOYHUK KaXJ0ro MEepBHUYHOIO CTAHJIAPTHOTO olOpasla J0JKEeH
OBITh yKa3aH B JOKyMeHTaluu. HeoOxo1uMo BeCTH 3amucu XpaHEHHs KaXa0ro MepBUYHOTO
CTaHJIapTHOTO o0paslla U €ro HCIOJb30BaHUS B COOTBETCTBUU C PEKOMEHAALUSIMU
nocrtapiuka. [lepBuunble cTangapTHBIE 00pa3Ilbl, HOTyUYEHHBIE U3 O(QULINATBHO MPU3HAHHBIX
MUCTOYHUKOB U XPAHSIIMECS B COOTBETCTBUH C PEKOMEHAALUAMU IIOCTABIIMKA, KaK IIPaBUIIO,
UCITOJIB3YIOT 0€3 POBEIEHUS X UCIIBITAHUM.

11.18. IIpu oTcyTCTBUM MEPBUYHOIO CTAHAAPTHOrO 00pasla y oULraibHO NPU3HAHHOTO
MCTOYHHMKA CJIEAYyeT pa3paboTaTh "BHYTPEHHHI'" NMEpPBUYHBIN cTaHAApTHBIA oOpazen. [[ns
JOCTOBEPHOI'O YCTAHOBJICHUS MOMJIMHHOCTH U YHUCTOTHI TAKOI'O MEPBUYHOI'O CTAHAAPTHOIO
oOpa3lia creayeT NPOBECTH Haliexalue wucnbiTanus. HeoOXoaumo CcoxpaHsTh
COOTBETCTBYIOIIYIO JOKYMEHTALUIO IIPOBEAECHUS dTUX UCIIBITAHUM.

11.19. BropuuHble cTaHgapTHbie 00pa3lbl CleAyeT TOTOBUTh, UACHTU(UIIMPOBATH,
UCHBITHIBATh, YTBEPXKJAAaTh W XPaHUTh HaJiexamuM oOpa3zoM. llepen mnepBbIM
UCIOJIb30BAaHUEM CIIEYET ONPEIEISTh IPUTOJHOCTD (IIPOBECTU MEPBUYHYIO KBATU(PUKAIHIO)
KaXJI0W CepuHu BTOPUYHOI'O CTAHAAPTHOrO oOpasla MyTeM CPABHEHHUS C IMEPBUYHBIM
CTaHAApTHBIM 00pa3noM. Kaxayro cepuio BTOPUUHOTO CTaHIAPTHOrO obOpasla cieayer
MEPUOJANYECKN TOJABEPraTh MOBTOPHON KBalM(UKALMK B COOTBETCTBUU C MHUCbMEHHBIM
IIPOTOKOJIOM.

11.2. UcbrTanna NpoMeXyTOIHEIX IponykToB 1 ADC

11.20. Ins kaxgoil cepun npomexyTounoit mpoaykuuu 1 ADC crnenyer NpoBOJUTh
HEOOXOMMbIe J1abOpaTOPHBIE HWCIBITAHUS C IIE€JIBI0 TOJTBEPKICHUS COOTBETCTBUS
CrieIH(pUKAITUSIM.



11.21. Kak npasuio, ans kaxaoro ADOC crienyer ycTaHaBiIuBaTh Ipo(uiib puMecei,
ONUCHIBAIOIIMN  HUACHTUPUIUPOBAHHBIE U  HEUJICHTUPUUUPOBAHHBIE MPUMECH,
INPUCYTCTBYIOIHE B THIUYHOM CEpHUM, NOJYUYEHHON B pE3yJIbTaTe€ OINPENECICHHOTO
KOHTPOJIUPYEMOTO TEXHOJoTHUeckoro mpoiecca. [Ipoduns npumeceit nomKeH BKIIOYATH
UACHTU(DUKAIMIO WU APYTYIO KAUECTBEHHYIO aHAJTUTHUECKYIO XapaKTepUCTUKY (Hampumep,
BpeMsl yJAEp>KUBaHMUs), TPEAENbl COJEpKAHUS KaXJA0W OOHApYKMBAEMOW MPUMECH U
KJIACCU(PUKAIMIO KaXIOW UACHTU(DHUIIMPOBAHHON NpuUMecH (HampuMmep, OpraHuyeckas u
HEOpraHuyeckas MpuMecH, pacTBoputens). [Ipodunb npuMeceit, kak MpaBuiio, 3aBUCUT OT
0COOEHHOCTEN TeXHOJOoTHYecKkoro mnpouecca u npoucxoxaenus ADC. Kak npaBuio, HET
HEO0OXOUMOCTHU onpeneisaTh npopuias npumecen 111 ADPC pacTUTENBHOTO I )KUBOTHOTO
MPOUCXOXKJIeHUs. Bonpockl, cBsi3aHHbIE ¢ OMOTEXHOJIOTHEH, PETYJIUPYIOTCS B COOTBETCTBUH C
3aKOHOJATEIBCTBOM FOCYIapCTB-WIEHOB M akTaMu opraHoB Coro3a.

11.22. Ilpoduns npumeceit yepe3 omnpeaeeHHbIE MPOMEKYTKH BPEMEHH CIEAyeT
CpPaBHUBATH C MPO(UIEM MPUMECEN, PUBEIEHHBIM B PETUCTPALIMOHHBIX JOKYMEHTAX, WU C
paHee TOJIyYEHHBIMU JaHHBIMHU, 4YTOOBI OOHApYKUTh W3MeHeHus B ADC, sBuswonmecs
pe3yIbTaTOM M3MEHEHUMN ChIPhs, TapaMETPOB padOThl 000PYI0BaHUS WIIK TEXHOJIOTHYECKOTO
nporecca.

11.23. CaenyeT npoBOAUTH COOTBETCTBYIOIINE MUKPOOHUOIOTUUECKUE UCTIBITAHUS IS
KKJI0M cepru MPOMEKyTOUHON poayKiuu U ADC, ecian uX MUKpOOMOJIOTUYECKasi YUCTOTa
HOPMUPYETCS.

11.3. Bammpaanus aHAIMTHIECKUX METOIUK
(cM. paznen 12 HacTOsIIEH 9acTH)
11.4. Cepruduxars aHaM3a

11.40. Ins kaxaoi cepuu NpoMexxyTouHou npoaykuuu uin AP@C 10JKeH BbIIaBaThCs
OopuruHan cepTudurKaTa aHaIu3a MpHU €ro 3ampoce.

11.41. Ceprudukar aHanmmu3a TODKEH COAEpKaTh WHQPOpMAIMIO O HAMMECHOBAHUU
npoMexXyTouHoM npoaykiuu win ADC, BKItoyast Ipu HEOOXOUMOCTH COPT, HOMEP CEepUu U
naty Beinycka. Ecnmm s mpomexytouHoun npoaykuuu wim A®C ycraHoBieHa nara
MCTEUEHHUs CPOKa TOJHOCTHU, ITY ATy CIEIyeT yKa3blBaTh Ha dTUKETKE U B cepTU(UKATE
aHamm3a. Ecim i nmpomexytouHor npoaykiuuu win A@C ycTaHOBJIEHA JJaTa MOBTOPHOIO
UCIIBITaHMS, TO 3Ty JaTy CIEAyeT YKa3blBaTh Ha STUKETKE U (WJIN) B cepTU(PHUKaATE aHAIH3A.

11.42. B ceprudukare nomxeH OBbITh NMPUBEIECH NMEpPEUECHb BCEX MCIBITAHUH,
MPOBEJICHHBIX B COOTBETCTBHM C (hapMaKOTEHHBIMU TPeOOBAHWSIMU WM TPEOOBAHUSIMU
noTpeOuTens, BKJIKOYas AOMYCTUMbIE MPEAENbl, a TaKXKe MOJy4YeHHBbIE KOJUYECTBEHHBIC
3Ha4YeHUS (€CIU pe3yIbTaThl UCIIBITAHUN TAKOBBIMU SIBIISIFOTCS).

11.43. Ceptudukar 10ypKeH coAepKaTh JaTy MOAMUCAHUS, TOIMUCH YITIOJTHOMOYEHHOTO
COTpyAHUKA OTJeNia (OTAENOB) KadecTBa, HAaMMEHOBaHUE, aJpec U Homep TenedoHa
MepBOHAYAIBHOTO Tpou3BoAuTENsA. Eciam aHanm3 ObUT MPOBENEH MNPEANPUSITHEM IO



nepeynakoBke (MOBTOpHOW o00paboTke), B cepTudUKaTe aHANIM3a CIEAYeT YKas3aTb
HaMMCHOBAHHE, ajJpec, HOMep TeleoHa MPEANPHUATHS IO TEpeyMmakoBKe (MTOBTOPHOU
00paboTKe) U JaTh CCHUIKY HA HAMMEHOBaHUE TIEPBOHAYATILHOTO TIPOU3BOIUTEIIS.

11.44. Eciu HOBBIe cepTU(DUKATHI BBIAAIOTCS MNPEANPHUATHEM IO TEepeynakoBKe (
MOBTOPHOW 00pabOTKe), MOCTABIIMKAMU WJIM YTOJHOMOYEHHBIMH WMH JIHI[AMH,
JEUCTBYIOIMMH OT CBOETO MMEHHM WM OT UMEHH 3TOTO MPEINPHUATHS, TO B HUX CJIEAyEeT
yKa3bIBaTh HANMEHOBAHUE, aJipec U HoMep Tenedona 1abopatopuu, MPOBOIMBIIECH aHATU3bI.

Takue cepTuduKaThl JOKHBI TAKXKE COJEPKATh CChUIKY HAa HAMMEHOBAHUE U aJIpec
MEPBOHAYAILHOTO TIPOU3BOIMUTENS M ITEPBOHAYAIBHBIA CEPTUPUKAT CEPUH, KOTTHUS KOTOPOTO
MPUIIaraeTcsi K HOBOMY cepTu(dUKaTy.

11.5. Kortpoms crabmmsrocta ADC

11.50. Heobxoagumo mpuHATH B ¢GOpMe MUCBMEHHOTO JOKYMEHTa MpPOTrpaMmy
IPOJIOJDKAOIINXCS  UCIBITAHUM, MPEIHA3HAYEHHYI0 JJI1 KOHTPOJsA CTaOMJIBHOCTH
xapaktepucTuk APC, noiaydeHHble pe3yJIbTaThl UICIBITAHUI HEOOXOIUMO UCIIOJIb30BaTh IS
HOJATBEPKACHUS HaJISKAIUX YCIOBUN XpaHEHUs U AaT IPOBEIECHUS TOBTOPHBIX UCTIBITAHUIH
Wiy ucreyeHns cpoka rogHoctu APC.

11.51. MeToanku HCUBITAaHUN, UCIOJIb3yeMbIE TIPU UCCIEIOBAHUHN CTAOMIBLHOCTH,
JOJKHBI TPOUTH BalUJAlMI0 U O0ECIeYMBATh IOJTYyYEHHE HEOOXOAWMBIX JaHHBIX O
CTaOUIBHOCTH.

11.52. OOpa3ipbl 1js UCTIBITAaHUSI HAa CTaOUJILHOCTD CJIEAYET XpaHUTh B KOHTeHHepax (
yHakoBKax), aHAJIOTMYHBIX KOMMEpPUYECKUM KOHTeiHepaMm (ymakoBkam). Hampumep, ecnu
A®DC peanusyroT B MelIKax, yIaKoBaHHBIX B (puOpoBbie OapabaHbl, TO 00pa3ubl s
UCIBITAHUA Ha CTAaOUIBHOCTH MOTYT OBITH YIaKOBaHBl B MEIIKH M3 TOTO )K€ MaTepHaia,
NoMelleHHbIe B 0apabaHbl MEHBLIETO pa3Mepa, U3rOTOBJIEHHbIE U3 MaTepuaa, aHaJIOrMYHOTO
WM UICHTUYHOTO Matepuany (puOpoBsix 6apadaHoB, B KOTOpbIXx ADC noctynaeT B IpoJaxy

11.53. Kak npaBusio, B mporpaMmMy MOHUTOPUHTA CTAOUIIBHOCTH JIJIsl IOATBEPAKACHUS AT
MPOBEJICHHS MOBTOPHBIX MCHBITAHUNA WM HCTEYEHUS CPOKAa TOJHOCTH JOJIKHBI OBITh
BKJIIOUEHBI NIEPBBIE 3 pealu3yeMble MPOU3BOJCTBEHHBbIE cepur. OJHAKO €CIIM JaHHbIE
IIPEIBAPUTENBHOIO MCCIEIOBAHUS CBHAECTENBCTBYIOT, 4TO APC MOXKET COXpaHAThb
CTaOMIIBHOCTBH 10 KpaliHel Mepe B TeueHue 2 JIeT, JOMyCKaeTCsl UCI0Nb30BaTh MeHee 3 cepuid

11.54. B mporpamMmmy mOpoOJIOKAIOMUXCA UCIBITAHUM CTAOMIBHOCTH HEOOXOIUMO
BKJIIOYATh KaK MUHUMYM OJIHY Tpou3Be/eHHYI0 cepruto ADC B roj (3a UCKIIOUEHUEM TEX
CJIy4aeB, KOT/1a MPOU3BOACTBEHHBIE CEPUM B IAHHOM TOJly HE BBIITYCKAJIUCh) U N0 KpalHeu
Mepe €XKEroJIHO MTPOBOJIUTH €€ UCTIBITAHUS JIJIs1 TOATBEPKACHUS CTaOUILHOCTH.

11.55. st ADC ¢ KOpOTKUMH CPOKAMH XPAHEHUS UCIBITAaHUS HEOOXOUMO MPOBOJIUTH
yamie. Hanpumep, Ay Tex OMOTEXHOJNIOTrHYecKux, ouonornyeckux u apyrux ADC, cpoku



XpaHEHHs] KOTOPBIX COCTaBIISIIOT 1 TOJ WM MeHblIe, ciaeAyeT oTOupaTh oOpasubl A
UCIIBITAHUN Ha CTAOUJIBHOCTh U MPOBOJUTH MCIBITAHUS €KEMECIYHO B TEUEHUE MEPBBHIX 3
MECSILIEB, a 3aTEM KaxKJple 3 Mecsa. Eciim nMeroTcs JaHHbIe, TOATBEPKIAIOIINE COXPAHEHNE
crabunpHoctTt ADC, nomyckaeTcs HCKIIOYUTh HEKOTOPhle HHTEPBAJIbl HUCIBITAHUM (
HaIpuMep, 9-MeCcsTUHbIE UCTIBITAHUS).

11.56. Heob6xo1umMo, 4TOOBI yCIOBHUSI XpaHEHUs MPU UCTIBITAHUSX Ha CTAOMIBLHOCTH
COOTBETCTBOBAJIM TPEOOBAHUSM 3aKOHOAATENBCTBA I'OCYJIApCTB-YJIEHOB M aKTaM OpPraHoOB
Co103a B OTHOIIIEHUH UCIIBITAHUIN CTA0OMIBHOCTH.

11.6. JaTel ncTedeHUs CpOKa TOJHOCTH M MPOBEACHHA IOBTOPHBIX
HCIIBITaHUH’

11.60. Ecim mpoMexyTO4Hasi IpOAyKIMs IIPEeAHA3HAYCHA Ul [epelad 3a IPeaeiIbl
cdepbl KOHTPOJIA CUCTEMBI YIIPaBICHUS MaTepraiaMy MPOU3BOAUTENS U 1711 Hee OIpeieieHa
JaTa UCTEYEHMsI CPOKA TOJHOCTH WIIM NMPOBEACHUS TOBTOPHBIX UCIBITAHUHN, TO JOJIKHA OBITH
noiaydeHa uHdopMalus, NOATBEPKAAIONIAs CTAOMIBHOCTh MPOMEKYTOUHON MPOIYyKIUU (
HanpuMep, onyOIMKOBaHHbIE IaHHBIE, PE3YJIbTaThl UCTIBITAHU).

11.61. JlaTsl ncTeueHUs CPOKA TOJHOCTH WJIM MPOBENECHUS MMOBTOPHBIX UcTbITaHU ADC
JIOJKHBI OCHOBBIBATHCSI Ha PE3yJIbTaTaX OLIEHKHA JAHHBIX, MOJYYEHHBIX IMPU H3YYECHHH
ctabuibHOCTU. OOUIENPUHATON MPAKTUKOM siBisieTcst ykazanue Juist ADC gatsl npoBeaeHUs
ITIOBTOPHBIX UCNIBITAHWM, 4 HE 1aThl UCTEYEHHUsI CPOKA TOJHOCTH.

11.62. IIpenBapuTenbHbIE 1aThl HCTEYEHHSI CPOKA TOJJHOCTH WIX IIPOBEACHUS ITOBTOPHBIX
ucnbITaHni ADPC MOTYyT OCHOBBIBAaTHCS Ha PE3yJIbTaTaX, MOJYYEHHBIX JJIS1 ONBITHBIX CEPUN, B
CJIEIYIOIIUX CITy4YasX:

€CIM JJi1 ONBITHBIX CEpPUN HCIHOIB3YIOTCS CIOCOO MPOU3BOJACTBA M MPOLETYPHI,
MOZEIUPYIOIINE OKOHYATENBHBIN IIPOLIECC MPOMBIIUIEHHOTO ITPOU3BO/ICTBA;

ecnu kauecTBO ADPC cCOOTBETCTBYET KaueCTBY BEIIECTBA, KOTOPOE OyJET BbITYCKAThCA B
MPOMBITIIUICHHOM MaciiTabe.

11.63. [Ing npoBeaeHUs MOBTOPHBIX UCHBITAHUH CIEAYyeT OTOUpaATh PENpPE3EHTATUBHbBIC
oOpas3Ibl.

11.7. ApxuBHbIe 00pa3mBI

11.70. ApxuBHbIE 0Opa3Lbl YIIAKOBBIBAIOT U XPAHSAT C LEIbIO0 BO3MOKHOM MOCIIETYIOEN
orieHKH KadecTBa cepuit ADC, HO He /IS IPOBEACHUS UCIIBITAHUM Ha CTAaOMIIBHOCTD.

11.71. ApxuBHbie 00pa3ibl kaxoi cepun ADC, Haanexammum oOpa3oM MapKUPOBaHHbIE
, CIEAYET XpaHUTh B TeUeHUe | ropa rnocie 1aTel HICTEUYEHUS CPOKA TOJHOCTH CEPUU, KOTOpas
ONpENEIAETCS NPOU3BOAUTENEM, WM B TEYEHHE 3 JIET NOCJE pealnu3aluyd CEpUuu B



3aBHCHUMOCTH OT TOT'0, KAKOU CPOK sIBJIsieTCs Oosee JMTeNbHBIM. ApxuBHbIe 00pasisl ADC ¢
YCTaHOBJICHHOW JJaTOW MOBTOPHBIX UCIBITAHUH CIIEIyeT XpPaHUTh B TEUEHUE 3 JIET MOCIE TOrO
, KaKk cepusi ObUIa MOJIHOCTHIO pean30BaHa MPOU3BOTUTENIEM.

11.72. Ilpu XpaHeHHH apXUBHOTIO 00pa3la CieayeT UCIO0JIb30BATh TAKYIO K€ CUCTEMY
KOHTEWHep (ynakoBka), B KoTopoill xpaHutrcsi ADPC, win Takyr, KOTOpas 3KBUBaJECHTHA
CUCTEME YNaKOBKH, IPEIHA3HAYECHHOW I MPOJAXH, WIM 00ECTIEUUBAET JIyUIIylO 3aIIUTY.
CrnenyeTr XpaHUTh apXHWBHbIE 00pa3lbl B KOJUYECTBE, AOCTATOYHOM JUJIsl IPOBEACHUS KakK
MUHUMYM 2 MOJHBIX aHAJIU30B B COOTBETCTBUHU C TPeOOBaHUSIMH (papMaKONEHHON CTaTbU WU
IpU OTCYTCTBUU (apMAKOMEWHON CTAaTbU - 2 MOJHBIX AaHAJIM30B B COOTBETCTBUU CO
cnenu@ukanueil (HopMaTUBHBIM JOKYyMEHTOM I10 Ka4eCTBY).

12. Banunamusa
12.1. ITormTHKa Bamaamum

12.10. TIpousBoguTeneM MOJKHA ObITh JTOKYMEHTAIbHO OQOpMIIEHA KOHIEMIIUS B
OTHOLICHUU TIOCTABJICHHBIX IeJed W TMOJAX0Ja K BajuJalluy, BKJIIOYas BaJIuJaIUIO
TEXHOJOTMYECKUX MPOLIECCOB, MPOUEAYP OYUCTKH, AHAUTUTUYECKUX METOAMK, MPOLEIYpP
KOHTPOJISl B MPOIECCE MPOU3BOACTBA, KOMIIBIOTEPU3UPOBAHHBIX CUCTEM, U B OTHOILICHHUH JIHII,
OTBETCTBEHHBIX 32 pa3pabOTKy, MPOBEPKY, YTBEPKICHUE U JOKYMEHTaIbHOE Oo(opMieHHE
Ka)KJIOT0 3Tara Baaugaluu.

12.11. Kpurnyeckue mapameTpbl (IOKa3aTesiM) KayecTBa, KaK MPaBUIO, CIEIyeT
OTpeeNsATh Ha CTauu pa3padOTKU WJIM HA OCHOBAaHUU JAHHBIX MPEIBAPUTEIBHOTO OMbITA
paboTtsl. ClaeAyeT Tak:Ke ONpeaeIuTh IUana3oHbl 3HAUEHUN 3TUX KPUTHYECKUX MapaMeTpoB (
MoKasaTelieil) KauecTBa, HeOOXOuMBbIE NJisi 00ecTeueHns] BOCTIPOUM3BOIUMOCTH TIpoIiecca.
[Ipu 3TOM HEOOXOAUMO:

ONpPENeNIUTh KpUTHUYECKHE NMokazaTenu kauectsa ADPC Kak MpoayKINH;
yKa3aTh MapaMeTphl IMpoIecca, KOTOphle MOTYT BIMATh Ha KPUTHYECKHUE MOKa3aTeIn
kauectBa ADC;
YCTAHOBUTH JMANa30H 3HAYECHUN KaKJO0TO0 KPUTHYECKOTO MapameTpa nporecca, KOTOPbIi
MPEIoJIaraeTcsl UICIoJIb30BaTh MPU CEPUMHOM MPOU3BOACTBE U KOHTPOJIE Ipoliecca.
12.12. Onepanuu, KOTOpbIE CYUTAIOTCS KPUTUUECKUMHU ISl KadecTBa U YUCTOThI ADC,
MOJIeKAT BaIMIAINH.
12.2. JlokyMeHTalus 0 BAIMAALNI

12.20. Jlns xaxgoro mpoiiecca, MOJJIekKaIIero BajluJaluu, CIeAyeT pa3paboTaTth
MPOTOKOJI BAIHAAIMHU. DTOT MPOTOKOJ JTOJDKEH OBITH MPOBEPEH M YTBEPKICH OTIAEIOM (
OTJ/ieJIaMH ) Ka4eCTBA U IPYTUMH COOTBETCTBYIOIIUMH CITY>KOaMHU.

12.21. B npoTtokone Baluaaluu JOMKHBI ObITh ONpPEAEICHbl KPUTUYECKUE CTAIUU
npoliecca U KpUTEpUU MPUEMIIEMOCTH, a TakKe BUJ MPOBOJAMMON Bajmujanuu (Hampumep,
pPETPOCIEKTHUBHAS, MEPCIEKTUBHAS, COMYTCTBYIONIAsl) U KOJWYECTBO MPOU3BOJICTBEHHBIX
IIUKJIOB.



12.22. Otuer 0 BanuJalMu JOJKEH COAEPkKATh MEPEKPECTHBIE CCHUIKM HA MPOTOKOJI
BAJIUJIallMKM, 0000IIATh TMOJYy4YEHHBIE PE3YyJbTaThl U OOBACHATH C COOTBETCTBYIOIIMMU
BBIBOJIaMU JIIOObIE OOHApYKEHHbIE OTKJIOHEHMSI, BKIIIOUas PEKOMEHIyeMble U3MEHEHUs AJIs
UCITPABIICHUS] HEAOCTATKOB.

12.23. JIroOble OTKIOHEHUS OT MPOTOKOJA BaJUAAIlMU JOJHKHBI OBITH O(OpPMIICHBI
JOKYMEHTAJIBHO C COOTBETCTBYIOLIMM OOOCHOBaHHEM.

12.3. Kpaimuxamus

12.30. Jlo nayana pa®oT Mo BaduJallMU MPOIECca CIEAyeT 3aBEPIIUTh HAJICKAILYIO
KBATH(UKAIMIO KPUTHYECKOTO 000PYTOBAaHUS M BCTIOMOTATENNbHBIX cucTeM. KBamudukarms
OOBIYHO MPOBOJUTCS IO CIACAYIOMIMM dTanaM (Mo KaKJIOMY 3Tamy OTIAEIbHO WIH 0 BCEM
ATaraM B COBOKYITHOCTH):

kBanudukanus npoekta (design qualification, DQ) - nokymeHTanbsHO 0hOPMIICHHOE
NOATBEPKACHUE TOT0, YTO MPEIJIOKEHHBIM MPOEKT IMPOU3BOJACTBEHHBIX MOMEIICHUH,
000pyIOBaHUS WIIH CHCTEM SIBJISICTCS TIPUTOTHBIM JJTSI PUMEHEHUS 110 Ha3HAYEHUIO;

kBaudukanus MoHTaxa (installation qualification, 1Q) - nokymeHTanbsHO oopMiIeHHOE
MOATBEPKIEHNE TOTO, YTO MOHTAX MOMEIICHHH, CUCTEM M 000pyA0BaHUS (YCTAaHOBICHHBIX
UM MOJIU(UIMPOBAHHBIX) BBIMOJHEH B COOTBETCTBHUU C YTBEPXKICHHBIM MPOEKTOM,
pPEKOMEHAAIUSIMHU MPOU3BOAUTENS U (WJIH) TPeOOBAHUSIMU TTOJIH30BATEIIS;

kBamdukamnus GyHKIHoHUpoBaHus (operational qualification, OQ) - qoKyMeHTaIBHO
oOopMIIEHHOE TOATBEPKICHHE TOTO, YTO MOMEIICHHUs, CUCTEMBl M oOopyaoBaHue (
YCTaHOBJICHHBIE WIN MOAU(PUIHPOBAHHBIC) (PYHKIIMOHUPYIOT B COOTBETCTBHH C
PEIbSBIAEMbIMUA TPEOOBAHUSIMHU BO BCEX MPEAYCMOTPEHHBIX PEKUMaAX pabOThI;

kBanuukanus skcruryaranuu (performance qualification, PQ) - nokyMeHTanbHO
0(pOpMIICHHOE TOJTBEPKIECHUE TOTO, YTO TMOMEIIECHHS, CUCTEMbl U OOOPYJIOBAHHUE MPH
COBMECTHOM HCIIOJIb30BaHUU pPaboTaoT 3P(GEKTHBHO U BOCIPOMU3BOASATCS IOKA3aTEINH,
COOTBETCTBYIOIINE YTBEP)KICHHBIM TPEOOBAHUAM U XapaKTEPUCTHKAM ITpoliecca.

12.4. Iloaxons! K BaIMAALUHA IPOLecca

12.40. Banunmanust mporiecca - 3T0 JOKYMEHTAIBHO 0(hOPMIICHHOE JTOKa3aTeIbCTBO TOTO,
YTO TMpOIlecC, MPOTEKAIIIUH B MpelesiaX yCTAaHOBJIEHHBIX IapaMeTpoB, oOecreyrnBaeT
2 PeKTUBHOE W C BOCHPOW3BOAMMBIMHU PE3YyJbTaTaMU TMPOU3BOACTBO MPOMEKYTOUHOU
npoaykiuu i AD®C, cOOTBETCTBYIOMMX MPEABAPUTEIBLHO 3aJaHHBIM CHeU(pUKAIIUIM U
MOKa3aTeJIsIM KadecTBa.
12.41. CymectByer 3 moaxojaa K Banuaauuu. IlepcriekTHBHAsS Baluaalus SBIISIETCS
MPEANOYTUTEbHBIM TOAX0JI0M, HO MMEIOTCS UCKITIOUEHHMS, MO3BOJISIIONINE UCIIOIh30BaTh
JIPYTHE MOAXOIbl. DTH MOAX0Abl U UX MPUMEHUMOCTD ONKMCAHbI HUXKE.



12.42. TlepcieKTUBHYIO BaJIUJAIIMIO OOBIYHO CJIEYET BBIMOIHATH JJIsi BCEX MPOIIECCOB,
cBs3aHHBIX ¢ mnpous3BoacTBOM APC, kak yka3aHO B myHKTe 12.12 HacrTosmiei 4acTu.
[lepcriekTBHAs BaIMAALMS, TPOBOAUMAS JIJIsl POLIECCA, CBA3AHHOTO ¢ Mpou3BoACcTBOM ADC
, JOJKHA OBITH 3aBepllieHa 0 Hayaja peajii3aliyd rOTOBOTO JIEKAPCTBEHHOTO Ipernapara,
npousBeaeHHoro u3 atoi ADC.

12.43. ConyTcTBYyIOIIAs BATUAAIUS MOXKET OBITh MPOBEJICHA MPHU OTCYTCTBUH JAHHBIX IS
MOBTOPSIONIUXCS TEXHOJOTHUYECKUX IUKIIOB, €CJIM BBIMYIIEHO OTPAHUYEHHOE YUCIO CEepuid
ADC, ecnu cepun ADPC BBITyCKAIUCh PEAKO WM ObUTM TPOU3BEIEHBI MOCPEIACTBOM
BaJUMUPOBAHHOIO TIpollecca, KOTOpbId Obu1 MoauduuupoBaH. Jlo 3aBepiieHUs
conytcTBytomed Banunanuu cepun ADC MOTYT OBITh BBIMYIIEHBI M MCIOJIB30BAHbBI IS
MPOU3BOJICTBA JIEKAPCTBEHHOTO Ipernapara, MpeJHAa3HAYEHHOTO IS pealu3aluu, Npu
YCJIOBUU MOJHOTO KOHTPOJIst 1 MoHUTOpUHra cepuid ADC.

12.44. HVcknrodyeHrueM, MO3BOJISIOINIMM MPOBECTU PETPOCIEKTHUBHYIO BAJIHMAALMIO,
ABJISIFOTCSL JOCTaTOYHO OPraHU30BAHHBIE MPOLECCHI, KOTOPbIE 00ECIIEUYNBAIOT MPOU3BOJICTBO
A®C 06e3 CyIlIeCTBEHHBIX H3MEHEHHH €ro KauyecTBa BCJIEICTBUE HM3MEHEHUW ChIPhS,
000py10BaHUsl, CUCTEM, IOMEIIEHHUI U MpoLecca NPoru3BoACTBa. Takoi Moaxo/ K BaJIUJalun
MOKET OBITh UCTIOJIB30BaH, €CIIH:

OTpeIeNIeHbl KpUTHUECKHUE MTOKa3aTeNId KaueCcTBa U KPUTHUECKHE MTapaMeTphl Ipoliecca;

YCTAHOBIIEHBI HaJUJIeKalIMe KPUTEPUU MPHUEMIIEMOCTH M KOHTPOJISI B MPOIECCe
IPOU3BO/ICTBA;

OTCYTCTBOBAJIM CYIIECTBEHHBIC COOM B XOJI¢ mpolecca Wik AePEKThl MPOAYKIIUUA IO
pUYKMHAM, HE CBA3aHHBIM C OIIMOKaMU OMepaTopa Uiu OTKa3aMu 000PY10BaHUS;

OBUIM yCTaHOBJIEHBI TpoQuin npuMmecei st nanno ADC.

12.45. Cepun, oToOpaHHbIC JJIT PETPOCIIEKTUBHON BaIUAAINH, JOJDKHBI MPECTABISATh
co00il penpe3eHTATUBHYIO BBIOOPKY M3 BCEX CEpHUid, MPOU3BEJACHHBIX 3a MPOBEPSEMbIM
Mepuoa, B TOM YHCIIC JTIOOBIX CEepui, HE COOTBETCTBYIONUX crernudukanuam. [Ipu stom
KOJINYECTBO TaKUX CEPUM JTOHKHO OBITH JOCTATOYHBIM IS JI0KA3aTeIhCTBa MOCTOSHCTBA
npoiiecca. B mensix nojiydeHus JaHHBIX ISl PpETPOCHEKTUBHON BaIUAAIIMU MPoLiecca MOKET
OBITh MTPOBE/ICHO UCIIBITAHNE APXUBHBIX 00pPa3IIOB.

12.5. TIporpaMma Baymanyum mporecca

12.50. Konu4ecTBO MpOM3BOICTBEHHBIX [IUKIIOB, HEOOXOIUMBIX ISl BaTUAIIUH, TOJHKHO
3aBUCETh OT CJI0KHOCTH MpPOLECcCa WM 3HAYMMOCTH M3MEHEHHUS Mpolecca, MOJIEKAININX
paccMoTpeHuto. [l NepCcrneKTUBHONW M COMYTCTBYIONIEH BajdWalud JOJDKHBI OBITh
WCMOJIb30BaHbl JJAHHBIE, TOJYUYEHHBIE 71 3 MOCJIEN0BATEIbHBIX MTPOU3BOACTBEHHBIX CEPUIl
MPOAYKIIMK HajjIekamero kadectBa. OjHako MOryT OBITh CHUTYaIllUHM, KOTJa IS
JI0Ka3aTeIbCTBA MOCTOSHCTBA Mpoliecca HEOOXOAUMBI JOTIOJIHUTEIbHBIE TPOU3BOICTBEHHbIC
LUKJIBI (HAIlpUMep, MPOIEcChl MPOM3BOACTBA CIOXKHBIX ADC uau AIUTEIbHBIEC MPOIECCHI
npousBoacTBa ADC). /{151 OLIEHKH MOCTOSHCTBA MPOIIECCa MPU PETPOCTIEKTUBHON BaIMAAIIUN



, Kak TIpaBujI0, HeoOXoauMo ucciaeaoBaTh ganubie s 10 - 30 mociienoBaTeIbHBIX CepUid, HO
MPU COOTBETCTBYIOLEM 0OOCHOBAHUU ATO YUCIIO MOXKET ObITh YMEHBILIEHO.

12.51. Bo BpeMs mpoBeaeHUs UCCIEAOBAHUN MO BaJMAALUM IPOILECCA CIEAYeT
KOHTPOJUPOBATh U MPOBEPATH €ro KpUTHUYECKHE TapaMeTpsbl. [lapameTpsl mpoiiecca, He
CBSI3aHHBIE C KAYECTBOM, HAIPpUMEpP, IEPEMEHHbBIC, KOHTPOJIUPYEMBIE B LIENISIX COKpAIICHUs
NOTpeOJICHUsT PHEPTUM WM HCIOJb30BaHUS O0OPY/IOBaHHUSA, MOXXHO HE BKJIIOYATh B
BaJIMAAIMIO ITpoLiecca.

12.52. Banmupanus mporiecca J0bKHA MOATBEPKAaTh, YTO MPOQUIb MpUMECeH s
kaxaoro AP®C HaxoauTcs B 3alaHHBIX mnpenenax. IIpoduns mpumeceil nomxeH OBITH
aHajoruueH (100 OBITH JydIille) paHee MOJYyYEHHOMY MpOUIII0 MPUMECeH, a TaKkKe B
COOTBETCTBYIOIIUX CIydasx MNpoQuil0 MpUMEcei, yCTaHOBICHHOMY IpU pa3padoTke
MPOIIECCa, WU CEPUI, UCTIOIBb30BAHHBIX JJIsl OCHOBHBIX KJIMHUYECKUX U TOKCHUKOJIOTHYECKHUX
HUCCJICJOBAHUMN.

12.6. Ilepnoawgeckas mpoBepKa BaIMIAPOBAHABIX CHCTEM

12.60. Cuctembl M OpOLECCH CIEAYET MOJABEPraTh MNEPUOJAUUYECKON OIEHKE IS
MOATBEPAKACHUS TOr0, YTO OHU (PYHKIIMOHUPYIOT MPaBUILHBIM 00pa3om. Eciiu B mpoliecc win
CHUCTEeMY He OBbLIM BHECEHBI CYIIECTBEHHBIC U3MEHEHHS M 0030p KauyecTBa MOATBEPAMII, YTO
CUCTeMa WM MpOIecC TMOCTOSHHO oOecrneunuBaeT TMPOU3BOJCTBO MaTepuana,
COOTBETCTBYIOIIETO CISIU(PUKAIIUSAM, IIOBTOPHAS BAIMIAIMS, KaK IIPaBUIIO, HE TIPOBOIATCS.

12.7. Bammpgamus O9uCTKHA

12.70. Tlpomemypsl OYMCTKU, KaK MPABUIIO, JOJDKHBI TPOUTH Bamumaruioo. OObIYHO
BAJIMIAIMIO OYMCTKHA MPOBOJAT B CIy4asX, IPU KOTOPHIX KOHTAMHHALUS WM TMEPEHOC
BEILIECTB MPEJACTaBIsAECT HAaMOOJbIIYI0 omacHocTh Juisi kadectBa ADC. Hampumep, Ha
HAYaJIbHBIX CTAAMSIX TEXHOJIOTMYECKOTO Mpoliecca MOXKET He MOTpPeOOBaThCS MPOBEACHHE
BAJIUJIAIINH TIPOLEYP OUUCTKUA O0OPYIOBaHUS, €CJIM OCTATOUYHBIEC BEIlECTBA OYAYT yAaJICHBI
Ha MOCJIEAYIOUINX CTAAUSAX OUUCTKH.

12.71. Banupanus npoueAayp OYUCTKH JOJDKHA OTpaxkaTh (PaKTHUUYECKUN XapakTep
ncnoab3oBaHusg obopynoBanus. Ecnu pasupie AOC uim pa3Hyl IPOMEKYTOUHYIO
IPOIYKIMIO MPOU3BOJAT HA OJJHOM M TOM K€ 000pYAOBAHUH U 3TO 000PYAOBAHUE OYUIIAIOT
OJTHUM M TE€M K€ CITOCOO0M, TO JIJIsl BaTUAAIIMN OUYMCTKH MOKHO BBIOpATh PENPE3EHTATUBHYIO
npoMexxyTounyto npoaykuuto win ADC. Takoi BEIOOp JOTKEH OCHOBBIBATHCS HA TAHHBIX O
PacTBOPUMOCTH M TPYIAHOCTSIX OYUCTKH, a TAKKE€ HA PacueTe MPEAECIbHOTO COJEpKaHUS
OCTaTKOB C YYETOM UX aKTUBHOCTH, TOKCUYHOCTU U CTAOMIIBHOCTH.

12.72. B npoTokoie Baluaallid OYUCTKU JIOJKHBI OBITH OMHCAaHBI 000PYAOBaHMUE,
MOJUIEXKAIIEEC OYMCTKE, NPOLEAYpPbl, MaTepUANIbl, IPUEMIIEMBIE YPOBHU OUYMUCTKH,



KOHTPOJUPYEMBIE U PETYJIUPYEMbIEC IMAPAMETPHI U AHAIUTHYECKUE METOJIUKU. B mpoTokoie
CJIEIyeT TaKXke yKa3aTh BUJIbI OTOMPAEMBbIX P00, CIOCOObI UX 0TOOpPA U MAPKUPOBKH.

12.73. Jlna oOHapyXKeHUsI KaK HEPACTBOPUMBIX, TaK M PACTBOPUMBIX OCTATKOB METO]IbI
oTOOpa PoO JOJIKHBI BKJIIOYATh COOTBETCTBYIOIINE METO/IbI (HarpuMep, 3a00p Ma3KOB WITU
CMBIBOB, MPSAMYIO 3KCTPakIuio u 1ap.). Mcmomap3yeMble MeTOIbI 0TOOpa MpoO0 TOKHBI
MO3BOJISITH KOJIMYECTBEHHO OMpPEAENATh YPOBHU OCTATKOB HA MOBEPXHOCTSIX 000PY/I0BaHMUS
nocisie 0OYUCTKU. CreyeT yuuThIBaTh, YTO UCIOJIB30BAHUE METOJAa OTOOpA MPOoO MOCPEACTBOM
3a00pa Ma3KOB HEOCYIIECTBUMO, €CIIM KOHTAKTHPYIOIIHE C MPOAYKTOM MOBEPXHOCTHU
ABJISIFOTCS. TPYIHOAOCTYITHBIMH BCJIEICTBHE KOHCTPYKTHUBHBIX OCOOEHHOCTEN 000pyaoBaHus (
HarpuMep, BHYTPEHHUE MMOBEPXHOCTH NMUIAHTOB, TPAHCIIOPTHBIX TPYOOIPOBOJOB, EMKOCTH
PEaKTOPOB C Y3KHMMH JIFOKaMH, a TakKe HEOOJBIIOE MO pa3Mepy CIOXKHOE 000pynoBaHue (
HaIpuMEp, MHUKPOHU3ATOPbl WU MHUKPOPACHBUIMTENH)) W (WJIM) €CJIH CYLECTBYIOT
orpaHuYeHHUs mpouecca (Harmpumep, oOpabOTKa TOKCHYHBIX BEIIECTB), B 3THX CIydasx
HE00XO0AMMO MPEAYCMOTPETh HHOM METO1 0TOOpa Mpoo.

12.74. CnenyeT wucnonb30BaTh BaJUJAUPOBAHHBIE AHAIUTUYECKUE METOJUKH,
oOyiafaronMe JOCTATOYHOM UYYBCTBUTEIBHOCTBIO Ui OOHApy’>KEHUsT OCTAaTKOB WU
KOHTaMUHAHTOB. [Ipemen oOHapyKeHHUS KaKJI0H aHATUTHUUYECKON METOJMKH JOJDKEH OBITh
JOCTAaTOYHBIM JJIsl TOTO, YTOOBl YCTAHOBUTH JOCTH)KEHUE MPUEMIIEMOTO YPOBHS OCTATKOB
WA KOHTAMUHAHTOB. [l METOOUKU CJHEAyeT YCTAaHOBUThH JIOCTUTAa€MbIil ypPOBEHBb
U3BJIeUeHUs] BelecTBa. [Ipenenbl coliepiaHus OCTAaTKOB AOJKHBI ObITh MPAKTUYHBIMH,
TOCTUKMUMBIMHU, TMPOBEPSIEMBbIMU M JIOJKHBI OCHOBBIBAaTHCS Ha COJEpKaHUM Hambosee
BpenHoro ocrartka. [Ipenensl MOXHO yCTaHaBIMBATh, OCHOBBIBASICH HA MUHHUMAaJIbHOM
o0JaaromiemM U3BeCTHON (PapMaKoIOTHUECKON, TOKCUKOIOTHUECKON WK (PU3UO0TOTUUECKOM
akTUBHOCTHIO KosmuecTBe ADC unu Haubosee BpeaHoro kommnonenta ADC.

12.75. Jlna mpo1ieccoB, B KOTOPBIX CYIIECTBYET HEOOXOIUMOCTh CHUXKEHHS OOIIEro
KOJINYECTBAa MUKPOOPTaHU3MOB MJIU S3HIO0TOKCUHOB B ADC, uiu a1 Ipyrux NpoLeccoB, Iie
MOYXET OBbITh 3HAYMMBIM TaKas KOHTaMHUHalMs (HarpuMep, MPOM3BOJCTBO HECTEPHUIBHBIX
A®C, ucnosb3yeMmbIX sl MPOU3BOJICTBA CTEPUIIBHBIX JIEKAPCTBEHHBIX IMpenapaToB),
UCCJIEOBAaHUE OYUCTKHU (CaHUTapHOW 00pabOTKM) OO0OpYyIOBaHMS CIEAyeT MPOBOAUTH B
OTHOIIIEHUHY KOHTAMHUHAIIUU MUKPOOPTaHU3MaMU U SHJOTOKCHHAMH.

12.76. Ilpouenypsl OYUCTKH CIIEAye€T KOHTPOJHPOBATh C OMNPEIEICHHOMN
MEPUOANYHOCTBIO TMOCE BaIUAAMHU, YTOOBl YOEOUTHCA, YTO 3TH NPOLEAYPHI SBISIOTCS
3¢ ()EKTUBHBIMU TIPU UX UCIOJIB30BAHUU BO BPEMS TEKYIIIETO TEXHOJOTHYECKOTO Mpollecca.
Yuctoty 000py10BaHUSI MOKHO KOHTPOJIMPOBATH MOCPEACTBOM MPOBEICHUS aHATTUTUYECKUX
UCTIBITAHUN W BU3yaJIbHOTO OCMOTpa. BuU3yalbHBII OCMOTP MO3BOJISIET OOHAPYXKHUTH
3HAUUTEIbHBIE CKOTUICHHS] KOHTAMUHAHTOB Ha HEOOJBIIUX YYaCTKaX, €CJIM €CTh OCHOBaHUS
10JIaraTh, YTO OHU MOTYT OKa3aThCsl HE OOHAPYKEHHBIMU WHBIM CITIOCOOOM IIpH 0TOOpE Mpod
U (WIKM) aHaIu3e.



12.8. Bamganmsa aHaAIMTHIECKUX METOIHUK

12.80. Ecnu ucnonp3yemMble aHAIMTHYECKUE METOAUKHU HE BKIIOUEHbI B Dapmakonero
Coro3a, papmakornen rocy1apcTB-4jJeHOB WM B 0a30BYI0 (papMakoIiero, ONpeaeeHHYI0 B
cooTBeTcTBUM ¢ KoHuenuueil rapmoHuzanuu (apmakorneid rocyJapcTB-4J€HOB, a TAKXKE
Apyrue CTaHIapThl, TpUMEHseMble B paMkax Coro3a, TO OHU JOJIKHBI MPOUTH BAJIUIALIUIO.

IIpurogHOCTH BCEX UCMOIB3YEMBIX METOAUK UCIIBITAHUI CIIEYET IIPOBEPATH B pEaIbHBIX
YCJIOBHSIX IPUMEHEHUS U OPOPMIISITH JOKYMEHTAIIBHO.

12.81. Banunaiuio METOIUK CIEAyeT MPOBOJAUTH C YYETOM OOOCHOBAHUS XapaKTEPUCTUK,
MPUBEJICHHBIX B COOTBETCTBYIOIIMX akTax opraHoB Coro3a Mo BaluJallMy aHAIUTHUYECKUX
MeToauk. OO0beM NPOBOAMMON aHATUTHUYECKON BalMJAlMM JOJKEH 3aBUCETh OT LIETU
aHaiM3a ¥ CTaJIuM TEXHOJOTUYECKOro npoiiecca npouspojctea ADC.

12.82. 1o Hadana BajnuAalW¥ AHAJIUTHYECKUX METOAUK CIEAYET IPOBECTHU
COOTBETCTBYIOILYIO KBAJTU(HUKALIUIO aHATUTUYECKOTO 000PY10BaHMUSL.

12.83. Cnenyer BecTH MOJAPOOHBIE 3alUCH BCEX U3MEHEHHUH BaduJUPOBAHHOU
AHAJMTUYECKON MeTOAMKHM. Takue 3amucu JOJDKHBI OTpPa)kaTh NPUYUMHY W3MEHEHHS U
COOTBETCTBYIOIIME JAaHHBbIE JIsi MOATBEPKICHHS TOTrO, YTO H3MEHEHUE MPUBOAUT K
pesyibTaTaM, O0ECHeYMBAIOIIUM TaKyl0 € TOYHOCTb M HaJAECKHOCTh AHAJIUTHYECKOM
METOAMKHU, KaK U Pe3yJIbTaThl, MOJTYYEHHbIE C MOMOIIbIO paHee MPUHATOW AHAITUTUYECKOU
METO/IMKHU.

13. KoHTpOIH H3MCHEHHH

13.10. Cnenyet pa3paboTtaTh (popMaIn30BaHHYIO CUCTEMY KOHTPOJS MU3MEHEHUM IS
OIIEHKM BCEX H3MEHEHUH, KOTOpbIE MOTYT IMOBJIHATH Ha MPOU3BOJCTBO U KOHTPOJIb
poMeXyTOUHOM npoaykiuu u ADC.

13.11. CrnegyeTr npenycMOTpeTh MUCHbMEHHbBIC MPOIEAYPHl I UIASHTU(UKAIUH,
JIOKYMEHTAJIbHOTO 0(hOPMIICHHS, COOTBETCTBYIOIIEH MPOBEPKH U YTBEPKACHUS U3MEHEHUH B
OTHOIIIEHUH HCXOJHOTO CHIPhA, CHEeNU(PUKANNN, aHATUTHYECKUX METOJUK, MOMEIICHHH,
BCIIOMOTATENbHBIX CUCTEM, 000pYI0BaHUs (BKIIIOUAsi KOMIIBIOTEPHOE 000PYA0BAHKE), CTAAMMI
npolecca, MaTepuajaoB [Js MapKUPOBKM U VYIAKOBKU, a TaKke KOMIIbIOTEPHOTO
IPOrPaMMHOTO 00ECIICUECHHUS.

13.12. JIroOble peayioxKeHusl 0 U3MEHEHUSIM, KaCaloIIUMCs COOIMI0AeHUsT TpeOOBaHUM
HacTtosimux [IpaBui, MOJDKHBI OBITH COCTaBIIEHBI, MPOBEPEHBI U YTBEPKIACHBI
COOTBETCTBYIOIIMMU MOJIpa3/IeICHUSIMU MPOU3BOAUTEINS, @ 3aTEM NMPOBEPEHBI U YTBEPKICHBI
oTzesioM (0TeIaMH ) KayecTBa.

13.13. Cnenyer OLIEHUTh BO3MOKHOE BIIMSIHUE MPEJIOKEHHOTO N3MEHECHUSI HA KAYECTBO
npomexxyrounoit mnpoaykuuu unu ADC. Ilpouenypa kmaccupukanuu H3MEHECHHUIN
UCIIOJB3YETCS TMPU ONpeAeiIeHUH 00beMa MCHBITAaHUN, BaIUAAllMM U JIOKYMEHTAllUH,
TpeOyeMbIX JJiT 00OCHOBaHUSI M3MEHEHUH, BHOCUMBIX B paHee BaJUIMPOBAHHBINA MPOIIECC.



N3menenus MoryT OBITh KiacCU(MUIIMPOBAHBI (HANMpUMEpP, KaK CYIIECTBEHHBIE WU
HECYIIECTBEHHbBIE) B 3aBUCUMOCTU OT UX XapakTepa U 00beMa, a TaK¥Ke BIMSIHUS, KOTOPOE
OHH MOTYT OKa3aTh Ha mpoiiecc. C yueToM 000CHOBAaHHOTO 3aKJIFOUCHHSI CIIETyEeT ONPEACIIUTD
, KaKkue JTOTMOJHUTENbHBIC MCIBITAHUS W UCCIEIOBAHUS MO BaJIUIAIUM HEOOXOIUMBI IS
00OCHOBaHUS TAKUX U3MEHEHUH.

13.14. Tlpu BHeapeHUM YTBEPKICHHBIX U3MEHEHHUH CJIEAYET MPHUHITH MEPhI IO
MEePeCMOTPY BCEX TOKYMEHTOB, HA COJICP>KaHUE KOTOPHIX BIUSIOT 3TH U3MEHEHUS.

13.15. Tlocne BHEApEHUSI U3MEHEHHUS B IPOU3BOJICTBO CIIEIYET MPOBECTU OLIEHKY MEPBBIX
cepuil, MPOU3BEICHHBIX MJIU UCIIBITAHHBIX MOCJIC BHEAPEHUS ITOTO U3MEHEHUSI.

13.16. CnenyeT OLIEHUTh BO3MOXHOCTb BO3JEHCTBUSA KPUTHUUYECKHUX HU3MEHECHUH Ha
CTaOUJIBHOCTh W Ha YCTAHOBJICHHBIC JAaThl MTOBTOPHBIX HCIBITAHUN WM JAThl UCTCUCHUS
cpoka rogroctu. [Ipu HeoOxommmocTr oOpasnbl TpoMeKyTouHOU mpoaykiuu uin ADC,
KOTOpbIE OBLITU MPOU3BEIEHBI TOCPEICTBOM U3MEHEHHOTO IMpoIiecca, MOTYT ObITh BBEJCHBI B
porpaMMy YCKOPEHHOI'O H3Yy4YEHHS CTAOMIBbHOCTH M (WJIM) BKJIOYEHBI B MHPOTPaMMy
MOHHUTOPHUHTA CTAOUIILHOCTH.

13.17. Cnenyer mnpouH(@OpMHPOBATH COOTBETCTBYIOIIMX MPOU3BOJIUTENECH
JIEKApCTBEHHBIX TIpernapatoB (B TOM 4YHCIE€ JIEKAPCTBEHHBIX IpenapaTtoB B Qopme
HepachacOBaHHBIX MPOAYKTOB) 00 H3MEHEHHUSIX B YCTAHOBJICHHBIX TEXHOJOTHYECKUX
MpoIIECCax M Mpolieaypax KOHTPOJISA Mpo1ecca, KOTOPble MOTYT NOBIUATh Ha kKauyecTBO ADC.

14. OTxiI0HEHHE ¥ MOBTOPHOE MCIOIB30BAaHAEC MaTCPHAIOB
14.1. Otxonerune

14.10. ITpomexyrtounyto npoaykiui U ADC, KOTOpble HE COOTBETCTBYIOT
YCTaHOBJIEHHBIM cHenuduKanusiM, CIeayeT CcoJAepkaTh B YCIOBUAX KapaHTHHA,
MPOMapKUpPOBaB TaK, YTOObI OOECHEYUTh HMX SIBHOE OTIWYME OT Mpoaykiuu u ADC,
COOTBETCTBYIOIIMX YCTAHOBJIEHHBIM crieluduKanusaM. Takyro IpOMEKYTOUHYIO MPOTYKIIHIO
i AOC MOXHO TOJABEPTHYThH MOBTOPHOU 00paboTke mwim nepepadorke. OKOHUATEIHHOE
pellieHue B OTHOIIEHUHM OTKJIOHEHHBIX MaTepuajioB JIOJKHO OBITh O(QOopMIEHO
JOKYMEHTAJIBHO.

14.2. IToBTOpHas 06paboTka

14.20. IIoBTOpHOE HMCHOIB30BAHME B NPOLECCE MPOU3BOJICTBA MPOMEKYTOUYHOU
npoaykuuu uin A®C, BkiIroudas NPOAYKLIHIO, HE COOTBETCTBYIOILYIO CTaHAApTaMm WIH
cnenudUKanuaM, U UX MOBTOpHAsA 00pabOTKa MyTEM MOBTOPEHMS CTAIUHU KPUCTAIIIU3ALMU
WIN JPYTUX COOTBETCTBYIOIIMX CTaAuil 0OpabOTKM XMMHUYECKHUMH WU (PU3NYECKUMHU
crnocobamu (Harpumep, IMCTUIUIAUS, (PUIIbTpanus, XpoMarorpapupoBanue, U3MEIbYECHHE),



SBJISIOIIMXCS YaCThIO YCTAHOBJIEHHOTO MPOM3BOACTBEHHOIO IMpoliecca, OObIUHO CUHUTAIOTCA
npuemiieMbiMi. OTHAKO €CJIM MOBTOPHAsi 00pab0TKa UCTIOJIB3YETCS JIJIsi OOJIBIITMHCTBA CEPHUiA,
TO €€ CJIeAyeT BKIIOUNTh B KAYE€CTBE YACTU CTAHAAPTHOTO TEXHOJIOTMYECKOTO MPOLECCa.

14.21. IIponomkeHne OCyECTBICHUS CTaAUN TEXHOJIOTHYECKOTO MpolLiecca, 1 KOTOPOi
KOHTPOJIb B IPOLIECCE MPOU3BOACTBA NOKA3aJl, YTO OHA HE 3aBEPIICHA, CYUTAETCS YACTHIO
OOBIYHOT'O TEXHOJIOTUYECKOT0 MpoIiecca, a He TOBTOPHOM 00pabOTKOM.

14.22. BBeneHne HENMpOpPEarupoBABLIETO BEIIECTBA B MPOLECC BHOBb U IMOBTOPHOE
MPOBEJICHUE XUMHUUYECKOW PEaKIUM CUYUTAIOTCS TMOBTOPHOM 00pabOTKOHM, eclu 3TO He
SBJISIETCSL 4YacThIO YCTAHOBJIEHHOrO Tipolecca. Takod MOBTOpHOU 00pabOTKe MOJKHA
IIPEALIECTBOBATh TIIATEIbHAs OLICHKA, FapaHTUPYIOIIAsl, YTO 3TO HE OKAKET HEraTUBHOTO
BIIMSIHMS HA KAayeCTBO NMPOMEXKYTOUHOM nponykuuu uin APC BClenCTBHE BO3MOXKHOIO
oOpa3oBaHMs MOOOYHBIX MPOIYKTOB U BEIIECTB, IPOPEATNPOBABIINX CBEPX YCTAHOBICHHOU
HOPMBL.

14.3. TIepepabotka

14.30. Ilepen nmpuHsATHEM pelIeHUs O NepepadoTKe cepuil, He COOTBETCTBYIOUIUX
YCTaHOBJICHHBIM HOpMaM WM crielu@ukanusM (HOpMaTUBHBIM JOKYMEHTAM MO Ka4eCTBY),
CJeyeT MPOBECTH pacciieJOBaHNE MPUYUH TAKOTO HECOOTBETCTBUSL.

14.31. Cepuu, noasepruyThie nepepadboTKe, JOIKHBI ObITh OOBEKTOM COOTBETCTBYIONICH
OIICHKH, WCTBITAHUH, UCCIEAOBAHUS CTAOWIBHOCTH, €CJIM JJIS 3TOTO €CTh OCHOBAaHHS, U
JOKYMEHTaJbHOTO O(OopMIIEHUs, YTOObI TOKa3aTh, UYTO TepepadoTaHHas MPOAYKIHS IO
Ka4eCTBY SKBHUBAJIICHTHA NPOAYKIIMU, MHPOU3BEICHHON MOCPEICTBOM MEPBOHAYAIBHO
YCTaHOBJICHHOTO MPOU3BOJACTBEHHOrO mpoiecca. Hanbonee neaecooOpa3HbIM MOIXOI0M K
BAJIMJIAIIMYU TIPOLIEAYP MEepepadOTKH SIBJISIETCS COMYTCTBYIOIIAsA BaduAays. JTO MO3BOJISIET
COCTaBUTh 3aIMCH TPOIEAYpPhl NMEepepadOTKH, YCTAHOBUTH MOPANIOK €€ MPOBEIACHUS U
ONPENENUTh 0XKUIaeMble pe3ybTaThl. Eciin nepepaboTke MOJUIeKUT TOIBKO OJJHA Cepus, TO
MOET OBITh COCTABJICH MUCHMEHHBIM OTYET, & CepUs pa3pellieHa K BBIMYCKY Cpa3y IocCIe
MOATBEPKIACHUS €€ MPUEMIIEMOCTH.

14.32. JIomxHBI OBITh MPUHATH B (h)OpPME MUCHMEHHOTO JOKYMEHTA MPOIEAYPHI JJIS
CpaBHEHHUS PO MpuMecel Kaxkao0il nepepaboTaHHON cepur ¢ NpoPUIsIMU TIpUMecei
Cepuid, MPOU3BEICHHBIX IMOCPEICTBOM YCTAHOBJIEHHOrO mpouecca. Ecnu npumeHseMbie
aHATUTUYECKUE METOJUKU HE TMO3BOJISIOT aJ€KBATHO OXAapaKTEpHU30BaTh MEpepadOTaHHYIO
CEPHI0, TO CJIEAYET BOCHOIb30BATHCS TOMOJIHUTEIbHBIMU METOIUKAMM.

14.4. Perenepanys MaTepHalIOB H pacCTBOPUTEIEH

14.40. Perenepanusi peakTUBOB, IPOMEKYyTOUHOM npoaykiuu uiu ADC (Hanpumep, u3
MAaTOYHOM >KUJKOCTH WU (PUIBTPATOB) CUUTAETCS IOIMYCTUMOM IMpPH YCIOBUM HAIUYUA



YTBEPKJICHHBIX MPOLEAYpP PEreHEepaluy U COOTBETCTBHSI PEr€HEPUPOBAHHBIX MaTEPUATIOB
crienupuKaIusIM, MOAXOAIIUM JIJIs UX TMPEANO0JIaraéMoro UCIoJIb30BaHMUS.

14.41. JonmyckaroTcs pereHepanusi 1 HOBTOPHOE HCTOJIb30BAHUE PACTBOPUTEIICH B TEX K€
WU JPYTUX TpOIeccax MPHU YCIOBHUH, YTO MPOIEAYPhl PEereHepaliii KOHTPOIUPYIOTCS U
MPOBEPSIOTCS i1 OOECHEeYeHHs] COOTBETCTBUS PACTBOPUTENIEH COOTBETCTBYIOIINM
CTaHJlapTaM TMepeJ HMX MOBTOPHBIM HCMOJb30BAHUEM WM CMEIIMBAHUEM C APYTUMH
MaTtepuagaMu, IOMyCTUMBIMU K UCIIOJIb30BAHMUIO.

14.42. HoBble 1 pereHeprupOBaHHbBIE PACTBOPUTEIN U PEAKTUBBI MOKHO CMEIINBATh, €CIIU
B XOJ€ COOTBETCTBYIOIIMX HCIBITAHUN TMOKa3aHa WX MPUTOJHOCTh [JIsI BCeX
TEXHOJIOTUYECKUX MPOLIECCOB, B KOTOPBIX OHU MOTYT UCIIOIb30BaThCH.

14.43. Vcnosib30BaHWE PETCHEPUPOBAHHBIX PACTBOPUTEIICH, MATOYHBIX KUJIKOCTEH U
JIPYTUX PETCHEPUPOBAHHBIX BEIIECTB JOIKHO OBITh 0(DOPMIICHO JOKYMEHTAIBHO.

14.5. BosBpar

14.50. Bo3BpalieHHy10 IPOMEXYTOUYHYIO TPOAYKIMIO WK Bo3BpaieHHble ADC cinenyer
MapKHpOBaTh COOTBETCTBYIOLIUM 00pa30M U COAEpPkKaTh B YCIOBUAX KapaHTHHA.
14.51. Eciu cocTosiHME KOHTEMHEPOB (YIaKOBKH) WJIM YCIIOBUS, B KOTOPBIX XPaHUIIUCH
WU TPAHCIIOPTUPOBAINCH NPOMEXyTouHas npoaykuus wim APC 1o win B mpouecce ux
BO3BpPAaTa, BbI3BIBAIOT COMHEHUSI OTHOCUTENIBHO KauecTBa MPOMEXYTOUYHON MPOAYKIUU WU
A®C, To BO3BpallleHHAs MPOMEKYTOUHAsI MPOAYKIHUS WK Bo3BpaiieHHble ADC mojiexar
NOBTOPHOI 00paboTKe, mepepadoTKe WM YHUUTOKEHUIO.
14.52. Cnenyer BecTu 3amucH BO3BpaTa MpoMexyTouHoi npoaykuuu uiu ADC. [ns
Ka)KJI0Tr0 BO3BpaTa B JOKYMEHTALMH CIEAYET yKa3aTh:
HAaUMEHOBAHUE U a/IpeC IPy30I0JIyqaTess;
HAaMMEHOBaHHME IPOMEKYTOUYHOU npoaykuuu uin ADC, HoMep cepur U BO3BPAILIEHHOE
KOJIMYECTBO MPOMEKYTOUHOU ITpoaykuuu ninm ADPC;
IPUYHHY BO3BpATa;
yKa3aHHe Ha HCMOJb30BAHHE WJIM YHUUYTOXKEHUE BO3BPAILEHHOW MPOMEXYTOUYHOH
npoaykiuu unu AD®C.

15. TIpeTen3un 1 OT3HIBHI

15.10. Bce mpereH3un K KauecTBY, MOJyYCHHbIC B YCTHOW HIJIM MUCbMEHHOU (hopme,
JOJIKHBl OBITh O(OPMIIEHBI JOKYMEHTAJIBHO U paccieOBaHbl COIJIACHO HUCBMEHHOMN
MHCTPYKLUH.

15.11. 3anucu paccMOTpeHUs IPETEH3UM T0KHBI COJIEPKATh:
HAaUMEHOBaHUE, aipec U HoMep TenedoHa LA, IPEIbIBUBIIETO NPETEH3UIO;
damunus, uMs, OT4ECTBO (IIPU HAJTMYMM) JUIA, TPEIbIBUBIIEIO MPETEH3UIO, €ro
JOJIKHOCTD (IIPU HAJIMYUN);



CyThb IIPETEH3UH (BKJIIOUasi HAMMEeHOBaHue U Homep cepuu ADC);

JaTy MOCTYIUICHUS IPETEH3UH;

IepBOHAYAIIBHO MPUHSATHIE MEPhl C YKa3aHUEM JaThl UX OCYLIECTBICHUS W JIMIA,
MPUHSBILIETO MEPHI;

r00bIe TOCEeNYIOINE EHCTBHS, CBSI3aHHBIE C MPEAbIBICHHON MTPETEH3HUEH;

OTBET, HAIIPABJICHHBIN JIUITY, IPEAbSIBUBIIEMY MPETEH3UIO (BKIIIOYAs AaTy HAMpPaBICHUS
OTBETA);

OKOHYATEJIbHOE PEILICHHE, TPUHATOE B OTHOUIEHUH CEPUU WM NAPTUU NPOMEXKYTOYHOMN
npoaykuuu ninu A®C B CBS3U € PEIBABICHHON NPETEH3UEMN.

15.12. 3anucu paccMOTpPEHUS MPETEH3UM CIEIYET COXPAHATh C 1IEJIbI0 OICHKU TEHACHIIMI
, 4aCTOThI OCTYIUICHHS IPETEH3UIN U UX 3HAYUMOCTH ISl IPUHATHS TOMIOJTHUTEIBHOTO U MPU
HEOOXOMMOCTH HEMEIJICHHOTO KOPPEKTUPYIOLIETO AEHCTBUS.

15.13. Heo6xoaumMo NpUHATH B (pOpME MUCBMEHHOTO JIOKYMEHTa MPOUEAypY s
onpeneneHnus o0CTOATENbCTB, IPU KOTOPBIX CIEAYET paccMaTpHBaTh BOMPOC 00 OT3bIBE
npOMEXYTOUHOUN poaykuuu min ADC.

15.14. Ilpouenaypa OT3bIBa JOJKHA ONPEAENATh, KTO JIOJKEH MPUHUMATh y4acTHE B
OlleHKe HH(OpMaLMM, KaK CIeayeT HauyuHaTh MPOLEAYpYy OT3bIBa, KOrOo CIEAYEeT
nporuH(GOpMUPOBaTh 00 OT3bIBE MPOMEXYTOUHOU mponykuuu win ADPC u kak cieayer
MOCTyNaTh ¢ 0TO3BAHHOUN MpOMEKyTOUHOU npoaykuueit i ADC.

15.15. B cnyyae cepbe3HOM WM MTOTEHIIMAIBHO YTPOKAOIIEH )KU3HU CUTYalluH CIEAYET
nporuH()OPMHUPOBATH 00 STOM YIOJTHOMOYEHHBIE OPTaHbl TOCYIAapPCTB-UJICHOB, MECTHBIC H (
WIM) MEXJIyHapOJIHbIE YIOJIHOMOYEHHbIE OpraHbl, a TaKXKe IMpPU HEOOXOIUMOCTH
JaIbHENIINX COBMECTHBIX ACHCTBUI OOPaTUTHCS K HUM 32 KOHCYJIbTalluEH.

16. IIpou3BOACTBO IO KOHTPAKTy
(Bximo9as 1abopaToOpHBIA KOHTPOJIbL Ka9eCTBa)

16.10. PaGoTaromue Mo KOHTpAKTaM MPOU3BOJMTENH, a TAKKE OCYIIECTBIISIIONINE
KOHTpPOJIb KauecTBa JIabopaTopuu, AOHKHBI cO0NIt0AaTh TpeOoBaHus Hactosmux [Ipasu.
CrnenyeT ynenuTh 0co000€ BHUMAHHE TPEIOTBPANICHUIO TMEPEKPECTHOW KOHTAMUHAIIUUA H
00€eCIeYEeHUIO MPOCIIEKUBAEMOCTH.

16.11. IIpomsBoauTeNns AOJKEH MPOBOAUTH OLEHKY KOHKPETHBIX ONEpalui,
BBITIOJTHSIEMBIX Ha y4acTKaxX BBITIOJHSIONMIMX IO €ro 3aka3zy padOoThl MO KOHTPAKTY APYTHUX
MPOM3BOJIUTENEH, a TaKKe OCYHIESCTBIAIONIUX KOHTPOJb KadecTBa JiabopaTopui, Ha
COOTBETCTBHE TpeOOBaHUSAM HacTosmux [IpaBu.

16.12. Y npou3BoaUTENS TOIKEH XPAHUTHCS OPUTHUHAI 3aKJIIOUYEHHOTO B TUCbMEHHOM
dbopme noroBopa (KOHTpakTa WX OGUIIMATHHOTO COTJIAIICHUS) MEXKIY 3aKa34MKOM U
UCIIOJIHUTENEM, B KOTOPOM TOAPOOHO OmpeesaeHbl 00A3aHHOCTU KaXKJA0W U3 CTOPOH IO
cobmoiennto TpeboBaHui Hactosimux I[IpaBui, BKiIOYass MEpPONPUSITUS B OTHOIICHUU
KauecTBa.



16.13. KoHTpakToM JOHKHO OBITH IPEAYCMOTPEHO MPaBO 3aKa34uMKa MPOBOJIUTH ayIUT
MPOU3BOICTBA UCIIOJHUTEINSI HA COOTBETCTBUE TpeOoBaHUAM HacTosuux [IpaBui.

16.14. Ecnu pa3penieHo BbITIOTHEHHUE PabOT MO CyOmoApsiaM, TO UCTIOJHUTENbh HE
JIOJIKEH TepeiaBaTh TPEThe CTOPOHE KAKYHO-TMOO YacTh JOBEPEHHBIX €MY IO KOHTPAKTY
pabor 0e3 mpeABapUTENbHON OIEHKH W 3aKIIOYCHHS JOMOJHHUTENbHBIX COTJIAIIEHUN C
IPOU3BOIUTENIEM, TI0 3aKa3y KOTOPOTO BHITIOJIHAIOTCS paOOTHI.

16.15. IIpon3BoacTBEHHBIE U 1aOOPATOPHBIE 3alUCH CIEAYEeT XpaHUTh HA Y4acTKe, Ha
KOTOPOM BBIMOJHSIUCH paboTel. [IpousBomuteneM gomkHa OBITH OpTraHU30BaHA
BO3MOYKHOCTb JIOCTYMNA K YKa3aHHBIM 3aIHUCSIM.

16.16. He nomyckaeTrcs BHECEHHE U3MEHEHUI B TEXHOJOTMYECKHUI MPOLIECC, METOIUKU
UCIIBITAHUM, creUU(PUKAIUU WIH Apyrue TpeOOBaHHUS KOHTPAaKTa, a TaKXKe 3aMeHa WU
MOJEpHHU3alHsl 000pPYyIOBAHUS, OTHOCSIIMECS K NMPEAMETY KOHTpakTa, 0€3 yBeIOMIICHUS
3aKa3yuKa U YTBEPKICHUS] UM U3MEHEHUH.

17. IlocTaBOmKy WM JMna, KeHCTBYIOMME OT UX UMEHA
(areHTHI, OpOKEpHI B Tpeiiephl), AUCTPAOBIOTOPE], IPEATIPAATAL
IO TIEPEeYTIaKOBKE MM IIepEeMapKAPOBKE

17.1. O6nacts mpuMeHEHUS

17.10. Hacrosimuii pa3ziesn OTHOCHUTCS K JMLAM M OPraHU3alUsiM, HE SBJISIOLIIMMCS
MepBOHAYATBHBIM MPOU3BOAUTEIEM, KOTOPHIE MOTYT MOpHOOpETaTh, MEPEYNaKOBBLIBATH,
NepeMapKUpPOBBIBaTh, MOCTAaBIATh (MpoaaBaTh) U XpaHuTh ADPC wiM MPOMEKyTOUYHYIO
MPOLYKIIHIO.

17.11. Bce mocTaBUIMKY WX JIMIA, JEUCTBYIONIME OT WX MUMEHHU, TUCTPUOBIOTOPHI,
MPENPUITUS TIO TEPEYNaKOBKE WM MEpPEeMapKUPOBKE TOJDKHBI COONIOAaTh TpeOOBaHUS
Hactosimux [IpaBuo.

17.2. TIpocnexuBacMOCTh peama3oBaHHEIX ADC
¥ IPOMEKYTOIHOM IIPOAYKIINH

17.20. TlocTaBmMKA WX JIUIA, ACHCTBYIONIUE OT MX HWMEHHU, JUCTPUOBIOTOPHI,
NpEANpUATUS MO MEPEYNaKOBKE WM MEPEMAPKUPOBKE JOJDKHBI OOECIeurBaTh MOJHYIO
MPOCIEKUBAEMOCTh NocTaBisgeMbiX MU ADPC U mpoMexyTOUHOW mpoaykuuu. st 3Toro
JOJKHBL ObITh O(OpMIIEHBI M COXPAHEHBI CIEAYIOIIME JOKYMEHTHI (JIOKYMEHTaJIbHO
3a(pUKCUpPOBAHHBIC JAHHBIE):

HAaVMEHOBAHUE MEPBOHAYAIILHOTO MPOU3BOAUTENS;

aJipec NePBOHAYAIBLHOTO IPOU3BOIUTEIS;

3aKa3bl Ha IOCTABKY;

HaKJIaJHbIE (TPAHCHIOPTHBIE TOKYMEHTHI);

JOKYMEHTAIUS O IPUEMKE;

HauMeHoBaHue win obo3zHaueHne ADC mwin npomMeKyTOUHON MPOTyKIUH;



HOMEpP CEpHH, TPUCBOCHHBIN ITPOU3BOAUTEIIEM;
3aMiCH TPAHCIIOPTUPOBAHUS U pealn3aluu;

OpUTHHAJIBI CepTU(PUKATOB aHAIN3a, BKIIOYAS CEPTUPUKATHI, MOJYYECHHBIE TMOCTE
NepeynakoBKM WU TNEPEeMapKUPOBKU, a Takke CcepTUPUKATHI, MOJyYEHHBIE OT
MIEPBOHAYAJIBHOTO TPOU3BOAUTEIIS;

JlaTa MPOBEAEHUS TOBTOPHBIX UCIIBITAHUN WA 1aTy UCTEYEHUS] CPOKA T'OJHOCTH.

17.3. YopaBieHue xauecTBOM

17.30. TlocTaBmuKu WiW JUIA, ACHCTBYIONIME OT MX HWMEHHU, AUCTPUOBIOTOPHI,
MPEANPUSATHS TI0 TIEPEYNAKOBKE WU MEPEMAPKUPOBKE JOKHBI CO3/1aTh, 3aJJOKyMEHTUPOBATh
U BHeAPUTH A(P(PEKTUBHYIO CHCTEMY YyIpPaBJICHUS KAauyeCTBOM, KaK yKa3aHO B paszfieie 2
HACTOSIIEH YaCTH, a TAK)KE BECTU HEOOXOIUMYIO JTJOKYMEHTAIIUIO.

17.4. TlepeynakoBka, mepeMapkupoBka 1 xpaneane AD®C
¥ IPOMEXYTOYHOH IMPOAYKIHH

17.40. IlepeymakoBky, nepeMapkupoBKy U XxpaHeHue ADPC u mpoMeKyTOYHOU
MPOJYKIIMK CIIEyeT OCYIIECTBISTh B COOTBETCTBUM C TpeOoBaHUsAMH HacTtoamux [Ipasu,
4TOOBI M30€KaTh MEPENyThIBAHUS WU yTPaThl UIEHTHYHOCTU MO0 4yucTOThl ADC mnn
MIPOMEKYTOYHOU MPOTYKIIUU.

17.41. TlepeynakoBKy CIEAyeT OCYIIECTBISITh B COOTBETCTBYIOIIMX YCIOBHSX
MIPOU3BOJICTBEHHOW CpeAbl A NPEeJOTBpAllCHUs KOHTAMUHALMM WM IEPEKPECTHOU
KOHTaMHUHAIUU.

17.5. CtaOWIBHOCTD

17.50. Eciiu A®C win npoMeXyTOUHYIO MPOAYKIIUIO TTePEyNaKOBBIBAIOT B KOHTEHHEPHI (
NEPBUYHYIO YIIAKOBKY), TUIl KOTOPBIX OTIMYAETCS OT UCHOJb3yeMOoro npousoautenem AOC
UM TPOMEXYTOYHOM MPOJIYKIIUU, TO HEOOXOAWMO HCCIEN0BaTh CTAOMIBHOCTH s
000CHOBaHUS YCTAHOBJIICHHON JaThl UCTEUEHUSI CPOKA TOJHOCTH WIIHA MPOBEAECHUS TOBTOPHBIX
WCHBITAaHUU.

17.6. Ilepenaqa madopmarumn

17.60. ITocTaBmuKu WM Jula, ICHUCTBYIOIIME OT UX HUMEHHU, AUCTPUOBIOTOPHI,
OpPENIpPUATUS 110 IEPEyNAaKOBKE WM IEPEMAapKUPOBKE JOJDKHBI II€pelaBaTh BCHO
uHpopmanuio ot npousBoautenss APC win NpoMeKyTOUHON MPOIYKUINUU MOTPEOUTENIO U OT
norpeodurens - npousBoguTento AOC unm npomMexyToOUHOW NPOAYKLHU B TOM CIydae, €cllu
oHa Kacaercs kadectBa ADC Wi npoMeEKyTOUHOW NPOAYKLUMH WIM PELICHHUM, TPUHATBIX
YIOJIJHOMOYEHHBIMU OpraHaMy B OTHOIIEHUH JaHHOH ADC wiM npomMeXyTOYHON NMPOAYKIMH



17.61. TlocTaBmMKM WX JUIA, ACHCTBYIONIHE OT MX HWMEHHU, AUCTPUOBIOTOPHI,
NPEANpUSITUSl 1O TEepeyNnakoBKe M IepeMapkupoBke, mnoctapiswomue ADC wium
MPOMEKYTOUHYIO TMPOJIYKIIMIO TIOTPEOUTEN0, JOJDKHBI yKa3blBaTh HAWMEHOBAHHE
nepBoOHaYaILHOTO NMpou3BoAuTENsI ADC Wi IpOMEKYTOYHON MPOTYKIIMU U HOMEp (HoMepa)
ITOCTAaBIIIEMOU CEPHH.

17.62. TlocTtaBuiuk 00s3aH TakXe IO 3ampocy YHNOJTHOMOYEHHBIX OpPTraHOB
roCyJIapCTB-WICHOB MPEJICTaBUTh MHPOpMaIuio 0 nepBoHayaiabHOM mnpousBoautesne ADC
WU MPOMEXKYTOUYHOW MpoayKuuu. llepBoHaYanbHBI MPOU3BOAUTENL MOXKET JaTh OTBET
YIIOJJHOMOYEHHOMY OpPraHy HEMOCPEICTBEHHO WIIM YEPE3 YIIOJHOMOUYECHHBIX UM MOCPEIHUKOB
MIPU HAJTUYUU Y HUX COOTBETCTBYIOLIUX MOJIHOMOYUI).

17.63. HeobxoauMo coOroaTh crieliuaibHble TPEOOBAaHUS B OTHOIICHUHU CepTU(PUKATOB
aHaJIM3a, yKa3zaHHble B MyHKTE 11.4 HacTosmei yacTu.

17.7. PaboTa ¢ mpeTeH3HAMH U OT3bIBAMH

17.70. IlocTaBIIMKH WX JUUA, ACHCTBYIOLIME OT MUX HWMEHHU, AUCTPUOBIOTOPHI,
OPEANPUATHUS M0 MEPEYNAKOBKE MU MIEPEMAPKUPOBKE JTOJKHBI BECTH 3alCU PACCMOTPEHUS
MPETEH3U U OT3BIBOB, KaK yKa3aHO B pas3nene 15 HacTosmend 4acTh, B OTHOIIEHHUM BCEX
NPETEH3UH U OT3BIBOB, KOTOPBIE OTHOCSTCA K chepe uX AesITeTbHOCTH.

17.71. Ilpn HEOOXOAUMOCTH MOCTABIIMKHU WM JIMIA, ACHCTBYIOIINE OT UX WMEHHU,
TUCTPUOBIOTOPHI, TPEANPUATHS 10 TMEPEYNMaKOBKE WJIM TEPEMAPKUPOBKE TOKHBI
paccMaTpuBaTh NMPETEH3UI0O COBMECTHO C IEpBOHauanbHbIM mpousBoautenemM ADC win
MIPOMEKYTOUYHON MPOYyKUNH, YTOOBI ONPEEINUT, CIEAYET JIU MPEAIPUHIUMATh JaIbHENIINE
JIEHUCTBUSI COBMECTHO C JPYTUMU NOTPEOUTENSIMU, KOTOPbIE MOTJIM MOJMy4nuTh Takue xe ADPC
WIM TPOMEXKYTOUHYIO IMPOIYKIHIO, JTUOO C YINOJIHOMOYEHHBIM OpPraHoOM, JHOO CO BCEMH
3aMHTEPECOBAHHBIMHM CTOPOHAMU. PacclieloBaHNE MPUYUHBI IPETEH3UU WA OT3bIBA JTOJHKHO
MIPOBOJIMTHCS COOTBETCTBYIOLIEH CTOPOHOM, K cepe NesITeNbHOCTH KOTOPOM OTHOCSTCS
MPETEH3UsI WU OT3bIB, U 0QOPMIISATHCS IOKYMEHTAIBHO.

17.72. Ecnu mpeTeH3usi KacaeTcsli MepBOHAYIbLHOTrO mnpousBoautens ADPC umnu
MPOMEXYTOYHOM NPOAYKIMHU, TO 3alKUCH PACCMOTPEHHUS NPETEH3UH, KOTOpPHIE BEAYT
NOCTABUIMKKU WUJIW JIMIA, TEUCTBYIONIME OT UX UMEHH, TUCTPUOBIOTOPHI, MPEAIPUATUS 11O
NepeynaKkoBKE WJIM MEPEMAPKUPOBKE, OJHKHBI COJAEPKaTh BCE JAHHBIEC, MOJYy4YEHHBIE OT
nepBoHadaabHOTO MpousBoauTeNst ADOC uiv npoMeXKyTOYHON MPOAYKIUH (BKIIIOYAs 1aTy U
MPEJCTAaBICHHYIO HH(OPMAILIHIO).

17.8. Pabora ¢ Bo3BpaTaMu

17.80. Paboty ¢ Bo3BpaTamMu MPOAYKIIUU TPOBOJAUTCS B COOTBETCTBUM C TPEOOBAHUSIMHU
nyHkta 14.52 Hactosmeid 4dactu. IlocTaBmMKY WM JUIAa, AEWCTBYIOIIME OT MX HMEHH,



JTUCTPUOBIOTOPHI, MPEANPHUATHS IO MEPEYNaKOBKE WIM MEePEMapKUPOBKE JIOJDKHBI BECTHU
JOKYMEHTAIHIO 110 Bo3BpamieHHbIM ADC 1 MpoMEeKyTOUHON TTPOTYKITHH.

18. CnenuanbHoe pykoBoacTBO no AD®C, nmpou3BOJUMBIM IMYTEM KYJIbTUBUPOBAHUS
KJICTOK WIH (pepMEHTAIINH

18.1. O6mme TpebGoBarma

18.10. B HacTos111eM pa3zaene paccMaTpUBAIOTCS ClIEUAIbHbBIE TPEOOBaHMS K KOHTPOIIO
ADPC wunm nOpoMEKYTOYHOW NPOAYKLUHH, KOTOPBIE MPOU3ZBOAAT IOCPEACTBOM
KyJbTUBUPOBAHUS KJIETOK MM (epMEHTAluu C MCHOJIb30BAHUEM MPUPOJHBIX HWIIU
PEKOMOMHAHTHBIX OPraHU3MOB, HEJAOCTATOYHO OTPAKEHHBIE B IPYTUX pa3j/iesax HaCTOSIIMX
[IpaBun. OtoT pa3aen HacTosux [IpaBuil He cneayer paccMaTpUBaTh OTAEIBHO OT APYTHX
pasnenoB Hactosiuux [lpaBui, MOCKOJBKY, KaK MpaBUiIO, TpeOOBaHUs, NPUBEJICHHbBIE B
Apyrux pasnaenax Hacrosmux I[IpaBuil, Takke NpUMEHHMMBI K Takod npoaykuuu. Cruemyer
OTMETHTH, YTO I "KJIIACCHYECKUX' ITPOLIECCOB MOJIYyYECHUs] HU3KOMOJIEKYJISIPHBIX BELIECTB U
IUIs. TPOLIECCOB, B KOTOPBIX PEKOMOWHAHTHBIE W HEPEKOMOMHAHTHBIE OPraHU3MBbI
UCTOJIb3YOTCS AJIs1 IPOU3BOJCTBA OEIKOB U (UJIN) MOJUIIENITUIOB, IPUMEHSIOT OJJHU U TE€ XKe
NPUHLMUIOB (PEPMEHTALUU, XOTSA CTENEHb KOHTPOJISI HpU 3TOM OynaeT pa3iauyHol. B
HACTOSILIEM pa3zesie YKa3aHbl 3TH pa3iu4Ms, €CIM OHU CYIIECTBYIOT Ha npakTuke. Kak
MpPaBWIO, CTENEHb KOHTPOJISI OHOTEXHOJOTMYECKUX MPOLIECCOB, HCMOJIb3yEMbIX IS
MPOU3BOJCTBA OEJIKOB M TIOJUIIENTHUIIOB, BBIIIE, YeM JJis KJIACCUYECKHUX IPOILIECCOB
bepmeHTaUu.

18.11. TepmuH "OHMOTEXHOJIOTUYECKHM MPOIIECC”" OTHOCHUTCS K MCTOIB30BAaHUIO KIIETOK
WIM OpPraHM3MOB, MOJIYYEHHBIX MW MOAU(DUIMPOBAHHBIX IOCPEICTBOM TEXHOJOTUU
pexkomOuHanTHoW JIHK, ruOpuioMHON WM Opyroil TEXHOJOTUHU, C LIEJIbI0 MPOU3BOACTBA
ADC. AD®C, nomydeHHBIE C TOMOIIBIO OMOTEXHOJIOTHYECKHUX MPOIECCOB, OOBIYHO COCTOST U3
TaKuX BBICOKOMOJIEKYJIIPHBIX COEAMHEHUM, KaK O€IKM M MOJUIENTHU]IbI, CIEeHHAIbHOE
PYKOBOJACTBO B OTHOILIEHUHM KOTOPBIX NPHUBEAEHO B HacroswmeM paszgene. Ilo texHonorun
pexomOunanTHOM JIHK Takxke MoryTt ObITh nonyuyeHsl Takue onpezaenenusie ADC ¢ Hu3kon
MOJIEKYJISIPHOM Maccol, Kak aHTHOMOTHKHY, aMUHOKHUCIIOTHI, BATAMUHBI M YTJIEBObI. Y POBEHb
KOHTpOJIA 3TUX BUAOB ADC aHAIOrM4EeH KOHTPOJIIO, NMPUMEHAEMOMY ISl KIACCUYECKOU
(bepmeHTanuUu.

18.12. Tepmun "kinaccuueckasi hepMeHTausA" OTHOCUTCA K TporieccaM noinyuenuss ADC,
B KOTOPBIX HCHOJB3YIOTCS MNPUPOJHBIE MUKPOOPTraHU3Mbl W (MJIM) MHKPOOPTaHHU3MBI,
MOIM(ULIMPOBAHHBIE OOIIECTIPUHATHIMU METOJaMU (HaIlpUMep, OCPEACTBOM OOITYUYESHHs TN
XxuMu4eckoro myrarenesa). APC, nosydeHHblEe MOCPEACTBOM KJIaCCHUECKOU (hepMeHTaluu,
OOBIYHO SBJISIFOTCSI TAKUMH TIPOYKTAMHU C HU3KON MOJICKYJIIPHON Maccoi, Kak aHTHOUOTHUKH,
AMUHOKHUCJIOTHI, BATAMUHBI U YTJIEBO/IbI.

18.13. IIpousBoactBo APC nnu NpoMeKyTOUHON NPOIYKLIHUH U3 KIETOYHBIX KYJIbTYp
WIM METOJOM (EepMEHTAllMM BKJIOUAeT B ce0s Takue IPOLECChl, KaK KyJIbTUBUPOBAHUE



KJIETOK WJIM SKCTPArUpOBAHUE M OYMCTKA MAaTepHalia, MOJTYUYEHHOTO OT KMBBIX OPTaHU3MOB.
Crnenyer OTMETUTh, UTO 3TH MPOIECCHl MOTYT BKJIIOYATh TAKYIO JOMOJIHUTENbHYIO CTAJIUIO,
SABJISIONIYIOCS YacThl0 IMPOM3BOJCTBEHHOTO TIpollecca, Kak (PU3UKO-XHUMHUUYECKas
monudukamus. Hcmonbzyemoe cwipbe (cpenbl, OydepHble KOMIOHEHTHI) MOXET
o0ecreuynBaTh BO3MOKHOCTh POCTa KOHTAMHUHHUPYIOIIUX MUKPOOPTaHW3MOB. B 3aBHcHMMOCTH
OT HUCTOYHMKA, crocoba MojaydyeHuss u mnpennosaraemoro npumeHeHus ADC wunu
MPOMEXKYTOUYHON TMPOJYKIHU MOXKET OBITh HEOOXOAUM KOHTPOJIb OMOHATPY3KH,
KOHTaMUHAIIMKM BUPYCaMH U (WJIM) 9HIOTOKCHHAMHU BO BpPEMs ITPOU3BOJCTBA U MOHUTOPHHTA
Mpoliecca Ha COOTBETCTBYIOMINX CTAIUSX.

18.14. Jlnsa obecrieueHrs KauyecTBa MPOMEKyTOUHOU mpoaykiuu u (win) ADC Ha Bcex
CTaJAMsIX MPOU3BOJICTBA CIAEAYET YCTAHOBUTH HAJICKAUTUN KOHTPOJb. XOTsI HACTOSIIAs YaCTh
MPUMEHSETCS HauyWHAs CO CTaJWM KYJIbTHBHPOBAHUSA KJIETOK WIH (pEepMEHTAINH,
NpeIIeCTBYIOME CTaIUu (HapuMep, co3anne 0aHka KJIETOK) CIeAyeT OCYIIEeCTBIATh NpU
HaJJie)XalleM MpPOU3BOJCTBEHHOM KoOHTpoje. HacTtosimas 4yacTh OXBaThIBaeT
KyJIbTUBUPOBAHHME KIIETOK WM (pEpPMEHTAIMIO HauyWHAasi ¢ TOr0O MOMEHTA, Korja u3 OaHka
KJIETOK M3BJIEKAIOT (DJIAKOH C KYJIbTYPOU KJIETOK JIJISl MCIIOJIb30BaHUs B IPOU3BOJICTBE.

18.15. [Ina cBeneHus K MUHUMYMY PUCKa KOHTAMUHAIIMU CIIEAYET UCIOJIb30BaTh
HaJyIekalee 000py/I0BaHUE U MPOBOJUTH KOHTPOJIb MPOU3BOJICTBEHHOU cpeabl. Kputepuun
MIPUEMIIEMOCTH JIJII Ka4eCTBA MPOU3BOACTBEHHON Cpelbl M YacTOTa KOHTPOJS 3aBUCSIT OT
CTaJIMM U YCJIOBUHN TEXHOJOTUYECKOTO Ipoliecca (OTKPHIThIE, 3aKPbIThIE HIIA U30JUPOBAHHBIC
CUCTEMBI).

18.16. BHYTpUIIpOU3BOJACTBEHHBI KOHTPOJb HEOOXOJMMO, KaK IMpPaBuUio,
pacupoCTpaHUTh Ha CIIETYIOUIEe:
nojjiep>kanre padouero 6aHka KJIETOK (IIPU HAJTMYUN);
MPaBUWIbHBINA MMOCEB U POCT KYJIbTYPHI,

KOHTPOJIb KPUTUYECKUX pad0OUMX MapaMeTpOB BO BpeMsl KyJIbTUBHPOBAHUS KIIETOK WM
dbepmeHTaUy;

KOHTPOJIb MPOILiecca pOCTa KJIETOK, UX KU3HECTIOCOOHOCTH (17151 OOJIBIIIMHCTBA MPOIECCOB
KyJIbTUBUPOBAHUS KJIETOK) U MPOJAYKTUBHOCTHU (IIPU HEOOXOJUMOCTH);

poueaypbl cOOpa U OYUCTKH, MPU KOTOPHIX MPOUCXOAUT yAAUICHUE KIETOK, KIETOUHBIX
OCTAaTKOB M KOMIIOHEHTOB CpeJl C OJHOBPEMEHHOMN 3aIUTON POMEKYTOUYHOU MPOAYKIIUH WA
A®C or xoHTaMHHAIMU (OCOOEHHO KOHTaMUHALMM MUKPOOHMOIOTHYECKOW MPUPOJbI) U
YXYJILIEHUS KAYECTBA;

KOHTPOJIb OMOHArpy3Kd U YPOBHEH SHJIOTOKCMHOB Ha COOTBETCTBYIOIIUX CTAAUSIX
TEXHOJIOTHYECKOT0 Tpoliecca (Ipu HEOOXOIMMOCTH);

BOINPOCHl BUPYCHOM O€30MacCHOCTH B COOTBETCTBUM C 3aKOHOJATEIbCTBOM
rocyapCTB-4JI€HOB.



18.17. Ilpu HEOOXOOUMOCTH, TO CIIEAYET JI0Ka3aTh, YTO KOMIIOHEHTHI CpeJl, OCIKH
KJIETOK-XO0351€B, APYTUe CBSI3aHHbBIC C MPOIECCOM U COMYTCTBYIOIINME MPOAYKIIUU TPUMECU U
KOHTAaMHWHAHTHI YaJICHBI.

18.2. ITomneprxanmne 6aHKa KIETOK M BEICHHE 3aIHCei

18.20. JlocTtym k 6aHKaM KJIETOK JOJDKEH OBITh pa3perieH TOJIHKO JUIaM, UMEIOITNM Ha
ATO MOJTHOMOYHSI.

18.21. baHKM KIIE€TOK TOJKHBI XPAaHUTHCS B YCIIOBUSAX, CIENUAIBHO IIPEAHA3HAYEHHBIX
st o0ecrnedeHusl TMOJJAEpPKAaHUS >KU3HECIIOCOOHOCTH KIETOK M MPEeNOoTBpAIlCHUs
KOHTaMUHAIIUH.

18.22. Cnegyer BeCTH M COXPaHSTh 3alMCU UCIOJb30BAHUS M YCJIOBUM XpaHEHUS
(h71aKOHOB 13 OAHKOB KJIETOK.

18.23. [Ipn HE0OXOAUMOCTH OAHKH KIJIETOK CIEIYET MEPUOIUUYECKU MPOBEPSTH C LEIbIO
OTpPEENICHHS UX TPUTOAHOCTHU ISl HCTIOIB30BAHMS.

18.24. bonee noapoOHast uHpopmanus, Kacaromascss noAaepKaHusi 0aHKOB KJIETOK
YCTaHOBJIEHA COOTBETCTBYIOIIMMHU MOJOKEHUSIMHU 3aKOHOAATENIbCTBA TOCYIaPCTB-UJICHOB.

18.3. KymsTHBHpOBaHWE KIETOK MM (pepMeHTAIS

18.30. Ecnu kierounsie cyocTpathl, cpefbl, Oydepbl u ra3bl HEOOXOIUMO 100aBISATH B
ACENTUYECKUX YCIOBHSIX, TO IO BO3MOXKHOCTH CJEAYET HCIOIB30BAaTh 3aKPBITHIC WIIH
M30JMpPOBaHHbIE CUCTeMBl. Eciau moceB B mepBOHAYAIbHOM €MKOCTH WM IOCIEAYIOLUe
nepeHocsl Tubo ao0aBieHus cpell, Oy(dhepoB BBIMTONHIIOTCA B OTKPBITBIX €MKOCTSIX, TO
CJIeyeT OCYUIECTBISATh KOHTPOJb U COOTBETCTBYIOIIME MPOIEAYPHl Uil CBEACHUS K
MUHUMYMY pUCKa KOHTaMUHAIUH.

18.31. Ecniu MukpoOHasi KOHTaMUHAIUsl MOKET MOBIMATH Ha kadecTBO ADC, To
omepaluy C UCIOJb30BAHUEM OTKPBITBIX €MKOCTEH clie/lyeT MNpOBOJAUTH B OOKce,
obOecrieunBaONeM OUOJOTUYECKYI0 0€30MacHOCTh, WM B IPOM3BOJICTBEHHON Cpeje,
KOHTPOJUPYEMOH TaKUM Ke 00pa3zoMm.

18.32. Ilpu paboTe ¢ KyJIbTypaMH KJIETOK MEPCOHAN JOJDKEH OBITh OJIET B CHEIUATBHYIO
OJIeKTy M COOJII0OIaTh CTIelnalbHbIE MEPhI MPEAOCTOPOKHOCTH.

18.33. [Ins oOecmneyeHHs] TMOCTOSIHCTBA YCTAHOBIEHHOTO MpOIIECCa CIEAYeT
KOHTPOJIMPOBATh KpUTUYECKUE paboune mapameTpsl (Hampumep, Temrnepatypy, pH, ckopocTsb
nepemMeninBanus, 100aBleHUe Ta30B, JAaBieHue). Takke cienyeT KOHTPOJIUPOBATH POCT,
KU3HECITOCOOHOCTh (/J11 OOJIBIIMHCTBA IMPOLECCOB KYJIbTUBUPOBAHUS KIETOK) U TpPHU
HEOOXOJIMMOCTH IPOJYKTUBHOCTh KJIeTOK. KpuTuueckue mapameTpbl OyJIyT OTIMYATHCS B
3aBHCHMOCTH OT TMPOIIECCOB U JUIS KJIACCHUYECKON (epMEHTAIMU MOXKET HE MOTpeOOBaThCS
KOHTPOJIb OTPE/ICIIEHHBIX TapaMeTPOB (HanmpuMmep, KU3HECIOCOOHOCTH KIIETOK).



18.34. OGopynoBaHue, HUCTHOJB3YEMOE IJIS KYyJIbTUBUPOBAHUS KIETOK, TOCIHE
UCIOJIb30BaHUSA JOJDKHO OBITh OYHMILEHO W cTepuiau3oBaHo. [lpu HeoOxoaumocTu
obopynoBaHue IS MpoBeAcHHS (EpPMEHTAIIMH TakKe JOJDKHO OBITh OYHIIEHO,
NEe3UH(PUIIMPOBAHO WM CTEPUIM30BAHO.

18.35. IIuTaTenpHble Cpeapl NMEPEN UX UCIIOIB30BAHUEM CIIENYET CTEPUIIN30BATh, €CIIN
ATO LIEeTECO00Pa3HO TSl MPEIOTBPAIICHHS HEOIAronpusTHOTO BIUsHUSA Ha kKauecTBO ADC.

18.36. 1151 BBIsIBJIEHUS! KOHTAMUHALIMM U ONIPEAEIICHHS IEUCTBUI, KOTOpblE HEOOXOIUMO
OCYIIIECTBUTDH, JOJKHBI OBITh B HAJIMYUH COOTBETCTBYIOIIME MPOIEAYPHI, K KOTOPHIM
OTHOCATCS MPOLETYPHI ONpPEIETICHUs BIUSHUS KOHTAMUHAIIMY HA MPOAYKIUIO U TPOLIETYPbI
JE€KOHTaMUHALlUM OOOPYJOBAHMS M BO3BPAIICHHUS €r0 K COCTOSHUIO, IO3BOJISIOIIEMY
UCII0JIb30BaTh 3TO 00OpYyAOBaHUE ISl TPOU3BOACTBA nocieayomux cepuid. [locroponnue
OpraHu3Mbl, OOHAPYKEHHBIE B XOJI€ MPOLIECCOB (DepMEHTAIIMHU, CAEAYET IPU HEOOXOJUMOCTH
UACHTU(UIMPOBATh U OLICHUTh MX BIUSHHUE HA KAYECTBO MPOAYKUUU. Pe3ynbTaThl Takux
OLIEHOK cJieyeT NPUHUMATh BO BHHUMAaHUE IpPU PEUIEHHMH BOIpPOCAa O BO3MOXKHOCTH
UCITIOJIb30BAHUS MTOJYYEHHOIO MaTepHuana.

18.37. Cnenyet COXpaHsATh 3aMKUCHU CIy4YacB BBISBIICHUS KOHTAMUHALIMH.

18.38. ITocne o4rCTKH YHUBEPCATIBHOTO (MPEeIHA3HAYEHHOTO ISl TPOU3BOICTBA MHOTUX
BUJIOB MPOAYKIMU) 000PYIOBaHUS MEXKAY LMKIAMHU MO MPOU3BOACTBY PAa3HON MPOTYKIIHH
MOXXET MOTPeOOBATHCS MPOBEACHUE JOMOJHUTEIBHBIX HCIBITAHUN C LIEJbI0O CBEICHUS K
MUHHMYMY pUCKa NEPEKPECTHON KOHTAMUHALINH.

18.4. C60p, BBIZIEIICHHE X OIHCTKA

18.40. Craguu cOopa Kak /il y1ajJeHus KJIETOK WIIA KJICTOYHBIX KOMITIOHEHTOB, TaK U JJIs
cOopa KJIETOUYHBIX KOMIIOHEHTOB MOCJE Pa3pylIeHUs CIEAYET OCYIIECTBISATH C MOMOUIBIO
o0Opy0BaHUA U B 30HAX, MPEJHA3HAYEHHBIX JJIsI CBEICHUS K MHUHHUMYMY pHCKa
KOHTaMUHAIIUH.

18.41. IIponeaypsl cOopa U OYHUCTKH, TO3BOJISIONINE YIAIATh WM WHAKTUBHPOBATH
MUKPOOPTaHU3M-TIPOJIYIICHT, KJIETOYHbIE OCTATKHM M KOMIIOHEHTHI cpeji (IIpu CBEJACHUU K
MUHAMYMY DPa3pyIICHHs, KOHTAMUHAIIUA W CHUKEHUS KAdeCcTBa), IOJDKHBI 00€CIeunBaTh
NOJIyYEHHE MPOMEXKYTOUHOU npoayKuuu nin ADC nOCTOSTHHOTO KaueCTBa.

18.42. Bce 000py10BaHKE MOCIIE UCIIONB30BAHUSA JOJIKHO OBITh OYMIIEHO U MOABEPTHYTO
caHUTapHOM o00pabOTKEe B YCTAHOBJIEHHOM TOpsaKe. [IpOM3BOACTBO HECKOIBKUX
MOCJIEIOBATENBHBIX cepril mpoMeKyTouHOM npoaykuuu u ADC 6e3 ouncTku 000py10BaHUs
JOTYCKAaeTCs TOJIBKO B TOM CJIy4ae, €CJIM 3TO HE OKA3bIBAET BIUSHUS HA UX KA4€CTBO.

18.43. Ilpu UCHOJIB30BAHUM OTKPBITBIX CUCTEM OYHMCTKA JI0JDKHA MPOBOJAUTHCS B
KOHTPOJIMPYEMBIX YCIOBUSIX MPOU3BOACTBEHHOW Cpebl, 00ECIEeUHUBAIONIUX COXPAHCHHE
KauecTBa MPOTYKIIUH.

18.44. Ecnu o0opynoBaHWEe HMCTOJB3YETCS ISl MMPOU3BOACTBA PA3TUYHBIX BUJIOB
OpPOAYKUHUH, MOTYT TPUMEHATHCS TaKue JAONOJHHUTEIbHbIE BHUABI KOHTPOJSA, Kak



MCTOJIb30BAaHUE CHENHATbHBIX XpoMaTorpauyeckux CMOJd WIH TPOBEJACHUE
JIOTIOJIHUTEJIbHBIX UCTIBITAHUM.
18.5. Craguu ynaneHus Wid UHAKTUBAIUU BUPYCOB

18.50. Jlns momydeHusi 6osee KOHKPETHOW MH(POPMAIIUK ClIeyeT BOCIOJIb30BATHCS
COOTBETCTBYIOIIMMHU HOPMATUBHBIMH MPABOBBIMU aKTaMU T'OCYJapPCTB-UJICHOB.

18.51. Craguu ynaneHus 1 MHAKTUBAIMU BUPYCOB SIBJISIIOTCS KPUTUUECKUMU CTAIUSIMU
00pabOTKH J11 HEKOTOPBIX MPOIIECCOB, U UX CIEAYET OCYIIECTBIIAThH B Mpeieiax MapaMeTpoB
, MPOLIEAIINX BAIUIALUIO.

18.52. Cnenyer mnpuHUMATh HAIJIEKANIUE MEPHI MPEIOCTOPOKHOCTH ISt
MPEIOTBPAIICHUS MOTCHIUAIbHON KOHTAMUHAIIMM BHUpYcaMU MNPOAYKIMHU, MPOIIEAIIEH
CTaIUM yAaJeHUs WJIM WHAKTUBAIIMU BUPYCOB, OT MPOAYKIIMHU, KOTOpas 3TU CTaauu He
npormwia. [loatoMmy 0o0paGoTKy B OTKPBITBIX CHUCTEMax CIEIyEeT OCYIIECTBIATh B 30HAX,
OTJICJICHHBIX OT JPYTMX 3TAlOB TEXHOJOTMYECKOro Mpolecca M HMMEIOIUX OTACNIbHBIC
CUCTEMBI 00pa0OTKH BO3/1yXa.

18.53. OnHo U TO *e 000pyAOBaHUE, KaK MPABUIIO, HE MCIOIb3YETCS Ha Pa3IUYHBIX
cTaausax o4ucTku. OAHAKO eclii HEOOXOAMMO MCIOJIB30BaTh OJHO U TO ke 000pyAOBaHUE,
€ro mepea MOBTOPHBIM HCIOIB30BAHUEM CJEAYEeT HaJJIekaluM o0pa3oM OUYUCTHUTh U
MOJIBEPTHYTh CaHUTapHOM oO0paborke. CieayeT NpeAnpUHUMATh HAJIeXKaIlue Mepbl
MPEJOCTOPOKHOCTU JJIsl IPEAOTBPALIEHUS BO3MOXKHOIO MEPEeHOca BUPYCOB C MPEAbLIYIIUX
cTaauil (Harpumep, yepe3 o00pyJ0BaHUE WIIU TPOU3BOACTBEHHYIO CPELLY).

19. A®C, npenHa3Ha9eHHBIE LT
KIIMHAYECKAX HCCIIeIOBaHMH (MCIIBITAaHUM)
19.1. O6mue TpeGoBaHMs

19.10. He Bce BuAbpl KOHTPOJSA, ONMMCAHHBIE B HACTOSLIEH YAaCTH, IPUMEHUMBI IPH
npou3BOJICTBE OpUrnHaNbHBIX ADC, npeaHa3HaYeHHbIX U1 TPOBEACHUS UCCIIEIOBAHUI BO
BpeMs uX pa3paboTku. B HacTosmieM pasaene npuBeAeHbl CleHaTIbHbIE TPEOOBAHUS K ATHM
ADC.

19.11. KonTtpons, ocymecTBisieMsblid pu npousBoacTtse ADC, npeHa3sHauYeHHBIX IS
KJIMHUYECKUX HCCIIE0BaHUM, JOKEH COOTBETCTBOBAThH (ha3e pa3pabdOTKH JIEKAPCTBEHHOTO
npemnapara, B cocraB KoToporo Bxoaut A®C. IIponecc 1 METOAMKHN UCCIEAOBAHUMN TOJKHBI
ObITh TMOKUMHU JJ1 0OECTieueHUsI BO3MOKHOCTH BHECEHHSI U3MEHEHUH 110 Mepe HaKOIUICHUs
3HAaHMN O TMpoLecce W NPOABHKEHHS HCCIENOBAHUN JIEKAPCTBEHHOIO IIpemnapara oOT
JOKJIMHUYECKUX MCCIEJI0BAaHUNA K KIMHUYECKMM HccienoBaHusM. Korga paspaboTka
JIEKapCTBEHHOI'0 Ipenapara JTOCTUraeT craguu, Ha Kortopoil APC mnosydarT s
IIPUMEHEHNsT B JIEKAPCTBEHHOM IIpemnapare, MNPEeJHAa3HAYEHHOM U KJIMHUYECKUX
UCCIEOBAaHUI, IMPOU3BOAUTENN JOJDKHBI rapantuposaTh, 4yTo ADC mNpousBeIeHBI ¢
ITIOMOIIBIK HAJJIEKAINX TEXHUYECKUX CPEJICTB C MCIIOJIB30BAHUEM COOTBETCTBYIOLIUX
IpoLeaAyp MPOU3BOJICTBA U KOHTPOJIS, HEOOXOAUMBIX /Ui obecriedenust kauectsa ADC.



19.2. KagectBO

19.20. Ilpu npousBoactBe ADPC, npeaHasHAYCHHBIX JJI KIMHUYECKUX HCCIIEIOBaHUM,
HEOOXOAMMO MPUMEHATh COOTBETCTBYIOIME TpeOoBaHus Hactosmux IlpaBun wu
HaJUIeKally 0 IPOLEaypy OJ0OpEHUs KaXKI0l CEpHUH.

19.21. Heob6xoquMo opraHu3oBaTh HE3aBUCHUMBIA OT MPOU3BOJCTBA OTHAEN (OTIEIbI)
KadecTBa JJid 0J0OpeHUs] WM OTKIOHeHus Kaxaou cepun ADC, npenHazHauYE€HHOW IS
KJIIMHUYECKUX UCCIEA0BAaHUN.

19.22. Hekoropsle GYHKIUM MO MPOBEACHUIO HMCHBITAHUM, BBIMOJTHAEMBIX OOBIYHO
oTzesIoM (0TAeJIaMH) Ka4eCTBA, MOYKHO OCYILIECTBIISITh B IPYTUX MOAPA3ACICHUSX.

19.23. MepornpusTusi B OTHOIIEHUH Ka4€CTBA JIOJKHBI BKIIOYaTh CUCTEMY MCHBITAHUI
HCXO/JHOTO CBIPbSI, YITAKOBOYHBIX MAaTEPUATIOB, TPOMEKYTOUHOM nTpoayKiuu u ADC.

19.24. Cnenyet aHaIu3upOBaTh MPOOJIEMBI, CBSI3aHHBIC C TPOU3BOJICTBOM U Kaue€CTBOM.

19.25. Texkct mapkupoBku ADC, npeHa3HAYEHHBIX [ KIMHUYECKUX UCCIIEIOBAHUMH,
ClIeAyeT HaIeXalluM o0pa3oM KOHTPOJUPOBATH: B HEM JOJKHO OBITh yKa3aHO, 4TO
BEILIECTBO MPEIHAZHAYEHO JJISI HCCIIEN0BATENBCKUX LIEIEH.

19.3. Ilomemenua u 060pyAOBaHHE

19.30. Bo BpeMst Bcex (a3 KIMHUYECKOT'O MCCIICIOBAHUSI, BKIIOYasi MUCIOIb30BAHUE
OMBITHBIX YYAaCTKOB WJIM JiabopaTopuil st npousBoAcTBa cepuit ADC, nperHa3HaAUCHHBIX
U1 KJIMHUYECKUX HCCIEOBaHUN, JOJDKHBI OBITH MPEIYCMOTPEHBI MPOIEIYPHI,
rapaHTUpylolIre, YTo 000pyI0BaHUE MPOKATUOPOBAHO, OYUIIIEHO U COOTBETCTBYET CBOEMY
Ha3HAYEHHUIO.

19.31. Ilopsigok s3kcrutyatanuu 000pyJI0BaHUsSl JOJKEH FapaHTHUPOBATh MPOBEICHUE
paboOT C HCXOJIHBIM CBHIpEM TaKUM 00pa3oM, 4YTOOBI CBECTH K MHUHHUMYMY PHUCK
KOHTaMUHAIIUK U TIEPEKPECTHON KOHTAMUHAIUU.

19.4. KoHTpOIb HCXOXHOTO CEIPBS

19.40. UcxonHoe chipbe, ucnoibzyeMmoe npu npousBoactse ADC, npenHa3HAYEHHBIX TS
KJIIMHAYECKUX UCCIEN0BAHNM, CIEAYET OLEHUBATH IOCPEACTBOM IPOBEAEHUS UCIIBITAHUI WIH
MOJIy4yaTh BMECTE C pe3yjbTaTaMM aHaJIW3a, MPOBEJECHHOTO MOCTABIIMKOM, U MPOBOJIUTH
UCIIBITAaHUE HA MOJIMHHOCTh. ECM BEIEeCTBO CUMTAETCS ONACHBIM, TO IOCTATOYHO aHAIU3a,
IIPOBEICHHOTO ITOCTaBLIMKOM.

19.41. B HEKOTOPBIX Cilydasx MPUTOJHOCTh UCXOIHOIO CHIPhS MOKHO ONPENEIATH MEPE.
UCIIOJIb30BAaHUEM HAa OCHOBAHUU €r0 MPUTOJHOCTH MPHU MPOBEIECHUU PEAKIIUN HEOOJBIIOTO
MacmTada (To €CTh UCMBITaHUA (PYHKIHMOHAJIBLHON MPUTOJHOCTH), YTO MPEANOYTUTENIbHEE,
4EeM TOJIBKO OJIHA AaHAJUTUYECKUE UCTIBITAHMSL.

19.5. IIpousBoacTBO



19.50. IIpouecc mpomsBojactBa ADC, mpeaHazHAuYCHHBIX JJIsI KIMHUYECKHX
UCCJIEJIOBAHUM, clieTyeT (PUKCUPOBATH B TJA0OOPATOPHBIX JKypHAJaxX, B 3alIUCAX HA CEPUIO WU
C MOMOUIbI JAPYTUX MOAXOISIIIUX CPEACTB. OTH JOKYMEHTHl JOJDKHBI BKJIKOYATh
uHpopMaluio 00 HCIOJb30BAHUU MPOU3BOJCTBEHHOTO CBIPhI, OOOPYJAOBAHUH,
TEXHOJIOTUYECKOM MPOIIeCCe, a TAKKE HAyUYHbIe HAOIIOICHHUS.

19.51. Oxxuaaemblie BBIXOJIBI MTPOAYKIIMHA MOTYT pa3IndaThCs 3HAYUTEILHO U OBITH MEHEE
ONpeACICHHBIMU, YEM OXHUJAE€MbI€ BBIXOJbI MPOIYKIIMU B MPOIECCAaX, BHINOJHIEMBIX B
MPOMBITIIUICHHOM MaciiTaoe.

PaccrnenoBanue npyuunH OTKJIOHEHUH OT 00beMa 0KUIAEMOT0 BbIX0Aa HE TpeOyeTcs.

19.6. Barmmamusa

19.60. Ecnu npousBenena ogHa cepusi ADC uiam U3MEHEHHs Mpolecca BO BpeMms
paspabotkn ADC nemar0T BOCHPOU3ZBOACTBO CEPHM 3aTPYIHUTEIBHBIM WU HETOYHBIM,
Banuaamnus mponecca mnpousBojactBa ADC, mnpegHa3HAYEHHOW I KIMHUYECKUX
uccieqoBaHui, 00bIYHO HenenecooOpa3Ha. Ha stoi cranum paspabotku kadectBo ADC
o0ecreuynBaeTcs COYECTaHUEM KOHTPOJIS, KATMOPOBKU U MPU HEOOXOJUMOCTH KBATU(PUKAIIUN
000opyoBaHUsI.

19.61. Ecniu cepunt npou3BOISAT 151 KOMMEPUYECKOTO UCIOIb30BAHUS, 1aK€ MPU YCIOBUU,
YTO TAaKHWE CEPHUHM IPOU3BOJAT B OINBITHOM HWJIM ONBITHO-TIPOMBINIJICHHOM MacIiTaoe,
BAJIMJIALIMIO ITPOLIECCA CIEAYET MPOBOAUTH B COOTBETCTBUH € pa3iesioM 12 HACTOsIIEN YacTH.

19.7. 3sMeHeHUsA

19.70. 3meHeHHsI B TEXHOJIOTMYECKOM MpOLEecce, CIEUUPUKALUAX UM METOIHKAX
UCTBITAaHUH ClIelyeT BHOCUTb BO BpeMs pa3pabOTKU MO0 Mepe NPpUOOPETEHUSI HOBBIX 3HAHUH U
pocra MacmTaba mpousBoAcTBa. Kaxmoe M3MeHEHME cCieayeT HaalexalluMm o0pa3oM
PETHCTPUPOBATH.

19.8. JIaGopaTopHEIi KOHTPOJIE

19.80. HecMOTps Ha TO YTO aHAIIUTUYECKHUE METOJIUKH, UCIIOIb3YEMBbIE JIJIS1 OLIEHKU CEPUU
AD®C, npeaHa3HAUYCHHOM ISl KIMHUYECKUX HCCICIOBAHUNM, MOTYT €II€ HE MPOWTH
BaJTUAINIO, OHH JIOJDKHBI OBITH HAYyYHO OOOCHOBAHBHI.

19.81. JlomkHa ObITH OpraHU30BaHA CUCTEMA XpaHEHUs! apXUBHBIX 00pa3llOB BCEX CEpUil.
Orta cucrema J0KHA 00ecHedyrBaTh COXPAHHOCTh JOCTAaTOYHOTO KOJUYECTBA Ka)JAO0TO
apXMBHOT'O 00pa3iia B TEYECHUE ONPEEICHHOr0 MepUoa Mocie 0I00peHUs, 3aBEPIICHUS I
OT3bIBa 3a5IBKM HA PETUCTPALHIO.

19.82. Onpenenenue natbl UCTEYEHUS] CPOKA TOAHOCTU U MPOBEAECHUS MOBTOPHBIX
WCIIBITAHUM, KaK yKa3aHo B nojpasneine 11.6 HacTtosniel yactu, NpUMEHUMO IO OTHOILIEHUIO
K cymectByromuM ADC, npeaHa3HAYCHHBIM [IJ1 KIMHUYECKUX UCCIeOBaHUM. [{11 HOBBIX



A®C, naxonmsmmuxcs Ha PaHHUX CTAAUAX KIMHUYECKUX HCCIIEIOBaHUMN, TpeOOBaHUS,
OIpEJICICHHbIE B YKA3aHHOM MOApa3esie, 0ObIYHO HE MPUMEHSIOTCS.

19.9. NoxymerTanus

19.90. Cucrema 1oKyMeHTalMu AOJKHA rapaHTUPOBATh, YTO UHPOpMAILIKs, TOTyYeHHAas B
xoae paspabotku u npousBoacTBa ADC, npegHazHAYEHHBIX I KIMHUYECKHUX
UCCIIEZIOBAHUMN, OyAeT 0opMIIeHA JOJKHBIM 00pa30M U AOCTYIIHA JJIs UCIIOJIb30BaHUSI.

19.91. Pa3paboTka U MpUMEHEHHE AHATUTUUYECKUX METOJIHK, UCIOJIb3yEeMbIX IS
noaTsepskaeHus Bolltycka cepun ADC, npeHa3sHa4eHHON ISl KIIMHUYECKUX UCCIIEA0BAHMIM,
JOJKHBI OBITh 0O(DOPMIIEHBI JOKYMEHTAJIBHO.

19.92. JlomxHa ObITh pa3paboTaHa W BHEApPEHA CHUCTEMa XPaHEHHS 3amuced To
MPOU3BOJICTBY M KOHTPOJIIO U COOTBETCTBYIOLIEH ITOKYMEHTAlMU. JTa CHUCTeMa JOJIKHA
o0ecrnieurBaTh XpaHEHUE 3alUCEed W JOKYMEHTOB B TEUEHHE YCTAHOBJIEHHOTO INEpuoaa
BPEMEHH IT0CIIe 0J00PEHMS], 3aBEPUICHHSI UM OT3bIBA 3a5BKH HA PETUCTPALIUIO.

20. TepmuHEBI 1 ONpeAEICHAS

Jlist 1ienieil HacToAIIeH YaCTH UCIIONIb3YIOTCSI OCHOBHBIE MOHSATHS, KOTOPBIE O3HAYAIOT
cleytouiee:

"akTuBHasa (papmareBruueckas cyocranmusa” (ADC, active pharmaceutical ingredient,
API) - BemecTBO WJIM CMECh BEIIECTB, MCIOJB3yEMbIE B MPOM3BOJICTBE JICKAPCTBEHHOTO
mpenapara, KOTOpble B MpOIlecce MPOU3BOACTBA CTAHOBSTCS €r0 aKTUBHBIM WHTPEIUCHTOM (
JCHCTBYIONMM BEIIECTBOM). Takue BemecTBa 001a1aloT (papMaKoIOTHUESCKUM HIIH APYTHUM
HETIOCPEICTBCHHBIM JICHCTBUEM, TMPEIHA3HAUYCHBI [JIs JICYCHUs, JHUATHOCTUKU WU
npodUIaKTUKU 3a00JIEBaHUM, yX0Ja, 00pabOTKH M OOJICTUCHHUS CHUMIITOMOB, OKa3bIBAaIOT
BIIUSTHUAC HA CTPYKTYPBI WU (GU3HOTOTHUECKHE (DYHKITMN OPTaHU3Ma;

"Oononarpyska" (bio burden) - ypoBeHb M BHUJ MHUKPOOPTAaHU3MOB (HAIIPUMED,
HEMPUEMJIEMBIE WIIH JOTMYCTHMbIE MHUKPOOPTAHW3MBI), KOTOPhIE MOTYT MPHUCYTCTBOBATH B
HCXOJHOM CBIpbE, MCXOJHOM CBIPbE JJISI TPOU3BOJICTBA AKTUBHOW (papMalleBTUYECKOU
cyOCTaHIIUU, TPOMEKYTOYHON MPOAYKIIMK WIIH B aKTUBHOM (hapMarieBTUICCKON CyOCTaHIINH.
buonarpy3ky He ciemyeT cuWTaTh KOHTAMHUHAIIMEW, €CJIM €€ YPOBHU HE IPEBBIIIAIOT
YCTAHOBJICHHbIE TIpEJeNIbHbIE 3HAYCHUS WM HEe OOHapyKeHbl MHUKpPOOPTraHU3MBI,
oTpeeNsieMbIe KaK HEJOIMYCTUMEIE;

"paymmmanus” (validation) - mokyMeHTaJIbHO O(OPMIICHHBIE IEUCTBUS, AIOIINE BHICOKYIO
CTENICHb YBEPEHHOCTH B TOM, YTO KOHKPETHBIH MPOIECC, METOAMKA WU CHUCTeMa OyAyT
MOCTOSIHHO TPHUBOAUTH K pe3yJibTaTaM, COOTBETCTBYIOIIMM 3apaHee YCTaHOBJIECHHBIM
KPUTEPHUSIM TTPUEMIIEMOCTH;

"BcrmomoraTeiabHble MaTepuanbl” (process aids) - maTepuanbl, 3a UCKIIOYECHHEM
pPacTBOPUTEJICH, SBIISIFONTUECS BCIIOMOTATCIBHBIMH TIPH MPOM3BOJICTBE IPOMEKYTOTHOM



NPOAYKIIMKM WM aKTUBHOW (¢apmaleBTUUYEeCKOW CcyOCTaHIIMM W caMu 1Mo cebe He
YYacTBYIOIIME B XMMUYECKOM WM OMOJIOTMYECKOM peakiuu (Hampumep, QUibTpyroliue
MaTepHaJibl, aAKTUBUPOBAHHBIN YTOJIb U T. I1.);

"Beixos oxugaemeiit”" (yield, expected) - KonuuecTBO Marepuaga WId MPOIEHT OT
TEOPETUYECKOTO BBIXOJA, OXHUJaeMble Ha J000W COOTBETCTBYIOUIEH CTaIUH
TEXHOJIOTMYECKOT0 Mpollecca, OCHOBAaHHBIE HA JTAHHBIX, MPEABAPUTENIHHO MOTYUYEHHBIX MPU
IIPOU3BOJICTBE 3TOI'0 MaTepuaa B JA0OPATOPHBIX, ONBITHBIX HJIM TPOMBIIUICHHBIX YCIOBHSIX;

"Beixog Teoperuueckuit" (yield, theoretical) - xonmyecTBO Marepuana, KOTopoe
ONpEeNIeJICHO HAa OCHOBAaHUU KOJUYECTBA HCIIOJIB3YyEMOT0 MaTepuajga MU MOIJIO Obl OBITH
NPOU3BECHO Ha JI000M COOTBETCTBYIOIIEH CTaJAMM TEXHOJOTHYECKOTO Ipoliecca MpH
YCJIOBUM OTCYTCTBHSI KaKUX-IMOO TMOTEpbh WM OTKJIOHEHUW B YCIOBUSIX pPEaTbHOIO
TEXHOJIOTMYECKOI0 MPOLIECCa;

"mata ucTedeHus cpoka rogHoctu" (expiry date or expiration date) - qaTa, ykazaHHas Ha
YIAKOBKE (3TUKETKAX) aKTUBHOW (papMalleBTUUYECKOU CyOCcTaHIIMU U 0003HaYaro1as nepuosa
BpPEMEHH, B TEUEHHE KOTOPOTO MPU XPAHEHUU B YCTAHOBJICHHBIX YCIOBHUSIX XapaKTEPUCTUKHU
aKTUBHOW (papMaleBTUYECKON CyOCTaHIIMHU JOJIKHBI OCTaBaThCS B Mpejesiax crneuupuranui
U 10 HCTEUCHUU KOTOPOTO AaKTHUBHYIO (apMareBTHYECKYI0 CYOCTAaHIIMIO HEIb3s
UCIOJIb30BAaTh;

"nmata moBTOpHOTO HcnbiTanus" (retest date) - maTa mpoBeeHUS TOBTOPHOTO KOHTPOJIS
MaTepuaa it MOATBEPKICHUS €ro MPUTOTHOCTH JIJIsl JaIbHEHUIIIEro UCTI0Ib30BaHNUS;

"ucxomHoe chipbe" (raw material) - oOmiee MOHATHE, UCTIONIB3YEMOE JJIsT 0003HAYCHUS
MCXOJIHBIX MAaTEepUaJIOB, PEAKTUBOB M PACTBOPUTENIEH, TPEAHA3HAYCHHBIX ISl TPOU3BOCTBA
MPOMEKYTOUHON MPOAYKIIUU UJIU aKTUBHOM (hapMarieBTUUECKOW CyOCTaHIINY;

"MCXOJIHOE ChIPhE JIJISl MPOU3BOJICTBA aKTUBHOM (hapMarieBTrueckoit cyoctaniuu" (API
starting material) - cpIpbe, NPOMEXKYTOUHAs MNPOAYKUHUS WIUM Jpyrue aKTUBHOU
(dapMaieBTHYeCKON CyOCTaHIIMU, KOTOPHIE HMCIOJB3YIOTCS ISl MPOW3BOACTBA AKTHBHOMN
(dhapmaneBTUYECKON CyOCTAHIIMM W BXOIST B CTPYKTYPY aKTUBHOM (papmaineBTUUECKOU
CyOCTaHIIMM B KadecTBE BaXKHOTO CTPYKTypHOro ¢parmenta. McxomHoe coeipbe s
IPOM3BOJICTBA AKTUBHOU (papMalleBTUYECKON CyOCTaHIIMKM MOKET OBbITh 3aKYIJIEHO Yy OJIHOTO
WM HECKOJIbKUX MOCTAaBUIMKOB, JINOO MOKET MPOU3BOAUTHCSA camMocToATeNbHO. McxoaHoe
CBIpbE JUIsl MPOM3BOJICTBA AKTUBHOU (DapMaiieBTUUECKON CyOCTaHIIUM, KaK MPaBUIIO, UMEET
YCTaHOBJICHHbIC XUMUUYECKUE CBOUCTBA U CTPYKTYPY;

"kanubpoBka" (calibration) - memMoHCTpalus TOro, YTO KOHKPETHBIN MpUOOp WK
YCTPOMCTBO AAaeT pe3yjIbTaThl B YCTAHOBJICHHBIX MpeJeiax Mo CPAaBHEHUIO C pe3yJbTaTaMu,
MOJy4aeMbIMA TIPU HCTIOJB30BAaHUM CTAaHAAPTHOTO oO0Opasia, WiId ¢ pe3yiJbTaTaMu
COMOCTAaBUMOI'0 CO CTaHAapTOM 00pa3lia BO BCEM COOTBETCTBYIOIIEM JIMAIIa30HE U3MEPEHHUI;

"kapaHTHH" (quarantine) - CTaTyc BEIIECTB U MaTepUajoB, U30JIUPOBAHHBIX (HU3HUUECKH
WK IpyruMu 3(PGEeKTUBHBIMU CIIOCOOaMH, O MPUHSATHS PElIeHUs] 00 MX MOCIEAyIoIeM
0JI00pEHUH WU OTKJIOHEHUU;



"kBanmudukarnus" (qualification) - neldcTBUS, yAOCTOBEPSIOIINE M MTOATBEPKIAIOIINC
JTOKYMEHTAJIBHO TOT (akT, 4YTO 0O0OpyIOBaHWE WU BCIIOMOTATEIbHBIE CHCTEMBI
CMOHTHUPOBAHBI JOJDKHBIM 00pa3oM, MPaBWIHbHO (PYHKIIMOHUPYIOT U JICHCTBHUTEIHHO
NPUBOAAT K OXKHJAEMBIM pe3ysbTaTaM. KBamudukamnus sSBiseTCs 4acThiO BaJMJIAllUH, HO
OTHIENbHBIC JTANbl KBAIH(PUKAIIMU CaMH MO ce0e He SBISIOTCSA DJIEMEHTaAMU BaJHIAIuU
npolecca;

"KoMmIblOTepU3UpoBaHHas cucrema" (computerized system) - mporiecc Uiau onepanus,
00bEeIMHEHHBIEC B OJTHO 11€JI0€ C KOMITBIOTEPHON CUCTEMOM;

"KoMmmblOTepHas cuctema" (computer system) - rpymmna KOMIIOHEHTOB amlapaTHOTO
o0OecredeHns ¥ COOTBETCTBYIOIIETO MPOrPaMMHOTO OOECTICUEeHHS, CIPOSKTUPOBAHHAS U
CMOHTHPOBAaHHAS TaKUM 00pa3oM, YTOOBI BBITTOHATE ONPEACICHHYIO (PYHKITUIO WU HAOOP
GyHKIINI;

"koHTamuHaIusA" (contamination) - HeXelaTelIbHOE BHECEHUE MPUMECEH XUMUYECKON
WUIH MHUKPOOMOJIOTUYECKON TPHUPOJBI WM WHOPOJHBIX BEIIECTB B HMCXOJHOE CBIPHE,
IPOMEKYTOUHYIO MPOJIYKIIMIO UM aKTUBHYIO (hapMalleBTUYECKYIO0 CYOCTaHIIUIO BO BpeMs
TEXHOJIOTHYECKOTO TMpoIecca, 0TOopa Mmpod, YIaKOBKH WIIH TEPEYITaKOBKH, XPAaHESHUS WIIH
TPaHCTIOPTUPOBAHMUS;

"KOHTPOJIb B Mpoliecce MPOU3BOACTBA" (BHYTPUIIPOU3BOJCTBEHHBIH KOHTPOJIb,
MEKOIEepPAllMOHHBIM KOHTPOJIb) (in-process control or process control)) - mpoBepkw,
OCYIIECTBIISIEMbIE B XOJ€ TEXHOJIOTHYECKOTO Ipoliecca ¢ 1eNblo Haa30pa (MOHUTOPUHTA) U
MIpU HEOOXOIMMOCTH PETYJIHPOBAHUS Tpolecca W (WJIM) IS MOATBEPKIACHUS TOTO, YTO
IPOMEKYTOUHAs MPOAYKIUS WM aKTUBHAs (hapMalieBTHUecKasi CyOCTaHIIUSI COOTBETCTBYIOT
crienupuKaIusM;

"koHTpoJb kKauecTBa" (quality control, QC) - mpoBepka MM UCIIBITAHUE HA COOTBETCTBUE
crienupuKaIusM;

"kputepun mpuemieMocTu" (HomycTuMmble HOPMBI) (acceptance criteria) - YUCIOBBIC
MpeAeibl, MHTEPBAILI WU JAPYTHE TMOIXOMAIINEC KPUTCPUH MPUEMIIEMOCTH PE3yIhTaTOB
WUCIIBITAHU;

"kputndeckuit" (critical) - TepMUH, OTHOCSIIUNCS K TTPOU3BOJICTBEHHOMN CTaIUH, YCIOBHUIO
TEXHOJIOTUYECKOTO TMporecca, TpPeOOBAaHWIO UCHBITAHUA WX JTIOOOMY JIpPyTroMy
CYIIECTBEHHOMY TlapaMeTpy WIH NpeaMETy, KOTOphIe CIeAyeT MOIJIEPKHBaTh B pamKax
MPEABAPUTEIHLHO yYCTAHOBJICHHBIX KPUTEPHUEB IS 00CCIICUCHHS COOTBETCTBHS AKTUBHOU
(hapMaIeBTHYECKOM CyOCTaHIIMM CBOEH Crieln(prKaIium;

"nexkapctBeHHbIN nipenapat” (drug (medicinal) product) - nekapcTBEHHOE CPEACTBO B BUJIE
JIEKapCTBEHHOUN (hOPMBI;

"matepuan" (material) - oOiiee moHsTHe, 0003HaYAIOIEE ChHIPhE (MCXOIHOE CHIPHE,
PEaKTHBBI, PACTBOPHUTEININ), BCIIOMOTATEIbHBIE MaTEPHANIBI, TIPOMEKYTOUHYIO MPOIYKIIHIO,
aKTUBHYIO (papMalleBTUYECKYIO CyOCTaHIIUIO U MAaTepUabl JUIsl YIIAKOBKU U MAPKUPOBKU;



"MatouHas kuAKOCTh" (mother liquor) - ocraroyHas >KMJIKOCTBH TMOCJE MPOIIECCOB
KpUCTAIJIU3alluk WX BBIACICHUS. MaTouHas IKUJIKOCTh MOXKET COJepKaTh
HEIpOopearupoBaBlUINe BEUIECTBA, MPOMEKYTOUHYIO MPOIYKIMIO, HEKOTOPbIE KOJIUYEeCTBa
aKTUBHOM (¢apmarieBTHYecKoil cyocTtaHuuu u (unu) npumeceid. OHa MOXKeT OBbITh
MCIIONIb30BaHa AJIs AajbHeimen o0paboTky;

"HoMep cepuu, HoMep maptun" (batch number or lot number) - yHUKaIbHasT KOMOHWHAIIHS
uudp, OykB H (MIM) CHUMBOJIOB, KOTOpPbIE HACHTUPUUHUPYIOT cepuio (MapTUI0) U Ha
OCHOBAaHHMH KOTOPBIX MOKHO ONPEJEIUTh UCTOPHUIO €€ TPOM3BOJICTBA U peaTH3allnu;

"oOecneuenue kaudectBa" (quality assurance, QA) - COBOKYIHOCTh BCEX
OpraHU3AllMOHHBIX MEPONPUATHM, HANpPABICHHBIX Ha OOECIeYeHHe TOro, 4ToObl BCE
aKTUBHBIE (apMalleBTUUECKUE CYOCTaHIIMM HUMEIW KadeCTBO, HEOOXOoauMoOe Il UX
MpeAnojIaraeMoro NMpUMEHEHHs, a BCE CHUCTEMbl KauecTBa MOJJEPKUBAINCH B paboueM
COCTOSIHUU;

"otnen (otaensl) kadectBa'" (quality unit(s)) - moapaszaeneHue, HE3aBUCUMOE OT
IIPOU3BOJICTBA U BBIMOJHSAIOIIEE O0S3aHHOCTH KaK MO OOECMEeUeHUI0 KayecTBa, Tak M IO
KOHTPOJII0O KaueCTBa. DTO MOTYT OBITh JIMOO OTJEIbHbBIE CIYXObl 00ECIEUeHUs] KauecTBa U
KOHTPOJISI Ka4ecTBa, JIMOO JIMIO WK FPyIIa JIMI] B 3aBUCUMOCTH OT MaciuTada 1 CTPYKTYpHI
OpTraHU3aINH;

"oTrknonenue" (deviation) - OTCTYIUIEHHWE OT YTBEPKICHHOW WHCTPYKIIUM WIIH
YTBEPKJIEHHOTO JOKYMEHTA;

"mepekpecTHass KOHTaMHHAIMs" (Ccross-contamination) - 3arps3HeHHe MaTepuaja Win
POIYKIIUU APYTHUM MaTepUaIoM WK MPOTyKIUEH;

"mepepaboTka" (reworking) - mpoBeAeHHE OJHOW WM HECKOJbKHX CTaau,
OTJIMYAIOMIMXCSA OT YCTAHOBJIEHHOTI'O IPOM3BOJICTBEHHOIO Ipoliecca, C Lelblo 00paboTKu
TaKOW MPOMEKYTOUHON MPOITYKIIMH WM aKTUBHOM (papMalieBTUYECKON CyOCTaHIUU, KOTOpast
HE COOTBETCTBYET CTaHAApTaM WM CHeUu(PUKAUsAM, A MOJYYEHHUS MPOMEKYTOUHOU
OPOAYKIIMA WX aKTHBHOW (apMarieBTUYECKOH CyOCTaHIIMM TPHEMIIEMOro KadecTBa (
HaIpUMep, MEePEKPUCTATUIN3ALNS C TOMOIIBIO IPYTOTr0 PaCTBOPUTENIA);

"moBTopHas oO6paboTka" (reprocessing) - BO3BpaIllCHUE B MPOIECC MPOMEKYTOUHOM
OPOAYKIMHA WM aKTUBHOW (hapMaleBTUUECKOW CyOCTaHIIMM, BKJIIOYAs MPOAYKIUIO, HE
COOTBETCTBYIOIIYIO CTaHIApTaM I Clenu(pUKAIUIM, U TOBTOPHOE MPOBEJACHUE CTAJAUU
KPUCTAUIM3AIMN WIH JPYTUX COOTBETCTBYIOIIUX XMUMHYECKUX WA (PU3NYECKUX CTATHM
00paboTKH (Hampumep, TUCTUUIANNA, PUIbTPALIUU, XpOMaTOTrpadupoBaHus, U3METHUYCHHS ),
SBJISIFOIINXCS YacThIO YTBEPKIEHHOTO TPOU3BOJACTBEHHOrO mporiecca. [lpomomkenue
OCYIIECTBIICHUS CTaIMU TEXHOJIOTMYECKOTO MpoIecca MOcie TOro, Kak KOHTPOJIb B IIpOIecce
IPOM3BOJICTBA MOKa3aJjl, YTO CTaJAMs HE 3aBeplICHA, CYMTAETCS YaCThIO OOBIYHOTIO Ipoliecca, a
HE MOBTOPHOI 00pabOTKOM;

"moanucano (moamuck)" (signed (signature)) - MOANUCH JIUIA, KOTOPOE BBIMOJIHSIIO
OTIpEJICIICHHOE JCWCTBUE WM OCYIIECTBISIO MpoBepky. lloamuch MokeT OBITH B BHIE



WHUIIMAJIOB, TIOJIHOTO PYKOMKMCHOTO BapvaHTa UMEHU U (HaMHIIUM, PYKOMHCHOMW TMOIIHUCH,
JIMYHOM TeYaTy WM ayTEHTUYHOMN Y 3aLUIIEHHON AJIEKTPOHHOM ITOINUCH;

"mpumecs" (impurity) - 1000 KOMIOHEHT, MPUCYTCTBYIOIINI B MPOMEKYTOUHON
OPOAYKIIMM FJIM aKTHBHOW (apMameBTHYECKOW CyOCTaHIIMKM, HaJIUIUe KOTOPOTO
HEXEIaTeIbHO;

"MPOU3BOAUTEIb, PAOOTAIOIINIA 110 KOHTPAKTY" (contract manufacturer) - MpOU3BOAUTEID,
BBITIOTHSIOIIAA OTIPEICIICHHBIA BUJl MPOW3BOACTBEHHOUW JCATEIBLHOCTH IO TOPYYCHUIO
MEPBOHAYAIILHOTO TTPOU3BOIUTEIIS;

"mpousBoAcTBO" (manufacture) - onepaiuu U BUJIbI KOHTPOJIS, CBSI3aHHBIE ¢ IPUEMKOMN
MAaTEPUAJIOB, TEXHOJOTHYECKUM IPOLECCOM, YIAaKOBKOHW, NMEPEYNaKOBKOM, MapKUPOBKOM,
MepEMapKUPOBKOM, BBITYCKOM, XpAaHEHUEM U OTIPY3KOM aKTUBHOM (hapMarieBTUYECKOM
cyOcTaHIuu;

"mpomexxyrouyHas npoaykuus" (intermediate) - maTepuain, KOTOPBIM MOJy4aroT B XOJI€
CTaIMil TEXHOJIOTUYECKOTO TMpoIlecca MPOU3BOJICTBA AaKTUBHOU (apMarleBTUUECKOU
CyOCTaHIIMM M KOTOPBIN MpeTeprieBaeT AAJbHEHIINE MOJIEKYJSIpHbIE MpEeBpalleHUs WIH
MOABEPTACTCS OYHMCTKE, MPEXKAC YeM CTaHET aKTUBHOW (papMarieBTUYECKOW CyOCTaHIIHH.
[IpomesxkyTouHast MPOAYKIUS B XOA€ TEXHOJIOTHYECKOTO MPOIIEcca MOXKET MOABEPTaThCs HIIN
HE TI0JIBEpraThCs BBIICICHHUIO;

"mpotokon Baympanuu" (validation protocol) - mokymeHTanbHO OOPMIICHHBIN TUTaH,
yYKa3bIBAIOLIMNA, KakK ClIeAyeT MPOBOJUTH BalUJALMI0, U ONPEICTAIONIUNA KPUTEPUU
npuemsieMoctu. Hampumep, B MpoTOKOJIE BaTUAAINN TPOU3BOJICTBEHHOTO TIPOIIECCa TOJKHBI
OBITh yKa3aHbl TEXHOJOTHMYECKOE 000PYyI0BaHKE, KPUTUUECKHUE MapaMeTphl MPOIEcca U €ro
paboune peKUMBI, XapaKTePUCTUKH MPOAYKITUH, OTOOP TIPO0, JaHHBIC UCTIBITAHUNA, KOTOPHIC
HE00X0auMO coOpaTh, KOJUYECTBO BaJUIAIMOHHBIX IUKJIOB M MPUEMIIEMbIE PE3YIbTAThI
HCIIBITAHUM,

"mpoduns mpumeceit”" (impurity profile) - omucanue HUIEHTUOUITUPOBAHHBIX U
HEUJICHTU(PUITUPOBAHHBIX TPHUMECEH, MPUCYTCTBYIOIMUX B aKTUBHOW (hapMaleBTHICCKON
cyOcTaHIuu;

"mpouenypa" (procedure) - HOKyMEHTaIbHO O(POPMIIEHHOE OIMUCAHUE OIepalui,
MTOJIICXKAIIHMX BBITOJTHEHHUIO, MEP TIPEIOCTOPOKHOCTA U MEPOTIPHUITHH, TIPSIMO WM KOCBEHHO
OTHOCSIIIUXCSI K TIPOU3BOJICTBY MPOMEKYTOUHOW MPOAYKUHU WIH aKTUBHOU
(hapMaileBTUYECKOM CyOCTaHIINM;

"pacTBOpuTENs" (Solvent) - HEOpraHUYecKas WM OpraHuYecKasi >KUJIKOCTb, UCTIOJIb3yeMasi
B Ka4eCTBE CPEIbl Il NMPUTOTOBIICHHS PACTBOPOB WIIM CYCIICH3WW TPU TPOHU3BOJICTBE
MIPOMEKYTOYHOM MPOAYKITUU WIIM aKTUBHOM (papMarieBTUIECKON CyOCTaHITUY;

"cepust (maptusi)" (batch (lot)) - KOHKpeTHOE KOJIMYECTBO MaTepHuasa, MOJTYUYeHHOTO B
pe3yNbTaTe TEXHOJIOTUYECKOTO MpOoIecca WU CEPUH MPOLIECCOB TAKUM 00Pa3oM, YTO MOKHO
pPacCUYUTHIBATH HA €T0 OJIHOPOJIHOCTH B YCTAHOBIICHHBIX Mpeneniax. B ciydae HenmpepbIBHOTO
MPOU3BOJACTBA CEPUSI MOXKET COOTBETCTBOBATH OMpPECICHHONW 4YacTH NponayKiuu. Pazmep



CEpPUU B ATOM CJIydae MOXKET OMpEeAeNSIThCA TUO0 (PUKCUPOBAHHBIM KOJIUYECTBOM, JHOO
KOJIMYECTBOM, ITPOM3BEICHHBIM 3a OTPE/ICICHHBINA TPOMEKYTOK BPEMEHHU;

"crieruukarua” (specification) - mepeyeHp UCIBITAHUH, CCHIIOK HAa aHATUTHYSCKHC
METOAUKH M KPHUTCPHEB MPUEMIIEMOCTH, MPEACTABISIONIMX COOOM YHMCIIOBBIC T'PAHUILBI,
WHTEPBAJBI WA APYTHE KPUTEPUHU IJII COOTBETCTBYIOMUX HCHbITaHWN. Crenudukamms
yCTaHABIMBAeT HAOOp KPUTEpPUEB, KOTOPHIM JOJKEH COOTBETCTBOBATH MaTepual, YTOOBI
CUMTATHhCSA TPUEMIIEMBIM IS €ro MpeamnojiaraeMoro mpuMeHeHus. COOTBETCTBHE
cnenupuKaIMy 03HaA4aeT, YTO MaTepuall, MPOIIEIIINI UCTIHITAHUS COTJIACHO MEPEYUCTICHHBIM
AHATMTHYECKUM METOJIMKAM, COOTBETCTBYET IMPUBEICHHBIM KPUTEPHSIM TIPUEMIIEMOCTH;

"cranmapTHbIN oOpasern, BTopuuHbIi" (reference standard, secondary) - cyOcranius
YCTaHOBJICHHBIX KaueCTBa M YUCTOTHI, YTO JIOKA3aHO MOCPEACTBOM CPaBHEHHUS C TICPBUIHBIM
CTaHJAPTHBIM O0pa3IlOM, MCTOJb3yeMasi B KaueCTBE CTaHIAPTHOTO 00pasia sl TeKYIIHX
1a60paTOPHBIX aHATIU30B;

"crangapTHbId oOpazen, nepBuuHbil" (reference standard, primary) - cyOcTaHuus,
SBJISIONIASACS TMOJJIMHHBIM BEIIECTBOM, YTO OBUIO JOKA3aHO C MOMOIIBIO PACHIUPEHHBIX
AHATTMTUYECKUX UCIBITAHUH, M 00Jaaronias BHICOKOH CTEMEeHBbI0 YHCTOTHI. DTOT CTaHIAAPT
MOXET OBbITh MOJy4eH U3 O(UIIMATBFHO MPU3HAHHOTO MCTOYHHKA WM TOCPEICTBOM
HE3aBHCHMOTO CHHTE3a, WU TOJYYEH W3 HMCIOJIb3YyEeMOIr'0 B IPOM3BOJICTBE BEIECTBA C
BBICOKOW CTEMEHBIO YUCTOTHI, WX MPUTOTOBICH IMOCPEACTBOM MOCIECAYIOMIEH OYUCTKHU
BEIIECTBA, UCIIOJIb3YEMOI0 B POU3BO/ICTBE;

"rexHomornueckuit mporecc” (production) - Bce oneparyu 1Mo MpOU3BOJICTBY aKTUBHOU
(dapMmaleBTHUECKO CyOCTaHIIMKU, BKJIIOYAsl MPUEMKY MaTepuaioB, 00pabOTKy U YIaKOBKY
aKTUBHOM (hapMalleBTUUYECKON CyOCTaHIINY;

"ymakoBo4HBIN MaTepuan" (packaging material) - mo60¥ MaTepual, npeIHa3HAYCHHBIN
JUTS 3alTUTHI TPOMEKYTOYHON MPOAYKITUU WJIM aKTHBHOUM (hapMalleBTHUECKON CyOCTaHIIMH
MIPY XpaHEHUHU U TPAHCIIOPTHUPOBAHUH.

Yacrs 1T

JoxyMmenTH1, cBa3aHEbIC ¢ [IpaBrnaMu Hagmexamen
IIPOX3BOJACTBEHHON MPAaKTUKH

I'naBa I. IlosicHEHHA ITO COCTABIICHAIO

JI0ChE MPOM3BO/ICTBCHHOM IIOMIAIKA

1. Beenenne

1.1. Jlocke mpOM3BOJACTBEHHOM IUIOMIAJKHA - JOKYMEHT, KOTOPBIM COCTaBISAETCS
IIPOU3BOAUTENEM JIEKAPCTBEHHBIX CpeAcTB. OH JOJKEH COAepXkaTh CIENUAIbHYIO
MHQOpMAIMI0O O TOJHUTHUKE B 00JacTH KadyecTBa W JAESATEIbHOCTH IMPOU3BOICTBEHHOMN
IJIOIIAIKH, TEXHOJOTHYECKOM Ipoliecce M (MIM) KOHTPOJIE KayecTBa IPU IMPOBEACHUU Ha
JAHHOU IUIOILIAJKE OIEpalMid IO MIPOU3BOJACTBY JIEKAPCTBEHHBIX CPEACTB, a TAKXKE O
KaKHX-JT1M00 TECHO B3aMMOCBS3aHHBIX pad0Tax B MPUMBIKAIOIIUX M COCEAHMX 3MaHusX. Eciu



Ha JaHHOM TUIOMIAJKE OCYIIECTBISETCA TOJIBKO YacTh ONEpaluil Mo MPOU3BOJCTBY, TO B
J0Ch€ TMPOU3BOACTBEHHOW IUIOMIAJKU JOJDKHBI OBITH ONMHUCAHBI TOJBKO ATH OIEpaIlHH,
HaIrpuMep, aHau3, yIaKkoBKa U T. 1.

1.2. ITpu moaye A0Che MPOU3BOICTBEHHON IUIOINIAIKK B YIIOJITHOMOYCHHBI OpPraH B HEM
JOJDKHA OBITH TIPEJCTaBIICHA dYeTKas WHPOPMAIUS O ACATCIbHOCTH MPOU3BOJMUTENS B
COOTBETCTBUU C TpeOOBaHUSAMH HacTosux [IpaBui, KOTOpas MOXKET ObITh MOJE3HOU MpHU
obmiemM Hajazope, a Takxke I APYEeKTUBHOTO IUIAHUPOBAHUS U TPOBEACHUS
WHCIIEKTUPOBAHUS Ha COOTBETCTBUE TpeOoBaHUsAM HacTosux [IpaBui.

1.3. Jlocke TPOM3BOACTBEHHOW IUIONMIAJAKHA JOJDKHO COJEPkKATh JOCTATOYHYIO
nH(pOpMaIHIo, OJHAKO, HACKOJIBKO 3TO BO3MOXKHO, €r0 00bEeM HE JIOJDKEH IpeBbImaTh 25 - 30
CTpaHMII, He BKJIFOYas MpuiIokeHus. [IpocThie TIaHbl, PUCYHKH M CXEMbI CUMTAIOTCS Ooee
MPEAMOYTUTEIFHBIMU, YEM OTIMCATEIbHOE N3I0KeHUE. J[0Che MPON3BOICTBEHHO! TIIOMIAKA
(B TOM ymCIIe IPUIIOKEHUS) JOJDKHO OBITh y1000YMTaEMbIM TPH MeYaTH Ha Oymare ¢opmara
A4.

1.4. Jlocbe MpOM3BOACTBEHHOMN TUIOMIAJKUA JOJDKHO COCTABJISTh YacTh JOKYMEHTAIUU,
KOTOpasi OTHOCHTCS K CHUCTEME YIIPaBIICHHS KauyeCTBOM, €ro CIEAyeT TOJICPKUBATH B
aKTyaJdbHOM COCTOSIHMM C II€JbI0 OTpPaXEHHUS TEKyIlleh mAeaTenbHOCTH. B 1mocke
MIPOM3BOJICTBEHHON IIIONIAIKM HEOOXOAMMO YKa3bIBaTh HOMEpP BEPCHH W JIaTy BBEACHUS B
JICUCTBHE, a TaKXKe JaTy Ccleayromiero mnepecMorpa. Kaxkmoe mpuiioKeHHe MOXKET WMETh
OTZIENIbHYIO JIaTy BBEICHHS B JCHCTBUE, YTO MO3BOJIUT OCYIIECTBJISTH €r0 HE3aBHUCHUMBIM
MepecMoTp.

2. llems

Ilesp HacTOAIIETO JOKYMEHTA - 1aTh PEKOMEHJALUN ITPOU3BOAUTENSAM JIEKAPCTBEHHBIX
[penapaToB MO CO3JAaHUIO JIOChE NMPOU3BOJCTBEHHOM IIOIIAIKH, KOTOPOE MOXKET OBITh
IIOJIE3HBIM JUIA YIIOJJHOMOYEHHOIO OpraHa Ipu I[UIAaHUPOBAHUM U IPOBEACHUHU
MHCIIEKTUPOBAHUS TPOU3BOJCTBEHHON IIOUIA/IKK Ha COOTBETCTBUE TPEOOBAHUSIM HACTOSIINX
IIpaBui.

3. O6nacTh NpUMEHEHHA

[TonokeHus HacTosLIEH I1aBbl MPUMEHHUMBI NPU HOATOTOBKE U (POPMUPOBAHUU
COZIEpKaHMs IOChE MPOU3BOACTBEHHOM Iomanku. [IponssBoaurenu 10JKHBI IPUHUMATD BO
BHUMaHHUE pPETHOHaJbHblE (HALlMOHAIbHbIE) HOPMATHUBHBIE IIPABOBBIE TPEOOBAHMS IS
ONpENEIICHUsI TOrO, SBJISIETCS JIM TOATOTOBKA JOChE IPOU3BOACTBEHHOW IUIOIIAJKH
00s13aTeIbHBIM TPEOOBAHUEM ISl TIPOU3BOIUTENEH JI€KAPCTBEHHBIX CPEJICTB.

[TonoxkeHnst HACTOSIIEN T1aBbl PaCHPOCTPAHSAIOTCS HA BCE BUABI IPOU3BOJACTBEHHON
NEeSTENbHOCTH, TAKUE KAK COOCTBEHHO IIPOU3BOJICTBO, YIIAKOBKA U MAPKUPOBKA, IPOBEJICHUE
WCIIBITAHHM, TIEPEYIaKOBKa WIHM IEPEMapKUPOBKA BCEX BUJIOB JIEKAPCTBEHHBIX MPENapaToOB.



OcHOBHBIE TPUHLUINBI HACTOSAMX [IpaBui MOTYT HCHOJIB30BATHCA MPHU MOATOTOBKE JTOCHE
MPOU3BOJICTBEHHON IUIOMIAJIKH WM COOTBETCTBYIOIIErO JOKYMEHTa IPOU3BOAUTEISIMHU
JIEKapCTBEHHBIX MPENapaToB U3 JIOHOPCKOW KPOBHU WM TKAHEH, a TaKKe MPOU3BOIUTEIIMU
ADC.

4. ConeprxaHue TOCHe IPOU3BOJICTBEHHOMN ILIOMIA KA

Jlochbe MpON3BOJCTBEHHOM TUIOMIAIKHU JIOHKHO COIEPKATh CIIETYIONTYI0 HHPOPMAIIHIO:

1. OOuas uapopmanys 0 MPOU3BOAUTEIIE.

1.1. KonraktHas nadopmalus: HAMMEHOBAaHUE U apec IOPUTUIECKOTO JIHIIA;

HauMeHoBaHue(s) U (pakTuueckuii(ue) aapec(a) NPoOU3BOACTBEHHON(BIX) MIOMIAAKU(OK),
31aHUI U TPOU3BOJICTBEHHBIX YYaCTKOB, PACIIOIO0KEHHBIX Ha 3TOM(MX) Iutoniaake(ax);

HOMep TenepoHa nepcoHana, padoTarIIero KpyrioCyToYHO, ¢ KOTOPBIM CBS3BIBAIOTCS B
ciydae nedexra u (Win) OT3bIBa MPOAYKITUH;

UJEHTU(DUKAMOHHBIN HOMEp MPOU3BOJCTBEHHOMN IUJIOMIAIKH, HAIPUMEP, KOOPIUHATHI
GPS wnu npyroil cucTeMbl onpeneneHusl reorpauyeckoro MecTopacroyoKeHHs (MpH
HaJIU4UN).

1.2. Uudopmauus o Ttpelymoouieil crenuaibHOTO pa3pelieHus (JIUIeH3Un)
IIPOU3BOICTBEHHON JIE€ATEIbHOCTH:

KOINHUS JEUCTBYIOUIEr0 CHEUHAIbHOTO pa3pelieHus (JULEeH3UM) Ha MPOU3BOACTBO
JIEKapCTBEHHBIX CPEJICTB, BHIJAHHOTO YIOJIHOMOYEHHBIM OPTraHoM (B KaU€CTBE MPUIIOKEHUS
1);

KpPaTKO€ OINHCAHUE NIEATEIHHOCTH 110 IPOU3BOJCTBY, UMIIOPTY, SKCHOPTY, ONTOBOU
TOPrOBJIE W Tp., JIMIEH3UPOBAHHOW COOTBETCTBYIOIIMMH YIOJTHOMOYEHHBIMU OpPTraHaMHU,
BKJIIOYasi 3apyOeKHbIE YIOJIHOMOYEHHBIE OpraHbl, C YyKAa3aHHEM JIMLEH3UPOBAHHBIX
JeKapCcTBEHHBIX (OpM (BHUIIOB ACSATEIBLHOCTH), €CIU 3TO HE OXBATHIBACTCA paspernieHueM (
JIUIIEH3UeN) Ha TPOU3BO/JICTBO;

BUbl MPOAYKIMU, TPOU3BOJUMON Ha IUIOLIAJKE B HACTOsIIEe BpeMs (IepedyeHb
MIPUBOAMUTCS B KAUECTBE MPHUIIOKEHUS 2), €CIIM 3TO HE YKAa3aHO B IPWIOXKEHUH 1;

MepevYeHb MHCHEKIUM TUJIONIAJKU HAa COOTBETCTBUE TPEOOBAHUSM HaJiexkKalleu
IPOM3BOJICTBEHHOM MPAKTUKU 32 MOCJIEIHUE S JIET, C YKa3aHUEeM JIaT U Ha3BaHUM (TOCyAapCcTB
) YIOJHOMOYEHHBIX OPraHoOB, MPOBOJMBIIMX HHCHEKTUPOBAHUE, a TaKXKe KOMus
JEHCTBYIONIErO cepTU(PUKAaTa COOTBETCTBUS TPEOOBAHUSAM HaJIexkKaIlleil MPON3BOICTBEHHON
MPaKTUKHU (MIPU HAJTUYUK) (B KaU€CTBE MPUIIOKEHUS 3 ).

1.3. Kakag-nubGo npyrasi mpou3BOJCTBEHHAs JEATEIbHOCTh, OCYIIECTBIsieMas Ha
MPENPUSATUN:

OMUCaHUE MPOU3BOACTBEHHON AEATEIHbHOCTUH HA MPEANPUSATUH (IIPOU3BOJICTBEHHOU
IUIOLIA/IKE), HE CBSI3aHHOM C (hapMalleBTUYECKOM AeSITeIbHOCThIO, €CIIU TaKOBasi TPOBOJIUTCS.

2. Cucrema yrnpaBiaeHUsl KaueCTBOM ITPOU3BOAMUTEIIS.
2.1. CucremMa ynpaBieHHUs] KAYECTBOM IPOU3BOAUTEINS:



KpaTKO€ OINHCAHUE CUCTEMBI YIPABICHUS Kaue€CTBOM MPEINPUATHUS U CChUIKH Ha
MIPUMEHSIEMbIE CTaHAaPThI;

OTBETCTBEHHOCTH IO MOJIJIEPAKAHUIO CUCTEMBI KaueCTBa, BKIIFOYAsi BBICIIEE PYKOBOJACTBO;

uHpopMarlus o IesITeIHbHOCTH, B OTHOIICHUH KOTOPOU MPEANpUITHE aKKPEIUTOBAHO U
cepTudUIIMPOBAHO, BKJIIOYas JaThl U COAEPXKAHUE JOKYMEHTOB II0 aKKpeauTanuu (
cepTu(UKalUN), HAMMEHOBAHUS OPTraHOB IO aKKpeAUTAINH (CepTUdUKAIIN).

2.2. llpouenypsl BbIOAYM pa3peUICHUsT HA BBIIYCK TOTOBOM NMPOAYKLHH: JETAIBHOE
OonucaHue KBadu(PUKAIMOHHBIX TpeOoBaHUN (0Opa3oBaHME H ONBIT PabOTHI) K
YIIOJTHOMOUYEHHOMY (BIM) JIMILY(aM), YIOCTOBEPSIOIIEMY COOTBETCTBUE CEPUU YCTAaHOBIICHHBIM
TpeOOBAHMSIM JIJIs1 BBIIAYU Pa3pEIICHNs Ha BBIMYCK;

oOlliee onucaHue MpoLeayphl MOITBEPKIECHUS COOTBETCTBUSA CEPUM yCTAHOBJICHHBIM
TpeOOBAHUSIM U BbIAYH Pa3pelICHUs HA BBIMYCK;

POJIb YIIOJITHOMOYEHHOTO JIUIIA B BbIJIau€ pa3pelieHusl Ha BBITYCK TOTOBOM MPOAYKINH (B
TOM YHUCJIE CHATHE C KAPAaHTHHA), a TaAKXK€ B MOATBEP)KIECHUHU COOTBETCTBUSL TPEOOBAHUAM
PETUCTPALMOHHOTO JOChE;

COTrJIAIIEHUSI MEXAY YIOJIHOMOYEHHBIMH JIMLIAMH, €CJIM B3aUMOJEHCTBYIOT HECKOJIBKO
YIIOJTHOMOYEHHBIX JIUII;

yKa3aHUe Ha TO, YTO B CTPATETUU KOHTPOJIS UCHOJIb3YIOTCS MPOLECCHO-aHATUTHYECKas
texHonorus (PAT) u (wamn) BeITyCK B peaJIbHOM BPEMEHH, WIIH BBITYCK I10 MapaMeTpam (eciiu
OHH HUCTIONB3YIOTCS).

2.3. YnupaBieHHe NOCTABIIUKAMU U MOJAPANYUKAMH: KPATKOE PE3IOME, COJEpKalIee
UH(GOPMAIIHUIO O LETISIX MTOCTaBOK, a TAKXKE O MporpaMMax BHEIIHETO ayuTa;

KpaTKOE OMUCAHUE CUCTEMBbI KBAU(PUKAIIUU TOAPATUUKOB, MPOU3BOAUTEICH aKTUBHBIX
(dapMaleBTUYECKUX CYOCTAaHIIMM W JAPYrUX TMOCTABIIMKOB KPUTHUECKUX JIJIs KauecTBa
MaTepHaJioB;

uHMOpMAITUS 0 MEPOTIPHUSITHIX 10 00ECIIEYEHUIO COOTBETCTBUS MPOTYKIIUUA TPEOOBAHMSIM
PYKOBOJICTB B OTHOIIIEHUH I'yOuaTOi sHLIEeparonaTnu;

uHpOpMaANHsI O Mepax, MPEANPUHUMAEMBIX TPHU IMOJO3PEHUH WIIM BBISBICHUU
KoHTpadakTHOU, (danibcuPuIUpoBaHHONW, B TOM 4YHCIe HepacacoBaHHONW TPOAYKIHMH (
HanpuMmep, HEYNaKOBAaHHBIX Ta0JIETOK), aKTHUBHBIX (hapMalleBTUUECKUX CYOCTaHIIMN WU
BCIIOMOTaTEIbHBIX BEUIECTB;

uHpopMans 00 MCHOJIB30BAHUM BHEIIHEW HAYyYHOW, aHAIIUTHUUYECKON WU APYroi
TEXHUYECKOW MOMOIIM, KACAIOIIEHC IPOU3BOICTBA U AHAIN3A;

NepeyeHb KOHTPAKTHBIX MPOU3BOJUTENEH M JabopaTopui, BKIOUas ajpeca U
KOHTaKTHYI0 HH(POPMAIIUIO, a TAK)KE CXEMBI IIETIeH MOCTABOK ISl KOHTPAKTHOU JIEATETLHOCTH
0 NPOU3BOJACTBY M KOHTPOJIKO KAayecTBa, HAIpPHUMEp, CTEPUIN3ALUA TMEPBUYHOIO
YIAKOBOYHOI'0 MaTepHalia Juisl IPOLECCOB B aCENTUUYECKUX YCIOBUAX, UCIIBITAHUS UCXOAHOTO
CBIPBA U T. 1. (B KauecTBe NMPUIIOKEHUS 4);



KpaTKUil 0030p pacrpeiesieHuss OTBETCTBEHHOCTH MEXKy 3aKa34MKOM M UCTIOJTHUTEIEM B
OTHOIIEHUHU TPEOOBAHUN PETUCTPAIMOHHOTO JOChE (€CIM HE yKa3aHO B MOJIMYyHKTE 2.2
HACTOSIIEr0 MyHKTA).

2.4. YrpaBiieHHE pUCKaMH JIJIsl KQUeCTBa!

KpaTKOE OMUCAHUE UCIOJIb3YEMON MPOU3BOAUTEIEM METO0JIOTUN YIIPABICHUS PUCKAMU
IUIs1 Ka4ueCTBa;

chepa necTBHUS M HAMPABJICHHOCTh YIPABJICHUSI PUCKAMU JJIsI KauecTBa, BKIIOYAs
KpaTKO€ OIHCaHME JIIOOON NEeATeThHOCTH, OCYIIECTBIsIEMON Ha KOPIIOPATUBHOM ypOBHE, a
TaKXe JOKaJbHOU JIeSITeIbHOCTU. JIOJDKHO OBITh YIOMSHYTO JI000€ MPUMEHEHHUE CHUCTEMBI
YIIPaBJIECHUSI pUCKAMH JIJIs1 KAUE€CTBA ISl OLIECHKU HEMPEPHIBHOCTHU MMOCTABOK.

2.5. O0630pbI KayecTBa MPOIYKIIUU:

KpaTKo€ ONMKHCaHUuE MPUMEHEHHON METOI0IOTHH.

3. Ilepconan.

Cxema OpraHu3alMOHHOW CTPYKTYphl C YKa3aHUEM JOJKHOCTEH (MO3WIUil) B
yIpaBJICHUU KayeCTBOM, MPOU3BOJCTBE M KOHTPOJIE KAadyecTBa, BKIIOYas BBICIIEE
PYKOBOJICTBO U YIIOJIHOMOYEHHOE(bIE) JIUil0(a), (B KaUeCTB MPUIIOKEHUS S);

KOJIMYECTBO MEPCOHAJA, 3aHATOTO B YIPABICHUH Ka4y€CTBOM, IMPOU3BOACTBE, KOHTPOJIE
KaueCcTBa, XPaHCHUU U PeaTH3alIUH.

4. ITomenieHus u 000pyI0BaHHE.

4.1. Ilomerienus:

KpaTKOE€ ONHCAaHUE MPEANPUITUS, pa3Mep MPOU3BOJICTBEHHON MIIOMIAJIKU U MEePEUYCHb
3naHuil (coopykeHuit). Eciam mpou3BOACTBO OCYHIECTBIAETCS IJisi PA3IUYHBIX PBIHKOB (
HanpuMmep, JIOKaJIbHOr 0, TOCYIapCTB-wieHOB, EBponeiickoro coro3a, Coennnennsix LlTaTo
AMEpUKH U JIp.) B PA3IUYHBIX 3JaHUAX (COOPYKEHHUSX) MPOU3BOJACTBEHHOW IUIOMIATIKHU,
CJIeyeT MPUBECTH MEePEUEHb ITUX 3aHUMN (COOPYKEHUI) ¢ YKa3aHUEM PBIHKOB, JJIsl KOTOPBIX
MpeaHa3HaueHa IPOU3BOUMAast MPOIYKIHUS (€CIIA 3TO HE YKa3aHO B MyHKTe 1.1);

MPOCTOM TUIaH WJIM ONMKMCAHWE MPOU3BOJACTBEHHBIX IUIOMIA0K (YYaCTKOB) ¢ YKa3aHUEM
Macitada (apXUTEKTYpHbIE U HHXXEHEPHBIE UEPTEKU HE HYKHBI);

IUIaHBl M CXEMBbI TPOU3BOJICTBEHHBIX 30H (B KayecTBE MPUJIOKEHHS 6); C YKa3aHUEM
KJIacCa YUCTOTHI MOMENIEHUN W TMEPenajioB JIaBieHUS MEXAY MPUIICTAIONIMMHU 30HAMH, a
TaKK€ TEXHOJIOTMYECKUX OIlepanui (HampuMep, CMENIMBaHUE, HAINOJIHEHHE, XpaHEHHE,
YIAKOBKa U T. 11.), MPOBOJUMBIX B TOMEIIECHUSX;

TJTaHBI CKJIQJICKUX TTOMEIICHUN U 30H XpaHEHUs: ¢ 0003HAYEHUEM CIICIIHAIbHBIX 30H IS
XpaHeHHsI U 00pabOTKU 0COO0 TOKCUYHBIX, OMIACHBIX U CEHCUOMIM3UPYIOLIUX BELIECTB (MpU
HaJINYKH);

KpaTKo€ OMHUCAHUE HE OTMEYEHHBIX B IJIAHAX CIELMAJIBHBIX YCIOBUM XpaHeHUs (Ipu
HEOOXOIUMOCTH).

4.1.1. Kpatkoe onucaHue CUCTEM HarpeBa, BEHTWISALUYA U KOHIUIIMOHUPOBAHUS BO3AyXa (
Heating, Ventilation, & Air Conditioning - HVAC):



MPUHIUIIBL ONPEAEICHHS] MOJa4u BO3JyXa, TEMIEPATyphl, BIaXHOCTH, Mepenaja
JaBJIEHUS U KPaTHOCTU OOMEHA BO3/AyXa, YPOBEHb PELUPKYJISLUU BO3yXa (B MPOLIEHTAX).

4.1.2. KpaTkoe onucaHue CUCTEM BOJIONOATOTOBKHU: YKa3aHHUE KauecTBa MPOU3BOIUMOM
BOJIbl; CXeMaTHUYECKUE YepTexH cucTeM (B kauecTBe [Ipunoxenus 7).

4.1.3. KpaTtkoe onucaHue Ipyrux cCUCTeM oOecreueHus (CUCTEMBI II0J1ayy lapa, CKaToro
BO3/yXa, a30Ta U T. I1.).

4.2. O6opynoBaHue.

4.2.1. TlepedeHb OCHOBHOTO TE€XHOJOTHYECKOTO M KOHTPOJIBHOTO JIaOOPATOPHOTO
o0opyoBaHus ¢ 0003HAYEHUEM KPUTUUECKUX eNUHHUII (B KauecTBe [Ipunoxenus §).

4.2.2. OuucTtka 1 1e3UHPEKIMS:

KpaTKOE OMKUCAHUE METOJIOB OYUCTKH U JE3UMH(PEKINHU KOHTAKTUPYIOLUIUX C MPOAYKIIHEH
MOBEPXHOCTEN (HampuMep, pyyHas OYMCTKa, aBTOMaTUYECKasi CUCTEMA "O4YMCTKA Ha MecTe" U
T. IL.).

4.2.3. Onucanue KOMIIBIOTEPU3UPOBAHHBIX CHCTEM, KPUTUUECKUX C TOYKHU 3PEHUSA
TpeboBaHuii HacTosmux [IpaBu:

clenyeT MPUBECTH ONMHMCAHUE KOMIBIOTEPU3UPOBAHHBIX CUCTEM, KPUTUUECKUX C TOUKHU
3peHus TpedoBanuil HacTosmux [IpaBui, 3a UCKITIOUEHHEM 000PYI0BAaHUS CO CIEIUATbLHBIMU
MPOrpaMMHUPYEMBIMU JIOTHYECKUMU KOHTPOJUIEPAMHU.

5. JlokymeHTanus.

Onucanue cucTeMbl IOKYMEHTallMU (HapuMep, JJIEKTPOHHAs, PyyHas).

Ecnu mokyMeHTBI U 3alIMCH XPaHSIT WK apXUBHUPYIOT 3a MpejeiaMu Mporu3BOJCTBEHHOM
TUTOMIAAKHY (BKJIIOYAsl TAHHBIE [0 MOHUTOPUHTY O€30MaCHOCTH JIEKAPCTBEHHBIX MPenaparToB (
MIpU HAJIMYUN)):

nepevYeHb BUJIOB IOKYMEHTOB (3aIucei);

Ha3BaHUE U aJIpEC MHOW IJIOIIAJKH, T/I€ XPAHSIT TIOKYMEHTAIUIO;

NpPUONU3UTENIFHOE BpeMsi, HE0OOXO0UMOe [IJIsl MOJYyYEeHHUsT JTOKYMEHTOB W3 apXHBa,
HAXOJISALIETOCs 3a MPEJeTaMHy TUTOIIAIKH.

6. TexHOIOrNnYEeCKUH MPOIIECC.

6.1. Buabl npogykuumu.

(Bo3MorxHa ccbuika Ha IpriIoKeHue 1 wim 2)

a) Bunbpl npon3BOAMMON MPOAYKIWHU, BKIIOYAS:

NepeveHb JICKAPCTBEHHBIX (POPM Kak JIEKAPCTBEHHBIX MpEenapaToB AJs MEIULHUHCKOTO
MIPUMEHEHUS, TaK M BETEPUHAPHBIX JIEKAPCTBEHHBIX IpEnapaToB, MPOU3BOAUMBIX Ha
TJIOIATIKE;

nepevyeHb JIEKapCTBEHHBIX (POPM JIEKAPCTBEHHBIX MPEMapaToB, MPOU3BOIUMBIX Ha
TUIOLIAAKE 715 JIFOOBIX KIIMHUYECKUX MCCIEIOBaHUM (ClieyeT MpeACTaBUTh HHPOPMALIUIO O
MIPOU3BOACTBEHHBIX 30HaX U NEPCOHAJIE, €CJIU OHU OTJIMYHBI OT T€X, YTO UCIOJIb3YIOTCS MPU
CEpUIHOM MTPOU3BOCTBE);



0) TokcuuHble WM ONACHbIE BellecTBa (HAaIpUMEp, BEIIECTBAa C BBICOKOU
(hapMaKoJIOrHYECKON aKTUBHOCTHIO U (MJIM) CCHCUOMITU3UPYIOIUMHU CBOMCTBAMHU );

B) Busl npoaykunu, npou3BOAMMON B CIEIIUATIBHO TPEAHA3HAYCHHBIX TOMEILICHUIX WIIH

Ha OCHOBE MPUHIMIIA KaMITAaHUH (LIMKJIOB MPOU3BOACTBA) (IIPU HAIUYHUN);
r) Undopmarus o6 uCnoap30BaHUN MPOLIECCHO-aHATUTHYECKOM TexHoaoruu (Process
Analytical Technology - PAT) (ripu Hanu4um):
o0lree OMMCaHUE COOTBETCTBYIOIIEH TEXHOJOTHUM U CBSI3aHHBIX C HeH
KOMIIbIOTEPU3UPOBAHHBIX CUCTEM.

6.2. Banunanuus mpoueccos.

KpaTKoe OMMcaHue oOLIeil MOMUTUKY B OTHOUICHUH BaJIUAAIIMU MTPOLIECCOB;

OMKCaHUE MOJUTUKU B OTHOILIEHUH MOBTOPHON 00paOOTKH U MepepabOoTKH.

6.3. YpaBieHue MaTepraiaMi U CKJIaJICKOE€ XpaHEHHUE:

uHpopMalus 0 MEPONPUITUSIX O OOPAIIEHUIO C UCXOJHBIM ChIPhEM, YIIAKOBOYHBIMU
MaTtepuanamu, Hepac(pacoOBaHHON U OTOBOM MPOIYyKUUEW, BKItoUas 0oT00p Npo0d, KapaHTHH,
BbIJIaUy pa3pelieHus Ha BBITYCK U XpaHEHUE;
uH(popMaLMs 0 MEPONPUATUAX MO OOpALIEHUIO C OTKJIOHEHHBIMU MaTepHalaMu U
MPOJTYKIIHEH.

7. KoHTpOab KayecTna.

Crnenyer npuBECTH ONKUCAHME AEATEIBHOCTH IO KOHTPOJIKO Ka4eCTBA, OCYIIECTBIISIEMOM
Ha TPOU3BOJACTBEHHOM IUIOMIAJKE B OTHOIIEHUH (UIUYECKUX, XHUMHUUYECKHX,
MUKPOOHOJIOTUYECKUX U OMOJOTMYECKUX UCTIBITAHHM.

8. Jluctpubntonus, mpeTeH3uu, 1e(eKThl TPOIYKIIMU U OT3BIBHI.

8.1. JIuctpuObtoniust (B 4aCTH OTBETCTBEHHOCTH MPOU3BOAUTENS):

THUITBl OPTaHU3AMMHN (AepKaTeNn JIMICH3UH Ha TUCTPUOBIOINIO, JIep)KaTelIn JTUIICH3UH Ha
MPOU3BOJACTBO U T. J.), KOTOPBIM MOCTABJISIETCS MPOAYKIUS TPOU3BOACTBEHHOM IIIOMIA/IKH, U
UX pa3Melenue (rocyaapcrsa- wiensl, EBponerickuii Coto3, Coequnennsie lltatel Amepuku
UT. 1.);

OMKCAHUE CUCTEMBI, IPUMEHSAEMOM ISl HOATBEPIKACHHS TOTO, YTO KaX bl MOTPEOUTETD
(mosyvatenb) UMEET HOPUAMYECKOE MPABO IMOJIydaThb OT MPOU3BOJIUTENS JIEKAPCTBEHHBIE
CpEJIICTBA;

KpaTKOE€ OMHUCAaHHE CUCTEMBbI OOECIEUEHHSI COOTBETCTBYIOIIUX YCJIOBUU BO BpeMs
MePEeBO30K (HApuMep, MOHUTOPUHT (KOHTPOJIb) TEMIIEPATYPhI);

ONMKCaHUE OpPTraHM3alUU AUCTPUOBIOIMU U METOJOB, KOTOPBIMU OOECreYrBaeTCs
MPOCIEKUBAEMOCTh TPOYKIINU;

ONMCaHUE MEP MO MPEAYyNPEXKICHHUI0 NONAJaHHUS MPOIYKIMU NPOU3BOAUTENS B
HE3aKOHHYIO 11eTIh MOCTABKHU.

8.2. [Iperensun, AePeKThl MPOAYKIMH U OT3BIBHI:

KpaTKO€ OIMUCAHUE CUCTEMBI PAa0OTHI C MPETEH3USIMH, NePeKTaMu MPOAYKIHUH U TIO
OT3bIBaM.



9. CaMOMHCIICKIIUS:
KpaTKOE OIMHMCaHWE CHUCTEMBbI CAMOWHCIICKIIMN C 0COOBIM BHUMAHHEM K KPUTECPHIM
BBIOOpa IJIAHOBO HMHCIEKTHPYEMBIX 30H, MPAKTHUYECCKHE MEPONPHUATHS U JalbHEHUIINE
JICUCTBHUSL.

ITepedensr HEOOXOMMEIX IPHIIOKEHHH K JOCHE IPOX3BOICTBEHHOM
IUTOIIAIKHA

[Ipunoxenue 1. Konus neicTByromen JUIEH3UU HA TPOU3BOCTBO.

[Tpunoxenue 2. IlepeueHb TPOU3BOJUMBIX JIEKAPCTBEHHBIX (HOPM, B TOM UHCIIE
MEXyHapOHbl€ HEMAaTEHTOBAHHbIE HAMMEHOBAHHUE WJIM OOIIENPHUHSATHIE Ha3BaHUS (€Ciu
CYIIECTBYIOT) UCTIONIB3yeMbIX ADC.

[Tpunoxenue 3. Konust nelicTByromero ceprudukara COOTBETCTBUS TPEOOBAHUAM
Hacrosamux [Ipasuir.

[Tpunoxenue 4. IlepeueHb KOHTPAKTHBIX NMPOU3BOAUTENEH U Jab0OpaTOpuil, BKIOUYas
agpeca W KOHTAaKTHYI HH(POpMAlLMIO, a TAaKXKE CXEMBbl Ielel OCYIIEeCTBIEHHUS 3TOU
KOHTPAKTHOM JESITEIbHOCTH.

[Ipunoxenue 5. OpraHn3alMOHHBIE CXEMBI.
[Tpunoxenue 6. [1nanpl MPOM3BOACTBEHHBIX 30H C YKa3aHUEM MIOTOKOB HCXOIHOIO CHIPhS
U nepcoHana, o0ias cxema Mpou3BOACTBEHHBIX MPOLIECCOB AJI KaXKI0T0 BUAA MPOIYKIUHU (
JIEKapCTBEHHBIX (PopM).
[Ipunoxenue 7. CxeMaTH4eCKHE YEPTEIKHU CUCTEM BOJOIOATOTOBKH.
[Ipunoxenune 8. IlepeyeHb OCHOBHOI'O TEXHOJIOTMYECKOrO M J1a0OPaTOPHOIO
o0opy1oBaHUS.

I'nasa II. YnpaBienne piuckaMu s Ka9eCTBa
IIpeaucnoBue

VYpaBieHue puckaMu [ Ka4eCTBAa MOKET IPUMEHSTHCSL HE TOJIBKO B TPOM3BOACTBE, HO
M 10 OTHONICHUIO K (papMalleBTUUECKOU pa3pabOTKe, a TaKkKe MPU COCTABICHUU YaCTU
PETUCTPAIIMOHHOTO JI0ChE, KACAIOLIECHCS KadyecTBAa. DTOT JOKYMEHT MOTYT MNPUMEHSTh
YIIOJTHOMOYEHHBIEC OpPTaHbl MpU PapMaleBTUYECKON OIEHKE YaCTH PETHCTPAIIMOHHOTO JOChE,
CBSI3aHHOM C KayeCTBOM, a TAKXKE€ MPH MPOBEICHUU HMHCIEKTUPOBAHHS HAa COOTBETCTBUE
TpeboBaHusIM HacTosux [IpaBui U mpu paccieqoBaHUSIX, CBA3aHHBIX C MPEINoaracMbiM
nedeKToMm.

Jlist oOecrieueHust B3aMMOCBSI3H C IPYTUMU pa3jiellaMH TaHHOTO JOKYMEHTa JJaHHasl TJlaBa
BKJIFOYEHA B HACTOAIIYIO 4yacTh [IpaBuit. UTo cornacyercs ¢ mosiokeHusmu TiaBbl [ yactu
HACTOSIIUX MPAaBUJI, KOTOPBIE COAEPKAT MPUHIIUIBI YIIPABIICHHS PUCKaMHU JIJI1 KA4eCTBA.

Hacrosmas rinmaBa HOCUT pEKOMEHIATENbHBIN XapaKTep, B HEM HNPUBOASITCS IPUMEPBI
IPOLIECCOB U IPUMEHEHHS YIIPABJICHUS PUCKAMU JJISI KAYECTBA.



1. Beenenne

[TpuHIMMIBl yrpaBieHUs: puckaMu 3G(HEKTUBHO MPUMEHSIOTCS BO MHOTHX O0JacTAX
PKOHOMHUYECKON JEATCIHPHOCTA W YNpPaBICHHS, BKIOYas (PUHAHCH, CTpaxoBaHUE,
0e30MmacHOCTh Ha MPOM3BOJICTBE, 3APAaBOOXpPAHEHHE, MOHUTOPUHT 0€30MacHOCTH
JEKApCTBEHHBIX MPEMapaToB, a TakKKe MPUMEHSIOTCS YIIOJTHOMOYCHHBIMU OpraHaMH,
OCYIICCTBIISIFOIIIMMH HAJ30PHYIO JCATEIBHOCTh B 3TUX 00acTaX. XOTsA Ha CEroHSAITHUN
J€Hb W3BECTHBI TPUMEPHI TMPUMEHCHUS YIPABICHUS pPHUCKAMH [JIs1 KadecTBa B
(dbapManeBTUYECKONH MPOMBIIUIICHHOCTH, OHU OTPAaHWYEHBl U HE UCIOJIB3YIOT BCE
BO3MOKHOCTH yIIpaBieHUS puckamu. Kpome Toro, B (hapManeBTHUIECKOW MTPOMBITTUICHHOCTH
MpU3HAaHA BAXHOCTh CUCTEM KAa4eCTBA U CTAHOBUTCS OUYECBUIHBIM, UTO YIPABJICHUE PUCKAMU
JUTSL Ka4eCTBa SIBJISCTCS BAXXHBIM KOMIIOHEHTOM 3()(DEKTUBHON CUCTEMBI Ka4eCTBa.

OOmenpu3HaHO, YTO PUCK OMPENEIAeTCS KaK KOMOWHAINS BEPOSTHOCTH MPUUNHECHUS
Bpela W TSHKECTH Takoro Bpena. OgHAKO CI0XHO JAOCTHYh OJIHO3HAYHOTO TOHWMAaHUS
mporiecca yrpaBieHUs] PUCKaMU BCEMH 3aMHTEPECOBAHHBIMHU CTOPOHAMHU, TIOCKOJIBKY KayKIast
U3 CTOPOH MOKET MOHMMAaTh BO3MOXKHBIA BpPEJl MO-Pa3HOMY, BEPOSITHOCTh BOSHHUKHOBEHUSI
BpeJa M XapaKTEPUCTUKH €ro THKECTH IS KaKIOTO yJ4acTHHKA OyayT pa3HbIMU. B ciydae
(dhapManeBTUYECKON MPOIYKIIMH, XOTS M CYIIECTBYIOT pa3lIUYHbIE 3aMHTEPECOBAHHBIC
CTOpPOHBI (B TOM YHUCJIC MAIMCHTHI, METUITMHCKIE PAaOOTHUKH, TPABUTEIHLCTBEHHBIC OPTaHbl U
MPOMBINIJIEHHOCTH), TIEPBOCTENICHHOE 3HAYCHHWE MPUMCHECHHS YMPABJICHUS PUCKAMH IS
KadecTBa UMEET 3allliTa MaIueHTa.

[Ipn mpow3BOJACTBE W NMPUMEHCHUHU JIEKAPCTBEHHOTO TMpemnapara, BKIIOYAas €ro
KOMIIOHCHTBI, B OTPEICICHHONW CTENeHNU 00s3aTeNhbHO MPUCYTCTBYIOT PUCKH. Puckm 1yis
KadecTBa SBIISIOTCS TOJIBKO OTHOM COCTaBJISIONICH OOIero prucka. BakHO MOHUMATH, YTO
KaueCcTBO MPOAYKIIUHU CIIEIYyET MOJAEPKUBATh B TEUCHUE JKM3HEHHOTO IUKJIA MPOAYKIIUU
TaKuM 00pa3oM, YTOOBI XapaKTEPUCTUKH, UMCIOIIHNE 3HAYCHHE JIJI Ka4eCTBa JICKapCTBEHHOTO
mpenapara, OCTaBaJIuCh TAKUMH K€, KaK y JIEKaPCTBEHHBIX MPEMapaToB, UCIOIb30BaBIIUXCS
IpY KJIMHUYECKUX HCCIeTOBaHUSIX. DPGEKTUBHBIA MOAXO] K yIPABICHUIO PUCKAMU IS
Ka4ecTBa MOXET B JallbHEHWIIEM TapaHTUPOBATh TMAIMEHTY BBICOKOE KadeCTBO
JICKapCTBEHHOTO Mpemnapara ¢ MOMOIIBI0 YCTAHOBIICHHUS B XO/€ pa3padOTKH M TIPOU3BOJICTBA
MPEayNPEXRIAOMMUX METOJIOB HICHTU(UKANNMK ¢ KOHTPOJS BO3MOXHBIX IMPOOJIEM,
CBS3aHHBIX C KaduecTBOM. Kpome TOro, nmpuMeHeHUE YMpaBJICHHUS PUCKAMM JJIs KauecTBa
MOXET YCOBEPIICHCTBOBATh NPOILEAYPY NPHUHATHS PENICHWH B CiIydyae BO3HUKHOBEHUS
npobsem ¢ kadecTBOoM. O((PEeKTUBHOE yIpaBiIeHUWE PUCKAMU JUIsi KadyecTBa MOXKET
CIIOCOOCTBOBATH MPUHATHIO JTYYIIUX M 00ee 000CHOBAaHHBIX PEIICHHUMA, KOTOPHIC MTO3BOJISIOT
MPEANPUATAIO TAPAHTHPOBATH YMOJHOMOYEHHBIM OpraHaMm 3(P(GEeKTUBHOCTh PEIICHUS
BOIIPOCOB, CBSI3aHHBIX C TOTCHIMATBLHBIMU PHUCKaMH, a TakXe OJarompusTHO BIHATH Ha
MacmTab 1 ypoOBEHb HETIOCPEACTBEHHOTO KOHTPOJISL.



[lenb naHHOM raBbl - NIPEAJIOKUTh CUCTEMHBIN MOAXO K YIPABICHUIO PUCKAMU AJis
KadyecTBa. DTO OCHOBOMOJAraIOUIUA JOKYMEHT MPOU3ZBOAMUTEINSI, KOTOPbIA HE3aBUCUM OT
JIPYTUX HOPMATUBHBIX MTPABOBBIX aKTOB B OTHOIICHUH KayecTBa (XOTSA U MOXKET ObITh CBS3aH,
C HHMHM) U KOTOpBIM JONOJHSET MpaBuiia, TpeOOBaHUS, CTAaHIAPTHI U PYKOBOJCTBA
OTHOCUTEJIBHO KaYeCTBa, UMEIOIIHECS B (PapMalleBTUUECKON MPOMBIIIIEHHOCTH U HaJ30pHOU
NesTeIbHOCTH. JIOKyMEHT COACPKUT CHeIUalbHble YKa3aHUSl B OTHOLICHUM MPHUHIIUIIOB U
HEKOTOPBIX HMHCTPYMEHTOB YIPABICHUS PHUCKAMHU IS KadecTBa, YTO CHOCOOCTBYET
npuHATHIO OoJiee dPPEKTUBHBIX U TMOCIEAOBATEIBHBIX PEHICHUN KacaTelbHO PUCKOB CO
CTOPOHBI COTPYJITHUKOB KaK YIOJIHOMOYEHHBIX OPTaHOB, TaK U MPEANPUATUNA B OTHOILIECHHUU
KadyecTBa aKTUBHBIX (hapMaleBTUYECKUX CyOCTaHIIMW W JIEKApCTBEHHBIX MPENapaToB B
TE€YEHUE KU3HEHHOI0 LMK MPOAYKIUHU. JIOKYMEHT HE yCTaHABIMBAET KaKUe-TuOO HOBbHIE
TpeOOBaHUS B IOMOJHEHHE K JIEHCTBYIOIIUM yCTAaHOBICHHBIM TPEOOBAHUSM.

He Bcerpa nenecooOpa3HbIM U HEOOXOIUMBIM sBJsieTCS (OpMaJbHBIA MpoIEece
yIpaBJIeHUs] pUCKaMH (C NMPUMEHEHHEM IMPU3HAHHBIX CHOCOOOB M (MJIM) BHYTPEHHHX
npolenyp, HampuMep, CTaHAAPTHBIX OMEPAlMOHHBIX Tpolenyp). CuuTaeTcss npueMiIeMbIM
NpUMEHEHUE HePOpPMalbHBIX MPOLIECCOB YyHpPaBICHHUS pPUCKaMU (C HUCIOJIb30BAHHEM
AMIIUPUYECKUX METOJ0B U (MiM) BHYTpeHHUX mpouenyp). Haanexamee npuMeHeHHUE
YVIOpaBICHUS PUCKAMHU JJIsI KayecTBa MOJKET OOJIErYuTh BBINOJHEHUE OO0s3aHHOCTEN
Npou3BOAUTENEH (OJHAKO HE OTMEHSET UX) B OTHOIICHHHM COOJIIOJCHMS YCTaHOBJICHHBIX
TpeOOBaHMI, a TakXKe HE 3aMEHSIET COOTBETCTBYIOIIMH OOMeH HHpOpMaALUEeH MexXmy
MPEACTABUTEIAMH NPEAIPUITHI-IIPON3BOIUTENEH U YIIOJTHOMOYEHHBIMU OpraHaMH.

2. O0mue moJIoKEHHS

B Hacrosiieil rinaBe npeacTaBiaeHbl IPUHIUIIBI U IPUMEPbl MHCTPYMEHTOB YIIPABJICHUS
pUCKaMHU JJIsl KauecTBa, KOTOpPblE MOTYT OBITh NPHUMEHEHBl K Pa3IUYHBIM AacHeKTaMm
(apManEeBTUYECKOr0 KadyecTBAa. OJTHU AaCHEKThl BKIKYAIOT pPa3padOTKy, MPOU3BOJICTBO,
ONTOBYK) TOPIOBJIIO, & TAaK)XE€ HHCIEKTUPOBAHHME M MPOLIECCHI NPEACTABICHUS 3asBOK (
0030pOB) Ha MPOTSHKEHUH >KM3HEHHOTO LIMKJIA aKTUBHBIX (hapMalleBTHUECKUX CyOCTaHLUMH,
JIEKAPCTBEHHBIX IPENApaToOB, OUMOJOTMYECKUX WU OMOTEXHOJOIMYECKHUX JIEKapCTBEHHBIX
npenaparoB (BKJIOYas UCIOIb30BaHUE UCXOHOTO ChIPbsl, pACTBOPUTENEH, BCIOMOTaTEIbHbBIX
BEILIECTB, YIIAKOBOYHBIX U MAapKHUPOBOYHBIX MaTE€pUAJIOB ISl JIEKAPCTBEHHBIX MpPENapaTos,
OMOJIOrMYECKUX U OMOTEXHOJIOTHYECKHX JIEKAPCTBEHHBIX MPENapaToB).

3. IIprHIMITE ynpaBlIeHAS PUCKAaMH JUII Ka9eCTBa

Cyl1ecTBYIOT Ba OCHOBOIIOJIATalOIIMX MPUHIMIIA YIIPABICHHUS PUCKAMHU JIJISI KaUueCTBa:
OIICHKa PUCKOB JUIsl KauyecTBa JIOJKHA 0a3MpOBATHCS Ha HAyYHBIX JAHHBIX U OBITh
HEMOCPEICTBEHHO CBA3aHHOM C 3aIUMTON MAllMEHTA;



YPOBEHb YyCWIHH, (opMalIn3anuu W JOKYMEHTAJIbHOTO O(OpMIICHHS Ipolecca
YIIPaBJIEHUS PUCKAMU JJIsl KAYECTBA JOJKEH COOTBETCTBOBATH YPOBHIO PUCKOB.

4. O6muii mponecc ynpasjieHHA PUCKaMH )i Ka9eCTBa

VYrnpapieHue puckamu JJisl Ka4ecTBa - CUCTEMaTUYECKU Tporiecc JJisi o0Iel OIeHKH,
KOHTPOJIsI, ”HPOPMUPOBAHUS U 0030pa PUCKOB sl KaueCTBa JIKAPCTBEHHOTO Tpermapara Ha
OPOTSKEHUHM €ro >KU3HEHHOTO LHKJIa. Mojenb yrpaBiieHUs pUCKaMH JJisi KadyecTBa
MpEJCTaBIICHAa HA PUCYHKE | HACTOSIIEro JOKYMEHTA.
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Puc. 1 O01as cxema TUIOBOIO Mpoliecca yIpaBieHUs] pUcKaMu JJi1 KauecTBa.



MoryT npUMeHSTbCS U APYTUe MOAENIH. 3JHAUCHHE KaXKJOTO0 KOMIIOHEHTA 3TOW CTPYKTYpbI
MOXET ObITh Pa3HbIM B Pa3HBIX CIIy4yasX, HO HAJEXKHBIA MPOIIECC JIOHKEH YYUTHIBATh BCE
KOMIIOHEHTHI, IeTATU3UPOBAHHBIE 10 TAKOW CTENEHHU, KOTOPasi COOTBETCTBYET OTACIbHOMY
PHUCKY JIJIsl KaueCTRBa.

Ha npuBeneHHol cxeMe He yKa3aHbl TOUKU IMPUHATHS PEIICHUM, TOCKOJbKY pEIICHUs
MOTYT OBITh NMPUHATHI B JIIOOOW TOYKE Mpollecca. DTU pelIeHUus MOTYT BO3BpalllaTh Ha
OpeabIAYIIUN Tan JJisl MOMCKa JaibHeimed uHdopMaluu, 4ToObl OTKOPPEKTUPOBATH
MOJIETI PUCKOB I KAuecTBa WJIM JaK€ MPEKPATUTh MPOLECC YNPABIEHUS PUCKOM IS
KadecTBa U3-3a MHGOpMaIUU, SBISIONICHCS OCHOBaHUEM il Takoro pemieHus. (IIpumeuanue

"HempuemaeMo'" Ha puc. | HacTosIIero pasjena KacaeTrcsi HE TOJbKO TpeOOoBaHUI
3aKOHOJaTeNIbCTBA TOCYIAapCTB-wieHOB U TmpaBa Coro3a, HO TakkKe HEOOXOJAUMOCTH
MePEeCMOTPETH MPOIIeCcC OOIIEH OIEHKH PHUCKOB. )

4.1. O0s3aHHOCTH

JleaTenbHOCTh MO YIPABJICHUIO PUCKAMU ISl KAYECTBA, KaK MPAaBUJIIO, OCYIIECTBIISIETCA
rpyImIaMy, BKIIOYAIOIIMMHU CIEIMAIMCTOB pa3HbIX obnacred 3HaHui. [Ipu dhopmupoBanuu
Ipynn B HUX ClEIyeT BKIIOYATh IKCHEPTOB B COOTBETCTBYIOIIUX 00JacTAX (Hampumep,
OT/eNIa KauyecTBa, pa3BUTHUS OU3HECA, WHXXUHUPHUHTA, PETYJISATOPHOU NESITEIbHOCTH,
TEXHOJIOTHH, TPOJaK U MAPKETUHTA, HOPUIUYECKON CIIY>KObI, CTATUCTUKA U KJIMHUKH), B
JIOTIOJIHEHHE K JIUIAM, BJIaJICIOIINM 3HAHUSIMU MPOILIECCa YIIPABICHUS pUCKAMHU JIJIsl KA4eCTBa.

Jlutia, OTBETCTBEHHBIE 32 MPUHATHE PEIICHUH, TOTKHBI:

HECTH OTBETCTBEHHOCTbH 32 KOOPAMHALIMIO YIIPABICHUS PUCKAMU ISl KauecTBA MEXKY
Pa3HBIMM BUJAMHU JIEATEIIBHOCTH M Pa3HbIMU MOAPA3AECICHUSMH B OpraHU3aluu;

rapaHTUPOBATh, YTO MPOIECC YIIPABICHUS PUCKAMHU JJIS KAYECTBA ONpPE/EIeH, HAXOAUTCS
B JICMCTBUU U IIPOBEPSIETCSA U YTO UMEIOTCS JOCTATOYHBIE PECYPCHI.

4.2. Hagano mpoiecca ynpaBieHHs PACKaMH AJ11 Ka9eCTBa

VYrpaineHrne puckamu I Ka4ecTBa JOJDKHO BKIIFOYATh CHCTEMATUYECKHUE MPOLECCHI,
MpeHa3HaYeHHbIE ISl KOOPAUHAIMHU, 00JIErYeHUsI U COBEPUICHCTBOBAHUS MPUHATHS HAYYHO
00OCHOBaHHBIX PELICHUI B OTHOIIEHUH PUCKOB. DTalbl, IPUMEHsEMbIE IS IJITAHUPOBAHUS U
HayvaJia BBIIOJIHEHHUS MpoIlecca YIpaBiIeHUsl pUCKaMU ISl KaUeCcTBa, MOT'YT BKJIIOYATh:

onpenesIeHue MpoOJIEMHOTro M (MiIM) MPEACTaBISIONIEr0 PUCK BOIPOCA, BKIIOYAS
COOTBETCTBYIOIIIUE MPEANOI0KEHUS, YCTaHABINBAIOIIME BO3MOKHOCTh PUCKA JIJIsl KAUeCTBa;
cOop ucxoaHoM uHGOpMAIUU U (WIM) JaHHBIX O MOTEHI[MAILHON OMACHOCTH, BPEAE WU
BJIMSTHUM Ha 3/I0pPOBbE YEJI0BEKA, UMEIOIINX OTHOLIECHUE K O0IIeH OLIeHKE PUCKOB;
omnpeAeseHne PYKOBOAUTENS M HEOOXOJAMMBIX PECypCOB; coO3JaHMe Trpaduka,
CBA3BIBAIOILETO0 YPOBEHb NMPUHATUS PELICHHS] C BO3MOXKXHOCTBIO OCYIIECTBJIEHHUS MPOLECCa
YIpaBJICHUs pUCKaMU JJIs KauecTBa.



4.3. O0mas oneHKa pUCKOB

OO0m1as oleHKa PUCKOB COCTOUT M3 UJICHTU(UKAIIMU OMACHOCTEH, a TakKe aHajau3a U
OILICHKH PHUCKOB, CBSI3aHHBIX C BO3JIECTBUEM 3THX OMACHOCTEH (Kak ykazaHo Huxe). O0uryro
OLICHKY PUCKOB JIJIsl KaY€CTBAa HAYMHAIOT C YETKOTO OMUCAHUSI MPOOJIEMBI MIIM aclieKTa pucKa.
Ecnu paccMmartpuBaemblil pucCK JUisi KauecTBa YETKO OMpEJEeseH, OyAeT Jierde yCTaHOBUTh
COOTBETCTBYIOIIMI UHCTPYMEHT YIPABJICHUS PUCKOM (CM. IPUMEPHI B pazjiesie 5 HacTosIIen
rJ1aBbl), a Takxe BHUAbI HMHGOpPMAIUM OTHOCUTEJIBHO acmekTta pucka. s uyeTkoro
OTPENENICHUs] PUCKOB B IENAX OOIIEl OIEHKH PUCKOB, KaK MPaBUIIO, MPUMEHSIOTCA 3
OCHOBHBIX BOMIPOCA:

YTO MOJKET MPOUCXOJAUTH HEBEPHO;

KaKOBa BEPOATHOCTh (BO3MOXHOCTB) TOTO, UTO 3TO OyJIeT MPOUCXOIUTh HEBEPHO;

KAKOBBI IOCJIEACTBUS (UX TSIKECTD).

Nnentudukamus pucka - CUCTEMAaTHYECKOE HCIOJIb30BaHUE WHQPOPMALUM IS
YCTAHOBJICHUS OMACHOCTEH OTHOCUTEIBHO ACIEKTa PUCKA WU JJISI ONMHCAHUS MPOOIEMBI.
Nudopmarust AoKHA BKIIOYATh MPEIIISCTBYIONMINE JAHHBIC, TEOPETUUYECKUM aHaIIN3,
MOTHBHUPOBAHHBIE 3aKJIFOUYEHUS, & TAKKE BOMPOCHI 3aMHTEPECOBAHHBIX CTOPOH.

Nnentudukanus pucka cBs3aHa ¢ OTBETOM Ha BOMPOC: "UTO MOXET MPOUCXOIUTH
HEBEPHO?" M C YCTAaHOBJICHUEM BO3MOXHBIX NOCIEACTBHUH. ITO JTAa€T OCHOBY IS
MOCJEAYIONIUX 3TANOB Mpoliecca YIPaBICHUSI PUCKAMU JJIsI KAYECTBA.

AHanu3 pucka - olleHKa pUcKa, CBI3aHHas ¢ uAeHTUUKAIMEl onmacHOCTeH. JTO mpolecc
YCTAaHOBJIEHUS KAUYE€CTBEHHOW U KOJMYECTBEHHOW CBSI3U MEXAY BEPOSITHOCTHIO
IIPOUCILIECTBUS U TSDKECTHIO Bpeaa. J[Jis HEKOTOPhIX MHCTPYMEHTOB yIpPABJICHUS pUCKaAMU
BO3MOKHOCTh OMNPEJEIUTh OMACHOCTh (CMOCOOHOCTh K BBISIBICHHUIO) TAaKKE SBIISICTCS
(aKTOpOM OIIEHKH pHUCKa.

OrneHka pucka - cpaBHEHUE UJICHTU(UIIMPOBAHHOTO U MPOAHATIU3UPOBAHHOTO PUCKA C
YCTAHOBJICHHBIMU KPUTEPUSMH NMPUEMIIEMOCTH pucKa. [Ipu oneHKe pucka paccMaTpUBaIOT
000CHOBAHHOCTh JI0KA3aTEJIHLCTB M0 BCEM 3 OCHOBHBIM BOIIPOCAM.

[Ipu oOmieii oreHKe pUCKOB BakHa 0OOCHOBAHHOCTH HAOOpa JAHHBIX, MMOCKOIBKY ATO
ompejaeNsieT KadyecTBO pe3yibTara. BhIsiBIeHHE MOMYMIEHHH W BO3MOXHBIX MNPUYUH
HEOMPEAEICHHOCTH OyJeT MOBBIIIATh MNPAaBWIBHOCTh pe3ysibTaTa W (WIU) TOMOXKET
ONpeAeNINTh orpaHndeHusl. HeonpeneneHHOCTh SBISIETCS CJIEICTBUEM HEMOJIHBIX 3HAHUM O
MpoIecce, a TAKXKE €ro OKHUAAEMON WM HeoXuaaeMod BapuadenbHOCTH. OOBIYHBIMU
MPUYMHAMH HEOTIPEICTICHHOCTH SBJISIETCS] HEOCTATOK 3HAHUH B (papMaiieBTUIECKOM 001acTH
M HEJOCTaTOYHOE IMOHMMaHHE Mpollecca, MPUUUHBI Bpeaa (HampuMep, HenpaBUIIbHBIE
pPEXKUMBI TIpolecca, MPUUYUHBI BapraOEIbHOCTH), a TAaK)Ke€ HENOCTaTOYHAasi BO3MOKHOCTh
BBISIBJICHUS TTPOOJIEM.

Pe3ynbpTaToM 00111€#1 OLIEHKH PUCKOB SIBJISIETCSA JUOO KOJIMYECTBEHHAsl OIEHKA PHUCKOB,
700 KauyeCTBEHHOE OINMCAaHME Juana3oHa puckoB. Eciau pucku BhIpakeHbl KOJIMYECTBEHHO,



WCIIOJIB3YIOT YMCJIOBOE BBIPAXKEHUE BEPOSTHOCTU. BO3MOYXKHA TakKe BBIpa)KEHUE PUCKA C

WCIIOJIb30BaHNEM KAUYE€CTBEHHBIX ITPU3HAKOB, TAKMX KaK "BBICOKMI'", "cpeqHUN" WK "HU3KUN
", KOTOpbI€ JAOJKHBI OBITH OINpeAesieHbl HACTOJIBKO MOAPOOHO, HACKOJIBKO 3TO BO3MOXKHO.

NuHoraa ucnonp3yloT "HIKaly pUCKOB" Uil AajJbHEHILETO OMPENeNICHUs] MPU3HAKOB MpHU

paHXUPOBAaHUU DPHUCKOB. [Ipu BHIMONIHEHUH KOJIMYECTBEHHOM OOIIEH OIEHKE pPHCKOB

IpeyCMaTPUBAETCS BEPOATHOCTh CNEHU(PUUECKOr0 MOCIAEACTBUS, MPEACTABIECHHOTO Kak

COBOKYITHOCTb OOCTOSITENICTB, CIIOCOOCTBYIOIIMX BO3HUKHOBEHHIO pUcKa. Takum oOpazom,
KOJINYECTBEHHAS! OLICHKA PHUCKOB NPHUMEHSETCS B OTHOLIEHUU OJHOIO KOHKPETHOTO

ITOCJEACTBHUS, KOTOPOE MPOU30LLIO B ATO BpeMs. /[ HEKOTOPBIX UHCTPYMEHTOB yIIPaBJICHUS
pUCKaMHU BO3MOKHO TaK)X€ MCIOJIb30BAHHE OTHOCUTEIBHOM MEpbl pPUCKa B KOMOWHAILIMU C
MHOKECTBEHHBIMHU YPOBHSIMU TSDKECTH U BEPOATHOCTH ISl OOIIEH OIEHKH OTHOCUTEIBLHOTO
pucka. Ha nmpoMexyTOUHBIX 3Tamax Mpouecca yCTAaHOBJIEHUS IIKAJIbl MOXHO MPUMEHSTh

KOJIMYECTBEHHYIO OLIEHKY PUCKOB.

4.4. KorTpOIH pHCKOB

KoHTpoabs pucKkoB mpeanoiaraeT NpUHATHE PEIICHUS 110 CHUKEHUIO U (WIIH) TIPUHSATHIO
puckoB. lleapi0 KOHTPOJISI PUCKOB SIBISIETCS CHUKEHUE PUCKOB JI0 MPUEMIIEMOrO YPOBHS.
KonnuecTBo nmpu10KEHHBIX JIsI KOHTPOJISI PUCKOB YCHIIMM JOJKHO OBITH IMTPOTIOPIIMOHAIBHO
BAXKHOCTH PUCKOB. J[JIs TOHUMaHMsI ONTUMAJIBHOTO YPOBHSI PUCKOB JIMIIa, OTBETCTBEHHBIC 32
NPUHATHE PEIISHMUs, MOTYT HCIOJIb30BaTh pa3HbIE IPOILIECCH, B TOM 4YHCJIE aHaau3 "
Briroga-3arparsr”.

KoHTpos pUCKOB 10KEH COCPEIOTOUUTHLCS Ha CIEAYIOIIMX BOMIPOCax:

MPEBBIIACT JIU PUCK MPUEMIIEMBIN YPOBEHB; YTO MOXET OBITh CIEJIAHO JJISi CHUYKCHHS
WJIU YCTPAHEHUs PUCKA; KAKOB MPUEMIIEMbIN OaaHC MEXy BBITOJI0M, pUCKAMU U PECypCcaMu;
BO3HUKAIOT JIM HOBBIC PUCKHU B PE3YJIbTATE MPOBEICHUS KOHTPOJISI YCTAHOBIIEHHBIX PUCKOB.

CHmXeHue pucKoB COCPEAOTOUEHO Ha Mpolieccax YMEHBIIEHUS WIN YCTPaHEHUS PUCKOB
JUISl Ka4eCTBa MPU MPEBBIINICHUH YCTAHOBJIEHHOTO (ITPUEMIIEMOT0) YPOBHS prcKa (cM. puc. 1).
CHmXeHue PUCKOB MOKET BKJIIOYATh MEPBI, IPEANPUHUMAECMBIC /111 YMEHBIIICHUS TSXKECTH U
BEpOSITHOCTH BpeAa. Kak 4vacTb CTpaTerum KOHTPOJISI PUCKOB MOTYT HCIOJIb30BaThCS
IIPOIIECCHI, YJIYUIIAOIINE CIIOCOOHOCTh K BBISABJICHHUIO OMACHOCTU M PUCKOB ISl KauecTBa.
Buenpenue MeponpusTUd MO CHUXKEHUIO PUCKOB MOXKET MPUBOJUTH K BHECEHUIO HOBBIX
PHUCKOB B CUCTEMY WJIM K BO3PACTAHHUIO 3HAYMMOCTH JIPYTHX CYIIECTBYIONTUX PUCKOB. Takum
0o0pa3oM, Mociie BHEAPEHUSI MPOIecca CHUNKEHUSI PUCKOB MOXET OBbITh I1€J1eCO00pa3HbIM
MePeCMOTPETh OOINYI0 OIIEHKY PHUCKOB [IJIi YCTAHOBJIEHUS M OILEHKH Kakoro- Ju0o
BO3MOXHOTO U3MEHEHUS PHUCKOB.

[IpuHATHE PUCKOB - pEIICHHUE NPHHATH PHUCKHU. IIpUHATHE PHCKOB MOXET OBITh
(hopMaIbHBIM PEIICHUEM MPUHATH OKOHYATEIHbHBIC PUCKHU UJIM TTACCUBHBIM PEIICHUEM, €CIIU
OKOHYATEJIbHbIE PUCKU HE YCTAaHOBJIEHBL. OTHOCUTEIILHO HEKOTOPHIX BUIOB BpeAa Iaxe
HAWJIy4Iliie TIpaBWia YIPaBICHUS PUCKAMHU ISl KauyeCTBAa HE B COCTOSHHHU TOJIHOCTBIO



yCTpaHUTh pUCKHU. [IpH Takux yCIOBHUSX MOXKET OBITh MPUHATO PELIEHHE O TOM, 4YTO
HCIIOJIB3YETCSl COOTBETCTBYIOIIAS CTPATErUS YIIPABIEHUS PUCKAMH JIJIs1 KAYECTBA U UTO PUCKU
IUISL KAYECTBA CHUXKEHBI 10 YCTAHOBJIEHHOTO (IPUEMIIEMOTr0) YpoBHS. Takoil yCTaHOBIEHHBIM
(npuemsieMblil) ypoBeHb OyI€T 3aBUCETh OT MHOT'MX MapaMeTPOB U JOJIKEH OBITh OINpe/esieH
B KaXJIOM OTIEJIBHOM CIIydae.

4.5. UadpopmMupoBaHHE O PHCKAX

NudpopmupoBanne o puckax - nepegadya MH(GOpMAIMU OTHOCUTEIBHO PHCKOB U
yIIPaBJIEHUS PUCKAMHM JIMIAM, OTBETCTBEHHBIM 34 MPUHATHUE PELUICHUS, U JAPYTUM
3aMHTEPECOBAHHBIM JULAM. CTOPOHBI MOTYT OBITh MPOUH(OPMUPOBAHBI HA 000 CTaauU
mpoliecca ympaBieHHUs pUCKaMu (CM. pHC. | HAcTOsIIEro JOKyMeHTa, 0003HaueHO
MyHKTUPHBIMU cTpeikamu). Crieyer Hajiexamum o0pazomM HHGOPMHUPOBATH O pe3yJibTaTax
mpolecca ynpaBieHus] pUCKaMu JUIsl KauyecTBa U 0(OPMIISTh UX JOKYMEHTaIbHO (CM. puc. 1
HACTOSIIEr0 JOKYMEHTa, 0003HAY€HO HENpEepBIBHON cTpenkoi). [lomkeH ObITh 0OMEH
uHpopmManuel MexXJy BCEMH 3aWHTEPECOBAHHBIMM CTOPOHAMH (HAampUMEp, MEXIY
OPEACTABUTEIISIMU  YIOJHOMOYEHHBIX OpPraHOB M  NIPOU3BOAUTEISIMH, MEXAY
MPEICTABUTENSAMU TIPOU3BOJAUTENECH M NAUMEHTOM, MEXKAY BHYTPEHHHUM II€PCOHAJIOM
IIPOU3BOJUTEINS], IPEICTABUTEIAMU IPOU3BOJAUTENICH U YIIOJHOMOYEHHOIO OpraHa u T. II.).
BxitoueHHbIe CBEIEHUSI MOTYT KacaTbCsl CYIIECTBOBAHMS, XapaKTepa, (POpMbI, BEPOSITHOCTH,
TSYKECTH, TPUEMIIEMOCTH, KOHTPOJISL, PACCMOTPEHHUS, CIIOCOOHOCTU K BBISIBIICHHIO U JIPYTUX
acneKTOB PUCKOB JJig KauecTBa. Her HeoOxonumocTu MHGOPMUPOBATh O KaXJAOM CIIydyae
OpUHATHS pUCKOB. MIHOpMUpOBaHHE O pelIeHHH B OTHOLICHUH YIPABJICHUS PUCKAMU IS
KauyecTBa MEXIY MPOU3BOAUTEISIMU U YIOJTHOMOYEHHBIMU OpraHaMu MOKET 3(P(HEKTUBHO
OCYHIECTBIIATHCS 110 HMMEKIIMMCA KaHajlaM, B COOTBETCTBHHU C YCTAaHOBJICHHBIMH
HOPMAaTUBHBIMH IIPABOBBIMU aKTaMH U PYKOBOJICTBAMH.

4.6. O630p puCKOB

VYrpaBienue pucKamMu JOTKHO OBITh MOCTOSHHO JEHUCTBYIOMIEH YacThIO Ipoliecca

ynpasieHus kadecTBoM. CiielyeT BBECTH MEXaHU3M 0030pa UM MOHUTOPUHTA COOBITU.

Pe3ynprarhl mpolecca ynpasieHUs pUCKaMU CIEAYyeT NePEeCMaTpUBaTh C Y4ETOM HOBBIX
3HaHuM U onbITa. Eciu npouecc ynpapiieHHus: pucKamu JJisl KauecTBa ObLT HayaT, ero CleyeT
MPOJOJKATh, AN TOTO YTOOBI paccMaTpuBaTh COOBITHS, KOTOPBIE MOTYT IMOBIHUATH Ha
OpeabIIyIIee PEIICHUE B paMKax Ipoliecca YIpaBiIeHUsl pUCKaMu JIsl KaueCTBa, HE3aBUCHUMO
OT TOTO, SBJISIIOTCA JIU ATH COOBITHS 3aIlIJaHUPOBAHHBIMM (HAMPUMEpP, 0030p KauecTBa
MPOAYKIIMUA, WHCIEKIHS, ayJUT, KOHTPOJIb HW3MEHEHHH) WM He3alJIAHUPOBAHHBIMU (
HalpuMep, OCHOBHAsl MpPHYMHA TPHU PACCIECIOBAHUM HECOOTBETCTBHS, OT3bIB). YacTora
1100010 0030pa 10JKHA OCHOBBIBATHCS HA YPOBHE PUCKOB. O030p PUCKOB MOXKET BKJIIOYATh
MEPECMOTP PEIICHUS O IPUHITUH PUCKOB (IMMyHKT 4.4 TaHHOTO pa3zena).



5. Merozmomorus ymnpasiieHHAsS pUCKaMHU

VYmpaBineHue pucKkaMu JJis Ka4ecTBa OCHOBBIBAETCS Ha HAYYHOM U MPAKTUYECKOM
NOJAX0/e K MPUHATHIO pemieHnid. OHO MpeaycMaTpuBaeT JAOKYMEHTalIbHO O(GOpMIICHHBIE,
MOHSTHBIE U BOCIIPOM3BOMMBIE METOIbI IO OCYIIECTBIECHUIO ATANOB MPOIEcca yIpaBiIeHUs
pUCKaMHU JUIsl KauecTBa Ha OCHOBAHMHM HWMEIOIIMXCA 3HAHMM OTHOCHUTENBHO OLIEHKHU
BEPOSITHOCTH, TSKECTH M MHOT/Ia CIIOCOOHOCTH K BBISIBIIEHUIO PUCKOB.

TpanulIMOHHO OLIEHKY PUCKOB JUIsl Ka4eCTBa M YIpaBIECHHWE UMHU OCYIIECTBISIN C
MOMOIIBI0 Pa3HBIX HEHOPMAIBHBIX CHOCOOOB (HAMpUMEp, SMIOUPUUYECKUX U (WIIH)
BHYTPEHHUX METOJIMK), KOTOpbIe 0a3MpOBaIUCh, HAPUMEDP, HA KOMOMHAIIMU HAOIIOACHUH,
TeHJICHITUN U APpYyro nHpopMaruu. DTH MOIX0AbI 00SCIICUNBAIOT TOJIE3HON HH(GOPMAIIUEH,
YTO MOXXET OKa3aTh MOMOIIb B PENICHUH TaKWX BOMPOCOB, Kak paboTa ¢ MPETEH3HSIMH,
ne(QeKThl, OTKIIOHEHHSI, paclpeiesIeHUE peCypCoB.

Kpowme Toro, npencraBurenu hapManeBTHUECKONW MPOMBIIIIEHHOCTH U YITOJTHOMOYEHHBIX
OpPraHOB MOTYT OLIEHWBATh PUCKHU U YNPABIATh UMH C TIOMOIIBIO MPU3HAHHBIX HHCTPYMEHTOB
yIpaBJieHUs pUCKaMu U (WIU) BHYTPEHHUX Tpolenyp (Hampumep, CTaHIAPTHBIX
OTIEpAIMOHHBIX Tpoleayp). [lepedeHp HEKOTOPBHIX MHCTPYMEHTOB YIIpaBJICHHS puUCKamMH (
netanbHyro uHbopmaruio cM. B JlomonHenuu Ne 1 k Hactostmum [IpaBuiam u B pazaene 8
HACTOSIIEH YaCTH ) BKJIFOUACT B CeO0s:

OCHOBHBIE€ BCIIOMOTATEIbHBIE METO/IbI YIIPABICHUSI PUCKOM (OJIOK- CXeMbl, KOHTPOJIbHbIE
KapThl ¥ TOMY MOJIOOHOE);

aHanu3 pexkuMoB U nociencteuil otkazoB (Failure Mode Effects Analysis - FMEA);

aHaJii3 PEXHUMOB, TOCTEACTBUN U KpuTHYHOCTH OoTKa3oB (Failure Mode, Effects and
Criticality Analysis - FMECA);

ananu3 apesa ommnbok (Fault Tree Analysis - FTA);

aHaJIU3 OMAacHOCTEN M KpuTuyeckue KoHTpolsibHble Touku (Hazard Analysis and Critical
Control Points - HACCP);

aHayM3 ornacHocTu u padborocnocodbnoctu (Hazard Operability Analysis - HAZOP);

npeaBapUTeNnbHbINA aHanu3 onacHocT (Preliminary Hazard Analysis - PHA);

paHXUpPOBaHKUE U (PUIBLTPAIUS PUCKOB;

COOTBETCTBYIOIINE CTATUCTUIECKIE METO/IBI.

6. BEenpeHue ympaBineHUs PECKaMH I Ka9eCTBa B
IPOMEINLICHHOCTh B HaJ30PHYIO JEATeIIHHOCTD

VYrpaBieHue puckaMu JyTsi Ka4eCTBa SBISETCS MPOIECCOM, CTIOCOOCTBYIOIINM TPUHSITHIO
HAy4YHO 0OOCHOBAHHBIX U MPAKTUUECKUX PEIICHUHN MIPU €ro MHTETPallMi B CUCTEMbI KaUeCTBa
(cMm. gononHenue 2 k HactosiuuM [IpaBunam). Kak ykazaHo Bbllle, HaJJIexKalllee NpUMEHEHNE
yOpaBlICHUsI PHUCKaMHU JUJIsI KadecTBa HE YCTpaHseT OOS3aHHOCTH TMpeACTaBUTENEH
MIPOMBIIIEHHOCTH COOJII0AaTh TpeOOBaHUS, YCTAHOBIICHHBIE YIIOJTHOMOYEHHBIMU OpraHaMH.



Onnako »(h¢eKTHUBHOE yIpaBJICHHE PHUCKAMHU JUIS KadyecTBa MOJXKET CIOCOOCTBOBATH
MIPUHSTHUIO JIy4ITUX U 0ojiee 00OCHOBAHHBIX PEIICHHUH, YTO MPEJOCTABUT MPEACTABUTEISIM
YIOJIHOMOYEHHBIX OPTaHOB OOJIBIITYI0 TAPAHTHIO CTOCOOHOCTH MPEINPHUATHS YIPABIATH
NOTCHITMAJIBHBIMIA pPHCKaMH, a TaK)KE€ MOXET TOBJIHUATh Ha MacmTad M ypOBCHB
HEMOCPEACTBEHHOTO KOHTPOJISI CO CTOPOHBI YMOJHOMOYEHHOro oprana. Kpome Toro,
yIpaBJeHUE PUCKAMU JUIsI Ka4ecTBa MOXKET CIIOCOOCTBOBATH JIyUIlIEMY HCIOJIb30BAHUIO
pPECYpPCOB BCEMH CTOPOHAMHU.

OOyueHue mpolieccaM yIpaBJEHUS PUCKAMHU ISl KauyecTBa Kak PabOTHUKOB
MIPOMBINIJIEHHOCTH, TaK U MIPEJACTaBUTENECH YIIOJTHOMOUYEHHBIX OPraHOB 00ECIIEYUBACT JIyUIlIee
MOHUMAaHUE MPOIECCOB MPUHSTHS PEIICHU U CO37aeT JOBEPHUE K pe3yIbTaTaM yIpaBICHUS
pUCKaMU JJIsl KauecTRa.

VYmpaBieHue puckaMu Uil Ka4eCTBa CIEAYET BHEAPITh B CYyIIECTBYIONIYIO IEATEILHOCTh
U JIOJDKHBIM 00pa3zoM oopMIsiTh AOKyMeHTalbHO. B gomonmnenuu Ne 2 K HacTOSIIUM
[IpaBunam npencTaBieHbl NPUMEPHI CUTyallMid, KOT/Aa MPUMEHEHHE Mpoliecca YIpaBieHUs
pUCKaMH ISl KadyecTBa MOXKET o0OecrneuuTh HWH@opMaluei, KoTopas MOXKET OBITh
HCIIOJIb30BaHa B Pa3IMYHON NIESITEILHOCTH B (hapmaleBTUUYECKON cdepe. ITU NMpUMEPHI
MPUBENICHBI C IEJIbI0 WJUTIOCTPAIlMU, HE MOTYT PacCMaTpUBAThCA KaK OKOHYATEIbHBIA W
MCUYEPIBIBAIONINN TIEPEUYCHh W HE TPEIHA3HAYCHBI JUIS YCTAHOBJICHUS KaKHUX-JTHOO HOBBIX
TpeOOBaHMI1 B IOMOJIHEHUE K TPEOOBAHUSIM, YCTAHOBIICHHBIM 3aKOHOAATEIbCTBOM.

[Tpumepsl POU3BOACTBEHHOM AESITEIIBHOCTU U JAEATEIHLHOCTH YIIOJIHOMOYEHHBIX OPraHOB
(cm. Jonomuenue 2 k HacTosiiuuM [IpaBuiam): ynpaBiieHHE Kaue€CTBOM.

[IpuMepbl MPOU3BOJACTBEHHBIX OMepanuii U AesTenbHoCcTH (cM. JlomomHeHue 2 K

HactosmuM [IpaBunam): pazpaboTka;

MOMEIICHHS, 000PYOBaHUE U CUCTEMBI OOECIICUCHHUS; YIPABICHUE UCXOIHBIM ChIPhEM U
MaTtepuajiaMu; IPOU3BOJICTBO;

71a00paTOPHBIN KOHTPOJIb U UCTIBITAHUE CTAOUIILHOCTH; YITAKOBKA U MAPKUPOBKA;

[IpuMeph! 1eSITENPHOCTH YIIOJTHOMOYEHHBIX OPraHoB (cM. JlomosiHeHHE 2 K HACTOSIIUM
[TpaBuiiam):

WHCIIEKTUPOBAHUE U OLICHKA JCSTEIIbHOCTU MIPEANPHUSATHUS.

[TockonbKy perieHrs YIOJTHOMOYEHHBIX OPTaHOB MPUHUMAIOTCS OTACIBHO B KaXKIOM
rocyaapctse (peruone), ooiiee NOHMMaHue U TPUMEHEHUE TPUHITUIIOB YIIPABIECHUS PUCKAMHU
JUI KadecTBa MOJXKET CIOCOOCTBOBAaTh B3aUMHOMY JIOBEPUIO M MPUHITHIO OoJiee
COTJIACOBAaHHBIX PEHICHUM TMPENCTaBUTEIIMHU PAa3HBIX YIOJTHOMOYEHHBIX OpTraHOB Ha
OCHOBaHWU OJMHAKOBOW MH(popManmu. Takoe COTPYAHUYECTBO MOXKET OBITh BaXKHBIM IPHU
pa3pabOTKe MOJUTUKHN U PYKOBOISAIIUX JOKYMEHTOB, KOTOPHIE BBOJAT MPAKTUKU YIIPABICHUS
PUCKaMH JIJIsl KAYECTBA U CIIOCOOCTBYIOT UX BHEAPEHUIO.

7. TepMuHEI ¥ ONpEACIICHIUS



Jlns mener HacTOosAIIEN YaCTH UCIOJb3YKOTCSI OCHOBHBIE ITOHSTHS, KOTOPBIE 03HAYAIOT
cleytouiee:

"ananu3 puckoB" (risk analysis) - olleHKa pUCKOB B CBSI3H C YCTAaHOBJICHHOW OTIACHOCTHIO;

"Bpen" (harm) - ymepO, HaHECEHHBIN 30POBBIO YEJIOBEKAa, B TOM YHCJIE BpE,
SIBJISTFOTITMIIICS CJICJICTBUEM YTPAThl Ka4eCTBA MPOIYKIIUMH WU €€ TIPUTOTHOCTH;

">ku3HeHHBIM MUK npoaykuuu” (product lifecycle) - Bce daswl )kU3HU NPOTYKIIUU OT
HayaJbHOW pa3pabOTKH, MpeObIBaHUS B 000OpOTE M A0 NPEKPALIECHUs CYIIECTBOBAHUS
MPOYKIINU;

"3auHTepecoBanHas crtopoHa" (stakeholder) - xakoe-nmubo nuo, rpynmna aun Wid
OopraHu3aiysi, KOTOpble MOTYT BIIUATH Ha PUCKH JIUOO HA KOTOPBIE MOTYT BIIUATH PUCKH, THOO
KOTOpbIE CUUTAIOT ceOs HAXOMSIIMMUCA O] BIUSHUEM PUCKOB. JIMIa, OTBETCTBEHHBIE 32
MPUHSTHE PENICHUH, TAK)KE MOTYT OBITh 3aMHTEPECOBAHHON CTOpOHOU. B Hacrosmieit yactu
NEPBOCTEIIEHHBIMUA 3aWHTEPECOBAHHBIMU CTOPOHAMU SBIISIOTCS MAlMEHT, MEIUIIMHCKUM
pabOTHHK, YITOJTHOMOYEHHBIN OPTaH U MpeANpUsTie- MPOU3BOINUTEND;

"unentudukarnus pucka" (risk identification) - cucremMaTH4ecKoe HCIIOJIb30BaHUE
uH(GOpPMaIUU JIJIS BBISIBJICHHS MTOTEHIIMAIBHBIX HCTOYHUKOB Bpe/ia (OMacHOCTH) CO CCBHUIKOM
Ha PACCMOTPEHUE PUCKA WIIM OMTUCAHUE TIPOOIIEMBI;

"undopmupoBanue o puckax" (risk communication) - nepeaaya uHGOpMaIMU O PUCKAX U
YVIPaBJICHUIO PUCKAMU MEXKIY JIMIIOM, OTBETCTBEHHBIM 3a MPUHATHE PEIICHUS, U JIPYyTUMH
3aMHTEPECOBAHHBIMU CTOPOHAMH;

"kauecTBO" (quality) - cTeneHb COOTBETCTBUS TPEOOBAHUSAM XapaKTEPUCTHK MPOTYKIUH,
CUCTEMBI UJTU TIPOLIECCa;

"KoHTpOJb puUcKOB" (risk control) - nelicTBUS 1O BHITIOTHEHUIO PEIICHHI MO YIIPABICHUIO
pHUCKaMH;

"nmuuo(a), oTBeTCTBeHHOE(bIC) 3a npuHsaTUe pemenuit” (decision maker(s)) - nuio(a),
umMmeroniee(re) COOTBETCTBYIONIYIO KOMIIETEHIIMIO U MTOJIHOMOYUS JJIsl IPUHATHS HaJJIekKAIIUX
¥ CBOEBPEMEHHBIX PEIICHHI IO BOIIPOCaM yTPABJICHHs PUCKAMU /ISl Ka4eCcTBa,

"0630p puckoB" (risk review) - 0030p WM MOHUTOPUHT UTOTOB (PE3YIHTATOB) MpOIECCca
yIpaBIICHUs] PUCKAMHU C YUeTOM (IIPH HEOOXOJUMOCTH ) HOBBIX 3HAHUI U OIbITa O HUX;

"o0mas ouenka puckoB" (risk assessment) - cuctemaTuyeckuii mpouecc GopMUpOBaHUS
uHopManu Ui obecrieyeHus] MPUHATHS PEIICHUNH B OTHOIIEHWHM PUCKOB B paMKax
mporiecca ynpasieHus puckamu. OH COCTOMT W3 UIACHTU(UKAIIMU OMAaCHOCTH, a TaKKe
aHaJM3a U OLICHKU PUCKOB, CBSI3aHHBIX C BIMSHUEM TOM OMAaCHOCTH;

"onacHocTh" (hazard) - noTeHIMaIbHBINA UCTOYHUK BPEa;

"omenka pucka" (risk evaluation) - cpaBHeHHE TpenmoJiara€Moro pUCKa ¢
YCTaHOBJICHHBIMU KPUTEPUSIMU MPUEMIIEMOCTH PUCKA C UCIIOJIb30BAaHUEM KOJIMYECTBEHHOU U
KauyeCTBEHHOM IIKAJIbI C LEbI0 ONpeIeTIeHHs 3HAUMMOCTH PHUCKA;

"mpunsatHe pucka" (risk acceptance) - pemieHue TPUHITH PUCK; "MOTpeOHOCTH" (
requirements) - sIBHbIE WJIM TpeANoaraeMble TOTPEOHOCTH WM OXUAAHUS MAlMEHTOB WU



JUL, OCYUIECTBIISIIOIIMX IMPEICTABICHUE HMX MHTEPECOB (HAIpUMEp, MEIHUIUHCKUX
pabOTHUKOB, pAOOTHUKOB YIIOJTHOMOYEHHBIX OPTaHOB);

"puck" (risk) - komOUHAIVS BEPOATHOCTH IPUUMHEHUS Bpe/a U TSHKECTH dTOTO BPEa;

"cuctema kadectBa" (quality system) - COBOKYIMHOCTh BCEX aCIEKTOB CUCTEMBI, KOTOpas
BHEJPSIET MOJUTHKY B 00JIACTH KauecTBa U 00ECTeUnBACT JOCTHKEHHUE 1eJIel B OTHOUICHUH
KayecTBa.

"cHmxenue puckoB" (risk reduction) - Mepbl, NpeATPUHATHIE ISl CHHXKEHHSI BEPOSITHOCTH
IIPUYMHEHMS BPEla U CEPHE3HOCTH 3TOIO BPE/a;

"crmocoOHOCTh K BbIsiBIIeHUIO" (detectability) - BO3MOXHOCTb BBIIBUTH WJIM YCTAHOBUTH
HaJIM4Yue, MPUCYTCTBUE WK (HAaKT OMACHOCTH;

"tengeHims" (trend) - cTaTUCTUYECKUI TEPMUH, O3HAYAIOUTUI HAIPABICHUE WU CTETICHb
M3MEHEHHUS IEPEeMEHHOM (BIX);

"TspKecTh" (severity) - Mepa BO3MOXKHBIX TTOCIIEACTBUN OMACHOCTH, "yIIpaBieHUe pucKaMu
" (risk management) - cucTeMaTUYECKOE MPUMEHEHHUE MOJUTUKU YMPABICHUS KAa4€CTBOM,
npoueayp W TMpaBUi C IeJIbl0 OOIIeld OIeHKH, KOHTpOJIs, 0030pa pHCKOB U
COOTBETCTBYIOIIETO HHPOPMUPOBAHUS;

"yopaBieHue puckamu g kadectBa' (quality risk management) - cucremaTu4ecKuii
npoiiecc o0med OLUEHKH, KOHTPOJsA, MH(OOPMUPOBAaHUS U 0030pa PHUCKOB JJIsI KauyecTBa
JIEKapCTBEHHOTI'O IIpenapara Ha NPOTSKEHNUHN €ro KU3HEHHOIO LUKIIA.

JOITOJIHEHHUE Ne 1

K [IpaBunam Hagnexamen
IPOU3BOICTBEHHOM MPAKTUKHU
EBpa3suiickoro 3KOHOMHUYECKOTO COK03a

TPEBOBAHUA
K METOZjaM B HHCTPyMEHTaM
yIIpaBJIeHUA PACKAMH JUIsS Ka9€CTBa

[lenp HacTOAIIETO TOMOJHEHUS - MPEICTaBUTh OOIMUNA 0030p U CCHUIKM Ha OCHOBHBIE
MHCTPYMEHTBI, KOTOPBIE MOTYT OBITh UCIIOJIb30BaHbI IPU YIIPABIECHUN PUCKAMHU JIJIsl KA4eCTBA
(manmee - ympaBiieHHE PUCKAMH) B MPOMBIIUICHHOCTH U JIEATEIbHOCTU YIOJHOMOYEHHBIX
OpraHoB. DTH CCBUIKM IMPUBEIAEHBI C LEIbI0 PACIIMPEHUs 3HAHUWA U MpPE/ICTaBICHUsS OoJiee
AEeTaNbHON MHPOPMAIMK OTHOCUTEIFHO KOHKPETHOTO MHCTPYMEHTA YIPABJICHUS PUCKAMHU.
JIaHHBI TIEpEYEHb HE SIBIETCS HCUYEPIBIBAIONIMM. BakHO OTMETHTH, YTO HU OJUH
MHCTPYMEHT WJIM HAOOp MHCTPYMEHTOB HE MOXKET OBITh MPUMEHHUM KO BCEM CIydasiM, KOrja
UCIIOJIb3YETCs YIIPABICHUE PUCKAMMU.

I.1. OcHOBHEIE BCIOMOTaTEILHEIE METOIH YIIPABICHUS PACKaAMHA



HexkoTopbIMM M3 TPOCTBIX CPEIACTB, KOTOPbIE HIMPOKO NPUMEHSIOTCSA s
CTPYKTYpU3ALIMU CUCTEMBI YMNPABICHUS PUCKAMU IYTEM YHOPSJOUYCHUS MaHHBIX U IS
COAECUCTBUS MPUHSATHIO PELICHUM, SBJISIOTCS:

OJIOK-CXEMEI;
KOHTPOJIbHBIE KapThI;
KapTUPOBAHKE MPOLIECCA;
JIMarpaMMbl IPUYUH U CIAEJACTBUHN (Ha3bIBaeMbIe Takke nauarpammamu VICIIMKaBbI WK
auarpaMMamMi "peiouit ckenet").

1.2. ABaym3 pe;KEMOB H ITOCIICACTBHH OTKa30B
(Failure Mode Effects Analysis - FMEA)

FMEA mnpenHa3zHaueH [Jis OLICHUBAHMS XapaKTepa MOTEHIMAIBbHBIX OTKA30B IpHU
MPOBEICHUHU MPOILIECCA, a TAKIKE BO3MOXKHBIX MOCJIEACTBUI OTKA30B ISl pe3yJIbTaTa Impouecca
U (WJIM) XapaKTepUCTUKH MPOAYKIIMU. Eciii BUJIbI OTKa30B yCTAHOBIICHBI, CIIEYET MPUMEHSTD
CHU)XCHUE PHUCKOB C LEJIbIO YCTPAHEHUS, OTPAHUYCHUSA, YMEHBIICHUS WU KOHTPOJIA
NMoTeHIMaIbHbIX 0TKa30B. FMEA 3aBucut ot cnenuduku npoaykiuu u nponecca. FMEA
METOAUYECKU Pa3ACiiaeT aHAJIU3 CIOXKHBIX MHPOLECCOB HA CTaJWU, KOTOPHIMH MOHO
YIPABJISITH. ITO MOITHBIN HHCTPYMEHT IS 000OIIEHHOTO PACCMOTPEHUS XapaKTepa BAXKHBIX
OTKa30B, (DAKTOPOB, CIIOCOOCTBYIOIIMX TaAKUM OTKa3aM, U BO3MOXHBIX MOCJIECJACTBUM TaKUX
OTKa30B.

FMEA MO>XXHO IpUMEHATHh B OTHOLIEHUU OOOPYAOBaHUS U MOMEIIECHUM, IS aHAIU3a
TEXHOJIOTUYECKOM OIEpalvu U €€ BIUSHUA Ha NPOAyKIUI0 win npouecc. FMEA onpenenser
AJIEMEHTHI (OTepaliui) CUCTEMBI, jJearoniue ee ysa3BuMon. Pesynbratel FMEA MoryT ObITh
MCII0JIb30BaHbl B KAUECTBE OCHOBBI IS TUTAHUPOBAHMUSL, JINOO MOCIEAYIONIEro aHaan3a, Ju0o
COCTaBJICHUS PEKOMEHAALMA OTHOCUTEIBHO UCIIOJIb30BaHUsI PECYPCOB.

1.3. ABaim3 pe’KHMOB, IOCIIEICTBHI H KPUTHIHOCTH OTKa30B
(Failure Mode,Effects and Criticality Analysis - FMECA)

FMEA MoxeT ObITh pacHIMpeH, B LENsIX BKIIOYEHUS TaKKe MCCIEIOBAHUS CTETICHU
TSYKECTU TOCIEACTBUN, COOTBETCTBYIOIIEH BEPOSITHOCTH CIy4aeB OTKA30B, CIOCOOHOCTH HX
BbIsIBICHUS. TakuMm obpa3zoM, FMEA craHoBUTCS aHAIM30M XapakTepa, MOCISACTBUU M
kputuyHoctu otkazoB (Failure Mode, Effects and Criticality Analysis - FMECA). [Hns
MPOBEICHUS TAKOTO aHau3a JOJIKHBI OBITh YCTAHOBIICHBI CTICIIM(UKAIIMKI HA TPOIYKIIUIO U
npouecc. C nomonibto FMECA moryT ObITh OmpefienieHbl TOYKH, B KOTOPBIX HEOOXOAUMO
MPUHSTHUE JTOMOJHUTEIBHBIX MPEAYTPEKTAOIINX MEP, YTOOBI CBECTH PUCKHA K MUHHUMYMY.

[Ipumensats FMECA B ¢apmaneBTHYeCKOM NPOMBIILICHHOCTH HEOO0XO0IUMO
MPEUMYIIECTBEHHO JJIsl OTKA30B U PUCKOB, CBSI3aHHBIX C IMPOU3BOJICTBEHHBIMU MPOLECCAMHU,
oanako npumeHenne FMECA stum He orpannuuBaercs. Pesynsratom FMECA siBisiercs



OTHOCHUTENbHAs "mIKaia" pucka s KaXJ0ro BUJA 0TKa3a, C MOMOIIbI KOTOPOl NPOBOJST
pPaHKUPOBAHUE PEKMMOB HAa OCHOBAaHUU OTHOCUTEIBLHOTO PUCKA.

I.4. Asam13 qpesa omm6ok (Fault Tree Analysis - FTA)

Anamu3 npesa omubok (FTA) - moaxos, npeamnonararomyii HaTudue HECOOTBETCTBUM B
(GYHKIIMOHATIBHBIX XapaKTEPUCTUKAX MPOAYKIUU WK npotecce. C TOMOIIBIO 3TOr0 MOIX0/a
OLICHUBAIOTCSI OJTHOPA30BBIE OIIMOKM CUCTEMBI (UM YaCTH CUCTEMBbI), a TAK)XKE MOTYT OBIThH
00BEIMHEHbI MHOXECTBEHHBIE (DAKTOPBI OTKa3a MyTEM YCTAHOBJICHHS MPUYMHHBIX CBS3EH.
Pe3ynbTarhl npeAcTaBIsAOT B BUJIE WILTIOCTpallMK B (popMe JipeBa BUAOB 0TKa30B. Ha kaxiom
YpOBHE JIpe€Ba KOMOMHALIUKA BHJIOB OTKA30B MOTYT OBITh OMHKCAHbI C MIOMOIIBIO JOTHYECKHUX
onepauuid ("u", "unu" u ap.). FTA 3aBucut oT moHMMaHUsl SKCIEPTaMHU Mpoliecca B 4YacTu
YCTaHOBJICHUSI IPUUUHHBIX (DaKTOPOB.

FTA MOXHO IIPUMEHATH I YCTAHOBJIEHUS IIyTH K OCHOBHOM IPUYMHE OTKa3a, a TAKXKe
U1 paccieqOBaHUs NPETEH3WM WA OTKIOHEHUW, MO3BOJISIOMIETO0 JAOCTUYb IOJHOTO
MNOHUMAaHHSI UX OCHOBHBIX NMPUYUH M TrapaHTUPOBATh, UYTO 3aILIAHUPOBAHHBIE YIIYUIICHUS
MO3BOJISIT PEIIUTh MPOOJIEMY U HE MPUBEAYT K BO3SHUKHOBEHHUIO JIPYTUX MpoOieM (TO ecTh
pelieHre oJHOM MPOoOIEMBbl HE AOJKHO SIBISATHCS MPUUMHON MOSBICHUS APYTrol MPOOIEMBI).
AHanu3 apeBa owmMOOK siBisieTcd 3()PEKTUBHBIM HHCTPYMEHTOM [UIsl OLIEHKU CTEIEHU
BJIMSIHUSI TOTO, KaK MHOKECTBEHHBIX (PaKTOpPOB Ha JaHHYIO Mpobsemy. Pesynbratom FTA
ABJISIETCS BHU3yaJbHOE BbIpaxkeHUWe BHUAOB oTKa3oB. FTA mone3eH kak [is o01ero
OLICHMBAHUS PUCKOB, TaK U JJIs pa3padaTbIBAIOIIMXCS JIAHOB MOHUTOPHUHTA.

I.5. Arayim3 onacHOCTE#H B KpHTHIeCKHe KOHTpoabHbIe Touku (Hazard
Analysis and Critical Control Points - HACCP)

HACCP sBnsiercss CUCTEMHBIM, MOpPEAyNpekIaloUUM U MNPOPUIAKTUYECKUM
MHCTPYMEHTOM JJis1 00eCleuYeHHsI KauecTBa, HaJIe)KHOCTU U O€30MacHOCTH MPOAYKLUUU. DTO
CTPYKTYPUPOBAHHBIA MOAXOJ C NMPUMEHEHUEM TEXHUYECKUX W HAyUHbIX MPUHIIUIOB IJIS
aHaJgu3a, OLEHKHU, NPEAYNPEXKIEHUS U KOHTPOJIS PHUCKOB HIM HEOIAronpUATHBIX
MOCJIE/ICTBUI OMACHOCTH, KOTOpBIE SABIISIIOTCS PE3yJIbTaTOM IJIAHUPOBAHUS, Pa3pabOTKH,
IIPOU3BOJICTBA U IPUMEHEHHUSI POLYKLIUH.

HACCP cocrout 13 ciaeayrommx 7 3Tamnos:

IIPOBEICHHUE aHaIu3a 0€30MaCHOCTH U OIPEAESIEHNE MPEAYPEXKIAIOIMIMX MEP IS KaXKI0M
CTaJINH IpolLiecca;

ONpPENEIICHNE KPUTUUECKUX KOHTPOJIBHBIX TOUYEK;

YCTaHOBJICHHE KPUTHYECKHUX MTPENIEIIOB;

YCTaHOBJIEHUE CUCTEMBI IPOBEPKU KPUTUUECKUX KOHTPOJIBHBIX TOUEK;



oTpe/ieieHNe KOPPEKTUPYIOITUX MEPOTPUSITHIA, KOTOPBIE JOJKHBI OBITh MPOBECHBI, ECITH
IpU MOHUTOPUHIE YCTAHOBJICHO, YTO KPUTHUYECKHE KOHTPOJbHBIE TOUKU SIBISIOTCS
HEKOHTPOJIUPYEMBIMU;

BBEJICHUE CUCTEeMBI TOATBEpkAeHUA dPpdekTuBHOCTH padoThl cuctembl HACCP;

YCTAHOBJICHUE CUCTEMBbI XPAHECHHUS 3aMKCEN.

HACCP moxet ObITh IPUMEHEH JIJISl ONPEETICHUSI PUCKOB, CBS3AHHBIX C (DU3NYECKOMH,
XUMUYECKON 1 OMOJIOTHYECKON OMACHOCTHIO (B TOM YHCIIE ¢ MUKPOOHOW KOHTaMHUHAIUEH), U
ynpasieHuss umu. HACCP naunbornee mose3eH, eciau NOHUMaHUe CHeU(UKN TPOIYKIIUU U
mpoIiecca sIBIsSEeTCS JOCTATOYHO MOJIHBIM ISl o0ecriedeHUs UACHTU(DUKAIIMU KPUTHIECKUX
KOHTpOJbHBIX To4eK. Pesynbratom HACCP siBnsiercs nHdopmalus kacaromascs: yrnpaBlIeHUs
puckaMu © oOJierdaromias MOHUTOPUHT KPUTHYECKHX TOYEK HE TOJBKO B XOJe
MIPOU3BOJICTBEHHOT'O MPOIECCA, HO U HA APYTUX 3Tanax KU3HEHHOTO IUKJIA.

I.6. Araim3 onacHocTe# u paborocnocobrocTr (Hazard Operability
Analysis - HAZOP)

HAZOP ocHOBaH Ha TeopuH, IOMYCKAIOLIEH, UTO CITy4au PUCKOB SIBIISIFOTCS CJIEACTBUEM
OTKJIOHCHUSI OT 3aIUIaHUPOBAHHBIX WJIM pabOUYMX MapamMeTpoOB, U SBISETCS CHUCTEMHBIM
METOJIOM '"MO3TOBOTO MITypMa" I8 MACHTU(HUKAIIMK OMACHOCTH C HCIOJIb30BAaHUEM TaK
Ha3bIBa€MbIX "HampaBisitomux cyios". "Hanpasnstoniue cinosa" (Hanpumep, "Hetr", "0ombie",
"uHOW, yeM", "4acTb..." U T. JI.) IPUMEHSIIOTCS] B OTHOIIEHUH COOTBETCTBYIOIIUX MapaMeTPOB
(HanpuMep, KOHTaMUHALIUS, TEMIIepaTypa) Uil TOro, YTOObI TOMOYb YCTAHOBUTH BO3MOYKHbBIE
OTKJIOHEHHUS OT OOBIYHBIX WM 3alUIAaHUPOBAHHBIX MapaMeTpoB. YacTo ucnonb3yeTcs rpynmna
JoJIed, 00J1alaloIuX 3HAHUSIMUA U OTBITOM MO pa3paboTKe MpoIecca UM MPOIyKTa U €ro
MIPUMEHEHHUIO.

HAZOP MoxeT NpUMEHSThCA B OTHOLLIEHUH MPOU3BOACTBEHHBIX MPOIECCOB (B TOM YHUCIIE
IIPU KOHTPAKTHOM MPOU3BOJICTBE), @ TAK)KE B OTHOIIEHUM MOCTABIIUKOB, 00OPYOBaHUS U
MOMEIICHUN IS TPOM3BOJCTBA AaKTUBHBIX (apMaleBTUUECKUX CYOCTaHIUNA W
nekapcTBeHHbIX mnpenapaToB. HAZOP mnpeuMylIecTBEHHO IPUMEHSETCS TaKke B
(hapMaIeBTHUeCKOW MPOMBINIJICHHOCTH IS OIEHKH 0€30MMacHOCTH Tporiecca. PesyiapTaTom
HAZOP (kax u HACCP) siBnsercs nepedeHb KPUTHUYECKHUX OINEpaluil isl ynpaBieHUs
puckamMu. IOTO o0Jjierdaer peryasipHbIi MOHUTOPUHT KPUTHUECKHUX TOUYEK B XOJ€
MIPOU3BOJICTBEHHOT'O MPOLECCA.

L.7. IIpenBapHTeIbHEIN aHAIA3 ONACHOCTH
(Preliminary Hazard Analysis - PHA)

PHA sBnseTcss ”HCTpyMEHTOM, OCHOBAHHBIM Ha MCIOJIb30BAHUU MPEABIIYLIETO OIbITA
WJIM 3HaHWK 00 OMACHOCTH WJIM OTKAa3€ W HANPABJICHHBIM HA OMPECIICHUE APYyTUX (PaKTopoB
OIMACHOCTH, OTMACHBIX CUTYAIMI U CIydaeB, KOTOPbIE MOTYT ObITh IPUYMHON Bpe/a, a TaKkKe



Ha OIICGHKY BEPOSITHOCTH HMX BO3HHUKHOBEHHS B paMKax JaHHOW ACATEIHBHOCTH, JaHHBIX
TEXHUYECKUX CPEJCTB, IPOIYKITUU UK CHCTEMBI.

PHA Bximrouaer B ceOs:

UACHTU(UKAIIMIO BO3MOXXHOCTEH TOTO, YTO IPOU30UJIET CITydai, CBI3aHHBIN C PUCKOM;

KaueCTBEHHYIO OIICHKY MaciiTada BO3MOXKHOTO IMOBPEXKIACHUS UK Bpe/ia IS 3I0POBbS,
KOTOPBIC SBJISIOTCS CICACTBUEM;

OTHOCHUTEJILHOE PAaHXUPOBAHUE OTACHOCTH C MCIOJIH30BAHHEM KOMOWHAIIUH TSKECTH

MOCJICACTBUM W BEPOSITHOCTH CITydas; ONpe/IeIEHUE BO3MOXKHBIX KOPPEKTUPYIOUTUX JACHCTBHIM

PHA moxeT ObITh TIOJIE3HBIM MPU aHAIH3E CUCTEM WIIH MPH BHISIBIICHUU TIEPBOCTETICHHON
OTIACHOCTH, €CJIM OOCTOSITELCTBA HE MO3BOJISIIOT MPUMEHSTH 00jiee MacHITaOHBIN Croco0.
PHA moxxeT ObITh MPUMEHUM TIPU TJIAHUPOBAHUHU MPOU3BOJICTBA MPOIYKIIMH, TPOIECca H
MOMEIIEHUM, a TaKXKe JIJISl OLICHKHU TUIIOB OMACHOCTH JIJI1 OCHOBHOM MPOJYKIIUH, JJI BUJIOB
MPOAYKIINKM U Il OTAeNIbHOTO mpoaykTa. PHA Hambonee 4acTo mpUMEHSIETCS Ha paHHUX
ATarnax pa3padOTKH MPOEKTa MPH HEIOCTATOYHOM KOJUYECTBE MH(OPMAIIMK O JICTANISIX IIaHA
WJIM OTICPAIIMOHHEIX TIporieaypax. Takum o6pazom, PHA gacTo siBisieTcst mpeaBapuTeIbHBIM
HHCTPYMEHTOM JIJIs TTOCTIEAYIONINX UcceqoBannii. Kak mpaBuiio, omacHOCTh, yCTaHOBJICHHAS
npu npuMeHeHn PHA, B mocieayromemM OleHnBaeTCsl C MOMOIIBIO APYTUX WHCTPYMEHTOB
yIIpaBJIeHUs pPUCKaMH, YKa3aHHBIX B HACTOSIIEM pa3Jielie.

L.8. PamxwmpoBanne 1 QUILTpaIus pUCKOB

PamxupoBanue u QuiabTparus pUCKOB SBIISIIOTCS WHCTPYMEHTOM JISl CPaBHEHUS U
paHXUpPOBaHUsI pUCKOB. PaH)XKMpoBaHME PUCKOB CIOKHBIX CHUCTEM, KaK MPaBHIIO, TpEOyeT
OIIEHKM MHOTOYHUCIIEHHBIX Pa3HOOOPA3HBIX KOJIMYECTBEHHBIX M KAaYECTBEHHBIX (DAKTOPOB
KaXJ0ro pucka. HCTpyMEHT 3aK/II0YAETCA B Pa3JCJICHUM OCHOBHOM CBSI3aHHOW C PUCKOM
po0JieMbl HA MHOYKECTBO KOMIIOHEHTOB B 1IEJISIX PuKcaIuu (pakTopoB, CBSI3aHHBIX C PUCKOM.
Ot QakTopel OOBEAUHSAIOTCS B OJHY OTHOCHUTEIBHYIO IIKady PUCKOB, KOTOPYIO MOKHO
MIPUMEHSITH JUISl PaHKUPOBAHUS PUCKOB. DUIBTPHI, KOTOPHIE MPEICTABIISIIOT CO00M 3HAUMMBIE
(baKkTOphl WM TPAHUIIBl YPOBHEH PHICKA, MOTYT OBITh WCIOIB30BAHBI JIJISI TPAJAINH HIIH
PaHKUPOBAHUS PUCKA B COOTBETCTBUU C LEISMHU YIIPABICHUS I MOJUTHUKHU.

PanxxupoBanue u GUIbTPALIMIO PUCKOB MOXHO MNPUMEHATH MPU OMpPENEIICHUU
IPUOPUTETOB MPOBEACHUS MHCIIEKIINU (ayIuTa) MPOU3BOACTBEHHBIX YYaCTKOB CO CTOPOHBI
YIOJHOMOYEHHBIX OPraHoB (OpraHu3aiui) ToCyJapCTB-YJICHOB UJIU CO CTOPOHBI
MPEICTAaBUTENCH MPEANPUATU. MeETOABl PAaHKUPOBAHUS PUCKOB SIBISIFOTCS IOJIE3HBIMHU, B
YaCTHOCTH, B CUTYaIUsX, KOT/Ia PUCKHU U TOCIEACTBUSI, KOTOPHIMU HEOOXOIUMO YIPABJISITH,
SABJISIFOTCSL PA3HOOOPA3HBIMU U MPEJICTABISAIOT TPYJHOCTHU ISl CPABHEHHS IPU MIPUMEHEHUN
TOJILKO OJJHOTO MHCTPYMEHTA. PaHxrpoBaHue pUCKOB 11€J1€CO00pa3HO, €CIIH JIJIsl YIIPaBICHUS
B paMKaxX OJHOM M TOM K€ OpraHM3allMOHHOM CXEMbl HEOOXOJAUMO OIEHUTh Kak
KOJIMYECTBEHHO, TaK U KAYE€CTBEHHO OLICHUBAEMbIE PUCKHU.



1.9. CratucTnaeckue METOABI

Cratuctuueckre MeTOJIbl MOTYT CITIOCOOCTBOBATH YNPABICHUIO PUCKAMU JIJIsl KaueCcTBa U
oOneryarh ero ocyuectsieHue. OHU 00ecneunBaOT BO3MOKHOCTh 3(P(EKTUBHON OLIEHKHU
JAHHBIX, TOMOTAIOT TPHU ONpPEJeICHUH BAXHOCTH HaOopa(oB) JaHHBIX, a TaKKe
CIIOCOOCTBYIOT NPUHATHIO HauOoJiee NpaBWIbHBIX pemeHuil. IlepeyeHb HEKOTOPBIX
OCHOBHBIX CTaTUCTUYECKHUX METOJ0B, IIMPOKO TMPHUMEHSIEMBIX B (apMaleBTUUECKOU
POMBIIIIEHHOCTH, BKJIIOYAET B ceOs:

a) KOHTPOJIbHBIE KapThl, B TOM YHUCJIE:

IPUEMOYHBIE KOHTPOJIbHBIE KapThI;

KOHTPOJIbHBIE KapThl sl apu(METUUECKOTO CPEIHEro € MpeaylpekIarouMu
rpaHULAMU;

KOHTPOJIbHBIE KaPThl KYMYJISITUBHBIX CYyMM;

KoHTpoJsibHBIE KapThl [Ilyxapra;

B3BEILIEHHOE CKOJIB3SILEE CPENHEE;

0) manupoBanue skciepuMenToB (Design of Experiments - DOE);

B) TUCTOTPAMMBI;

r) nuarpammsl [lapero;

1) aHAJIU3 BO3MOKHOCTEN Ipoliecca.

JOITOJIHEHUE No 2

K [IpaBriiam Hamiexaien

MIPOU3BOJACTBEHHOM ITPAKTUKH

EBpa3niiCkoro 3KOHOMHUYECKOTO COK03a

IloTermMansHOEC IPUMCHECHIE
yIpaBJIEHUSA PACKAMH JUII Ka9eCTBa

Hacrosmee JlonosiHeHNWe NMpegHA3HAYEHO IS ONPEIEICHUS BO3MOKHOTO IPUMEHEHUS
IIPUHIIUIIOB ¥ WHCTPYMEHTOB YIIPABICHUS PUCKAMH Ui KAa4ecTBa KAK IPEACTaBUTEISIMHU
IIPOMBILIJICHHOCTH, TaK U IPEACTABUTEIIAMH YIIOJHOMOYEHHBIX OPTaHOB TOCYAAPCTB - YWICHOB
EBpa3zuiickoro 3x0HOMHUYECKOT0 CO103a (Jjajiee COOTBETCTBEHHO - rOCynapcTBa-uiieHbl, Coro3)
. O1HaKo BbIOOP MHCTPYMEHTOB YIIPABJIEHUS PUCKAMM JJI1 KAYECTBA IMOJTHOCTHIO 3aBUCUT OT
crenuduyeckux (PaxKTopoB U 0OCTOATEIbCTR.

[IpuBeneHHbIE TPUMEPBI IPEACTABIEHBI B LEIAX WUIKOCTPALUU U SBISIOTCA TOJIBKO
PEKOMEHJAUSAMH 10 BO3MOKHOMY IIPUMEHEHUIO YIIPABJICHHS PUCKAMMU JIJIS1 KA4eCTBA.
Hacrosmee /lononHeHne He CONEPKUT HOBBIX TPEOOBAaHUM B JOMOJIHEHUE K TPeOOBaHUAM
, YCTAaHOBJICHHBIM 3aKOHOJATEIBCTBOM I'OCYIapCTB-WIEHOB M akTaMu opraHoB Corosa.

II. 1. YnpaBnenue puckamu Ui KadyecTBa KaK 4aCTb MHTETPUPOBAHHOTO yIPaBJICHUS

Ka4eCTBOM IIPEATOJIAraer:



HAJINYUE JJOKYMEHTAIUH:

U1t 0030pa JACHCTBYIOIIUX BEPCUN U COONIOJICHUST TPEOOBAHUM, 3aKOHOJIATEJILCTBA
roCyJapCTB-4JICHOB U aKTOB opraHoB Coro3a;yis onpe/eieHIs] HeOOXOAMMOCTH pa3padOTKU
u (wim) pa3paboTKa coACp)KaHUS CTAHAAPTHBIX omneparuoHHbIX mpouenyp (COIlos),
PYKOBOJICTB U T. 11.;

OpraHu3aluIo0 U MPOBEJCHUE O0yUCHHUS:

JUIsL OTIPEJIeNICHUs 11eJ1eCO00Pa3HOCTH HaYalabHOrO OOyueHHs: U (MJIU) MOCTOSIHHBIX
[IUKJIOB OOYUYEHHs, OCHOBBIBAIONIMXCS Ha OOpa30BaHHM, OMBITE W TPYIOBBIX HaBBIKAX
MepcoHana, a TaKkXke MEePUOTUIYSCKON OICHKH TMPOBEACHHOTO OOydeHHS (HampuMep, €ro
3¢h(HEKTUBHOCTH);

JUTSI OTIPE/ICIICHHsI 3HAHUH, OTBITA, KBATU(DHUKAIIMOHHBIX XapaKTEPUCTHUK U (PU3HUCCKUX
BO3MOXXHOCTEH, KOTOPBIC TO3BOJIAIOT TMEPCOHATY BBHIMONHATH PabOTy MPABUIBHO U HE
OKa3bIBaTh OTPUIIATEIILHOTO BIUSHUS Ha KQU€CTBO MPOTYKIIUU;

BEISIBJIEHUE HECOOTBETCTBHI KA4ECTBY:

C 11eJIbI0 00€eCIIeYeHUsI OCHOBBI JUIsI ONIPEACIICHUS U OIEHKH MOTEHIIMAIBLHOTO BIUSHUS Ha
KaueCTBO MPOIYKIIMA BO3MOXKHBIX HECOOTBETCTBHH, MPETCH3UH, TCHACHIINHI, pacCaeI0BaHMM,
PE3yIbTATOB, HE COOTBETCTBYIOIIUX CHEIU(MUKAIIIH U T. 1., & TAKKe UHPOPMUPOBAHUS O HUX
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JUISl COEMCTBUST HHOOPMUPOBAHHUIO O PUCKE U OMPENEIICHHH B COTPYIHUYECTBE C
YIOJIHOMOYEHHBIM OPTraHoM (OpraHu3alueil) rocyJapcTB- UJEHOB COOTBETCTBYIOIIETO
MepoTnpuATHs (HalIpUMED, OT3bIB) B CBS3H CO 3HAUYNUTEIHHBIM JIe(heKTOM;

IUTAHUPOBAHUE ayAUTA (MHCIIEKIINH):

4acToTa W 00JACTh ayJWTOB, KaK BHYTPCHHUX, TaK M BHEITHUX, YCTAHABIUBACTCS C
Y4E€TOM TakuxX (haKTOPOB, KaK:

TpeOOBaHMSI 3aKOHOIATEIHLCTBA TOCYAPCTB-UJICHOB B aKTOB OpraHoB Coro3a;

TEKyIllee COCTOSTHUE OOIIEro COOTBETCTBHS M COBOKYMHOCTh MMEIONIUXCS CBEICHUM O
MIPEANPUATAN WU TIPOU3BOICTBEHHOMN TIIOMIAIKE;

HAJIS)KHOCTh JEATEILHOCTH OpPTraHU3aIliy B IUIAHE YIPABICHUS PUCKAMHU ISl KAUEeCTBa,;
CJIOXHOCTh YYacTKa;

CJIOKHOCTH MPOM3BOICTBEHHOTO MIPOIIECCa; CI0KHOCTH IPOIYKIIUU U €€ TePAIeBTHUECKOE
3Ha4YeHUE; KOJIUYECTBO M 3HAYMMOCTH JI€PEKTOB (Hampumep, KOIUYECTBO BEAYIIHX K
OT3bIBaM MPOYKIIHUH);

pe3yJIbTaThl MPEABIAYIIMX ayAUTOB (MHCIEKIHI); CYIIECTBEHHbIE H3MEHEHUS
MTOMEIICHHH, 000PYTI0BaHHUS, TTPOIIECCOB, KIIFOUEBOTO ITEPCOHANIA;
OTBIT MPOU3BOJICTBA MPOAYKIHMHU (HAIPUMEP, YacTOTa MPOU3BOJCTBA, O0OBEM H
KOJIMYECTBO CEPHi);
pe3yIbTaThl UCTIBITAHUHN B aKKPEIUTOBAHHBIX UCIIBITATEILHBIX TA00PATOPHUSIX;
OCYIIECTBJICHUE TEPUOUIECKOTO 0030pa:



U1 BBIOOpA, OLIEHKU U OOBSICHEHUS JaHHBIX, KOTOPbIE CBUAECTEIBCTBYIOT O TEHCHIINH B
pamkax 0030pa KauecTBa MPOIyKLHUU;

IUIsl OOBSCHEHHS] JAHHBIX MOHUTOPHHTA (Hampumep, JJIsl CUCTEMAaTHYECKOW OLIEHKHU
Ha/JIeXKAIIero MPOBEICHUs MOBTOPHON BaluAaIlMU WK U3MEHEHUN TIpu 0TOOpE Mpood);

yIPABJIEHUE U3MEHEHUSMH (KOHTPOJIb U3MEHEHU): A1 YIPABICHUS U3MEHEHHUsIMU Ha
OCHOBAHHMH 3HAHUM W MH(POPMAILIUU, TTOTYYSHHON BO BpeMs (papMalieBTUUECKON pa3padOTKu
Y IPOU3BOJICTBA;

JUISl OLICHKH BJIMSIHUS W3MEHEHUM Ha COOTBETCTBHE KauyecTBa T'OTOBOW MPOAYKLHH
TpeOOBAHMAM CeU(PUKALIN;

IUI OLIEHKW BJIMSHMS Ha KAa4eCTBO NPOAYKUMHM H3MEHEHHI, BHECEHHBIX B
MPOU3BOJCTBEHHBIE IUIOMIAIKH, 000pYyI0BaHKE, MaTEepUabl, MPOU3BOJICTBEHHBIN MpolLece,
WM MIEPEHOCOB TEXHOJIOTUY;

JUISL OTIPENICNICHUS] MEPONPUSATUMA, KOTOpPbIE MPEAIIECTBYIOT BHECEHUIO M3MEHEHMUS,
HarpuMmep, AOMOJHUTENbHBIE HUCIBITaHUs, KBanudukamus (MOBTOpHAs KBaIU(UKAIINS),
Banujanus (MOBTOpHAS BalIMAALMs) WM MHOOPMUPOBAHUE YIOJTHOMOYEHHBIX OPraHoB (
OpraHu3aluii) TOCyAapCTB- YWICHOB;

IIOCTOSIHHOE YJIYUIIEHUE CUCTEMBI YIIPABICHUS PUCKAMU: ISl COJEHCTBHSI IOCTOSSHHOMY
VIIYYIICHUIO TPOLIECCOB HA MPOTSKEHUH KU3HEHHOTO [IUKJIA POy KIUH.

I1.2. YnpaBnenue puckaMmu IJis Ka4yeCTBa KakK 4acTh JAESITEIbHOCTH YIOJIHOMOYEHHBIX
OpraHoB (OpraHu3alMil) TOCYJapCTB-YJIEHOB IMpEINoiaraeT MNpOBEACHUE CIEAYIOUUX
MEpPONPUATHN:

WHCIIEKIIMS U CUCTEMATUYeCKas OlEHKA EeITeIbHOCTHU: JUIsl COJIEUCTBUSI palluOHATBHOMY
pacrpeneneHni0 pecypcoB, B TOM YHCIIEe, HallpuMep, IJs IUIaHUPOBAHUS WHCIEKUHN U
YacTOThI UX MPOBEACHUSI, a TAKXKe JUIsl MPOBEIECHUS UHCIIEKIIMIA U onpeaeseHus ux oobema (
cM. "[InanupoBanue ayaura (MHCIEKIMHU) " B MyHKTE | HACTOAILETO JOMOJHEHU);

IUTSL OLICHKU 3HAYUMOCTH PE3yJbTaToB (Hampumep, AePEeKTOB, BEAYLUIUX K OT3bIBAM
MPOIYKUKN) U JTAHHBIX, MOTYYEHHBIX TPU UHCIIEKTUPOBAHUU;

JUIsL ONpeleNIeHnsT HEOOXOAUMOCTH M BUAA MPEIyCMOTPEHHBIX 3aKOHOJATEIbCTBOM
MEPOIPUATUHN TIO pe3yIbTaTaM MPOBE/ICHUS UHCIIEKIUY;

JUISl OLIEHKM MH(OpMalNH, NPEJOCTaBICHHON NPEICTaBUTENSIMU TPEANPUITHI, B TOM
YKCJIE€ OTHOCUTENBHO (hapMaleBTUUECKON pa3paOOTKH; AJisi OLIEHKHU BIMSHUS TIPejiaraeMbIX
OTKJIOHEHUH WJIM M3MEHEHUM; JUIsl ONpEeNeeHus PUCKOB, KOTOpPbIE CleayeT oOCyX AaTh C
MHCIIEKTOPaMU U JKCIIEPTaMu JJI COACHCTBUS JTy4dlIeEMY IIOHUMAaHHIO TOr0, KaK PUCK MOXKHO
KOHTPOJIMPOBATh WJIK KaK OH KOHTPOJIMPYETCs (Hampumep,

BBIMTYCK IO MapaMeTpaM, MpolleccHo-aHanuTHaeckas texunonorus (Process Analytical
Technology - PAT)).

II.3. YopaBieHue puckamu i KadyecTBa KaK 4acTh pa3pabOTKH IMpeArnojaraer
MIPOBEJICHUE CIEAYIOIINX MEPOIPUITHI:



JUIsl TUTAHUPOBAHUS Ka4yecTBAa NPOAYKIMU M TEXHOJOTMYECKOI'O IpoLecca, B LEIIX
MOJIyYEHUsI MPOAYKIUHU ¢ PYHKIHUOHAIBHBIMU XapaKTEPUCTUKAMH, COOTBETCTBYIOIIUMU €€
HA3HAYECHHUIO;

JUIS. paclIMpeHus] 3HAaHUW O (PYHKIMOHAJIbHBIX XapaKTEePUCTUKAX MPOAYKIHUH B
3aBUCHMOCTH OT MU3MEHEHHUs XapaKTEPUCTUK ChIPbsl B LIMPOKOM JHaIna3zoHe (Hampumep,
pacripe/ieJieHue 4YacTHI] M0 pa3Mepam, COJepKaHuEe BJarv, PeoIOTMYeCKUe CBOWCTBA),
M3MEHEHHE TEXHOJIOTMYECKUX ONepalfii 1 mapaMeTpoB MpoLecca;

JUIS1 OLIEHKH KPUTUYECKUX XapaKTEPUCTUK UCXOAHOTO ChIPbs, PACTBOPUTENEH, HCXOJHOTO
ChIpbd s akTUBHBIX (apmaneBTuueckux cyocranuuii (ADPC), camux AODC,
BCIIOMOTAaTEJIbHBIX BEIIECTB UM YITAKOBOYHBIX MAaTE€pPUAJIOB;

JUISl YCTAHOBJICHUS! COOTBETCTBYIOIIMX cClelU(pUKAIUNA, ONpenesIeHUs] KPUTUUECKUX
apaMeTpoB NpOLECCa M OPraHU3alUMU NPOU3BOJCTBEHHOTO KOHTPOJIS (Hampumep, Ha
OCHOBAaHUHM MH(POPMALIUK O KIMHUYECKH 3HAYMMBIX TOKA3aTeNsIX KayecTBa, MOJYyUYeHHON Ha
sTane (papMaleBTHYECKON pa3padOTKH, a TAK)KE O BO3MOKHOCTH KOHTPOJIMPOBATh UX B XOJI€
mporiecca);

JUIsl YMEHbBIIEHUSI HENOCTOSHCTBA IOKa3aTeliel KadyecTBa (CHM)KEHUE KOJIMYECTBA
Ae(EeKTOB NMPOTYyKIUHU, UCXOIHOTO ChIPbs U MaTepUajIoB, OTKIIOHEHHUH MTPH MPOU3BOJICTBE);

JUIsL OLIEHKH HEOOXOJIMMOCTH MPOBEJAEHUS TONOJHUTENbHBIX UCCIIEI0BAHUN (Hampumep,
OMOPKBUBAJIEHTHOCTh, CTAOMIIBHOCTH) MPU MACIITAOUPOBAHUM U TIEPEHOCE TEXHOJIOTHH;

JUIS1 UCTIOJIB30BAHUS KOHILIENIMHY "TPOCTPAHCTBA TPOEKTHBIX NapamMeTpoB".

I1.4. YopaBneHue puckaMu Ji1 Ka4€CTBA B OTHOIIEHUH MPOU3BOJICTBEHHBIX IOMENICHHM,
000pyI0BaHUS U CUCTEM 0O€ECIIeUeHUs MPEANOoaraeT MpoBeACHUE CIETYIONINX MEPOTPUITHIA

IPOEKTUPOBAHNE IPOU3BOACTBEHHBIX TOMEILEHUH U (WiI1) 000pyAOBaHUSA:

171 OINpENeNIeHUs] COOTBETCTBYIOIIMX 30H MPU NPOEKTUPOBAHUM 3IaHUU H
IIPOM3BOJICTBEHHBIX IMOMEIICHUM, BKJIIOYas B TOM YHCIIE: OIPEIECICHUE HaIpaBICHUN
MOTOKOB MaTEpHalOB M IMEpPCOHaNa; CBEJCHUE K MUHMUMYMY KOHTaMHHAI[MU; POBEACHUE
MEPOIPUATHN 110 KOHTPOJIIO NAapa3uTOB; NIPEAYIPEXKICHNE TEPENYTHIBAHNUS;

CpaBHEHHE OOOpPYIOBAHUS OTKPHITOIO U 3aKPHITOIO THUIOB; CPABHEHUE YHUCTHIX
MMOMENIEHUIN C W30JUPYIOLIEH TEXHOJOTHEN; ONMPEICICHUE CIICUAIbHO MPEIHA3HAYEHHBIX
WJIH BBIJICTICHHBIX MPOU3BOJICTBEHHBIX MIOMEIIEHUH U (MIJIK) 000pyI0BaHUS;

JUISL ONIPEACIIEHHS] COOTBETCTBYIOIIMX MaTEPHANOB JIsl 000pyAOBaHUS U KOHTEHHEPOB,
KOHTAaKTUPYIOIIMX C MNPOAYKUMEH (Hampumep, BBHIOOp MapKu HEpKaBeIoLled CTalH,
CaJIbHUKOB, CMa304YHBIX MaTEPHUAJIOB);

IUISL OTIPENIeTICHUsI COOTBETCTBYIOIIUX CHCTEM obOecrieueHus (Hampumep, map, rasbl,
UCTOYHUK MUTAHUs, CXKATHIM BO3/IyX, CHCTEMa HarpeBa, BEHTWISIIIUU U KOHJIULIIUOHUPOBAHUS
BO3/1yXa, BOJA);

JUTsL oTipenieieHus MPOoPUIAKTHYECKOT0 00CIYyKMBAHUSI CBSI3aHHOTO JIPYT C JAPYrOM
o0opyoBaHus (HanpuMmep, NepedyeHb HEOOXOAUMBIX 3aMIaCHBIX YacTeil);



B paMKax TUTMEHBI B TOMEIIECHUSX

JUTS 3AITUTHI TPOTYKIIMH OT OTMACHOCTH CO CTOPOHBI MMPOU3BOJICTBEHHOW CPEJIbI, B TOM
gUCJIe OT XUMHUYECKUX, MUKPOOUOJOTHYECKUX U (Pu3ndeckux (PakTopoB OMacCHOCTH (
HaAIIpUMED, OTIPe/ICIICHUE HAITICKAIIICH OACHK bl M OPTaHu3aIus TapAepOOHOM, TUTHCHBI );

JUTSL 3aIIUTHI TTPOU3BOJICTBEHHON CPENbl W MEepCOoHaia OT OMACHOCTEH, CBSI3aHHBIX C
IPOM3BOIUMON MPOTyKIIUEH BCIEACTBUE EPEKPECTHOM KOHTAMUHAIINH;

B paMKax KBanu(UKAIMA TMPOU3BOJCTBECHHBIX MOMEIICHUN (000PYIOBaHHS, CHCTEM
obecrieyeHus ) - onpeiesieHre 00JacTh U MaciiTada KBalu(puKauyu MOMEIICHHUH, 3JaHui U
TEXHOJOTHYECKOTO OOOpYIOBaHMS, a TaKXe JabOpaTOpPHBIX MPUOOPOB (B TOM YHCIIE
HAJUISKAITUX METOI0B KATHOPOBKH);

B paMKax OYHCTKH 00OPYOBaHHS U KOHTPOJIb TPOU3BOACTBEHHOMN CPEIbI:

JUIST PAllMOHAIBHOTO PACTPENCNICHUS YCUIUA W TPUHSATHS PEIICHUN, C y4eTOM
npeaHa3HayeHus: o0opyAoBaHUs (HampuMep, MHOIOIENEeBOE WJIM CHEHHATbHO
npelHa3HaYeHHOe O0OpyJ0BaHUE, CEPUHHOE MPOUZBOJACTBO WM HEMPEPHIBHBINA
TEXHOJIOTMYECKHI MpoIIecc);

JUISL OTIpeNIeTICHUs] TIPEAEIOB MPUEMIIEMOCTH I BaJWJAllMM OYKMCTKH; B pamMKax
MpoBeACHUST KamuOpoBKa (IPO(HIaKTHIECKOTO 00CITYKMBAaHUS) - COCTABJIICHHE TpadUKOB
KIMOPOBKHU U TPOPUIAKTUUECKOTO 00CITYKUBAHUS;

B paMKax MCIOJIb30BaHUsI KOMITBIOTEPHBIX CUCTEM U 000PY0BaHUS, KOHTPOIUPYEMOTO C
MOMOIIBIO KOMITBIOTEPOB:

JUIsl BBIOOpA KOH(UTypaluyu KOMIBIOTEPOB U MPOrPaMMHOr0 oOecrieueHus (HarmpuMmep,
MOJlyJIbHAasl, CTPYKTYpPUpPOBaHHAsA, yCTOWYUBas K cO0SIM cCUCTEMA);

JUTSI OTIpEICNICHUS MacIiTada BaTMIAINHA, B TOM YHCIIC:

onpenesieHne KPUTUUECKUX (YHKIIMOHAIBHBIX MapaMeTpoOB; BHIOOp TpeOOBaHUN U
KOHCTPYKITUH; TIPOBEpPKA KOJIOB;

MacmTad UCIBITAHUN U METOJ/bl UCIIBITAHUIN; MMPABHJIBHOCTD SJIEKTPOHHBIX 3aMucel U
MOJIITHCEH.

I1.5. Yopasnenne puckamu Jijisi Ka4eCTBA KaK YacTh YIPABICHUS UCXOJHBIM CHIPHEM H
MaTepHallaMy MPEANoaraeT NpoBeAeHUE CISIYIONINX MEPOTIPUITHINA:

oTpeeeHNEe W OIEHKAa TOCTABIIMKOB W TMPOU3BOAMTEIEH MO KOHTPAKTY IS
oOecrieueHus: BCECTOPOHHEHW OIIEHKH TOCTABIUIMKOB W MPOU3BOAMUTENECH MO KOHTPAKTY (
HampuMep, MPOBEACHUE WX ayauTa, 3aKIIOUCeHHE COTJIAIIEHHH C TOCTaBIIUKAMH
OTHOCHUTEJIbHO KaueCTBa):

KOHTPOJIb HCXOTHOT'O CHIPhS JUISI OIICHKH Pa3Iu4HMii M1 BO3MOXHBIX PUCKOB JIJIs1 KAUeCTBa,
CBSI3aHHBIX C U3MEHUYHMBOCTHIO MCXOHOTO CBHIPhS (HAIIPUMED, CPOK XPAHECHHMSI, CXEMa CUHTE3a)
5

B paMKax HMCIIOJIb30BaHUSI UCXOMAHOTO CHIPhS M MATEPHUAJIOB: JUIS OMPEISICHUS TOTO,
ABJISIOTCA JU TPUEMJIEMBIMU ISl HMCIOJIb30BAaHUSI MCXOJIHOE CHIPhE W MaTepHalbl,
HaXOJIAITUECS B KapaHTHUHE (HATpUMep, TS TaTbHEHIIIETO TEXHOJIOTHIECKOTO TIPOoIecca);



JUTSL OTIpEIeTICHUST HAITISXKAIIIEeTO OCYIIECTBICHUS TTOBTOPHON 00paboTKH, epepaboTKH,
MCITI0JIb30BaHUs BO3BPAILIEHHON NPOAYKIUY;

B paMKax oOecreueHus yCIOBUIM XpaHEHUs U ONITOBOM TOPTOBIIH, JIOTUCTUKU:

JUISl OLIEHKH TMOJIHOTHI COTJIAIEHUM MO 0OECNEeYEeHUI0 COOTBETCTBYIOUIUX YCIOBHI
XpaHEHUsT M TPAHCIOPTUPOBaHUA (HAIpuMep, TeMIepaTypa, BIaXXHOCTb, KOHCTPYKLUS
KOHTEHHEpa);

JUTSI ONIPE/ICIICHUS BIIUSIHUSI HECOOTBETCTBUI B YCIOBUSAX XPAHEHUS U TPAHCIIOPTUPOBAHHUS
(manpumep, "obecrnieueHne Xono0A0BoH 1enu'");

UIsl QYHKIMOHUPOBaHUSI UHPPACTPYKTYphl (HaIIpuMep, BO3MOXKHOCTh 00€creunBaTh
HaJUIeXalllue YCJIOBUS OTTPY3KH, BPEMEHHOTO XpaHEHHs, OOpalleHHe C OIMaCHBIMU
MaTepualaMH U MOAKOHTPOIbHBIMH BEIIECTBAMH, TAMOKEHHAsI OUHUCTKA);

UL TIpeiocTaBieHus uHpopMalu 00 obecreueHn MPUTOAHOCTH JIEKaPCTBEHHBIX
npenaparoB (HanpuMmep, paH>KUPOBAHUE PUCKOB /IS LIETIH MTOCTaBKH).

I1.6. YnpaBneHue puckaMu s Ka4ecTBa, KAK 4acTh MPOU3BOJACTBA MPEANONATAET
IPOBEACHUE CIEAYIOIIUX MEPOIIPUATHIA:

BaJIUAALIMS:

JUIsL ompenesieHuss oO0jlacTM M MacimTabda OCYLIECTBICHHUS JESITEIbHOCTH IO
MOATBEPKACHUIO, KBaTU(UKAUUU U BaIUAALMU (HAIPUMEDP, AHAIMTHYECKHE METOJUKH,
MPOLIECCHI, 000PYI0BAaHUE U MPOLIEAYPHI OUNUCTKH);

JUISL OTpejiesieHusl MaciTaba OCyIIECTBICHHUS MOCIEAYIONINX AEHCTBUI (Hampumep,
oTOOp P00, MOHUTOPHUHT U MOBTOPHAS BaTUIAIMsA);

JUISl pa3rpaHUYCHUS] KPUTHYECKUX U HEKPUTUUYECKUX CTaqui Mpouecca s MOMOILIU B
IJIAHUPOBAHUH BAJIUJALIMOHHBIX UCIIBITAHHI;

oT00p npoOb (MCIHbITaHUE B XOJE Ipoliecca MPOU3BOACTBA): JIJIsl OLUEHKH YacTOThI U
MacuTaba npoBeeHUsI KOHTPOJIbHBIX UCIIBITAHUN B MPOLIECCe MPOU3BOACTBA (HapuUMep, s
00OCHOBaHUSI YMEHbIIIEHUS 00bEMa UCIIBITAHUHN B YCIOBHX JOKa3aHHOTO KOHTPOJIS);

JUISl OLIEHKU M 00OCHOBAHUS MCIOIb30BAHUS MPOLECCHO-aHATUTUYECKON TEXHOJIOTUH (
PAT) Hapsiny ¢ BBIITYCKOM IO MapaMeTpaM U BBIITYCKOM B pP€ajJbHOM BPEMEHU;

IJIAaHUPOBAHKE MTPOU3BOJACTBA - COCTABIIEHHE COOTBETCTBYIOIIETO IJIaHa MPOU3BOJICTBA (
HalpuMep, CIEeHHAIbHO MNPEIHA3HAYEHHOE MPOU3BOJICTBO, MPOU3BOACTBO KaMHAHUAMH (
IIUKJIAMU TTPOU3BOJICTBA) U OUEPETHOCTh COMYTCTBYIOMINX TEXHOJIOTUYECKUX MPOLIECCOB).

II.7. YnopaBneHue puckamu JJis KauyecTBa Kak 4acThb JIAOOPATOPHOTO KOHTPOJA U
UCCIIEJOBAaHUM CTaOMIILHOCTH IIpEJIoJiaraeT MPOBEICHUE CIAEAYIOUIUX MEPOIIPUATHIA:

B paMKax pe3yJbTaTOB, HE COOTBETCTBYIOIIMX cClelu(UKaIusi - yCTaHOBICHUE
BO3MOJKHBIX OCHOBHBIX NPHYHMH U ONPENEIICHHE KOPPEKTHPYIOIIUX MEPONPUITHI B XOI€
paccieloBaHus Pe3yIbTaToOB, HE COOTBETCTBYIOIIMX CHEIU(DUKAIUSAM;

B paMKax OIpEIENICHUS MEePHOoAa A0 MPOBEAEHUS] MOBTOPHBIX MCIBITAHUN (ATl
OKOHYAHMS CPOKA TOJTHOCTH) - OLIEHKA MPABUJILHOCTH XPAHEHUS U MPOBEJCHUE UCIIBITAHUM
MIPOMEKYTOUYHON NPOAYKIMHU, BCHOMOTATEIbHBIX BEIIECTB U UICXOAHOTO CHIPbSI.



I[.8. YopaBineHue puckamu sl KayecTBa KaK 4acTh YNAKOBKM W MapKUPOBKHU
MIPEANOIIAracT MPOBEICHUE CIECIYIOMNX MEPONIPUATHN:

MIPOCKTUPOBAHUE BTOPUYHOM YMAKOBKHU, IMPEIHA3HAYCHHOM IS 3alIUThl NEPBUYHOU
YIMAaKOBKH TMPOAYKIUKM (HAmpuUMep, YTOObI 00ECHEeUUTh MNOJJIUHHOCTh MPOAYKIIUH,
pa300pUYMBYIO HAITUCH HA ITHKETKE);

OTpeJeIeHHe KPUTHUYECKUX XapaKTEPUCTUK CUCTEMbI YKYTIOPKU KOHTEWHEepa IIpu BbIOOpE
CHUCTEMBI YKYIIOPKH KOHTEHHEPA;

IJIAHUPOBAHME MPOLIEAYP KOHTPOJIA STUKETOK, C YYETOM BO3MOKHOCTH NIEPEITY ThIBAHUS
ATUKETOK PA3JIMYHOM MPOJYKLIHUH, B TOM YHCJIE PA3HBIX BEPCUU OJTHOM U TOM K€ ITUKETKHU.

I'naBa III. dapManeBTHIECKas CHCTEMA KadecTBa
IIpemucmoBue

[IpousBoauTENSIM JIEKAPCTBEHHBIX CPENCTB CIEAyeT pa3paboTaTh W BHEAPHUTH
¢ dexTuBHYIO (apMalEeBTHUECKYI0 CUCTEMY KauecTBa, YTOObI 00€CIEeUUTh COOTBETCTBHE
TpeOoBaHUAM HacTosmmX [IpaBui u MpUAEPKUBATHCS TOJIOKCHUH, U3I0KEHHBIX B TiaBe |
yactu | HacTosmmx IIpasui.

Hacrosimas rnmaBa onuchiBaeT moaxo K (papMarieBTUuecKoil CucTeMe KauecTBa, KOTOPYIO
MO>KHO MPUMEHSTh Ha Pa3TUYHBIX CTAAMSIX KU3HECHHOTO MUK MPoAyKiuu. CienoBaTensHo,
yKa3aHUs JTaHHOW TJIaBBI BBIXOJAT 3a paMKH TpeOoBaHMM HacTosAIMX [IpaBui (TOCKOJBKY
Hactosmue [IpaBmiia, 3a HMCKIIOYEHUEM IPOU3BOJCTBA JICKAPCTBEHHBIX CPEIACTB IS
KJIMHUYECKUX MCCIEAOBAHUM, HE pPacHpOCTPaHAIOTCS Ha YacTh >XW3HEHHOTO IMKJa
JIEKapCTBEHHOI'O CPEJICTBA, KOTOPAs CBSI3aHA C €ro pa3padoTKoii). JlaHHbIN pa3ien JOMOIHSIET
TpeboBanus HacToAmMX [IpaBuil, MO3BOJISET BHEAPUTH HA MIPEANPUITHH (PapMaIleBTUHUECKYIO
cucTteMy KauectBa. Mcrmonb30BaHMe TOJIOKEHHUI HACTOAIIEH TiaBbl OyJeT cocOOCTBOBATH
WHHOBAIMSIM, TOCTOSHHOMY YJIYUYIICHUIO U YCHJICHHIO B3aUMOCBS3U MEXKIY
(hapMalieBTHUECKOM pa3pabOTKOM U MPOU3BOACTBEHHON JIEATEIBHOCTHIO.

1. ®apManeBTHYECKAsA CHCTEMa KadecTBa
1.1. Beenerue

Hacrosmas rnaBa rapmonnsupoBana ¢ Pykosogcreom ICH Q10, kotopoe onuceiBaet
Mozenb A(PGEKTUBHON CHUCTEMBl YINPAaBICHUS KadeCcTBOM Uil (papmaneBTUUECKOU
MIPOMBIIUIEHHOCTH (fanee - papMalieBTUYeCcKas CUCTEMA KayecTBa). B KOHTEKCTE HACTOSIIEH
rJIaBbl TepMHH "(dapmarieBTuueckas cucTeMa KaduecTBa" OTHOCUTCA K MOJIENH, ONMCAHHON B
nokymente ICH Q10.

B moxymente ICH Q10 omucana egmHas BCECTOPOHHSS Mojaenb 3h(EKTHBHON
(bapMaleBTUYECKON CHUCTEMBbI KauecTBa, KOTOpasi OCHOBBIBAETCS Ha KOHIICMIIMU KauecTBa
MexnayHapoaHoil opranuzauuu no cranpaprusanuu (ISO), BKItOYaeT COOTBETCTBYIOIIME
MOJIOKEHUS TMPABWJI HAJIEKAIIETO0 MPOU3BOACTBA W jaomnoiHseT aokymeHtsl ICH Q8 "



dapmarnepTuueckas paszpadorka" um ICH Q9 "Vnpasinenue puckamu s KadecTBa'.
Hacrosias rinasa siBnsieTcs MOAEINbIO 1Sl (hapMaleBTUYECKONW CUCTEMBI KauecTBa, KOTOpast
MOXET MPUMEHSITHCA Ha PA3JIMYHBIX 3Tanax >KM3HEHHOrO IUKIIA NPOAYKIHUH. BOIbIIMHCTBO
MOJIOKEHUM HACTOSAIIECH TJIaBbl, MTPUMEHSEMBIX K MPOU3BOJCTBEHHBIM MPEANPHUATHSIM,
MoJApoOHO u3Naraercs B Jpyrux paszaenax Hactosmux I[lpaBun. Hacrtosmas rnasa
npeJHa3HayeHa NIl YCTAaHOBJIEHUS KAaKUX-IMOO HOBBIX MOJIOKEHUU, KOTOPHIE BBIXOIAT 3a
paMKH JIEUCTBYIOIIMX HOPMATUBHBIX TpeOoBaHuil. [lonoxenus, conepxaiinecs: B HaCTOSIIEH
rJiaBe, TOTMOJHSIOT HacTosme [IpaBuia u He SBIAIOTCS 00s3aTEIbHBIMU.

HacTosimass riaBa CHIy»XHAT A0KAa3aTeIbCTBOM TOTr0, YTO MPOU3BOAUTENIH U
YIOJIHOMOYEHHBIE OpraHbl MOJJAEPKHUBAIOT d(PhEeKTUBHYIO (PapMarieBTUUECKYI0 CUCTEMY
KauecTBa C LEJbI0 YIYUYIIEHUsI KauyecTBa U JOCTYMHOCTU JICKAPCTBEHHBIX MPENApaToOB BO
BCEM MHUpE B MHTEpecax 3ApaBooxpaHeHus. [IpuMeHeHne HacToAIIel T71aBbl Ha TPOTSHKEHUN
KU3HEHHOTO IHUKJIA MPOAYKIUU OyJeT CIOCOOCTBOBATH MHHOBALUSIM M TMOCTOSSHHOMY
YVIYUYLIEHUIO, a TaK)K€ YIPOUYHEHHUIO CBSA3M MEXAY (apMaleBTUUECKOW pa3paboTKoON u
IPOM3BOJICTBEHHOMN JEATEIHHOCTHIO.

1.2. O6nacTs mpuMeHEHHS

Hacrosimas riaBa pacnpocTpaHSETCsi Ha CHUCTEMBbI, 00ecTeunBaIoNIne
(dapManeBTUYECKY0 pa3pabOTKy H MPOU3BOACTBO AaKTHUBHBIX (apMaleBTUUECKHUX
cyocranmuii (ADPC), a Takke JEKapCTBEHHBIX MpENapaToB, BKIIOYAS JIEKAPCTBEHHBIC
OMOTEXHOJIOTMYECKUE U OMOJIOTMYECKUE JI€KaPCTBEHHbIE MTpenaparbl, Ha MPOTSHKEHUH BCEX
ATANOB KU3HEHHOTO IIUKJIA IPOAYKIHUH.

CTpyKTypHBIE€ 3JE€MEHTHI HACTOSIIEH TJIaBbl JTOJDKHBI IPUMEHSATHCS COOTBETCTBEHHO U
MPONOPLUUOHAIBHO KAXKJIOMY 3Tany >KM3HEHHOrO IUKJA MPOAYKLUUU C YYETOM Pa3TUUMi
MEKly 3TUMU ATallaMH U Pa3IMYHON LIEJIA KaXKA0Tro 3Tana (CM. pa3fen 3 HacTOAIIEH I1aBbl).

Jlns uenedl HACTOSIIErO JOKYMEHTA >KM3HEHHBIM IMKJI NPOAYKLUHMH BKIIOYAET
CIEYIOIIYI0 IPOU3BOJCTBEHHYIO JEATEIBHOCTh HOBBIX M YK€ CYIIECTBYIOIIHUX
JIEKapCTBEHHBIX IIpEINapaTroB: Ha JTane (papmaleBTUUYECKOM pa3padOTKU: pa3padoTka
aKTHUBHOW (hapmarieBTHUECKON CcyOCTaHIIUM;, pa3paboTKka cocTaBa (BKIIOYas cHCTEMYy
KOHTEHWHEDP (CPeACTBO YKYIOpKHU"));

IPOU3BOJICTBO JIEKAPCTBEHHBIX MPENAPATOB ISl KIMHUYECKUX HCCIEIOBaHUM;
pa3paboTKa CUCTEMbI JJOCTABKHU (TIPU HEOOXOIUMOCTH);

pa3paboTKa TEXHOJIOTMYECKOTO MPOLECcca U MaclITabupoBaHuE; pa3pabOTKa METOJIUK
aHaIN3a;

Ha 3Tare nepeHoca TEXHOJIOTUH:
IEPEHOC HOBOM MPOYyKIUHU U3 pa3padOTKH B IPOU3BOJICTBO;
NEPEHOC TEXHOJOTUM MPOU3BOJCTBA 3aPETUCTPUPOBAHHON MPOIYKIMH BHYTPU WIIU
MEXIy MTPOU3BOACTBEHHBIMH HJI KOHTPOJUPYIOIIHNMHE TIOIPA3ICICHISIMU;
HAa 3Tare MPOMBIIIIEHHOTO MPOU3BO/ICTBA:



npUOOPETEHHE U KOHTPOJIb UCXOIHOTO ChIPbSl U MaTEPUAIOB;
IpeI0CTaBICHUE TOMEILIEHU JIsl MPOU3BOJICTBA, CUCTEM oOecreueHus: 1 000py10BaHUs;
TEXHOJIOTUYECKUI Tpoliecc (BKIIOYAs YIIAKOBKY U MapKUPOBKY);
KOHTPOJIb KauecTBa U 00ecreyeHne KauecTBa;

BbIJ]aya pa3pelieHusl Ha BBITYCK POYKIINH;

XpaHEHUE;

peanu3zanus (3a UCKIIFOYEHHEM ONTOBOUM TOPrOBIIN);

HAa JTare NpeKpanieHus BbITYCKa MPOIYKIUH:

XpaHEHUe JOKYMEHTAIINH;

XpaHeHHne 00pasIoB;

IPOJIOJIKAIOIIASACA OLEHKA MPOJAYKIIMHA U COCTaBICHUE OTYETOB.

1.3. B3auMOCRBA3s HaCTOAIICH ITIaBHI C TpEOOBAHMAMY
gacth | HacTosmux [Ipasun, crapaapramu ISO u goxymerrom ICH Q7

TpeboBanus Hacrosmux [IpaBui, PykoBoactBo 1CH Q7 "IlpaBuna Hajmexaliero
MPOU3BOJICTBA AKTUBHBIX (papmaneBTHUecKux cyoOctaHiui" um PykoBojcTBa cucTemMoit
yrpasiieHus: kadectBa ISO ABISAIOTCS OCHOBOW HAcTOsIEW TiaBbl. IS AOCTHXKEHUS
W3JI0)KCHHBIX HWXKE LEJIEM HacTosas rijaBa pacmupser 4yactb | Hacrosmmx [IpaBun
ONMCAHUEM XapaKTEPHBIX 3JIEMEHTOB CUCTEMbl KaUECTBA U OTBETCTBEHHOCTH PYKOBOJCTBA.
Hacrosimuii paznen oOecrieunBaeT MOJIENb, COUYETAONIYIO (DapMalleBTUUECKYI0 CHUCTEMY
KauecTBa Ha BCEX ATalax >XU3HEHHOTO IMKJA MPOAYKUHUH C TPEOOBAHUAMH HACTOSIIUX
[TpaBun 11t X COBMECTHOTO TPUMEHEHUS.

TpeboBanusa Hactosmux [IpaBun He HampaBiieHbBl HEMOCPEACTBEHHO Ha BCE ATaIlbl
KU3HEHHOTO IUKJIA MPOAYKIMU (HampuMep, Ha pa3paboTKy). DIEeMEHThI (papMalleBTUHIECKON
CHCTEMBbI KAaueCTBAa U OTBETCTBEHHOCTb PYKOBOJCTBA, OIKMCAHHBIE B HACTOSLICHU TJIaBe,
MpeAHA3HAYECHBl JJI1 COACUCTBUS NPUMEHEHUIO HAYYHBIX IMOJXOJ0B M MNOIAXOJOB,
OCHOBAaHHBIX Ha OLIEHKE PHCKOB, Ha Ka)XXJIOM 3JTane >KW3HEHHOIO LHKJIAa NPOAYKIHH,
CIIOCOOCTBYSI TEM CaMbIM MOCTOSHHOMY YJIYUYIIEHUIO MPOIYKIIMU HA MPOTSIKEHUU BCETO
KA3HECHHOTO [IHUKJIA.

1.4. B3anMOCBA36 HACTOAMIETO JOKYMEHTA C IPHHINIIAMHA
rOCyJapCTBEHHOTO KOHTPOJISA

[IpuHLIMIBI TOCYJAPCTBEHHOTO KOHTPOJIS B OTHOLLIEHUH ONPEAECICHHON MPOAYKIUH WU
MPEANPUATUSI-TIPOU3BOIUTENS TOJDKHBI COOTBETCTBOBATh YPOBHIO MPOAYKIIMU, TOHUMAHHUIO
mpoiiecca, pe3yiabTaraM YIpPaBICHHS pUCKAMU 18 KadecTBa W I(DPEKTUBHOCTH
(dapMaleBTHYECKOH CUCTEMbl KadecTBa. D(PGHEKTUBHOCTH (hapMalleBTUYECKOW CUCTEMBbI
KauecTBa MOCJIE €€ BHEAPECHUS MOXKET MOATBEPKAATHCA B OOBIYHOM PEXUME MPHU MPOBEICHUU
UHCIIEKIINI TPEANPUATHS YIIOTHOMOYEHHBIMUA OpraHaMu. IloTeHIHnanbHbIE BO3MOMXKHOCTH



YIIYUIIEHHs] HAYYHBIX U OCHOBAHHBIX HA aHAJIN3E€ PUCKOB HAJ30PHBIX MOAXOJ0B U3JIOKEHBI B
nononHeHnu Ne 1 k Hacrosmmm [IpaBumam. IIpuHIUIIBI rOCYAapCTBEHHOIO KOHTPOJIS
ONPENEIAOTCS 3aKOHOAATEIBLCTBOM COOTBETCTBYIOILIErO IOCYAApCTBA-ICHA.

1.5. Ilerm HacToAmero JOKyMEHTa

Buenpenne monenu ¢apMaleBTHUYECKON CHUCTEMbI KauecTBa JOJKHO MPUBECTH K
JOCTUKEHUIO 3 OCHOBHBIX 1I€JI€H, KOTOpbIE JOMOIHSIIOT WM COBEPUIEHCTBYIOT TpeOOBaHUs
Hactosimux [IpaBun:

JIOCTUYb peau3aliy NpoayKUuu (CO3/1aTh, BHEAPUTH U MOAJIEPKUBATH CUCTEMY, KOTOpas
oOecrieuynMBaeT MOCTaBKYy NPOJAYKIMU C IOKa3aTeIsIMU KayecTBa, COOTBETCTBYIOIIMMU
NOTPEOHOCTSIM MAllMEHTOB, MEIUIIMHCKUX paOOTHUKOB, YIIOJTHOMOUYEHHBIX OPTaHOB (BKJIIOYas
COOTBETCTBHE YCTAaHOBJICHHBIM TpPEOOBAaHUSIM), a TaKX€ BHYTPEHHUX U BHEIIHUX
noTpeoureneil);

YCTAaHOBUTH U NOJJEPKUBATh KOHTPOJIUPYEMOE COCTOSIHUE (pa3padoTaTh U UCIIOJIb30BATH
3¢ (PEeKTUBHBIE CUCTEMBI MOHUTOPHHIA U KOHTPOJIS 3(hPEKTUBHOCTH IMpoliecca U KayecTBa
OpOayKUKU, oOecreunBas TakuM oOpa3oM TapaHTUIO IMPUTOJHOCTH M BO3MOKHOCTEH
npoueccoB. [Ipu opranuzanum cUCTEM MOHUTOPHHIA M KOHTPOJI MOKET OBbITh MOJE3HBIM
YIPABJIICHHE PUCKAMM ISl KAYECTBA);

CIOCOOCTBOBATH MOCTOSTHHOMY YJIYUIIEHHIO (BBISBISATH U BHEAPATh COOTBETCTBYIOIINE
METO/IbI YJIYUlIEHUS KauecTBa MPOAYKUUU U MPOLECCOB, CHIXKEHHUS MX HECTAOMJIbHOCTHU
NPUHUMATh UHHOBAIIMOHHBIE PEIICHUS U YIydllaTh (papMalieBTUYECKYIO0 CUCTEMY KauecTBa,
oOecreynBasi TAaKUM OOpa30M IMOCTOSIHHOE YJIOBJIETBOPEHHUE MOTPEOHOCTEH B OTHOILIEHUU
kadyecTBa. [Ipu BbISIBIEHUN IPUOPUTETHBIX 00J1aCTEl, TPEOYIOLUX MOCTOSHHOTO YJIyUllICHUS,
MO>KET OBITh MOJIE3HBIM YNPABICHUE PUCKAMH ISl KAYECTBA).

1.6. Cpencrsa yirydnieHus: ynpaBlIeHAE 3HAHUSAMH W YIIPaBICHUE
PHCKaMH 111 KaJecTBa

VYrpaBneHnve 3HAHUSMU U yIPABICHUE PUCKAMU JUIsl KAYECTBA SIBJISIIOTCSA CPEACTBAMU,
KOTOpBI€ JalOT BO3MOXHOCTH MNPEANPUATHAM S(OPEKTUBHO U YCHEIIHO MNPUMEHUTH
HACTOSAIIYIO IIaBy. DTH CpeACTBa OyAyT CIOCOOCTBOBATh JOCTUKEHUIO 1IE€JIEH, OTMCAHHBIX B
nyHkTe 1.5 Hacrosmed rnaBbl, U oOecrnedyaT OCHOBAHUS Il MNPUHATHS PEIICHUM,
OCHOBAHHBIX Ha HAYYHBIX 3HAHUSAX M 3HAHUSX O PUCKAX B OTHOILICHUH KAYECTBA MPOIYKIIUH.

1.6.1. YnpaBnenue 3HaHUAMHA

3HaHUSAMM O MPOAYKIMU M Ipolieccax HeOOXOIWMO YIPAaBIATh MpU pa3pabOTKe, Ha
NPOTSKEHUM TIEPUOJA HAXO0XKAEHUsS MNPOAYKIMM HA PBIHKE M [0 MNPEKpaIlCHUs €€
MIPOU3BOJCTBA U MEAMIIMHCKOIrO MpuMeHeHus. Hanpumep, eaTenbHOCTh IpU pa3paboTKe C
MCIIOJIb30BAaHUEM HAYUYHBIX MMOAXO0/J0B OOECleurBaeT 3HaHUE MPOAYKIMH U MOHUMaHUE



IIPOLIECCOB. YIIPABJIECHHUE 3HAHUSIMH SBIAETCS CUCTEMATHYECKUM IOJIXOJOM, KOTOPBIM
3aKJII0YAETCS B MPUOOPETEHUH, aHAJIM3€E, HAKOIUIEHUH M PACIpPOCTPaHEHUU MH(OpPMALUHU O
OPOAYKLIHH, TEXHOJOTUYECKUX IMpoleccax M KOMIOHEHTax. Mcrounuku uHpopmanuun
BKJIIOYAIOT B ce0s, B TOM 4HCIie, MEPBUYHO 3HAHMS (OOUIEU3BECTHBIE WIIM IOKYMEHTAJIBHO
oopMIICHHBIE BHYTPHU MNPEANPHUATHS), HCCIACAOBaHUS B 001acTH (apMaleBTHUECKUX
pa3paboOTOK, NAESITEIBHOCTh IO MEPEHOCY TEXHOJOTHM, HCCIEAOBAaHMUS MO BaluJalUU
IIPOLIECCOB HA MPOTSHKEHUU JKU3HEHHOTO IMKJIA IPOAYKLIHH, OIBIT NPOU3BOACTBA,
WHHOBAIIMY, NOCTOSIHHOE YJIyYIIEHUE W JEATEIbHOCTh, HAIPABICHHYIO HA YIIPABIICHUE
M3MEHEHUSIMU.

1.6.2. YnpaBneHne puckaMu I KadecTBa

YnpaBieHue puckamMu Ui KauyecTBa SBISETCS HEOTHEMIIEMOW YaCThIO
(hapManeBTHYECKOM CUCTEMBI KaduecTBa. OHO MOXKET 00eCTICUHTh TPOPUIAKTHICCKUN ITOIX0T
K BBISIBICHUIO, HAYYHOU OLIEHKE W KOHTPOJIIO MOTEHIMAIbHBIX PUCKOB JJISI Ka4yecTBa. JTO
CIOCOOCTBYET MOCTOSTHHOMY YJIYUIIEHUIO 3(DPEKTUBHOCTHU MPOIECCa U KauecTBa MPOAYKIUU
Ha BCEX JTarax >XuW3HeHHoro uukia. [lomoxenus rmasel I HacTosdmen vactu [IpaBui
MPEACTABIAIOT MPUHIUIBI U MNPUMEPbl MHCTPYMEHTOB IO YIPABICHUIO PUCKAMU s
Ka4ecTBa, KOTOPHIE MOTYT IPUMEHSTHCS K Pa3IMYHBIM acmekTaM (apMaleBTHYEeCKOTO
KadecTBa.

1.7. Ctpyktypa u coaepxanue papMareBTHIeCKOi CHCTEMBI Ka9eCTBa

CtpykTypa, opranusaius U J0OKyMEeHTallbHOe opopMiieHuE (hapMaleBTUUECKOW CUCTEMbI
Ka4yeCcTBa JOJDKHBI OBITh MOHATHBIMM M YETKO CTPYKTYPUPOBAHHBIMHU JUIsl OOJIETYEHUS
00111eT0 MOHUMAaHMsI U MTOCIEA0BATEIBHOIO IPUMEHEHNS.

[Ipu pa3zpaboTke HOBOH (papMalleBTUUECKON CUCTEMBI KauecTBa WM IPU MOAU(PUKALINH
CYLECTBYIOLEH CUCTEMBbl HEOOXOAMMO YUMTBIBATH OOBEM U CJIOKHOCThH JAESITEIbHOCTH
npeanpuatus. B cTpykTypy ¢dapMmaneBTHYecKO CHCTEMbl KadyecTBa JOJKHBI OBITh
BKJIFOYEHBI COOTBETCTBYIOIINE TPUHIUIIBI YIIPABJICHHUS] PUCKAMH. XOTSI HEKOTOPBIE aCIIEKTHI
(apMaleBTUUYECKOM CHUCTEMbl KadyecTBa MOTYT MPUMEHSTHCS K JESITEIbHOCTH BCETO
OpEeANpUATHS, a UHbIE - TOJIBKO K ONpPEAENICHHBIM MOApa3feneHusIM, 3()PeKTUBHOCTD
BHEJpEHUs (papMaleBTUUECKON CHUCTEMBI KauyecTBa OOBIYHO JEMOHCTPUPYETCS HA YpOBHE
HOJpa3AciICHUsI.

dapmareBTHYECKasi CUCTEMAa KauecTBa JOJDKHA BKIIOYATh COOTBETCTBYIOLINE MPOLIECCHI,
pPECYPCHI M OTBETCTBEHHOCTD JIJIsl 0O€CIIeUueHUs KauecTBa padOT MO KOHTPAKTY U 3aKyHaeMoro
CBIPbSl 1 MaTE€PUAJIOB, KAK OMKMCAHO B IyHKTE 2.7 HACTOSIIEH I1aBBl.

B pamkax QapmManeBTHUECKON CHCTEMbl KauyecTBa JOJKHA OMNPEAETAThCS
OTBETCTBEHHOCTh PYKOBOJCTBA, KAK OIIMCAHO B pa3ieiie 2 HaCTOSIEH II1aBbl.



dapMalleBTUYECKasi CHCTEMA KaueCTBA JIOJKHA BKIKOYATh CIEAYIOLIUE DJIEMEHTHI:
MOHHUTOPUHT 3(P(EKTUBHOCTH MpOIlECCa W KadyecTBa MPOJAYKIMU, KOPPEKTUPYIOIIUE U
Mpenynpexaarole JIeiCcTBUsA, yIpaBIeHUE HW3MEHEHHUSIMH W TPOBEPKU CO CTOPOHBI
PYKOBOJICTBA, KaK OMMCAHO B pa3jiesie 3 HACTOSIICH rIaBbl.
OcHOBHBIE TTOKA3aTeNU PE3yIbTATUBHOCTHU JIOJKHBI BBISBIISTHCS U UCIOJIB30BATHCS JJISI
poBepKH 3PGEKTUBHOCTH MPOIECCOB B paMKax (hapMalleBTUUECKOW CUCTEMbI KauecTBa, KaK
OMNMCAHO B pa3neiie 4 HACTOSIIEN IJ1aBBbl.

1.8. PykoBOACTBO 110 Ka4€CTBY

JlomxHO OBITH pa3pabOTaHO PYKOBOACTBO MO Ka4e€CTBY WJIM PABHOLEHHBIA JOKYMEHT,

BKJIIOYAIOLIHNI B ce0s1 onucanue GpapMaleBTUIECKOl CUCTEMBbI Ka4yeCcTBa, B TOM YHUCIIE:
MOJINTUKY B 00JIACTU Ka4yeCTBa;
onucaHue cepbl NpuMEHEHHs (papMaleBTUIECKON CUCTEMbI KaUeCTBa,

OIlpe/iesIEHUE MPOLIECCOB B paMKax (apMalleBTUUYECKONH CUCTEMbI KaueCTBa, a TAKKe UX
MOCJIEI0BATENILHOCTH, B3aMMOCBSI3U U B3aMMO3aBHCHUMOCTH. KapThl mporeccoB U rpaduku
IOTOKOB MOTYT OBITh IOJIE3HBIMH HMHCTPYMEHTAMM JUIsl OOJIETYEHUs ONHMCAHUS HX B
rpauuecKkoM BHUJIE;

OMMCaHUEe OTBETCTBEHHOCTH PYKOBOJCTBAa B paMKaxX (papMalleBTUYECKON CUCTEMBI
KauyecTBa.

2. OTBETCTBEHHOCTh PYKOBOJICTBA

PykoBOJCTBO MpeAnpUsITHS HECET OTBETCTBEHHOCTh 3a YCTAaHOBJICHHE M OOecleueHue
BBITIOJIHEHUSI 00S3aTEIbCTB B OTHOIICHHWM KayecTBa MNPOAYKIUU U 3P(HEKTUBHOCTU
(dbapmaneBTUYECKON CUCTEMBI KaueCcTBa Ha YPOBHE MPEIITPUITHS.

2.1. O6s3aHHOCTH PYKOBOJICTBA

a) [Ipu goctmwxenun nenen B chepe kauecTBa BhICIIEE PYKOBOJCTBO HECET OCHOBHYIO
OTBETCTBEHHOCTh 3a oOecrieueHue BHeApeHUs 3PQPeKTUBHON (PapMalleBTUUECKON CHUCTEMBbI
KauyecTBa, ONpeJiesIeHne 00513aHHOCTEH, OTBETCTBEHHOCTH M MOJIHOMOYUH, JOBEIEHUE UX JI0
CBEICHUSA MEPCOHANA, a TAK)KE UCMIOTHEHNE UX BCEMH MOAPA3ICICHUSIMH MTPEATIPUATHSL.

b) PykoBoaCcTBO JOIDKHO:
1) ygacTBOBaTh B pa3pabOTKe, BHEIPECHHH, MOHUTOPUHTE U TOAACPKAHUU
(bapMaleBTUYECKOM CHUCTEMBI KAUueCTBa;
2) NEeMOHCTPUPOBATH MOAACPKKY (PapMalleBTUUECKOW CHCTEMBbl KauyecTBa H
rapaHTHUPOBATh €€ BHEJIPEHNE HA BCEX YPOBHSAX MPEATPHUSATHUS;

3) obecnieynBaTh HATMYUE CBOEBPEMEHHBIX U 3(D(PEKTUBHBIX CPEICTB CBSI3U U MPOLEAYP
pacnpocTpaHeHus WHPOPMAalMH s JOBEJACHUS CBEICHHMH O MpobieMax KadecTBa 0
PYKOBOJICTBA COOTBETCTBYIOIIETO YPOBHS;



4) ompenensTh NMepCOHAIbHbIE U KOJUICKTUBHBIE OO0S3aHHOCTHU, OTBETCTBEHHOCTH U
MOJTHOMOYHS, a TaK)Ke B3aUMOCBS3M BCEX CTPYKTYPHBIX TOJpa3ACICHUN, HMEIOIINX
OTHOIIIEHUE K (hapMaIeBTUYECKON cucTeMe KadecTBa. ['apaHTUPOBATh, YTO 3TU B3aUMOCBSI3U
YCTaHOBJICHBI U MOHSATHI Ha BCEX YPOBHSX OpraHu3anuu. TpeOyercs HaIndue He3aBUCHMOTO
ornena (MOAapa3elieHus), OTBETCTBEHHOTO 3a KAa4eCTBO, HMMEIOIIETO IMOJHOMOYHUS Ha
OCYUIECTBJICHUE OIPEACIICHHBIX 0053aHHOCTEHN, CBA3AHHBIX C (DapMalleBTHUECKON CUCTEMOM
Ka4yecTBa,;

5) IpOBOJIUTH MPOBEPKHU B OTHOIIECHUH 3PPEKTUBHOCTH MPOIECCa U Ka4yeCTBA MPOTYKIIUH
, @ Takke (DapMaIeBTHUECKONW CHCTEMBI Ka4eCTBa,;

6) o AEepKUBATh MOCTOSTHHOE YIIYUYIIEHUE;

7) BBIIEISITh COOTBETCTBYIOIINE PECYPCHI.

2.2. IlonmTrka B 00/1aCTH Ka9ECTBA

a) PykoBo/ICTBO JTOJI’KHO YCTaHOBUTD MOJIUTHKY B 00JIACTH KaueCcTBa, KOTOPasi OMKUCHIBAET
oOl1IKeE 11eJI1 U HAMPABJICHUS JEATEIbHOCTU MPEANPUATHS B OTHOILICHUH Ka4eCTBa.

b) [lonuTuka B oOjacTH KadecTBa JOJKHA BKIIOYATh B ce0s IEIM BBIOJHEHUS
YCTAaHOBJICHHBIX TpeOOBaHMM, a TakXke CIOCOOCTBOBaTh MOCTOSHHOMY YJIYUIIICHUIO
(dhapmareBTUYECKON CUCTEMBI KaueCTBa.

c) [lonuTrka B 00JacTH KauyecTBa JIOJKHA JIOBOJUTHCS /IO CBEACHUS U PA3bSICHATHCS
MIEPCOHAILY HA BCEX YPOBHSX MPEAIPUATHS.

d) Jna oGecneyenus mocTossHHON 3¢ (PEKTUBHOCTH TOJUTHUKA B 00JIACTH KadyecTBa

JOJKHA TIEPUOINYECKH NEPECMATPUBATHCSL.

2.3. IInanupoBaHme KauecTBa

a) Briciiee pykoBOACTBO JOJIKHO 00€CIEeUMBATh ONPEEICHUE U TOBEICHUE JI0 CBEJICHUS
nepcoHasIa mejiel KauyecTBa, HEOOXOAUMBIX ISl BHEIPEHUS IMOJUTHUKHU B 00JIACTH KayecTBa.
b) Llenu kauecTBa TOHKHBI MOJAEPKUBATHCS HA BCEX YPOBHIX MPEANPHUSITHS.
c) Ilenu kauecTBa JOKHBI COOTBETCTBOBATH CTPATETHMUECKUM IIJIaHAM TPEANPUITHS U
COIJIACOBBIBATHCS C ITOJIMTUKOM B 00JIaCTH KAYeCTBA.
d) PykoBoaCTBO JTOMKHO MPEIOCTABIATH COOTBETCTBYIOIINE PECYPCHl U BO3MOXKHOCTD
oOy4eHus sl JOCTHKEHUS 1ieJiel KauecTRa.
e) CrnenyeTr ycTaHaBIMBaTh, KOHTPOJUPOBATh, MOCTOSIHHO JOBOAUTH JO CBEACHUS U
BBITIOJTHATE TMOKazaTeau 3¢G(PEeKTUBHOCTH, KOTOPBIE CIyXKaT MEPOW IJOCTHIKCHUS Iieiei
Ka4yeCTBa, B COOTBETCTBUU C IMMYHKTOM 4.1 HacTOSIIEN TJ1aBhl.

2.4. YpasieHue pecypcaMu

a) PykoBOJACTBO JOJKHO ONpPEAENsTh UM MPEAOCTAaBIATH JOCTATOYHBIE pecypchl (
yenoBevecKue, (PMHAHCOBBIE, MaTepuaIbHbIC, TOMEIIEHUS U 000pYyI0BaHUE) /JIsi BHEIPEHMUS



U MOJJepKaHusl (papMaleBTHUYECKON CHCTEMBbI KauecTBa U TMOCTOSIHHOTO YJIyUIlEHHUS €€
3 PEeKTUBHOCTH.

b) PykoBoacTBO MOKHO OOECleunBaTh HaJJIEXkKallee HCIOIb30BAHHE PECYpPCOB
COOTBETCTBEHHO MPOJIyKIIHUHU, TPOLIECCY WIIM MMPOU3BOACTBEHHOM MIIONIAJIKE.

2.5. Buytpennuii ooMen napopmanmeit

a) PykoBoACTBO JOMKHO 00ECIIEYUTh YCTAHOBJICHUE U BHEPEHUE BHYTPHU MPEITPUITHS
MEXaHHU3MOB COOTBETCTBYIOIIET0 0OMeHa UH(pOpMAIUEH.
b) Ilpomecchl oOMmeHa mHpOpMaIme MOJDKHBI 00ECIeunBaTh Mepeaady MOTOKa
COOTBETCTBYIOIIECH MH(POPMAITUH MEXTY BCEMH YPOBHIMH TIPEATPUATHA.
c) [Ipoueccr oOMeHa nHpopmalmen T0KHB 00ecTieunBaTh CBOEBPEMEHHYIO TIEpeiavy
uHbpopMauuu 00 oOmpene’eHHbIX NpobjeMax ¢ KauyeCTBOM TMPOAYKIUU H C
(bapmareBTUYECKON CUCTEMOM KayeCcTRa.

2.6. IIpoBepkH, NpOBOAUMEIC PYKOBOACTBOM

a) Bricuiee pykoOBOJACTBO MOCPEICTBOM NPOBEACHHS MPOBEPOK JOJHKHO HECTHU
OTBETCTBEHHOCTH 3a ymnpaBjeHHe (apMarleBTUUECKON CHCTEMOM KayecTBa JjIsi 00eCIeUeHUs
ee 3 (PEKTUBHOCTU U TOCTOSIHHOTO COOTBETCTBUSI YCTAHOBJIECHHBIM TPEOOBAHUSM.

b) PykoBOACTBO MOJDKHO OIIGHMBATh PE3yJbTaThl MEPUOJUUYECKUX ITPOBEPOK
(D PEeKTUBHOCTH TpOIecca U KayecTBa MPOAYKIHMH, a Takke (apMarleBTUUECKONW CUCTEMBbI
Ka4yecTBa, B COOTBETCTBUHU C pa3jesiaMu 3 U 4 HACTOSAIIICH TJIaBbI.

2.7. Yopasnerue paboTaMu 0 KOHTPAKTy H
3aKyTaeMBIMH MaTepHaIaMA

dapmarieBTHUECKas CUCTEMa KadyecTBa, BKJIIOYAsh OMUCAHHYIO B HACTOSIIEM pasfeiie
OTBETCTBEHHOCTh PYKOBOJICTBA, PACIPOCTPAHSAETCS HAa KOHTPOJb W MPOBEPKY padoOT o
KOHTPAKTy M KadyeCTBO 3aKyMaeMOro MCXOJHOIO ChIpbs W MaTepuayoB. l[IpousBomurens
JIEKapCTBEHHBIX CPEJICTB HECET, B KOHEYHOM CUYETE, OTBETCTBEHHOCTh 3a TapaHTHIO
OCYIIECTBJICHHS TIPOIIECCOB, HEOOXOMUMBIX JIJIsi 00ecTieueHrs KOHTPOJIA paboT MO KOHTPAKTY
Y KOHTPOJIS Ka4eCTBA 3aKyNaeMbIX HCXOIHOTO ChIPhS U MaTEPHAIOB. DTH MPOIIECCHI JOJIKHBI
OBITh 00BETMHEHBI C YIIPABICHUEM PUCKAMU JIJIS Ka4eCTBA U JOJKHBI BKITIOYATh B CEOS:

a) OCYIIECTBJICHUE OIEHKU (HAMpUMEp, MyTeM MPOBEICHHUS ayJAWTOB, KOHTPOJI
HCXOJHOTO CHIPhS W MAaTEpUAJIOB, MPOBEACHUS KBaTU(DHUKAIIUHA) WCIIOTHUTEIEH paboT 1o
KOHTPAKTY ¥ TIOCTABITUKOB CBHIPhs. Takasi OIlleHKa OCYIECTBISETCS 10 IPOBEACHHSI padoT 10
KOHTPaKTy WJIM JI0 BHIOOpa MOCTABIIMKOB UCXOTHOTO CHIPhSI © MaTEpUAIOB Ha MPEIMET UX
MIPUTOJTHOCTH M COOTBETCTBHUS TPEOOBAHUSM K BBIMOJTHEHUIO TaKUX paOOT WM MOCTaBKHU
HCXOJTHOTO CBHIPhS U MaTEPHAJIOB C UCITOJIb30BAaHUEM yYCTAHOBIICHHOH IIEITH TIOCTABKU;



b) ompenenenue cpep OTBETCTBEHHOCTH M MPOLIECCOB Mepenadyd UHPOpManuu B
OTHOILIEHUH palOT, CBA3AHHBIX C Kaue€CTBOM, B KOTOPbIE BOBJIECYEHBI 3aMHTEPECOBAHHbBIC
CTOpPOHBI. B oTHOmIEHNH padOT MO KOHTPAKTY 3TO JOKHO OBITh BKIIOYEHO B MUCHMEHHOE
COTJIALIEHUE MEXKY 3aKa3UMKOM U UCIIOTHUTEIIEM;

C) MOHUTOPHHTI U ITPOBEPKA AESITEIBHOCTH UCIIOJIHUTENS WM KAYECTBA UCXOJHOTO ChIPhS
U MaTepHaloB OT IOCTaBUIMKA, a TAK)KE ONpPEACIICHHUE M BHEAPEHHE HEOOXOIMMBIX
YIIy4IIECHNW;

d) MOHUTOPUHT UCXOAHOIO ChIPbSI U MAaTEPHAIIOB JIsl 00ECIIEUeHHs TapaHTUH TOTO, UYTO
OHU TIOJIYYEHBI U3 YTBEPKICHHBIX MCTOYHHUKOB C HCHOJIB30BAHUEM COTJIACOBAHHOM LEMH
ITIOCTaBKHU.

2.8. YpapieHre H3MECHCHISIMH B IpaBe
COGCTBEHHOCTH Ha IIPOXYKITHIO

B cnydae ecnum mpoMCXOAMT M3MEHEHHE B NpPaBe COOCTBEHHOCTH Ha MPOLYKLHIO (
HalpuMep, B pPe3yjbTaTe€ MOKYIKH), PYKOBOJACTBO JOJDKHO MPUHHMAaTh BO BHUMAaHHUE
CJIO’KHOCTB JTOI'0O IIPOLECCa U rapaHTUPOBATh CIEAYIOLIEe:

a) JJIs KaXJOW 3a/leliCTBOBAHHOM B MpOLECCE CTOPOHBI OINpEenesieHa TeKyllas
OTBETCTBEHHOCTB;
b) nepenana Bcs HeoOxoaMMask HHPpOpPMAITHSL.

3. ITocTosmHOE yiuydamenue 3¢GeKTHBHOCTH IPOIecca u
Ka49eCcTBa MPOIyKIIAH

B stoMm pasnene onucansl 1enu GapManeBTUYECKOW CUCTEMbI Ka4eCcTBa HAa Pa3IMUYHBIX
JTamax >KU3HEHHOro UHMKJIAa NPOAYKLUMH, a Takxke 4 XapaKTepHbIX 3JIEMEHTa
(hapmaneBTUYECKON CHCTEMBbl KauecTBa, KOTOPBIE PACIIUPSIOT TPEOOBAaHMS HACTOSIIUX
[IpaBun miist OOCTHXKEHHUS LieJiel JTaHHOTO JOKYMEHTAa, OIpENeNIeHHbIX B paszgeine 1.5
HacTosIIeH Ty1aBel. [100KeHsT HACTOSIIIIETO pa3zesia He U3MEHSIOT TPEOOBAaHUS HACTOSIIUX
[IpaBui.

3.1. Ilenwn Ha dTanmax XKU3HCHHOT'O IIUKJIA IPOXYKI[IHA
Hwxe onmcaHbl eI U1 KaXXKJ0T0 9Talla )KU3HCHHOI'O IIUKJIA ITPOAYKIHH.
3.1.1. dapmaneBTHIECKaA pa3paboTKa

[enpro nesTenbHOCTH O (hapMalleBTUUECKOM pa3palboTke siBisieTcss pa3paboTka
MPOAYKIIMK M TPOIecca €€ MPOU3BOJCTBA JJIsi MOCTOSHHOTO OOECIICUCHHS OXKUIAEMbIX
XapaKTepUCTUK U YIOBJIETBOPEHUS MOTPEOHOCTEN MAIMEHTOB, MEIUIIMHCKUX PaOOTHUKOB,
TpeOOBaHUIN YMOJTHOMOYEHHBIX OPraHOB M BHYTpeHHUX mnotpebuteneit. [lonxoasl k
(hapmMarieBTU4EeCKON pa3pabOTKe OMHMCAHbI B COOTBETCTBYIOIIMX HOPMATUBHBIX IMPABOBBIX



akTax. Pe3yibTaThl HcCIeq0BaTENbCKUX Pa0OT U KIMHUYECKUX UCCIEOBAaHUMN, KOTOpPHIC HE
BXOJST B c(hepy NMPUMEHEHUSI HACTOSIIIETO IOKYMEHTA, SBJISIFOTCSI UCXOAHBIMU JaHHBIMU IS
(dhapmaneBTUYECKO pa3pabOTKH.

3.1.2. TlepeHOC TEXHOIOTHH

[lenpro eSTEeIbHOCTH, CBI3aHHOM C IEPEHOCOM TEXHOJIOTHH, SBJISECTCA Nepeaadya 3HaHU!
0 MPOJYKIIMH U TIPOIIECCE OT pa3pabOTUYUKOB K MMPOU3BOJIUTEIISIM, a TAK)KE BHYTPU WA MEXKTY
MPOU3BOJACTBEHHBIMHU IUIOMIAAKAMH ISl TPOM3BOJCTBA HPOAYKIIMH, COOTBETCTBYIOIIECH
CBOEMY IIpEJHA3HAUYCHUIO. DTH 3HAHMUS COCTABJISIIOT OCHOBY Mpollecca MPOM3BOJICTBA,
CTpaTEeTuy KOHTPOJIS, MOAX0/4a K MPOLECCY BAUIAIMU U HEMPEPHIBHOTO YJIYUYIICHHUS.

3.1.3. IIpoMBIIIEHHOE ITPOU3BOICTBO

[{ensiMu MPOMBIIIJIEHHOTO MPOU3BOJICTBA SABJIAIOTCA MPOU3BOACTBO MPOAYKIIUU,
COOTBETCTBYIOIIEH CBOEMY IIPEJHA3HAYEHUIO, YCTAHOBJIEHUE W NOJJIECPKAHUE
KOHTPOJUPYEMOTO COCTOSIHUS U CIOCOOCTBOBAaHHUE TMOCTOSSHHOMY  YJIY4YIIEHUIO.
dapmalleBTUUECKas CHUCTEMa KadyecTBa JIOJKHA 00ECIeuYrBaTh MOCTOSHHOE TMOJJICPKAHUE
KEJTAeMOro KayecTBa MPOAYKIMH, TOCTHXKEHUE HEoOXoauMon 3(pPeKTUBHOCTH TMpolecca,
COOTBETCTBHE PA3JIIMYHBIX CPEIACTB KOHTPOJS, OIMPEACIECHHE M OLEHKY BO3MOXKHOCTEH
VIIYUIICHHs], a TAK)KE MOCTOSIHHOE YBEIMYEHHE 00beMa 3HAHUH.

3.1.4. Ilpexpamenue mpON3BOACTBA POLYKINA

[lenpro mpoBeAEHU MEPONIPUATHMN I10 ITPEKPAILEHUIO TPOU3BOICTBA IIPOLYKIIUH SABIIAECTCS
3 PeKTUBHOE YINpaBIeHUE KOHEYHBIM 3TaOM >XU3HEHHOIO0 IWKIAa OpoaykKuuu. Jms
YIPABICHUS MEPONPUATUAMHU [0 MPEKPANICHUIO NPOU3BOACTBA MPOIYKLIHHU JOIKHBI
UCIIOJIb30BaThCSl MPEABAPUTEIIBHO YCTAHOBJIEHHBIE MOAXOMbl: XPAHCHUE AOKYMEHTAIlUU U
00pa31oB, MOCTOSIHHAS OLIEHKAa NPOAYKIUHU (Hanpumep, padoTa ¢ MPETEH3UsIMH U UCTIBITAHUS
CTaOMJILHOCTH), COCTABJICHUE OTYETOB B COOTBETCTBUH C YCTAHOBJICHHBIMU TPEOOBAHUSIMHU.

3.2. OnemeHTH (apManeBTHIECKO#N CHCTEMEI KA4eCTBa

DJIEMEHTBI, ONUCAHHBIE HUKE, YACTUYHO BXOJAT B APYTUe pa3aeibl HacTosmux [IpaBun u
NpuiIokKeHuss K HacrosamwuMm [IpaBunam. Takasgs Moxenp TnpenHa3HaueHa JUIA
YCOBEPIICHCTBOBAHUS ATHUX 3JIEMEHTOB C LEJbI COACUCTBUS NPUMEHECHHUIO ITOAXO0Ja K
KayeCTBY, OCHOBAHHOIO Ha >XW3HEHHOM IMKJIE NPOAYKUUHU. ITO CIEAYIOIIHNE YEThIPE
AJIEMEHTA!

cucTeMa MOHUTOPHUHTA 3(DPEKTUBHOCTHU MPOIECcCa U KayecTBa MPOIYKIIMH; CHUCTEMa
KOppEeKTUpYIOIUX H npenynpexaaromux aeicteuit (CAPA); cuctema ymnpaBlieHUs
U3MEHEHUSIMU;
MIPOBEPKA CO CTOPOHBI PYKOBOACTBA A3(DPEKTUBHOCTHU MPOIIECCa U KaueCcTBa MPOTYKIIUH.



OTH 3JEMEHTHI JOJDKHBI TPUMEHSTHCS COOTBETCTBEHHO U MPOMOPIIMOHATIBHO KaXKIOMY M3
ATaINoB KU3HEHHOTO IUKJIA TPOAYKIHNH C YUETOM PA3IUuUN MEXKI1Y HUIMU U PA3IMYHOMN LIEJIN
KaxxJ1oro 3Ttamna. Ha kaxxaom 3Tarne >KM3HEHHOTO LUKJA MPOAYKIUHA MPEATPHUITUS TOJKHBI
OILICHMBATh MEPCIEKTUBBI I BHEJIPCHUS WHHOBAIMOHHBIX MOAXOJOB IO YJIYUYIICHUIO
Ka4yeCcTBa MPOAYKIIHH.

OmnucaHue KaXJ0ro AJEMEHTa 3aBepIlacTcs TaOJHIeld ¢ mpuMepaMu NMPUMEHEHHS
KaXJ0T0 3JIEMEHTA K KOHKPETHOMY 3Tany >KU3HEHHOT'O IIUKJIa TPOAYKIIHH.

3.2.1. Cucrema MOHUTOPHHTA 3()()EKTHUBHOCTH IIPOIECCA H Ka9eCTBa
IPOAYKITHH

[Ipou3BoaUTENH JIEKAPCTBEHHBIX CPEICTB AOJKHBI IUIAHUPOBATH U IPUMEHSATH CUCTEMY
MOHMUTOPHHra 3PQPEKTUBHOCTU MpoLEecca U KayecTBa MPOAYKIMH, a TaKKe 00ecredrBaTh
nojJep>kaHle KOHTPOJIHUPYEMOTO COCTOSHUA. D(PPEKTUBHOCTH CHCTEMbl MOHHUTOPHHTA
npeaycMaTpuBaeT oOecredeHre MOCTOSHHOM MPOU3BOJUTEIBHOCTH MPOIIECCOB U CPEJCTB
KOHTPOJISL JUIsl MPOM3BOJICTBA MPOAYKLHUHU JKEJIaeMOr0 KadyecTBa M BBISBICHHS chep ams
IIOCTOSIHHOI'O YJTYYLICHHUS.

Cucrema MoHUTOpUHTA 3P(HEKTUBHOCTH TMpOIlEcca U KauecTBa NPOAYKIUH J0HKHA:

a) WCIIOJb30BaTh YIIPABIECHUE PUCKAMM JUIsl Ka4eCTBA JJIsl YCTAHOBIJIEHUS CTPATETUU
KOHTpOJIsi. Takas cTpaTerus MOKET BKIIIOYATh MapaMeTphl U XapaKTEPUCTUKH, OTHOCSALIUECS
K aKTHUBHBIM (papMaleBTUYECKUM CYOCTaHIUAM, HMCXOJHOMY CBIPDBIO W KOMIIOHEHTaM
JIEKapCTBEHHBIX IPENapaTroB, YCIOBUSAM OHKCIUTyaTallid IOMELIEHUH M 000pYyIOBaHHS,
KOHTPOJIIO B MPOIECCE MPOU3BOJCTBA, CIEHU(PUKALMAM Ha TOTOBYIO MPOIYKIIHIO, & TAKKE
CBS3aHHBIE METOJIbI M YaCTOTY IPOBEACHUS MOHUTOPUHTA U KOHTPOJIsL. CTpaTerust KOHTPOJIISA
J0JIKHA CIIOCOOCTBOBATh CBOEBPEMEHHOW OOpaTHOW (MPsSMOM) CBSI3U U COOTBETCTBYIOIIUM
KOPPEKTUPYIOIIHUM U MPEAYIPEKIAIOIINM IEHCTBUIM;

b) obecneunBaTh UHCTPYMEHTBHI AJI1 U3MEPEHUS M aHallM3a MapaMeTPOB U CBOICTB,
OINPEJEIICHHBIX B CTPATErHMH KOHTPOJIS (HapHUMep, YIPABJICHUE TaHHBIMU U CTATUCTUYECKHE
MHCTPYMEHTBI);

C) aHAJIM3UPOBATH MTAPAMETPHI U XapaKTEPUCTUKH, ONIPEIETICHHBIE B CTPATErMH KOHTPOJIS,
JUIs1 TOATBEP KICHUS TIOCTOSIHHOM pabOThI B KOHTPOJIUPYEMOM COCTOSIHUU;

d) onpenenuTh UCTOYHUKH OTKJIIOHEHUH, KOTOPBIE BIUAIOT Ha 3P (PEKTUBHOCTH MpoIiecca U
KAa4yeCTBO MPOIYKIIHMH, C LEIbI0 BO3MOKHOIO ITOCTOSIHHOTO YJIy4YLIEHUs, HAIIPaBJIECHHOIO Ha
CHU)KEHHUE WJIM KOHTPOJIb U3MEHUHUBOCTH;

) coaepkarb HH(OPMAIINIO O KayecTBE MPOAYKIMH, TOCTYIUBILIYIO B BHJIe OOpaTHOU
CBSI3M KaK OT BHYTPEHHHUX, TaK M OT BHEIIHUX UCTOYHUKOB, HaIlpUMEP, MPETEH3UH, OTKA3bI OT
IIPOJIYKIIMH, HECOOTBETCTBHSI, OT3bIBBI MTPOIYKIIMH, OTKIIOHEHUS, ayAUTOPCKHE MPOBEPKH H
MHCIEKIUHN YIIOJHOMOYEHHBIX OPTraHOB U UX 3aKIHOUYEHHUS;



f) oOecneunBaTh 3HAHWUAMU IS YIY4YIICHUS MOHUMAHUS TpoIecca, pacHIupsATh
MIPOCTPAHCTBO MPOCKTHBIX MapaMeTpPoB (€CIM OHM YCTAHOBJICHBI) W JIaBaTh BO3MOXKHOCTh
MIPUMCHEHHUSI MHHOBAITMOHHBIX ITOX0JI0B K BaJUIAIINN IIPOIECcca.

Tabmuna 1

IIpnMeHeHne cuCTeMBI MOHATOPHHTA 3((EeKTHBHOCTH IIPOIECCa B
Ka4ecTBa MPOXYKIHH Ha MPOTDKEHUH KU3HEHHOTO IUKJIA MPOIYKIIHH

®apmaleBTHUECKAS IIpoMbimieHHOE [Ipekpamenue
IIepenoc TexHomornuu
pa3paboTka TIPOU3BOJICTBO MIPOU3BOJICTBA MTPOAYKIIUI
IIpu  npekpameHuu
MoHHUTOPUHT npu MIPOU3BOJICTBA MOHUTOPUHT
IpoOBeAeHUH paboT II0 HaIlpuMep, IPOBEACHUE
P P Yerko ompejaeseHHas (nanpumep, mp

MaCH.ITa6I/Ip0BaHI/IIO MOXET HCCICOAO0OBAHUA
cucteéMa MOHHUTOPHHTA

3HaHUS O Tpolecce |
NPOAYKLUU U PE3yNbTaThl

00ecCmeYnuTh CTaOMIIBHOCTH) JOJDKCH
HX  MOHHUTODHHTIA, 3¢ PeKTUBHOCTH TIpolecca

IpeIBAPUTEIBHYIO OLICHKY OPOJOJIKATECA 1O
MOJy4YeHHbIE B IpoOLecce W KayecTBa MNPOIAYKLUHUH

3¢ (GEeKTUBHOCTH Mpoliecca 3aBepIICHUS BCEX
pa3zpaboTkH JOJDKHA TIPUMEHATBCS JUIS . N

U YCIEUIHOEe BHEApPEHHE B UCTIBITAaHUH (MCIIBITAaHUN).
JeKapCTBEHHOTO obecrmeyeHus

MIPOU3BO/ICTBO. 3HAHMUS, B cooTBeTcTBHH C
mpemapara,  MOXHO spdexTuBHOCTH B

MOJIy4eHHBIE BO BpeMs YCTaHOBJICHHBIMHU
HCII0JIB30BAaTh UL . KOHTPOJIUPYEMOM

NepeHoca TEXHOJOTHH | TpeOOBaHMUAMHU HCIBITAaHUS
YCT@HOBJICHUSI CTPATETHH COCTOSSHUM U T

MacIITabupPOBaHUS, MOTYT HEOOXOAMMO TPOIOIIKATH
KOHTPOJISI Ha JTamne BBISIBIICHHS coep,

OBITH IOJIE3HBIMH IS IPOBOAUTH Ha
MIPOU3BOACTBA o TPeOYIOIUX YITyqIICHHS

JlanpHelmen pazpaboTku JIeKapCTBEHHBIX

CTpaTeruu KOHTPOJIs npenaparax, HaxXoJSsIIHXCs

B obopoTe

3.2.2. CucreMa KOpPEKTHPYIOMNX M MPEXYNPEKAAIOMUX ACHCTBHHI

[IpousBoauTENL JEKAPCTBEHHBIX CPEACTB JIOKEH UMETh CUCTEMY KOPPEKTUPYIOIIUX U
MPEIYNPEKIAOIMNX TEUCTBUM, KOTOPBIE SBJISIOTCS PE3YJIbTATOM PACCIEAOBAHUS IPETEH3UM,
OTKa30B OT MPOAYKINH, HECOOTBETCTBH, OT3bIBOB, OTKJIOHEHUH, ayUTOPCKUX 3aKIIFOUCHUIN
W WHCHEKUUN YMOJHOMOYEHHBIX OPraHOB, a TakKXXe TEHIACHIWM, BBISBICHHBIX MPU
IPOBEJACHUU MOHUTOPHUHTA d(PPEKTUBHOCTU Tpollecca U KadecTBa NpoayKuuu. C 1enbio
BBISIBJICHUSI OCHOBHOM NPUYMHBI B MPOLECCE PACCIECNOBAHUSA JOJKEH HCIOJIb30BATHCS
CTPYKTYPHPOBAHHBIN MOAXO0JA. YPOBEHb YyCWIHH, (opManu3alud U JOKYMEHTaJIbHOTO
odopMIICHUS paccaeOBaHuUs TOKEH ObITh COPA3MEPHBIM YPOBHIO PUCKOB coracHo Tiiase I
Hacrosmed yactu IlpaBun. Pe3ynbratoM METONOJOTHH KOPPEKTUPYIOIIUX H
IpEeAYNPEKIAIONTUX JTEHUCTBUM TOHKHO OBITH YJIyUIIIEHHWE MPOAYKIIUUA U TPOIEcca, a TakKe
YIIy4llI€HUE IOHUMAaHUS MIPOAYKIMU U IpoLecca.

Tabnuua 2

IIpumenerne crCTEMBI KOPPEKTHPYIOMMX ¥ IPEAYIPEKIAIOMUX TEHCTBUHM Ha
MPOTSOKEHHUH JXKU3HEHHOT'O IUKIIA POy KIUH



dapmaneBTHUecKas
pa3pabotka

Uccnenyercs
W3MEHYHUBOCTDH MPOIYKINN
nmpoiecca.
CAPA
MOXET OBITh IIOJIE3HOM,

3191
Metononorus

KOI'/1a KOPPEKTUPYIOLINE U
MpeayIpeKTal0NIne
JIeCTBUSL BHEAPEHBI B

[Tepenoc Texnonoruu

CAPA
UCIIOJIb30BATHCS B
kayectBe d3(dexkTuBHOI

MOXCT

cucTeMbl 00paTHOI CBsI3H,
npsiMOd  CBA3HM U

TIOCTOSAHHOTO YIIyYIICHUSA

I[IpoMeimnenHoe
TIPOU3BOCTBO

Cnenyer HCHOJb30BATH
cuctemy CAPA, npu stom
JOJKHA OLIEHHBATHCS
3¢ HEeKTUBHOCTH
IPEANPUHATHIX JEHCTBUN

IIpexpamenue
MIPOM3BO/ICTBA NPOIYKIUH

Cucrema CAPA nomxHa
MpOAO0JIKATh MPUMCEHATHCA
mocjie  MpeKpanieHus

MPOU3BOCTBA MPOIYKIIHH.
JIOMKHO ~ YYUTBIBATHCS

BIHMSIHAE Ha MPOAYKIHUIO,
KOTOpas
obopoTe, a Takke Ha

OCTacTCsad B

JIPYTyI0 MNPOAYKIHIO, Ha

UTCPATHBHYIO CXEMY H
KOTOPYIO MOTJIO OBITh

npoIiecc pa3padboTKu
OKa3aHO BIIUSIHUE

3.2.3. Cucrema ynpaBieHUS U3MCHCHAAMHA

NuHoBanmu, MoCTOsIHHOE YIy4YIlI€HUE, Pe3yabTaThl MOHUTOPUHTa 3(()EKTUBHOCTH
nporecca u KadectBa npoaykuuu u cucrema CAPA (koppekTtupymomue Hu
npeaymnpexaarommue JaeucTBus, corrective action and preventive action, CAPA
KOPPEKTUPYIOIIME W ACUCTBUS) MPUBOJAAT K H3MEHEHUsAM. [ MpaBUIIBHOI OILIEHKH,
YTBEP)KICHHS U BHEAPECHUS ITUX M3MEHEHUN MPEINpUsATHE JOHKHO UMETh d(PPEKTUBHYIO
CUCTEMY yIIpaBJIEHUS U3MECHEHUSIMU.

B oOmem cinydae cymiecTBYIOT pa3iuyus B COONMIOJCHUU (POpMaTbHONW CTOPOHBI
MPOLIECCOB YIMPABICHUS HM3MEHEHUSMHU 0 TE€pBOHAYAJIbHON TMOJauu JIOKYMEHTOB B
YIIOJITHOMOYEHHBIA OpPTaH ¥ MOCJIe TaKOM MOJa4H, €CJIM U3MEHEHUS K TOJAaHHBIM JOKYMEHTaM
MOT'YT TpeOOBaThCSI B COOTBETCTBUH C YCTAHOBJIICHHBIMH HOPMAaMHU.

Cucrema ynpaBieHUsS U3MCHEHHUSIMHU OOECIIEUMBACT OCYIIECTBJICHUE MOCTOSHHOTO,
CBOEBpEMEHHOTO M 3¢ dexTuBHOrO yiyumeHus. OHa OokHa oOecredyrBaTh BBICOKYIO
CTENEHb YBEPEHHOCTH B TOM, YTO H3MEHEHUE HE NPHUBEIET K HEMpeIcKa3yeMbIM
MOCJIEICTBUSIM.

CucreMa ympaBlieHUS U3MEHEHUSMHU B 3aBUCUMOCTH OT ATANOB >KU3HEHHOTO IMKJa
MPOYKIIUU BKIIFOYAET B ce0s CIeAyroIee:

a) ynpaBJjeHUE pUCKaMU ISl Ka4eCcTBa, KOTOPOE JIOJKHO MCIOJIb30BATHCS ISl OLIEHKU
npeaaraeMbix u3MeHeHui. [IpeqnpuHuMaeMble AeCTBUA U coOmoeHue (HopMaTbHOCTEH
IIPU OIIEHKE JI0JKHBI COOTBETCTBOBATH YPOBHIO PUCKOB;

b) olieHKa npeasiaraeéMblX U3MEHEHH B OTHOIIEHUU PETUCTPALIMOHHOIO 10ChE, BKIIFOYAast
IPOCTPAHCTBO MPOEKTHBIX MapaMeTpoB (€CIM OHMU YCTAaHOBJEHBI) U (MJIM) TEKyllee
MMOHMMaHue MPOAYKIUU U mporeccoB. OneHKa JoJKHA ObITh MPOBEICHA JIsSl ONpeIeICHUs
TOrO, TpeOyeTCs JIM BHECEHHE M3MEHEHUW B PETUCTPAIMOHHOE JOChE B COOTBETCTBHH C
YCTAaHOBJICHHBIMU HOpMamu. PaboTa BHYTpHM NpPOEKTHBIX MMapaMeTpOB HE CUHUTAETCS
M3MEHEHHUEM C TOYKH 3pEHHS HOPMATUBHBIX TpeOoBaHuil. OJHAKO, C TOUKH 3PEHHS
(hapMaIieBTUUECKON CUCTEMBbl KaueCTBa, BCE M3MEHEHUS JOJIKHBI OILICHUBATHCS C TTOMOIIIBIO
CUCTEMBbI yIIPABJICHUS U3MEHEHUSIMHA HA MPENPUATHH;



C) OIIEHKa MPEJIOKEHHBIX W3MEHEHUM TPYIMION SKCIEPTOB, KOTOPHIE HUMEIOT
HEOOXOJIMMBIH OMBIT W 3HAHUS B COOTBETCTBYIONIEH oOsacTu (Hampumep, B cdepe
(dapmareBTHUEeCKO pa3pabOTKH, MPOU3BOJCTBA, KAUECTBA, MEIUIIMHBI, B3aUMOJICHCTBHSI C
YIOJJHOMOYCHHBIMUA OpraHaMH). JIoJKHO rapaHTUPOBAThCS, YTO U3MEHEHHUSI 00OCHOBAHHI C
TEXHUYECKOHN TOUKM 3peHus. /[ mpenaraeMoro u3aMeHeHHs CIeayeT YCTaHOBUTh Oy IyIue
KPUTEPUU OLICHKH;

d) orieHka MPOBEACHHBIX M3MEHEHU TTOCIIE UX BHEIPCHUS IS TOATBEPIKIACHUS TOTO, UYTO
1[e7Ib U3MEHEHUW Obljla JIOCTUTHYTa M YTO ITO HE OTPA3UIOCh HETAaTHUBHO Ha KaueCcTBE
MIPOTYKITHH.

Tabmuna 3

ITpumeHeHUe CHCTEMBI YIPaBICHAI H3MEHEHUSAMH Ha IIPOTDKCHUH

KHU3HCHHOI'O ITUKJIA MPOAYKIITNH
dapmanieBTHYECKAS [IpombimiieHHOE I[Ipexpamenue
[lepenoc TexHosoruu
pa3pabotka IIPOU3BOJICTBO MIPOU3BOJICTBA MPOAYKLIUI
Ilpy npoMBILITIEHHOM
N3meHenue sABaseTCsA MIPOU3BOACTBE JOJI)KHA
HEOTHEMJIEMOH YaCThIO OBITH BHEJApCEHA

nporecca paspaborku u Cuctema ympaBieHHs — oduuuanbHas cucremMa JIroOble U3MEHEHUs! MOCie
JIOJDKHO OBITh OPOPMIIEHO H3MEHEHHSMHU JOJUKHA  YIPABJICHHUS U3MEHCHUSMH. MPEKPaIleHU S

JoKyMeHTanbHO. CTenenp oOecrieuuTsb ynpasienne 1 KoHTponb, MPOU3BOACTBA MPOTYKIUH
(opManbHOCTH Tpoliecca JTOKYMEHTalIbHOE OCYIIECTBIIIEMBIH OTAEIOM JOJDKHBI ITPOXOIUTh Yepe3
yTpaBIeHUS U3MEHEHUSIMU O(pOpMIIEHHE TIONpPaBOK, KadecTBa,  JOJIKEH COOTBETCTBYIOIYIO
JOJDKHA COOTBETCTBOBAaTh BHECEHHBIX B IPOIECC MPH 00ECIeYnBaTh CUCTEMY YINpaBlIEHUs
cTajguu MEPEHOCE TEXHOJIOTHU COOTBETCTBYIOIIUE OIICHKH, U3MEHEHHSIMHU
(apmaleBTHUECKOH OCHOBaHHBIE HAa HAY4YHBIX

pa3paboTku 3HaHMAX M 3HAHUSAX IO

aHaJIn3y pUCKOB

3.2.4. IIpoBepka pykoBOACTBOM 3(P(PEKTHBHOCTH IpoLecca U Ka4ecTBa
IPOAYKIINH

[IpoBepka, mpoBoJHMMas PYKOBOJCTBOM, JOJIKHA TapaHTUPOBATH YIpPaBJICHHE

3 PEKTUBHOCTHIO Mpoliecca U Ka4eCTBOM MPOIYKIIMU Ha MPOTSHKEHUU KU3HEHHOTO ITUKIIA
NpOAYKIMU. B 3aBUCUMOCTH OT pa3mepa U CIOKHOCTU CTPYKTYpPbI IPEAIPUSATHUSI, IPOBEPKA
CO CTOPOHBI PYKOBOJICTBA MOKET COCTOSITh M3 CEPHUM MPOBEPOK HAa PA3TUYHBIX YPOBHSIX
yrpasieHus. OHa JOJDKHA BKIIFOYATh CBOEBPEMEHHBIN U 3P (EeKTUBHBIN 00MeH uH(popManueit
, @ TAaK)Ke MEXaHU3MBbI JOBEJCHUS /0 CBEJCHHUS BBICIIETO PYKOBOJICTBA MH(OpPMAIMU O
COOTBETCTBYIOIIMX MPOOJIEMaX, CBI3aHHBIX C KAUECTBOM, JJIsl UX OLCHKHU.

a) CucremMa mpoBepOK, MPOBOJUMBIX PYKOBOJICTBOM, JOJIKHA BKITFOUATh B CEOSI:

1) pe3yabTaThl MHCTIEKIIUM YIIOJTHOMOUYEHHBIX OPTaHOB M MX 3aKJIIOUCHUS, ay IUTOPCKUE U
IpyTUe OLEHKH, 003aTENbCTBA NEPE] YIIOTHOMOUYCHHBIMU OpraHaMU;

2) nepuoInyecKue 0030pbl KaYeCTBA MPOIYKIIMHU, B TOM YHUCJIE:



1) OLIEHKY CTEIEHU yAOBJIETBOPEHHOCTH MOTpeOUTENEl MOCPEICTBOM pacciaeqOBaHUs
MPETEH3HIA U aHAJIN3a OT3BIBOB MPOTYKIIUH;
11) 3aKJIIOYEHUS 0 pe3yJibTaTaM MOHUTOpPUHTA 3(h(HEKTUBHOCTH MPOIECCa U KauecTBa
POAYKIINY;
111) 3(eKTUBHOCTH U3MEHEHUH Tpolecca U MPOAYKIMH (BKJIIOYas U3MEHEHHsI, KOTOPbIE
ABIIAIOTCA PE3YJIBTATOM KOPPEKTUPYIOIUX U MPEAYIPERKAAIOIINX IEHCTBUN);
3) mo0ble MoCIeayoINe MEPOIIPUITHS MTOCIIE IPOBEPOK, MTPOBOAUMBIX PYKOBOJCTBOM.
b) Cucrema npoBEepOK, MPOBOAUMBIX PYKOBOJCTBOM, IOJIKHA ONPEACIATH
COOTBETCTBYIOIINE MEPOTIPUATHS, HATIPUMED:
1) ynyuieHnue npouecca Npou3BOACTBA U TPOAYKIUU;
2) obecrieueHre pecypcaMmu, opraHuzainus oOyudeHus U (WIM) NepepacrpeiesieHue
pECYpCOB;
3) npuoOpeTeHne u pacpoCcTpaHEHUE 3HaHUM.
Tabnuua 4

IIpoBeneHmre pyKOBOICTBOM IPOBEPOK 3P PekTHBHOCTH MpoIecca u
KauecTBa MPOAYKIMH Ha IPOTDKSHUH XH3HEHHOTO IHKIIA MPOXYKIUH

dapmaneBTHUECKAS IIpoMbimIeHHOE IIpekpameHnue
[Tepenoc TexHomornn

pa3paboTka MPOU3BOJICTBO MIPOU3BOJICTBA MIPOLYKILIUI

IMoxxomasl, OCHOBaHHBIE HA
[Toxxompl, OCHOBaHHBIE HA TPOBEPKaX, MPOBOJUMBIX
MpOBEpPKaX, MPOBOJUMBIX PYKOBOACTBOM, NOKHBI IIpoBepka, mpoBoammasi IlpoBepka, mpoBomumas

PYKOBOACTBOM, MOTYT HPUMEHATHCSA s PYKOBOJCTBOM, JOJDKHAa PYKOBOJACTBOM, JOJDKHA
NPUMEHATHCS s obecredyeHus OBITh CTPYKTYpUPOBAaHHOH BKJIHOYAaTh B  cebs,
obecneueHus BO3MOXHOCTH CHCTEMOHW, KakK 3TO  CTaOMJIBHOCTH MPOIYKIHH
COOTBETCTBHUS Pa3pabOTKU IMPOU3BOACTBA HU3JI0KEHO BBHIIIE, U U paccienoBaHue
MPOAYKIHH u pa3paboTaHHOI MOIDKHA COACHCTBOBATh IPETCH3WH B OTHOIICHUH
TEXHOJIOTHIECKOTO NPOAYKIHH B TTOCTOSITHHOMY YJIYYIICHHIO €€ KauecTBa
mporiecca MPOMBIIITIEHHOM

Macuirade

4. ITocrosmHAOE yiydmeHue (papMaleBTHIECKOH CHCTEMBI KadeCTBa

B sToM pasgene omnucaHbl MEpONPUSATHS, KOTOPbIE HEOOXOAUMO MPOBOAMUTH IS
YIOPABJIECHUS U MIOCTOSTHHOTO YIydlleHus: (hapMaleBTUYECKON CUCTEMBI KaueCTBa.

4.1. TIpoBepka pyKOBOJACTBOM (hapManeBTHIECKOH CHCTEMEI KauecTBa

PykoBOJICTBO OKHO MCIOJIB30BaTh (hOpPMaTIM30BAHHbBIE MPOLECCHI sl TPOBEACHUS
NEePUOJIUYECKUX TMPOBEPOK (papMaleBTUUECKOW CHCTEMBI KauecTBa. Takue NpOBEpPKH
BKJIIOYAIOT B CE0s:

a) CucreMy Mep JUIsl JOCTHXKEHHMS LIeJIel, CBSI3aHHbBIX C (papMalleBTUYECKOW CUCTEMOM
KaueCcTBa;



b) Onenky nokasareneit 3(h(PeKTUBHOCTH, KOTOPBIE MOTYT HCIOIB30BATHCS JIJIsI IPOBEPKHU
3¢ (HEKTUBHOCTH CIEAYIONINX MPOIIECCOB B paMKax (papMalleBTUIECKON CUCTEMBbI Ka4eCcTBa:
1) nperensuu, otkinonenus, CAPA u npoiieccol yripaBieHHs] ”3MEHEHUSMU;
2) oOpaTHas CBsI3b B OTHOILLEHUHU PabOT MO KOHTPAKTY;
3) mpoI1iecchl CaMOOIICHKH, BKJIIOYask OIICHKY PHCKOB, aHAJIN3 TCHICHIIUI U ayAUTHI;
4) BHEIIHUE OILEHKHU, B TOM YHCII€ MHCIEKIHMH YMOJHOMOUYEHHBIX OPraHOB U HUX
3aKIJIIOUEHUS, a TAKXKE ayJUTHl TOTPEOUTEIEH.

4.2. MOHUTOpPHHT BHYTPEHHHUX U BHEIIHHUX (HaKTOPOB, KOTOPEIE BIUIIOT
Ha ()apMaIeBTHYECKYIO CHCTEMY KauecTBa

daxTopsbl, MpoBEpsieMble PyKOBOJACTBOM, MOTYT BKJIFOYATh B CEOS:
a) HOBblE HOpPMaTUBHBIE TPeOOBAHUS, PYKOBOJCTBA M MyOJHMKALMH OTHOCHUTEIHHO
KauecTBa, KOTOPHIE MOTYT BIHSTH Ha (papMaIleBTUIECKYIO CUCTEMY KAa4eCTBa;
b) uHHOBaIMH, CIOCOOHBIE YIYUIIUTh (hapMaleBTUUECKYIO CUCTEMY KauecTBa;
C) U3BMEHEHUS YCIOBUH U 1IeNeH JesATeTbHOCTH;
d) u3meHeHus B mpaBe COOCTBEHHOCTH Ha MPOIYKITUIO.

4.3. Pe3ynbTaThl NpOBEPKH, IIPOBOAUMON PYKOBOACTBOM, H MOHUTOPHHIA

Wtoru nmpoBepku pyKOBOACTBOM (papMalieBTUUECKONW CHCTEMBI KaueCTBa U MOHUTOPHHTA
BHYTPEHHUX U BHEIIHUX ()aKTOPOB MOTYT BKIIFOUATh B CEO:

a) yJIydiieHue papMaleBTUIeCKON CUCTEMBbI KaUYeCTBa U CBSI3aHHBIX MPOIIECCOB;

b) pacnpenenenue win nepepacnpeiesieHne pecypcoB U (Win) 00yuyeHue mepcoHana;

C) MepeCcMOTp MOJTUTHKU B 00JIACTH Ka4eCTBa U LEJIEN KauecTBa;

d) nokyMeHTanbHOE 0OPMIIEHUE PE3yIbTATOB IPOBEPKH, POBEAECHHON PYKOBOICTBOM,
U MIPEANPUHATHIX ICUCTBUH, a TaKK€ CBOEBPEMEHHBIN U 3(h(PeKTUBHBIN 00MEH MHPOpMALIKEH
0 HUX, BKJIOYasi ”HPOPMHUPOBAHKE BBICILIEIO PYKOBOJICTBA O COOTBETCTBYIOUINX Pe3yJIbTaTax.

5. TepMuHBEL B OIpeNEICHAL

CHocka. Pazgen 5 ¢ usMeHenuneMm, BHeceHHbIM Pemenuem Coera EBpasuiickoi
skoHOMHUeCcKo kKoMmuccuu oT 14.07.2021 Ne 65 (BcTymaeT B CHITy 110 UCTEUEHUU 6 MECSIIIEB C
JaThl €ro O(PUIUATIBHOTO OIMYOIMKOBAHUS).

Tepmunsl ICH u [SO ucnosnb3yroTcsi B HACTOSIIEM JTOKYMEHTE TaM, I'JI€ B HUX BO3HUKAET
HEo0X0AMMOCTh. B cliyyae, eciii B KOHTEKCTE HACTOSIIEH riaBbl cioBa "TpeboBanwue', "
TpeboBanus" WK "HEOOX0IUMO" TOSABISIOTCS B onpeneneHnu SO, To oHU HeoOs3aTeIbHO
OTpa)katoT HOpMaTUBHBIE TpeOoBaHusa. Eciau He OBUIO BO3MOXHOCTH MPUMEHUTH
onpenenenus ICH unu [SO, pazpabotanbl GoOpMyITUPOBKH ISl UCIIOJIB30BAHUS UX UMEHHO B
HacCTOSIIEH TJIaBe.

JI1d nieneit HacTosIEe! TJIaBbl HCITOJIb3YIOTCS TTOHSITHSI, KOTOPBIE O3HAYAIOT CIICAYIOIIECE:



"BO3MOXHOCTB Tiporiecca” (capability of a process) - crmocoOHOCTB Tpoliecca co31aBaTh
MPOIYKIIHIO, KOTOpasi OyAeT COOTBETCTBOBATH TPEOOBAHUAM K 3TOM mpoayKuuu. KoHmenmums
BO3MOKHOCTH IIpoliecca TaKXKe MOXKET ONPEAeNAThCS MpPHU TMOMOIIM CTaTUCTHYECKUX
TEPMUHOB,;

"BpICIIIEe PYKOBOJICTBO" (senior management) - 0 (Jinia), KOTOPOe PyKOBOJIUT H
OCYIIECTBIISIET HA BBICIIEM YPOBHE KOHTPOJIb 32 JAEATEIbHOCTHIO MPEINPUATUS WA 32 €ro
OT/CJNBHON TUIOMIAJKOM, a TaKKe MMEET MOJHOMOYMS U HECET OTBETCTBEHHOCTh, YTOOBI
3aJIeCTBOBATH PECYPCHI MPEANPHUATHUS WIH €T0 OTACIBHON TIOMAKHY;

"nesTeabHOCTD, NepeaBaeMast JUisl BHIMOJIHEHUS IpyTroi opranu3anuu (ayrcopcunr) " (
out sourced activities) - AesATEILHOCTh, OCYIIECTBISIEMAsT MOJAPSIINKOM MO MHUCHMEHHOMY
JIOTOBOPY C 3aKa3YHKOM;

"wHHOBanuA" (innovation) - BHEIPEHNE HOBBIX TEXHOJIOTHI MM METOAO0IOTH;

"kauecTBO" (quality) - cTeneHb, B KOTOPOM COBOKYNMHOCTh HEOTHEMJIEMBIX CBOICTB
MPOAYKIIMH, CUCTEMBI WIIH MIPOIIECCa COOTBETCTBYET TPEOOBAHUSM;

"koHTponupyemoe coctosiuue" (state of control) - ycnoBue, npu KOTOPOM KOMILIEKC
KOHTPOJIbHBIX MEpONPUITHI oOecnieunBaeT cTabmibHyI0 3(()EeKTUBHOCTH Mpolecca U
KaueCTBO MPOIYKIINU;

"KoppekTupytoue aeiictsue" (corrective action) - neicTBUE, HANPaBJIECHHOE Ha
YCTpaHEHHE MPUYUHBI BBISIBJICHHOTO HECOOTBETCTBUS WU JPYTOi HEXKEJIATSIIbHON CUTYyaITUH.
KoppekTupytoiee qeicTBUE OCYIIECTBISETCS AJI MPEAOTBPALICHUSI TOBTOPEHHUS COOBITHUS;

"oOpatHas cBs3p" (feed-back) - Mogudukanus uau KOHTPOIH Mpoiiecca JIUO0 CUCTEMBI
UCXOJI1 U3 MX PEaIbHO MOJYYEHHBIX Pe3yJbTaToB Wid 3P dekTuBHOCTH. OOpaTHYIO CBA3b
MOKHO T€XHUYECKU HCIIOJIb30BaTh B CTPATErHH KOHTPOJIA MPOIEcCa U KOHILENTYallbHO - B
YIIPABJICHUH KaY€CTBOM;

"mnanupoBaHue kayectBa' (quality planning) - yacTh ymnpaBieHUs KayecTBOM,
HampaBJeHHAasT Ha YCTAHOBJIEHUE IIeJiel KadecTBa M OMNpENeICHuEe HEeOOXOIUMBIX
OTIEPAIIOHHBIX TPOIIECCOB U COOTBETCTBYIOIINX PECYPCOB ISl TOCTHKEHUS ITHUX TIeIICH;

"mokazarenu 3¢dextuBHOCcTH" (performance indicators) - m3MepsieMble 3HAYCHUS,
UCIIOJIb3yeMbIe ISl KOJIMYECTBEHHOT'O BBIPAKEHUS IeJIed KadyecTBa, OTPAKAIOLIUX
3¢ (HEeKTUBHOCTH OpraHU3aIUH, IPOIECCa U CUCTEMBI. B HEKOTOPBIX peruoHax UCHOIb3YeTCs
TepMHUH "MeTpuka 3¢ GeKTUBHOCTH";

"monuTtuka B obnactu kadecta" (quality policy) - oOmue meiau U HamnpaBiIeHHUE
JIEATEIbHOCTH OpPTraHMU3allid OTHOCUTEIBHO KadyeCcTBa, KOTOphIE OQHUIIUAIBHO
(bOpMyIIUPYIOTCS BBICIIMM PYKOBOZCTBOM;

"mocrosiHHOE ynyumienue" (continual improvement) - MOCTOSTHHAS JESTEIBLHOCTD,
HaIpaBJICHHAS] HA YBEJTMYEHUE CIIOCOOHOCTH COOTBETCTBOBAThH TPEOOBAHUSIM;

"mpexymnpexaaroliee aeicTBue” (preventive action) - AeicTBHE, HANpaBIEHHOE Ha
yCTpaHEHHUE MPUYMH TOTEHUHAIbHBIX HECOOTBETCTBUU WJIM JAPYTUX HEXKEIaTelIbHBIX
cutyanui. [Ipenynpexnaroniee AeHCTBUE OCYIIECTBISAECTCS AJIsSI MPEIOTBPAIICHUS] COOBITHS;



IPOCTPAHCTBO MPOEKTHHIX MapaMeTpoB (design space)" — MHOrOMEpHasi KOMOUHAIIHS U
B3aMMO/JICHCTBHE BXOJAIIUX IEPEMEHHBIX (HampuMep, XapaKTepHCTHK MaTEpUAOB H
rapameTpoB MPOIECCOB MPOU3BOJICTBA, KOTOPBIE 00ECTIEUNBAIOT KauecTBO). OCyIIecTBICHHE
mpoliecca MPOM3BOJICTBA BHYTPU MPOCTPAHCTBA IMPOCKTHBIX IMapaMETPOB HE MOXKET
paccMaTpuUBaThCA KaKk U3MEHEHHUE MOKa3aTelie KauecTBa JICKapCTBEHHOT 0 Ipenapara. Brixon
3a Mpeaessl MPOCTPAHCTBA MPOEKTHBIX MapaMeTpPOB CUUTAETCS U3MEHEHHEM M OOBIYHO
TpeOyeT WHUIIMUPOBAHUS MpoIlecca BHECEHHS MOCTPETHUCTPALMOHHBIX HW3MEHEHUUM B
PETUCTPAIIMOHHOE JOCh€ JIEKApCTBEHHOro rmnpemnapaTta. [IpocTpaHCTBO MPOEKTHBIX
MapaMeTpPOB YCTAHABIUBAETCSI U OOOCHOBBIBACTCS 3asBUTENIEM U MOMJICKHUT SKCIEPTHOU
OIICHKE W OJOOpPEHUI0 B paMKaxX 3KCHEPTU3bl PETHCTPAIMOHHOTO JOCHE JIEKAPCTBEHHOTO
npenapara;

"mpsimas cBs3p" (feed-forward) - Mmomudukanmst UM KOHTPOJIH MPOIIECCa UCXOIS U3 UX
MPOTHO3UPYEMBIX Pe3ynbTaToB WK 3 PexkTuBHOCTH. [IpsiMyt0 CBSI3b MOXHO TEXHUYECKH
WCIIOJIB30BaTh B CTPATETUH KOHTPOJISI MPOIIECCa U KOHIIENTYaAJIbHO - B YIIPABJICHUH Ka4€CTBOM
5

"peanuzanus npoaykuuu" (product realisation) - focTHXKEHUE TPOU3BOICTBA MPOAYKIIUU
C TMOKa3aTeIsIMU KAa4eCTBa, COOTBETCTBYIOIUMH MOTPEOHOCTSAM MAIMEHTOB, MEIUIIMHCKUX
pPaOOTHUKOB, YIOJHOMOYEHHBIX OPraHoB (BKJIOYas COOTBETCTBUE YCTaHOBJICHHBIM
TpeOOBaHMSIM), a TAK)KE BHYTPECHHUX MOTpEOUTENEH;

"pykoBOACTBO 1o kauecTBY'" (quality manual) - qoKyMeHT, coaep Kalluii CUCTEMY
YIPABJICHHS KAYECTBOM, MPUMEHSIEMYIO B OpTaHU3aIINN;

"cpenctBo yaydiieHus" (enabler) - MHCTPYMEHT WUIM TIpOIleCcC, OOECIeYrBaroIiee
CpelCTBA JIsl JOCTUKEHUS LENH;

"cTparerus koHTpouss" (control strategy) - 3arIaHUPOBAHHBIA KOMILIEKC MEPOIIPHUATHI 110
KOHTPOJIIO, OCHOBAHHBIM Ha MOHMMAHUM JAHHOW MPOJAYKIMU U TMpoliecca, U
obecrneunBaronye 3pPeKTUBHOCTH MpoIiecca U KauecTBO mpoayKuuu. CTpaTerus KOHTPOIS
MOJKET BKJIIOUATh B ¢€0s1 KOHTPOJIb MTapaMETPOB U XapaKTEPUCTHK, OTHOCAITUXCS K aKTHBHBIM
(dhapManeBTUIECKUM CyOCTAHITUSAM, MCXOJHOMY CHIPBIO U KOMIIOHEHTaM JICKAPCTBEHHBIX
IpenaparoB, YCIOBUIM AKCILTyaTallii MOMEIICHUN U 000pyI0BaHUs, KOHTPOJIIO B MPOIECcCce
MPOU3BOACTBA, CleNU(UKALMNAM HAa TOTOBYIO MPOJIYKIIMIO, @ TaKXKE CBSI3aHHBIE METOJbI U
4acTOTYy MPOBEJCHUS MOHUTOPUHTA U KOHTPOJIS,

"ynpasinenue 3HaHusAMU" (knowledge management) - cucteMaTuyeckuii moaxox K coopy,
aHaJIN3y, HAKOIUICHUIO M PACIIPOCTPAHEHUIO0 HH(POPMAITUU O MPOAYKIIHH, IIPOU3BOICTBEHHBIX
mpoIieccax U KOMIIOHEHTAX;

"yropaBinenue u3MeHeHusMu" (change management) - cHCTEMaTHUYECKUU TMOAXOJ K
IPEIJIOKEHUIO, OLIEHKE, YTBEP)KICHUIO, BHEAPEHHUIO U MPOBEPKE U3MEHEHMUI;
"yopaBieHue puckamu s kadectBa' (quality risk management) - cuctemMaTH4ecKuid
mpoiiecc sl oOIIel OLIEHKU, KOHTPOJA, mepenadyd uHdopmanuu U 0030pa pUCKOB IS
KaueCcTBa JIEKAPCTBEHHBIX MPENApaTOB HA MPOTSXKEHUH )KU3HEHHOTO ITUKJIA TPOAYKIUH;



"papmaneBtuueckas cucrema kauectsa" (PCK) (pharmaceutical quality system, PQS) -
CHUCTEMa YTPABICHHS AJis HAMpaBlICHUS U KOHTPOJS (apMareBTUYECKOW KOMITAHWH B
OTHOIIICHUH Ka4eCTBA,;

"menu xkadectBa" (quality objectives) - cpeacTBa npeodpa3zoBaHus MOJIUTHKUA B 00J1aCTH
Ka4yecTBa U CTPATETHIl B U3MEPIEMYIO JACSITEIbHOCTb.

JOITOJIHEHUE Ne 3

K [IpaBunam Hagnexamein
IIPOU3BOJACTBEHHOMN IMPAKTUKHU
EBpa3niickoro 3KOHOMUYECKOT0 COr03a

IloTeHmManbHBIE BO3MOKHOCTH VIyYIICHHUA HaYYHBIX
H OCHOBAHHBIX Ha aHAJIN3© PACKOB HAA3OPHBIX IIOOXO0A0B

ITman nevicTBuii TTorenmmanbHast BOSMOKHOCTD

1. CootBercrBoBaTh TpeOoBaHUsM [IpaBun
HaJJexamieil  Npou3BOACTBEHHOM  NpaKTUKHU
EBpasuiickoro 3KOHOMHYECKOro coro3a (maiee -
[Ipasmna)

COOTBETCTBHE - 00SI3aTENHHO

2.JIeMOHCTPUPOBATH s pexTuBHYIO
(apManeBTHUECKYI0 CHCTEMY KadecTBa, BKJIIOYas

YBEIMYCHNUE UCIIOJIB30BaAHUA ITOAXOA0B, OCHOBAHHBIX Ha
3(1)(1)8KTI/IBHO€ HCIOJb30BAHNUEC IPUHIIUIIOB YIIPABJIICHUS

. AHalIu3e pPHUCKOB, IMpPHU TMPOBEIAECHUM HHCIEKIUU
puckamMu Ui KadecTBa (HANpUMEpP, HACTOSIIUAN

nokymeHT u rnasa Il wactu Il IIpaBun "Y npasnenue
pHUCcKaMHu IJ1s KadecTna').

YIIOJIHOMOYECHHBIMU OpraHaMunu

3. JleMOHCTpUPOBAaTh MOHUMAaHHE MPOAYKIHH U cojelicTBHE Hay4YHO O0OOCHOBaHHOH  OIlEHKE

npouecca, BKIoYas d(GQGeKTHBHOE HCMONb30BaHKe  (PApPMALEBTHYECKOTO KayecTBa

NPUHIUIIOB YIpPaBICHUs PHUCKaMU Juis KadecTBa ( oOecreuyeHue BO3MOXXHOCTH MIPUMCHCHHUS

HalmpuMmep, IOKYMEHT "YIpaBieHHE pUCKAMM U1 HHHOBAIMOHHBIX MOJXOAOB K MPOLECCY BAIUAALUU
"

kauecTBa" HacToamux IlpaBmn u  JOKyMeHT BHCAPCHUE MEXAaHM3MOB BBIJAYM PaA3pCIICHUA Ha
dapmanesruyeckas pazpadorka" (ICH QS). BBINYCK B peajbHOM BPEMEHH

YBCJIIMYCHUC UCIIOJIB30BaHUA IMTOAX0/10B, OCHOBAHHBIX Ha
aHaJiu3¢ PpPUCKOB, MNpU TMPOBCIACHUUN HHCIIEKIUI
YIOJIHOMOYCHHBIMU OpraHaMunu

COHeﬁCTBHe Hay‘IHO-O6OCHOBaHHOﬁ OLCHKEC

4. €MOHCTPHPOBAThH 3P PeKTHBHYIO
A pHp bd y (hapMareBTHYECKOT0 Ka4ecTBa

(hapManeBTHUECKYIO0 CUCTEMY KadecTBa M IMOHMMaHHE

OPOAYKIIMK M Tpolecca, BKIOYas 3(P(PEKTHBHOE .
aHAJIM3E¢ PHUCKOB MPOIECCOB M3MEHEHWH, BHOCHUMBIX
WCIOJIb30BAHNE TIPUHIIMIIOB YNPABICHUS PUCKAMU IS

OINITUMHU3ANAg HAYYHO 000CHOBAaHHBIX U OCHOBAHHLIX Ha

N MOCJIE PETUCTPAMK JIEKAPCTBEHHBIX CPEICTB, IS
Ka4yecTBa (HalpuMep, HACTOSIIIUH JOKYMEHT, JOKyMEHT

"®apmarnesrnaeckas pazpadborka” (ICH Q8) u rmasa 11
gactu [l HacTosmux [Ipaswn)

HM3BJICYCHHUS MaKCHMAaJIbHOM ITOJIB3bl OT MHHOBAIIUH U
MIOCTOSTHHOTO yJIyYIICHUS

obecreueHue BO3MOXKHOCTH IIPUMEHEHUS
VHHOBAIIMOHHBIX MOJIXO/I0B K MPOLIECCY Balualluu
BHEJpEHHE MEXaHU3MOB BbIJAYM pa3pelieHus Ha
BBIITYCK B pe€ajlbHOM BpEMEHHU

Hacrosmuii JOKyMEHT OTpa)kaeT IMOTCHIMAIIbHBIE BO3MOYKHOCTH YIYUYIIEHUs ITOAXO0/I0B,
KOTOpPhIE MOTYT TMPUMEHATHCS YIMOJHOMOYEHHBIMM OpraHaMu (OpraHu3alusiMu)



rocyaapCcTB-4JeHOB. @aKTUUECKUN HAA30PHBIA MPOLIECC ONPEAECIAECTCS 3aKOHOAATEIBCTBOM
COOTBETCTBYIOILIETO TOCYAAapPCTBA-YICHA.

JOITOJIHEHUE Ne 4

K [IpaBuiiam Haiexamemn

IIPOU3BOJICTBEHHON IPAKTUKHU

EBpa3uiickoro 3KOHOMHUYECKOT0 COr03a

CXEMA
MojienH (papMalleBTHIECKOH CHCTEMEI KauecTBa

DapMmaneBTHYECKA CHCTEMA KayecTBa

Mpexpamenne
HPOUBOACTBA

MdapmanesTHYECKARA Hepenoc
pazpaborka TEXHOIOTHH

MpoMeimientoe
HPOHIBOICTEO

IMpenap
HCCJIe/10BAHHIM

o
I

OTBETCTBEHHOCTH PYKOBOIACTBA

CuereMa MOHHTOPHHTA 3P PEeRTHBHOCTH HPOLECCOR M KAYECTBA NPOAYKLIHH
CuereMa KOppeRTHPYOMAX (npeaynpexjaomux) jeicrenii (KATIA)
Ji1eMeHThI Cucrema yupas/ieHusl H3MEHEHHIMH

OCK ITpoBepka co CTOPOHBI PYKOBOACTBA

YupagsjieHHe 3HAHHAMH

Cpeacrsa

TR YnpagsiieHHe pUCKAMH 119 Ka4ecTBa

Ha cxeme moka3zanbl OCHOBHBIE OCOOCHHOCTH MOJEIH (HhapMarieBTUUECKOW CHUCTEMBI
kadecTtBa (nanee - GCK). ®CK oxBaTbiBaeT BeCh KU3HEHHBIN LMK MPOAYKIIUM, BKIIFOYAs
(hapMareBTHIECKyI0 pa3paboTKy, IEPEHOC TEXHOJOTHH, MPOMBINIJICHHOE MPOU3BOJICTBO U
MpEKpaIleHUE MPOU3BOACTBA.

®CK pacmmpsier TpeboBanms [IpaBun Hamyexamed MPOU3BOJACTBEHHONW MPaKTHKA
EBpasuiickoro sxoHOMHUECKOTO coto3a (nanee - [IpaBuia), kak moka3zano Ha cxeme. Cxema
TaK)Ke TMOKa3blBaeT TO, uToTpeOoBaHus [IpaBui pacmpocTpaHSIIOTCS Ha MTPOU3BOACTBO
JIEKApCTBEHHBIX MPENapaToB IJisl KIMHUYECKUX UCCIETOBAHUM.

BTtopoii ropu3oHTaIbHBIN 0J0K MILTIOCTPUPYET BAXKHOCTh OTBETCTBEHHOCTH PYKOBOJICTBA
(koTopas paszbsicHsiercs B pazzene 2 riassl 111 wactu III [TpaBui) B OTHOIIEHNHU BCEX 3TANOB
KU3HEHHOTO IMKJIa MPOAYKIMHU. B cieayromiem 3a HUM TOPU30HTAIBLHOM OJIOKE MpPUBEACH



nepeueHb 3neMeHTOB DCK, kotopsie sBuarorcs omnopHbiMu 1 Monaenn DOCK. Otu

AJIEMEHTBI CJIEAYET COOTBETCTBEHHO U MPOIMOPIMOHAIBHO MPUMEHSTHh K KaXXJIOMYy dTaImy

’KU3HEHHOTO 1UKJIA IPOIYKIIMH, OCO3HABAS BO3MOKHOCTH BBISBIICHUS Chep sl TOCTOSTHHOTO
YITYUIIEHUS.

B nabope ropuzoHTalbHBIX OJIOKOB B HMXKHEW YAaCTHU CXEMbI MOKa3aHbl CPEJICTBA
yIY4IllICHUsA: YNPABICHUE 3HAHUSMHU M YIIPABICHUE PUCKAMHU [JI1 KadyecTBa, KOTOPBIE
MPUMEHSIOTCS Ha MPOTSHKEHUU BCEX ATAIOB KU3HEHHOIO IMKJIA MPOAYKIIMU. DTU CPe/CTBa
YAYYIIEHHUS] MOMOTarT npu aoctuxkeHun neiaed @CK B OTHOIIEHHH MPOU3BOJCTBA
MPOAYKIIUHU, COOTBETCTBYIOLIEH CBOEMY MpeAHA3HAYCHUIO, YCTAHOBICHUS U TOACPKaHUS
KOHTPOJMPYEMOTO COCTOSIHUSI U COACHCTBYIOT MOCTOSSHHOMY YJIYUILIEHHUIO.

I'maBa IV. MexnyHaponHsle rapMOHU3HPOBaHHEIE TPEOOBaHHUA

K cepTH(rKaImm cepun
OcHoBHEIE TpeOOBaHHA

B HacTosimmed riaaBe W3M0KEHB MEXAYHAPOIHBIE TAPMOHU3HPOBAHHBIC TPEOOBAHUS K
COJIEp KaHUIO CepTU(HUKATA CEPUH JIEKAPCTBEHHOTO CPECTRA.

Kaxxayro cepuio JeKapCTBEHHOTO CPEACTBA, B TOM YHCIE MEPEMENIaeMyI0 MEXTY
CTpaHaMH, B KOTOPBIX COOJIOAIOTCS TPEOOBAHMS HAIICKAIIETO TPOU3BOJICTBA, HEOOXOMMO
CONPOBOXK/JIAaTh CEPTU(UKATOM CEPUM, BBIJIAHHBIM IPOU3BOJUTENIEM JIEKAPCTBEHHOTO
CpeICTBa.

Takoii cepTu@uUKaT BBIIAETCS MOCJE MOJHOIO0 KAYECTBEHHOTO M KOJUYECTBEHHOTO
aHajgu3a BCEX JEUCTBYIONIUX BEIIECTB W HMHBIX COOTBETCTBYIONIUX WHTPEAUEHTOB IS
rapaHTUM TOTO, YTO Ka4eCTBO JIEKAPCTBEHHOTO CPEACTBA COOTBETCTBYET BCEM TPEOOBAHUSIM
peructpanmroHHoro nocbe. CepTuduKaT cepud AOJDKCH MOATBEPKIATh, YTO CEPHS
COOTBETCTBYET CIelU(DHUKAIMSAM U MIPOU3BE/IEHA B COOTBETCTBUU C PETUCTPAITMOHHBIM JIOCHE.
B ceprudukare momKHBI OBITH MPUBEICHBI MOAPOOHBIC CICIIUpUKAIIMN Ha JIEKAPCTBEHHOES
CPEICTBO, CCHUIKM HA QHATUTHYECKHE METObI, MOJYYECHHBIC PE3YyJbTAaThl aHATHUTHICCKUX
UCTIBITAHUHN, a TakKe JOJDKHO COJIEpXKAThCA MOATBEPKIEHHE TOTO, UTO 3alKCH IO
MIPOU3BOJICTBY, YITAKOBKE W KOHTPOJIIO Ka4yeCTBAa CEPUU MPOBEPEHBI U CHACIIaH BBHIBOJ 00 WX
COOTBETCTBUU TpeOoBanusiM Hactosmux I[lpaBun. Ceptudukar cepu AOKEH OBITh
MO/IMKCAH JIUIIOM, OTBETCTBEHHBIM 32 MOATBEPKIECHUE TOTO, YTO CEPHS IPUTOTHA K BBIITYCKY
B pEIM3AIIMIO WIIM JJIsI TOCTABOK (PKCIIOPTA).

Opranmzanys, peajau3yromnas JeKapCTBEHHOE CPEJICTBO, JOJDKHA IMOJTYYUTh U COXPAHATh
BBIJITAaHHBIN mpousBoauTeneM ceptudukar. [lo 3ampocy 3ToT cepTudukar momxeH OBITh
JETKOJOCTYIIEH COTPYJIHHMKAM YIOJHOMOYEHHBIX opraHoB. Takoil cepTudukar
MIPOU3BOJAUTEINSI O COOTBETCTBUHU CEPUU MOXKET UMETh 0CO00€ 3HAYCHHE ISl TOTO, YTOOBI HE
IPOBOJUTH MOBTOPHBIN KOHTPOJIb, €CJIM 3TO PA3PEIIEHO COOTBETCTBYIOIIMMHU HOPMATHBHBIMU
MIPaBOBBIMH aKTaMH.



[Ipn HEOOXOAUMOCTH TakoW cepTHU(UKAT TAKKE MOXKET ObITh BBIJAH JJIS TaKOU
MPOAYKIIMU, HE SIBJISIIOIICHCS TOTOBBIM JIEKAPCTBEHHBIM MpenapaToM, KaK MPOMEKYyTOYHas
MPOyKIKs, HepachacoBaHHAS WM YaCTUYHO YITaKOBaHHAS MPOIYKITHSI.

Takolt cepTudukaT Takke MOXXET ObITh BbIJJaH Ha aKTUBHBIC (hapMaleBTUUECKUE
CyOCTaHIIMM M HCCIIEAYEeMbI€ JIEKAPCTBEHHBIC MpemnapaThbl, UCHOJIb3YyEMbIe B KIMHUYECKUX
UCCIIEIOBaHUAX. PEeKOMEHIyeTcsl HCIOJIb30BaTh TEPMHUHOJOIUIO, KOTOpas NpPUBEAECHA B
pazaene "OnpeneneHus" HACTOSAIIECH TIIABBI.

Ceptudukar cepun JEeKapCTBEHHOTO cpeacTBa odopmisieTcss Ha OlaHKe U JOJDKEH
COJIepKaTh CIEIYIOIINE CBEACHMUS:
1. HazBaHue mpoayKIuu
2. Ctpana-uMnoprep
3. HoMep peructpaiidoHHOrO yJOCTOBEPEHHS WJIM HOMEP pa3pellieHus Ha MPOBECHHE
KJIIMHUYECKUX UCCIEA0BAaHUN
4. Jlo3upoBka (aKTUBHOCTB )
5. JlekapcTtBeHnHas ¢popma
6. Pazmep u Tumn ynakoBku
7. Homep cepun
8. [lata mpou3BocTBa
9. laTa OKOHYaHUS CPOKA TOJHOCTH
10. Ha3Banus, agpeca 1 HOMEpa JULEH3UN BCEX MPOU3BOJCTBEHHBIX IJIOMIAJ0K U MECT
MIPOBEJICHUS KOHTPOJISI KauecTBa
11. Ceptudukarsl coorBeTcTBUs TpeOoBaHuAM [IpaBui HajyIekalel TPOrU3BOICTBEHHON
npakTuku EBpa3uilckoro SKOHOMHUYECKOTO COr03a [JIsi BCEX IUIONIAJI0K, TPUBEJACHHBIX B
nyHkte 10
12. Pe3ynbTaThl aHANU30B
13. KommeHnTapuu
14. 3agBnenue o cepTu@uKanuu
15. ®amunust 1 1OTKHOCTH (3BaHUE) JIMIIA, BBIIABIIETO Pa3pEeIlICEHHE Ha BBIIYCK CEpUU
16. [Tognuck nuua, BBIAABIIETO Pa3peICHUE HA BBIITYCK CEPUH
17. Jlata mognucaHus

IlosicHeHus | ompeaeneHus

1. Ha3Banue npoaykuuu

Yka3pIBaeTcs MaTCHTOBAHHOE Ha3BaHWE, TOPrOBOE Ha3BaHWE WJIM TPUCBOCHHOE Ha3BaHUE
B CTpaHe-uMmnoprepe (B 3aBUCHUMOCTH OT TOT0, YTO MPUMEHUMO). B cilyuae jgekapCTBEHHBIX
npenapaToB I KIMHUYECKUX HCCIEAOBAHUN - HOMEP KOJa, COJAEpKaIluics B 3asBKE Ha
KJIMHUYECKHE UCCIIEOBAHM.

2. CtpaHa-uMnoprep



VYKa3bIBaeTcsi HAaMMEHOBAHUE TOCYJAapCTBa, OCYIIECTBIISIIOIIETO HWMIIOPT CEPUU
JIEKapCTBEHHOI'O CPE/ICTBA.
3. Homep perucTpanyoHHOro yA0CTOBEPEHUS UM HOMEP Pa3pelIeHMs] Ha MPOBEACHUE
KJIMHUYECKUX MCCIIEeI0BAHUN
VYKka3pIBaeTCs HOMEP PErUCTPALMOHHOIO yIOCTOBEPEHUS HA JIEKAPCTBEHHOE CPEACTBO B
cTpaHe-umnoprepe. /[ nekapCcTBEHHBIX MpenapaTroB A KIMHUYECKUX HMCCIEAOBAHUM -
HOMEp pa3pelieHusl Ha NPOBEICHUE KIMHUYECKHUX HCCIENOBAaHUM WIM CChUIKA Ha
uccie0BaHusl (MpU HATUYWHN).
4. Jlo3upoBka (aKTUBHOCTB)

VYka3pIBalOTCS Ha3BaHHME M KOJUYECTBO B €AMHHIE JEKAPCTBEHHOM (OpMBI BCEX
aKTUBHBIX (hapMalleBTUYECKUX CyOCTaHIMI (KOMIIOHEHTOB). B ciydae jexkapCTBEHHBIX
MpernapaToB JUIsl KIMHUYECKUX UCCIEI0BAaHUM, BKIIIOYas mianedo, crnocod mperocTaBlieHus
TaKo! MH(POpPMAIK HE JOHKEH CIIOCOOCTBOBATh PACKOJUPOBAHUIO "'CIIENIOro" UCCIIEOBAHMUS.

5. JlexapcTtBeHHas opma
VYka3bIBaeTcs JieKapcTBEHHas! popMa (Harpumep, TaOJIEeTKH, Karcybl, Ma3H).
6. Pazmep u Tumn ynakoBku
VYka3pIBaeTCs BMECTUMOCTh KOHTEHHEpa U €ro TUIl (HalpuMep, aMIyJibl, (JIaKoHBI,
OJIMCTEpHI U T.I1.).
7. Homep cepun
VYka3bIBaeTcsi HOMEp CEpUU WM HOMEP MAPTUH, OTHOCALIUICS K NPOAYKUUHU. Y HUKaJIbHAs
KoMOuHanus nudp, OyKB WM CUMBOJIOB, HACHTHPHUIIUPYIOUIAs CEPHUIO0, 0 KOTOPOH MOMXKHO
IPOCIIETUTh UCTOPHUIO ITPOU3BOJICTBA U ONITOBON TOPTOBJIHN CEPHUHU.
8. [lata mpou3sBocTBa
VYka3pIBaeTCs B COOTBETCTBUM C HAallMOHAJIbHBIMU (PETrHOHAIBHBIMU) TPEOOBAHUAMHU
CTpaHbI-UMIIOpTEpA.
9. laTa OKOHYaHUS CPOKa FOAHOCTH
VYka3zbpIBaeTcsl pa3MelleHHas Ha KOHTeHepe (3TUKETKE) J1aTa Jisl ONpeAesIeHUs] BpeMEeHH,
Ha TPOTSHKEHUU KOTOPOrO OXHUAACTCS, YTO MPOJYKIHUS MPU €€ XPaHEHUU B TPeOyeMbIX
YCIOBHUSIX COOTBETCTBYET YTBEPXKACHHBIM B CTpaHE-UMIIOPTEpPE CHEUUPUKALUIM,
JEHCTBYIOLIMM B TE€YEHUE BCEr0 CPOKA FOJHOCTH; MOCIE 3TOM AaThl NPOAYKIUIO IPUMEHSIThH
HE CIIe/1yeT.
10. Ha3BaHnus, angpeca u HOMepa JIMIEH3UA BCEX MPOU3BOJICTBEHHBIX IUIOMIAJ0K U MECT
IIPOBEJICHHSI KOHTPOJISI Ka4eCcTBa
VYka3pIBaloTCA BCE MPOU3BOJICTBEHHbIE TUIOMIAAKU, CBA3aHHBIE C TAHHBIM IIPOU3BOJICTBOM,
BKJIIOYAsl YIAKOBKY (MapKUpPOBKY) M KOHTPOJIb KauyecTBa CEPUM C yKa3aHWEM Ha3BaHUS,
ajzipeca 1 HOMepa JINLIEH3HH.
Ha3BaHnus u agpeca JOKHBI COOTBETCTBOBATh YKA3aHHBIM B JIMLEH3UH HA TPOU3BOACTBO.
11. Ceptudukatsl cCOOTBETCTBUsS TpeOoBaHUsAM HacTosmux IlpaBun maist Bcex
MIPOU3BOACTBEHHBIX IUIOLIAJ0K, YKa3aHHBIX B CEPTU(UKATE JIEKAPCTBEHHOI'O CPE/ICTBA.



VYka3bpIBatoTCS HOMEpa cepTU(PUKATOB.
12. Pe3ynbTaThl aHAIU30B
VYka3pIBaloTCs yTBEPKICHHBIC CHIEIU(UKAIINHN, BCE MOTYUYEHHBIE PE3YIbTAaThl U CCHUIKU
Ha TPUMEHEHHBIE METOJIbl (MOXXHO TPUBECTH CCHUIKY Ha OTJEJbHBIN MOANUCAHHBIA U
JTaTUPOBAHHBIN CEPTU(PUKAT aHATN3a, KOTOPHII TOKEH OBITh MPUIIOKEH).
13. KommenTapuu
VYka3blBaeTca Kakas-JIHMOO JOMOJHUTENbHAsA MH(pOpMaIus, KOTopas MOXET ObITh
MOJIE3HOM JUIsl UMIIOpTepa U (WJIM) MHCIIEKTOPa, MOATBEPKIAIOIIETO COOTBETCTBUE CEpUH (
HarpuMep, ClielMaIbHbIC YCIOBUS XPAHESHUSI WJIM TPAHCTIOPTUPOBAHMUS).
14. 3asBnenne o cepTuduKanuu
3asBJICHUE JIOJHKHO OXBAThIBATh MPOW3BOJICTBO, BKIIIOUYAs YMAaKOBKY (MapKUPOBKY) U
KOHTPOJb KadecTBa. HeoOxomammo wWCmoib30BaTh cieayrommi TekcT: "Hacrosmum s
MOJITBEPXKAt0, YTO NMPUBEJICHHAS BhIIE HH(DOpMAIUs SBISIETCS JOCTOBEPHOU M TOUHOM. DTa
cepusi MPOAYKIMHU MPOU3BE/IeHA (BKIIOUas YIIaKOBKY (MapKUPOBKY) U KOHTPOJIb KauecTBa) Ha
BBIIIIEYKAa3aHHOW MPOU3BOJACTBEHHOMN TUIOMAKE (IJIOMIAKaX) B MOJHOM COOTBETCTBUH C
TpeboBanusiMu I[lpaBun Hamsexameil NPOU3BOACTBEHHOM mpakTHKU EBpasuiickoro
HPKOHOMHUYECKOT0 COI03a U TPeOOBAHUSIMU KOHTPOJS KAadecTBa JICKAPCTBEHHBIX CPEJICTB, a
TaKXe€ B COOTBETCTBHUH CO CIeHU(PUKAIUSIMU, COACPKAIIUMUCS B PETUCTPAIIUOHHOM J10ChE
CTpaHbI- UMIIOPTEPA WIH B JIOChE CIEeNU(PUKAINI Ha JICKAPCTBEHHBIA Mpemapar B CiIydae
JIEKapCTBEHHBIX MPENAPATOB JIs1 KIMHUYECKUX UCCIECIOBAHUM.
3anucu 1Mo MpPOU3BOJICTBY, YIAKOBKE U aHAIM3y MPOBEPEHBI, U YCTAHOBJIEHO HX
cooTBeTcTBHE TpeboBaHusaM I[lpaBun Hajgnexamed MNTPOU3BOJACTBEHHOW MPAKTHK
EBpa3uiickoro 3K0HOMHAYECKOr0 Coro3a’.
15. ®amunust v TOJHKHOCTH (3BaHKE) JIMIIA, BBIJABIIIETO Pa3pellieHue Ha BBITYCK CEPUH
VYka3piBaroTCs paMmiivs U JOJDKHOCTH (3BaHME) JIMIIA, BBIJABIIETO pa3pelieHue Ha
BbINTycK cepur. Eciu B mynkre 10 mpuBeneHo Oosibliie | MIoIMIaaKU, TaKKe YKa3bIBAIOTCS
Ha3BaHUE U aJIpec TUIOUIAIKH.
16. Ilognuce nmna, BEIIABIIETO PA3pELUICHNUE HA BBITYCK CEPUU Y Ka3bIBAETCS MOANUCH
JIMLA, BBIJABILIETO PAa3pEIICHUE HA BBIITYCK CEPUH.
17. Jlata mognucaHus
VYka3pIBaeTCs Aara MOANMUCAHUS CePTU(UKATA JTUIIOM, BBIJIABIIUM pa3pelIeHre Ha BBITYCK
CEpHH.
CrnoBapp SKBHBAJIICHTHBIX TEPMHHOB, HCIOJB3yEMBIX B cepTHU(HUKATE CEepUH
JIEKapCTBEHHOI'O CPe/ICTBa
Hacrosimuii ciioBapp He SIBISETCS UCUEPIIBIBAIOIINM.
JlelicTByIOIIIME BeIIeCTBA - akTHBHBIE (apmalrieBTuueckue cyoctaniuu (ADC) (
KOMITOHEHTHI) (active substances - active pharmaceutical ingredients (constituents)).
Cepus - maptus (batch - lot).



JlekapctBennas ¢opma (dosage form - pharmaceutical form). [IpousBogurens (
manufacturer - fabricator).
[TpousBoacTBo (manufacturing (manufacture) - fabrication).
JInnen3us Ha npousBoAcTBO (manufacturing authorisation - establishment license).
JlexapctBennoe cpenctBo (medicinal product - pharmaceutical product drug product).

KonTtpons kauecTBa - ucnbsiTanus (quality control - testing).

IMPUJIOXKEHMUE Ne 1
k [IpaBunam Hauexamien
MIPOU3BOJICTBEHHOH NTPAKTUKU
EBpa3uiickoro 5kKOHOMHUYECKOr0 COr3a

TPEBOBAHUA
K IIPOM3BOJZICTBY CTCPHIIBHEIX JIEKapCTBEHHBIX CPEACTB
IIpyammn

K mpousBoACTBY CTEpMIBHBIX JEKAPCTBEHHBIX CPEACTB MPEABSIBIAIOTCS OCOObBIE
TpeOOoBaHMs, YTOOBl CBECTM K MUHHMYMY PHUCK KOHTAaMHUHAIMM MHMKPOOPTaHU3MaAMH,
yacTUIlaMM M nuporeHamu. Ilpm »ToM MHOroe 3aBUCUT OT KBaJlUpUKALUU
MPOU3BOJICTBEHHOTO IMEpCOHaja, ero o0y4eHuss U OTHouleHus Kk padore. Oco00 BakHOE
3HauU€HHE HMeeT obecrieueHHe KadecTBa. lIpu NMpoOU3BOJCTBE CTEPHIIBHBIX MPENapaToB
HEO0OXOJUMO CTPOr0 MPUACPKUBATHCA TIIATEIBHO pPa3paOOTaHHBIX M BaJUIUPOBAHHBIX
croco0OB MPOM3BOACTBAa M mpouenyp. Hukakas koHeyHas cTaaus MPOU3BOJACTBA WIH
KOHTPOJIb TOTOBOM MPOIYKIIMM HE MOXKET PacCMATPUBATHCS KAK €JUHCTBEHHOE CPEICTBO
oOecreyeHus: CTEPUIBHOCTU WIH JPYTUX MMOKa3aTele KauecTBa NpOAyKIUH.

[IpaBuia Hajexkaen NTpoOU3BOACTBEHHON NPAKTUKU EBpazuiickoro 3KOHOMUYECKOTO
COI03a HE YCTAaHABJIMBAIOT JETajbHbIE METOJbl OINPENEIeHUsS YUCTOTHl BO3/YyXa,
MOBEPXHOCTEW M Mp. MO MUKPOOPraHu3MaM M dacTtulaM. J[OmoNMHUTENbHYI0 HH(OPMALIHIO
MO>KHO MOJIYYUTh U3 APYTHUX HOPMATUBHBIX U TEXHUYECKHUX JOKYMEHTOB.

O6mue TpeboBaHmA

1. CrepuibHy10 IPOIYKLHIO HEOOXOAMMO MPOU3BOIUTH B YUCTBIX 30HAX, JOCTYII B
KOTOpBIE MepcoHaNa U (WJIM) NOCTYIIEHUE 000PYI0BaHUSI, UCXOJHOTO ChIPbsl U MaTepUAIIOB
JOJIKHBI OCYHIECTBJISTHCSA Y€pe3 BO3JAYIIHbIE LITIO3bl. B UMCTHIX NMOMEIIEHMSIX (30HaX)
JOJIKEH MOAJIEPKUBATHCS YPOBEHb YUCTOTHI, OTBEYAIOUIUN COOTBETCTBYIOUIEMY CTaHAAPTY
YUCTOTHI, B HUX HEOOXOJMMO IMOAaBaTh BO3AYX, KOTOPBIM mpouien uyepe3 (QpuiIbTpbl
COOTBETCTBYIOIIEH 3(D(PEKTUBHOCTH.

2. Pa3nuuHble onepanyy 1o MOATOTOBKE KOMIIOHEHTOB, IPUTOTOBJICHUIO IPOAYKIUNA U
HAIOJIHEHUIO CJIeAYyeT OCYLIECTBISATH B OTHAENbHBIX 30HAX (MOMEILIECHUSIX) BHYTPU YUCTOMN
30HBI (moMenieHus). TexXHOIOrnuecKue ornepanuu AeATCs Ha 2 KaTerOpuu:

a) IpU KOTOPOH MPOIYKLHIO MOABEPraroT (GUHUIIHOW CTEpUIIM3ALMU (B EPBUYHOM
YIIAKOBKE);



0) mpu KOTOpOH omepanuu Ha HECKOJBbKMX HJIM BCEX CTAAMSIX BBIMOJHSIIOT B
ACeNTUYECKUX YCIOBUSIX.

3. YHuctele nomemnieHusi (30HbI) AJsi MPOU3BOJCTBA CTEPHIBHON MNPOIYKIHHU
KJIACCU(DUIIMPYIOTCA B COOTBETCTBUU C TPEOYEMbIMU XapaKTEPUCTUKAMU MPOU3BOJICTBEHHON
cpenbl. Kaxxas nmpou3BOACTBEHHAs orepanusi TpeOyeT ONpenesIeHHOIO0 YPOBHS YUCTOTHI
IPOU3BOJCTBEHHON CpE/bl B SKCIUTYaTUPYEMOM COCTOSIHUHM C II€JIbIO CBEACHUSI K MUHUMYMY
pUCKa KOHTAaMUHAIMU YaCTUI[AMU WM MUKPOOPraHU3MaMH IPOIYKTa Ui 00padaThiBaeMoOro
HCXOJIHOTO CBIPbSl U MaTEpPHUAJIOB.

s oOecriedeHus COOTBETCTBUSL TPEOOBAHUAM B "IKCILUTyaTUPYEMOM COCTOSIHUU' (
COCTOSIHUE MPU KOTOPOM YHUCTOE MOMELICHUE (30HAa) U TEXHOJOTHYecKoe o00OpyJoBaHHE
(YHKIHOHUPYIOT B TPeOyEeMOM peKUME € 33JJaHHBIM KOJIMYECTBOM pabOTArOUIEro MepcoHala
) 9TU TIOMeENIeHUs (30HBI) JOJDKHBI OBITh CIIPOCKTUPOBAHBI TaK, YTOOBI 00ECTICYNTH TOYHO
OTIpE/ICICHHBII YPOBEHb UMCTOTHI BO3yXa B "OCHAIIEHHOM COCTOSHUU" (COCTOSHME, B
KOTOPOM YHCTO€ [OMEUIEHHE IMOCTPOCHO MU (PYHKIMOHUPYET, TEXHOJIOTHYECKOE
000py10BaHUE MOJTHOCTHIO YKOMIJIEKTOBAHO, HO IIEPCOHAN OTCYTCTBYET).

TpeboBanust k "ocHaleHHOMY" M "3KCIUTyaTUpyeMOMY'" COCTOSIHHUIO JOJKHBI OBITH
YCTAHOBJEHBI JUISI Ka)XKJIOTO YHCTOTO IOMEIIEHUs (30HBI) WM KOMIUIEKCA YHCTBIX
MOMeIIeHU (30H).

YucTele momenieHus (30Hbl) pU MTPOU3BOACTBE CTEPUIIBHBIX JIEKAPCTBEHHBIX CPEJCTB
HOJpa3AeisAoTCs Ha 4 Kiacca:

KJIacc A - JIOKaJIbHOE MOMenIeHue (30Ha) JUIsl IPOBEACHMS ONEPALINiA, MPEICTABIISIOIINX
BBICOKMI PHUCK JJisi KadyecTBa MPOAYKLIMH, HaIpUMeEp, NMOMEUIeHUS (30HbI) HANOJHEHUS,
YKYIOPKH, TOMELIEHUs (30HBI), TJI€ aMITyJIbl U (PIAKOHBI HAXOJATCA B OTKPBITOM COCTOSIHUH H
BBITOJIHSIOTCS. COEIMHEHUS YacTeld 000pyJ0BaHMsI B aceNTHUECKUX ycnoBusax. Kak mpasuiio,
Takue yciIoBUs O0ECHEYMBAIOTCA JIAMUHAPHBIM IMOTOKOM BO3JlyXa Ha pabodyeM MecTe.
CucreMbl TaMHUHAPHOTO MOTOKAa BO3/yXa JOJDKHBI 00€CIeunBaTh PaBHOMEPHYIO CKOPOCTb
Bo3nyxa B auanaszone 0,36 - 0,54 m/c (HopMaTHUBHOE 3HAUYEHKE) B paboyveil 30HE OTKPHITOTO
yucToro mnomenieHusa. lloanepkanue IaMUHAPHOCTH JOJDKHO OBITH JIOKa3aHO W
IPOBAJIMIUPOBAHO. B 3akphITBIX H30JATOpax M OOKcax C NepyaTKaMH JOIyCKaeTcs
MCITI0JIb30BaTh OJIHOHAIIPABJICHHBIN MTOTOK BO3yXa C MEHBIIIMMHU CKOPOCTSIMU;

kjnacc B - momemenue (30Ha), HEMOCPEACTBEHHO OKpY’Karollee 30HY Kiacca A,
MpeIHA3HAYEHHYIO JJIsl aCENTUYECKOT0 IPUTOTOBIICHUS U HAIIOJTHEHUS;

kiaccbl C u D - yucTele nmoMenieHus (30Hb1) IS BBIIOJHEHNS MEHEE KPUTUYHBIX CTaJ UM
MIPOU3BOICTBA CTEPUIILHOM MPOAYKIIHH.

Kiaccrdukanps 9ucTHX IOMEIeHHH (30H)

4. YucThle MOMENIEHUS U YUCThIE 30HBI ClieIyeT KiacCU(UIMPOBaTh B COOTBETCTBUU C
MexkrocynapctBeHHbIM ctanaaproM 'OCT NCO 14644-1 "HucTele OMEIEHUS U CBSI3AHHBIE
C HUMHM KOHTpoJupyembie cpeabl'. IloarBepxaeHue Kiacca YUCTOTHI CIEAyeT YETKO



OTACJSTh OT MOHUTOPUHTA MPOU3BOJACTBEHHON Cpeabl MpU MPOBEACHUU IMpoIecca.
MakcuManbHO JTOMyCTUMas KOHIIGHTpAIMS a’pO30JIbHBIX YaCTHIl JJIS Ka)Joro Kiacca
npuBesieHa B Tabnuie 1.

Ta6muma 1

MaxkcuManbHO IOMYCTHMOE YHCIO YacTHIl B | KyO. M BO3ayXa NpH pa3Mepe JacTHIl

paBHOM HITH OOJIBIIIEM
ITomemenwne (30Ha)

B OCHAIIIEHHOM COCTOSTHUU B 9KCILUTyaTUPYEMOM COCTOSTHHU
0,5 MKM 5,0 MKM 0,5 MKM 5,0 MKM

A 3520 20 3520 20

B 3520 29 352 000 2900

C 352 000 2900 3520 000 29 000

D 3520 000 29 000 b v

pETIIaMEHTHPYETCS  peTJIaMEeHTHpYeTCs

5. Jlns moaTBepKaeHUsS COOTBETCTBUS KJacCy A MUHUMAJIbHBIA 00BEM OTOMpaeMoil
poObI BO3/TyXa JOJDKEH ObITh HE MeHee 1 Ky0. M I Kax0i Touku otoopa mpob. Kimacc A
cootBeTcTBYET Kiaccy MCO 4.8 nmo mokaszaresnto MpeaeabHOro KOJIMYECTBA YaCTUIl B BO3AYXE
pasmepoMm 5,0 mxMm. Kitacc B (B ocHalieHHOM COCTOSIHMM) MO KOJUYECTBY a’3pPO30JbHBIX
gacTul] cooTBeTcTBYeT Kiaccy MCO 5 mo KoJM4YecTBY 4acTUIll 000MX YKa3aHHBIX Pa3MEpOB.
Kiace C (B OCHaIllEHHOM M 3KCIUTyaTHPYEMOM COCTOSIHUSIX) IO KOJIMYECTBY a’3pO30JIbHBIX
gacTul] coorBeTcTBYeT Kiaccy MCO 7 u UCO 8 cootBerctBenHo. Knacc D (B ocHaiieHHOM
COCTOSIHMHM) MO KOJIMYECTBY a’3pO30JIbHBIX YacTUll cooTBeTcTByeT kiaccy MCO 8. s
noareepxkaeHus kinacca B crangapre ['OCT MCO 14644-1 ycraHoBieHa METOJUKA, B
KOTOpPOH pEeriaMeHTHUPOBAaHbl KAK MUHUMAJIbHOE KOJIUYECTBO TOUEK sl 0TOOpa mpoO, Tak U
00BeM MPOOBI C YYETOM MpPEIeoB JaHHOTO Kilacca JJis KOJIMYeCTBa YacTULl HauOOJIbIIETo U3
yKa3aHHBIX Pa3MEpOB, a TAK)KE METOJ OLEHKH MOJTYyYEHHBIX JaHHBIX.

6. [l nOATBEpAKACHUS KJlacca CIeAyeT UCIIOIb30BaTh MOPTATUBHBIE CUETYMKH YACTHULL C
KOPOTKUMU TpyOKaMu AJig oTOopa mpod M3-3a OTHOCUTENIBHO BHICOKOTO YPOBHS OCaXACHUS
yacTul pasmepoMm 5,0 MKM B JUCTAaHUHMOHHBIX CHCTEMax JJig oTOOpa mpod ¢ JIMHHBIMU
TpyOkamu. B cirydae cucteM OJHOHANpaBIEHHOTO MOTOKA BO3AYyXa CIEAYET HUCIOIh30BaTh
M30KMHETUYECKUE HACaJIKu JJ1sl 0TOopa mpoo.

7. IloaTBEpKIEHHE KJIacca B 3KCIUIYaTUPYEMOM COCTOSIHUU AOIYCTUMO IPOBOJIUTH BO
BpeMsi paboThl, WJIH MNpPU MOJAEIMPOBAHUU pabOUYMX omepanui, Wid MPU HANOJTHEHUU
MUATATEIBHBIMU CpEeJaMU, KaK TOro TpeOyeT MoJAeNupoBaHUE "HaWXyAIIeTro ciaydas'.
VYKkazaHus MO NMPOBEACHUIO UCIBITAHUMN Uil TOATBEPKICHHUS MOCTOSHHOTO COOTBETCTBUS
3aJIaHHOMY KJIaCCy YMCTOTHI IPUBEIEHBI B CTAHAAPTAX FOCYJApPCTB - WIEHOB EBpa3uiickoro
HKOHOMHUYECKOT0 COI03a (Jjajiee COOTBETCTBEHHO - rocynapctBa-wiensl, Coio3) cepuun MCO
14644-2.

MOHUTOPHHT YACTHIX IOMEIIEHHH (30H)



8. Cienyer mpoBOAUTH TEKYIIUM MOHUTOPHUHT YUCTBHIX IMOMEIIECHUH (30H) B IEPUOJ UX
skcrutyatauuu. Touku orOopa mpoO Juisi TEKyLIEro MOHMTOPUHIA BBIOMPAIOT Ha OCHOBE
aHaJIM3a PUCKOB U PE3YJIbTATOB, MOJYUYCHHBIX TPU KIACCU(PUKAINKI YUCTHIX TTOMEIIEHUN (30H
).

9. na nmomMemeHuid (30H) Kjgacca A MOHUTOPUHI YacTHI] CIEAYET NPOBOAUTH
HENPEPHIBHO Ha BCEM MPOTKEHUU KPUTUUYECKOTO MpoIiecca, BKIoYasi COOpKy 000py10BaHuUs
. Ilpu HapmexxameM OOOCHOBAaHMU HCKIIOYEHHUE COCTABIISIIOT MPOLECCHl C MPUMEHEHHEM
3arps3HAIONIUX BEIIECTB, KOTOPbIE MOTYT MOBPEIUTHh CUETYUK YACTHI] WM MPEACTABIATH
co00l OMacHOCTh (HaIpuMep, KUBbIE OPraHU3Mbl WM PaJAHMOAKTUBHBIE BelllecTBa). B Takux
CJIy4astX MOHUTOPHUHT CJIEAYET OCYIIECTBISATh BO BpeMs OOBIYHBIX ONEpaluii M0 HaCTpoOiike
000pyI0OBaHUS 0 MOMEHTA MOSABJICHUS pucka. Takxke clieyeT NpOBOAUTH MOHUTOPUHT BO
BpeMsi MOJIeIUpOBaHUs onepanuid. B momenienusix (30Hax) kiacca A clieyeT IpOBOAUTH
MOHHUTOPHUHT C TAKOW YaCTOTOM U MPU TAKOM 00beMe OTOMPaEMBbIX MPOO, YTOOBI MOKHO OBLIO
3a(MKCUPOBATh BCE BMEIIATENBCTBA, CIyYailHbIE COOBITUS U JIOObIE MOBPEKICHUS CUCTEMBI,
a B ciydae BBIXOJa 3a Mpenesl NpeAynpexIAeHUs MOXKHO ObUIO TOIHATH TPEBOTY.
Jlonmyckaercsi, YTO HE BCErja BO3MOKHO IPOJIEMOHCTPUPOBATH HU3KUE YPOBHU YaCTHIL
pazmepoM 5,0 MKM HENOCPEICTBEHHO B MECTE HAINOJHEHHMS B IPOLIECCE HAOJHEHHUS M3-3a
00pa30BaHUs YaCTHUIl WM Kamesb U3 CaMoro NpoayKTa.

10. PekoMeHryeTcsi, 9TOOBI CHCTEMa MOHUTOPHHTA YAaCTHII JIJIs1 TOMEIIeHU (30H) Kilacca
A mipuMeHsIach I ToMeleHni (30H) kiaacca B, xoTsa yactora oT6opa npod MOKET ObITh
MeHbIIEH. BaXHOCTh CHCTEMBl MOHUTOPHMHIA YAaCTUL [JOJKHA OBITh OIpelesieHa
3¢ (PEKTUBHOCTHIO pa3/ielIeHUus] MKy PACIlONIOKEHHBIMU PsIOM 30HaMU kiaccoB A u B. B
30Hax Kjacca B cnemyer mpoBOAUTh MOHUTOPUHI C TAKOM YaCTOTOW U COOTBETCTBYIOIIHMM
00beMOM OTOMpaeMbIX MPOO, YTOOBI MOXKHO OBUTO 3aUKCUPOBATH WM3MEHEHHS YPOBHS
KOHTAMHUHALMU U JII0ObIE yXYJLIEHUsS padOThl CUCTEMBI, a B Cllydae BBIXOJA 32 YPOBEHb
TPEBOTHU MOKHO OBLIO OBl IPUHSITH SKCTPEHHBIE MEPHI.

11. CucteMbl MOHUTOPUHTA a3pPO30JIbHBIX YACTHUI] MOTYT COCTOATHh U3 HE3aBUCHUMBIX
CUETUYHKOB YaCTHL], U3 CUCTEMBI IOCJIEI0BATEIbHO PACHOJ0KEHHBIX TOYEK O0TOOpa Mmpoo,
PUCOECIUHEHHBIX TPYOOMPOBOJIOM K OJHOMY CUETYMKY YACTHIl, UJIU OObEIUHITH 3TH JBa
noaxoaa. [Ipu BeIOOpE cHCTEM KOHTpPOJSA CIENyeT YYUThIBaThb TPeOOBaHUSA K pa3Mepam
gacTull. [Ipu ucnonp30BaHUM yJIaJ€HHBIX CUCTEM OTOOpa MpoO0 CIeAyeT YUUTHIBATH IJIUHY
TpyOOK U paguychl U3ruO0OB TPyOOK C YYETOM BO3MOXKHOCTH OCEJIaHUs YaCTHUIl B TPyOKax.
[Ipu BBIGOpE CUCTEMBI MOHUTOPUHTA CJIEYET TAaK)KE YUUTHIBATH JIFOOOM PUCK, UCXOISAIINNA OT
MaTepuasoB, MUCHOJb3yeMbIX B TEXHOJIOIMYECKOM Ipoliecce (HampuMep, HaIUYHhe KUBBIX
MUKPOOPTaHU3MOB UJTU PaJIMOAKTUBHBIX JICKAPCTBEHHBIX MPETIAPATOB).

12. I1pu ucnosib30BaHUU aBTOMATU3UPOBAHHON CUCTEMBI TEKYILIET0O MOHUTOPUHIAa 00bEM
npo0 3aBUCHUT, KaK MPaBUJIO, OT CKOPOCTH O0TOOpa mpod MCHoap3yeMoil cucteMbl. OOobeM
npo0 MpH TEKYIIEeM MOHUTOPHHIE MOXKET OTIMYAThCA OT 0O0beMa Mpod MpU MPOBEICHUU
KBaJTU(UKAIUK YACTHIX TOMEIICHUN U YUCTHIX 30H.



13. B 30Hax kitacca A 1 B MOHUTOPUHT KOHLIEHTPAIMU YacTUll pazMepoM 5,0 MKM UMeeT
0co00€ 3HauYeHHE, MOCKOJbKY ATO SIBJISIETCS BaKHBIM WHCTPYMEHTOM JWUATrHOCTUKHU IS
PAHHETO BBISIBJICHUSI HECOOTBETCTBUA. MHOTrMa moka3aTenu KoJIMYeCTBa YacTHI] Pa3MEPOM
5,0 MKM MOTYT OBITH OIIMOOYHBIMU H3-3a DJICKTPOHHOTO IIIyMa, MOCTOPOHHETO CBETA,
CIIy4ailHOTO CTE€YEHHSI OOCTOSTENLCTB U T. I. OAHAKO €CIU CYETYUK IOCIEI0BATEIbHO U
CUCTEMATUYECKU PETUCTPUPYET MAJIOE YMCIO YACTHUIL, TO 3TO YKa3bIBAET HA BO3MOKHOCTh
KOHTaMHMHAIlUM, 4TO TpelOyeT pacciefgoBanusi. Takue ciydan MOTYT 3a0J1arOBPEMEHHO
yKa3blBaTh HAa HEUCIPABHOCTb CHUCTEMbl BEHTWISIUUU U KOHJIWLMOHUPOBAHUS, YCTAaHOBKHU
HANOJHEHUSI WU CBHUJIETEIbCTBOBATh O HAPYIICHUW TMpPaBUI BO BpeMs HallagKu
000pyIOBaHUS I €T0 IKCILTyaTaIliH.

14. JlomycTrMO€ KOJIMYECTBO YACTHI] 11 OCHAILIEHHOTO COCTOSIHUS, YKa3aHHOE B TAOJIHIIE
I, MOMXKHO JIOCTUTaThCs MOCHE KOPOTKOro Iepuoja BoccTaHoBieHUs 15 - 20 muH (
HOPMAaTHBHOE 3HAUYEHUE) IPU OTCYTCTBUU MEpCcOoHaa Mocje 3aBepIIeHus: padOThlI.

15. MonuTopusr 30H knaccoB C u D B skcmyatupyemMoM COCTOSIHUH CIIEAYET
OCYIIECTBJISITh B COOTBETCTBUM C MPHUHIMIIAMU YIPABJIEHUS PUCKAMH I KayecTBa.
TpeboBaHUsS K ypOBHIO TPEBOTM M YPOBHIO JCHCTBUS OyJyT 3aBUCETh OT XapakTepa
BBITIOJIHSIEMBIX OTIE€paIldid, OJTHAKO JOJKHO OBITh JIOCTUTHYTO PEKOMEHJIOBAHHOE 3HaueHue "
Iepruoaa BOCCTAHOBIICHHUS .

16. dpyrue nokazarenu (Hampumep, TeMIepaTypa U OTHOCUTEIIbHAS BIa)KHOCTb) 3aBUCST
OT MPOAYKIHH U XapaKTEPA BBIMOJIHIEMBIX ONepalnid. DTH apaMeTphl HE TOJKHBI BIUATH Ha
YCTaHOBJICHHbIC HOPMATUBBI YUCTOTHI.

17. IIpumepsl onepannii, KOTOpbIE CIEAYET BBITOIHATh B 30HAX C Pa3HbIMHU KJIACCAMU
YUCTOTHI, MPUBEACHbI B Tabnuie 2 (B COOTBETCTBUU C MyHKTaMHu 28-35 HacTOAIIETO
[Ipunoxenus).

Tabmnuia 2

Hdns  mpomykuwmu, ToMIeKamedl (UHUIIHON
Knace CTepIIIN3AILUH (IIPUMEPHI OlepaIiii) (B COOTBETCTBHUH C
myHKTaMH 28-30 HacTOAIIETO MPUI0KEHNUA)

HAIlOJIHCHUC MPOAYKIHH, KOTOPYIO HCJIb3s MOJABCPTaTh

A

PHUCKY KOHTAMHHAIIIH

IPUTOTOBJIEHHE PAcTBOPOB, KOTOPBIE HEJIb3s
C MOJABEPraTh PUCKY KOHTAMHHAIINH, HAIOJHCHUE

MPOAYKIIUU

MPUTOTOBJIEHHE PACTBOPOB M MOJTOTOBKA HMEPBUYHOMN
D YHNaKOBKH, MaTE€pUalioB JJsi  IOCIEIyIOLEro

HaIIOJIHCHU S

Taomuna 3

Jns TpHUTOTOBJICHUS B ACENTHYSCKHX YCIOBUAX (
Kiacc TIPUMEPHI Orepariii) (B COOTBETCTBHUH C ITyHKTamHu 3 1-
35 HACTOAIIETO MPUITOKEHUS)

A ACCITUYCCKOC MMPUT'OTOBJICHUE U HAIIOJTHCHUEC



C TIPUTOTOBJICHHUE PACTBOPOB, MOUICKAIINX (HUIBTPALIH

D orepanuy ¢ MaTepuajJaMu I0CIe MOHKU

18. Ilpu BBINOJHEHUH ACENTHUYECKUX IMPOLECCOB HEOOXOAMMO YacCTO MPOBOJUTH
MUKPOOMOJIOTUYECKUI MOHUTOPUHI C HCHOJIb30BAaHUEM CEAUMEHTALIMOHHOTO U
aCMUPaIMOHHOTO METO/IOB 0TOOpa mpob Bo3ayxa, oTOOpa Mpod ¢ MOBEPXHOCTEH METOI0M
CMBIBOB TAMIIOHOM W C HCTOJIb30BAHUEM KOHTAKTHBIX TUIACTUH. MeToasl otOopa mpoO,
UCIIOJIb3YEMBIE B 3KCIUTYaTUPYEMOM COCTOSIHUU, HE JIOJKHBI HAHOCUTH BPEJ 3allUTE 30HBI.
Pe3ynapTaThl MOHUTOpPWHTA CIEAYET YYUTHIBATH MPU NPOBEACHHH 0030pa 3amucein
MPOU3BOJICTBA CEpUM (JIOChE HA CEPHIO) I BbIAAYM pa3pelIeHUs] Ha BBIMYCK TOTOBOM
npoaykuuu. [locne BBIMOTHEHUS KPUTHUYECKUX OIMEpaluil ciielyeT NPOBOAUTH MOHUTOPUHT
noBepxHoctedr u mnepcoHana. Crenyer Takke MNPOBOAUTH JOMOJHUTEIbHbBIN
MUKPOOHOJIOTMYECKUII MOHUTOPUHI BHE TEXHOJOTMYECKOro Mpouecca (Hampumep, Mocie
BaJIMAAIMHI CUCTEM, OYHCTKHU U JI€3UH(EKITNN).

19. PexoMenayemMble mpeaenbl MpU MUKPOOHMOIOTHYECKOM MOHUTOPUHIE YHCTHIX
MOMeEIEHUH (30H) B 3KCILTyaTUPYEMOM COCTOSIHUM ITPUBEACHBI B TA0HIIE 4.

Tabnuma 4

PexomMenryemble mpeenbl MUKpOOHOH KOHTaMUHAINHT ™

CCAUMCHTAlIMsd Ha KOHTAKTHBIC
OTIIEYATOK IIEPUYATKHU

- s 031y KOEA® g Ll (OE 30 4 1 * amamerpou 55 s, | TOHEE): KOB/
" KOE/mnactuna nepyarka

A <1 <1 <1 -

B 10 5 S

¢ 100 50 25 -

b 200 100 50 )

*[IpuBeeHbl CpeAHNE 3HAUCHHUS.
**Ot1aenbHbIC MIIACTUHBI IS CEAUMEHTAIlMU MOTYT SKCIIOHUPOBAThCS MEeHEee 4 4acoB.
20. 1o pe3ynpTaramM MOHHUTOPHHIA YAaCTHUI] U MUKPOOPTAHU3MOB JIOJKHBI OBIThH
YCTAaHOBJIEHBl COOTBETCTBYIOLIME MpPEIEbl: YPOBEHb TPEBOI'M M ypOBEHb JeHCTBUS. B
OTMEPALMOHHBIX MPOLEIYPAX TOJKHBI ObITh OMMCAHbI KOPPEKTUPYIOITUE IEUCTBUS B CIy4yae
MPEBBILICHUS 3TUX MPEIETIOB.

Hsommpyromas TeXHOIOTHA

21. Ucnonp30BaHuE U30JIUPYIOLIEN TEXHOJIOTUU CBOOUT K MUHUMYMY BMEIIATEIBCTBO
YeJIOBEKa B MPOM3BOJCTBEHHBIX 30HAX, B PE3yJbTaTE YEr0 3HAYMTEIIBHO CHUKAETCS PHUCK
MUKPOOHON KOHTaMUHALMK TPOIYKIMH, MPOU3BEICHHOM B aCENTUYECKUX YCIOBHUSX, W3
NpPOU3BOJICTBEHHON cpeasl. Ha (¢dapmameBTHuecKOM NPOU3BOJCTBE JOMYCKAETCS
UCIIOJIb30BAHUE PA3JIMYHBIX THUIIOB M30JIATOPOB M IEPENAaTOYHBIX YCTpoMCTB. IIpu 3Tom



U30JISITOP U €0 KOMIUIEKTYIOIINE JOHKHBI ObITh CKOHCTPYHPOBAaHBI TAKUM 00pa3oM, 4TOOBI B
COOTBETCTBYIOIIEH 30HE OOecrneyuBalioch HE0OXOoauMoe KayecTBO Boznayxa. Crenyer
YYUTBIBATb, YTO U30JATOPBI, U3TOTOBJICHHBIE U3 PAa3HBIX MAaTEPUAJIOB, B Pa3JINYHOM CTEIIEHU
NOABEPKEHBI MOBPEXKICHUIO U30JSALMU U pazrepMeTn3annu. J[omyckaercss UCIOJIb30BAHUE
Pa3JIMYHBIX NIEPENATOYHBIX YCTPOUCTB: OT KOHCTPYKLIHMM C OAMHAPHOMN WU JIBOWHOU JIBEPBIO
710 MTOJIHOCTBIO F€PMETU3UPOBAHHBIX CUCTEM, BKIIFOYAIOIINX YCTPOMCTBA AJIs CTEPHIIH3ALUY.

22. llepenaya MaTepuanoB BHYTPb U HApYKy M30JATOPA ABISETCS ONHUM U3 OCHOBHBIX
IIOTCHIUAJIBHBIX HCTOYHUKOB KOHTaMuHanuu. Kak mpaBuiio, NpoCTpaHCTBO BHYTPHU
M30JIATOpa SABIISIETCS OTPAHUYECHHOM 30HOM ISl MPOBEACHUSA ONEpalnid, IPEACTABIISIOIINX
BBICOKHE PUCKH JIJISl KayecTBa MPOAYyKIuH. JlomyckaeTcs, yTo B paboueil 30HE BCEX TaKUX
YCTPOMCTB MOXKET OTCYTCTBOBAThH JJAMUHAPHBIN IMOTOK BO3AyXa.

23. TpebGoBaHus K YMCTOTE BO3AyXa B CpeJle, OKPYXAIOLIeH H30JISTOP, 3aBUCAT OT
KOHCTPYKILIMH U30JISITOPA U €ro Ha3HAa4eHUs. YUCTOTY 3TOM Cpelibl CIIEyeT KOHTPOIUPOBATh,
U JJI1 aCENITUYECKOI0 MMPOU3BOACTBA OHA JOJIKHA OBITh HE HUKE KJ1acca YUCTOTHI D.

24. N3054TOpBl MOTYT OBITH BBEAECHBI B JKCIUIYaTalMIO TOJIBKO IMOCJIE IPOBEACHHUS
COOTBETCTBYIOIIECH Banuaauuu. Banuaanus qoKHA YYUTHIBATh BCE KPUTUUYECKHUE (DAKTOPHI
W30JUPYIOIIEH TEXHOJIOTNU (HalpuMep, KauyecTBO BO3/yXa BHYTPU M CHapy»KU H30JTOpa,
MOPSIOK JE3MH(PEKINN U30J5TOPa, TPOLIECCHI IIEpeIayyl U LIEIOCTHOCTD U30JIATOPA).

25. Heo6xo1uMo MPOBOIUTH HEMPEPHIBHBI MOHUTOPHHT, BKJIIOYAIONIUN B C€0s1 YacThIe
UCIBITAHMS TEPMETUYHOCTH U30JISATOPA U Y3JIOB ''IEpUaTKU - pyKasa'.

TexHOIOrHA "BHIyBaHHUE - HAIIOJIHEHUE - TepMeTH3arnua"

26. YcrpoicTBO JUIsl "BBIIYyBaHUS-HANIOJTHEHUS-TEPMETU3AIMU" TIPEACTABISICT CO00M
YCTPOMCTBO CHEIUMAIbHON KOHCTPYKIIMHU, TJ€ B OJHOM aBTOMAaTHMYECKOM KOMILIEKCE B
TEUEHHE OJIHOIO HEMPEPHIBHOTO TEXHOJIOTMYECKOTO UKJIA U3 TEPMOIUIACTUYHOTO TPaHyJIATa
GOopMUPYIOTCS YIIAKOBKHM, KOTOPbIE HAMOJHSAIOTCS MPOAYKTOM U TE€PMETU3UPYIOTCA.
VYerpoiictBO miisi "BbIAYyBaHUS - HAMOJHEHUs - TepMeTH3aluu’, HCIOJb3yeMoe B
acernTUYeCKOM ITPOU3BOJICTBE U UMEIOIIee 30HY Kitacca A ¢ 3(ppeKTUBHBIM MOTOKOM BO3/1yXa,
MOET ObITh YCTAaHOBJICHO, TI0 KpaifHel Mepe, B 30HE kinacca C MpH YCIIOBUHU MCITOJIH30BAHUS
OJIeKJIbl, MpUMEHsieMO B 30Hax kjaccoB A u (uwnum) B. IlpousBojcTtBeHHas cpena B
OCHAIL[EHHOM COCTOSIHMM JOJ’)KHA COOTBETCTBOBATh YCTAHOBJICHHBIM HOPMAaTHBaM IO
yacTUllaM M MHUKpPOOpPraHu3MaM, a B DKCIUIyaTUPYEMOM COCTOSIHUHM - TOJBKO IIO
MHUKPOOpPTaHU3MaM. YCTPOMCTBO s "BBIAYBAHUS - HAINOJHEHUS - TepMeTH3auuu',
UCIIOJIB3YEMOE B MPOU3BOJACTBE MPOAYKIIMHU, MOAJexaned (UHHUIIHOW CTEepUIIU3alluH,
JIOJIKHO YCTaHABJIMBATHCA IO KpanHEW Mepe B 30HE Kiacca D.

27. YuuTbiBasi 0COOEHHOCTU TEXHOJIOTUU "BBIJyBaHHUE - HANIOJIHEHUE - repMeTHh3anus’,
HEe00X0ouMOo 0OpaiaTh 0c000€ BHUMAHHE Ha:

KOHCTPYKITUIO U KBATH(PHUKAIINIO 000PYT0BAHHSI;



BAJIMJIALIMIO U BOCIIPOU3BOIMMOCTh MTPOIIECCOB "OUMCTKA HA MecTe" U "cCTepuin3alus Ha
mecte";

MPOCTPAHCTBO YHCTOTO MOMEIIEHUS, KOTOPOE SIBIISETCS MPOU3BOACTBEHHOU Cpefon Jist
pPa3MENIeHHOTO TaM 000pYI0BaHUS;

00yueHre OnepaToOpoOB U UX OACKIY;

JEUCTBUSA B KPUTHUECKOM 30HE 000PYI0BaHUs, BKJIIOYAs BBITIOJHEHUE MTOACOECTUHEHUN U
COOpKH B aCENTHUYECKUX YCIIOBHSX /10 Hayajla HalOJIHEHUSI.

ITpoxyxmus, moxBepraeMas GHHUITHOM CTEPHIM3ANAN

28. IlogroroBka KOMIIOHEHTOB IIEPBUYHOM YNAKOBKH M JIPYTHX MaTE€pHANOB U
MPOU3BOJCTBO OOJILIIMHCTBA BUI0B MPOIYKIIMH JIOJKHBI TPOBOAUTHCS B IPOU3BOJACTBEHHOM
cpelne 1o kpaitHeil Mepe kiacca D, 4ToObl 00ecneynTh JOCTATOYHO HU3KUN YPOBEHb PUCKOB
KOHTAMUHAIIMM YaCTUIIAMH M MHUKPOOPTaHU3MAaMHU, MOIXOMSIIUN st (PUIABTPAUA |
CTEPUIIN3ALINH.

Ecnu MukpoOHasi KOHTaMUHALKS MPEJICTABIISIET BBICOKUE UM OCOOCHHBIE PUCKHU JIS
OpOAYKUMH (HampuMep, KOrja MpOAyKIUS ABISETCS XOpOUIEH MUTATEIbHOW CpEeNou s
pocTa MUKPOOPTraHU3MOB, JIUOO €€ CTEePUIM3aLMU MPEAIIECTBYET JJIUTEIbHBIA MEPUOJ
BpEMEHHU, JTMOO TEXHOJOTHYECKHM mpouecc BeAeTcss Mo OojblIeil 4acTH B OTKPBITHIX
€MKOCT$IX ), IPUTOTOBJIEHUE CIIEYyET OCYIIECTBIATh B MPOU3BOJACTBEHHOM cpene kiacca C.

29. HamonHeHune mpoayKTaMH, MOJUICKAIMUMU (GUHUIIHONW CTEPUIIU3AINHU, JTOTKHO
MPOBOJUTHCS B MPOU3BOJICTBEHHOM CpeJie, IO KpaitHel mepe, kiacca C.

30. ITpu MOBBIIIEHHOM PUCKE KOHTAMHUHAIIMU MPOAYKTA OT MPOU3BOACTBEHHOU Ccpenbl (
HaIpUMeEp, €CJIU ONEPALMU HAMTOTHEHUS MPOXOAAT MEAJICHHO WM YIIAKOBKH UMEIOT IIUPOKOE
ropjio, WIM HMX HEOOXOOUMO JepXkKaThb OTKPBITBIMU OO0Jie€ HECKOJbKHUX CEKYHJ 10
repMeTr3alii) HAlOJIHEHUE JIOJKHO MPOBOAUTHCS B 30HE Kilacca A ¢ MPOU3BOJICTBEHHOMU
cpenoi, no kpaitneit mepe, kiacca C. IIpurorosnenue u pacoBky mazeid, KpeMOB, CyCHEH3UN
U OMYJIbCUH Tiepe GUHUITHON CTEepHIn3aIueil He0OX0AMMO, KaK TIPaBUIIO, OCYIIECTBIIATH B
MPOM3BOJCTBEHHOM cpene kiacca C.

AcenTuuaeckoe IIPOU3BOACTBO

31. Onepauuu ¢ KOMIIOHEHTAMH NIEPBUYHON YIAaKOBKHU U JAPYTMMH MaTepuaiamMu Mocie
MOWKH JIOJKHBI IPOBOAUTHCS B MPOU3BOIACTBEHHOM Cpeje, M0 KpallHeu mepe, kinacca D.
O6paboTKy CTEPWIBHOTO HCXOIHOTO CHIPhS U KOMIIOHEHTOB, €CIIM B JalIbHEHIIEM HE
MpeayCMOTpEeHa CTEPUIIU3AIlUs WIM CTEPUIN3YIoNias puibTpalus, clieyeT OCyIIeCTBIATh B
paboueii 30He Kj1acca A ¢ MPOU3BOJACTBEHHOM cpeion Kiacca B.

32. [IpuroTtoByiieHUE PaCTBOPOB, KOTOPHIEC B XOJI€ TEXHOJIOTHYECKOT0 Ipoliecca MoaJiexKar
CTEpWIN3YIONIEeH GUIBTPAINH, TOHKHO MPOBOAUTHCS B POU3BOICTBEHHOM cpefe kiacca C.
Ecnu crepunusyromas ¢uiabTpamus HE MNPOBOJUTCS, TO MNOATOTOBKY MaTEpUAJIOB U



IPOU3BOJICTBO MPOAYKIMU HEOOXOJAMMO OCYLIECTBISATH B paboueil 30He Kiacca A ¢
MPOU3BOACTBEHHOM Cpelio Kitacca B.

33. IIpoBoauTh 00PAOOTKY U HAMIOTHEHHUE MPOAYKITUHU, IPUTOTOBICHHON B ACEMITUYECKUX
YCIIOBUSX, CIIETyEeT B paboueii 30He Kilacca A ¢ IPOU3BOACTBEHHOM cpeoi kiacca B.

34. Ilepenauy (TpaHCHOPTUPOBKY) HE OKOHYATEJILHO YKYIOPEHHBIX TEPBUYHBIX YITAKOBOK
C mpoayKuueil (Hampumep, TUOGUIM3UPOBAHHOMN) 10 3aBEPILICHHS Mpoliecca YKYIMOPKH
HEOO0XOJMMO OCYIIECTBISATh B 30HE Kjacca A, HaxXoAsIIeHCs] B MPOU3BOJCTBEHHOU cpejie
Kjacca B, wiam B repMETUUYHBIX NEPEIATOUYHBIX KOHTEMHEpPAX B MPOU3BOIACTBEHHOU Cpeie
Kjacca B.

35. IIpuroToBseHrE U HAMIOJTHEHUE CTEPUIIBHBIX Ma3eid, KPEMOB, CYCIIEH3UN U AIMYJIbCUI
HE0OXOJMMO OCYIIECTBJISATh B 30HE Kjacca A, HaxoJslleicss B MPOU3BOJCTBEHHON cpefe
Kiacca B, ecnu mpoAykius HaxOOUTCS B OTKPBITBIX €MKOCTSIX U B JajlbHEHIIEM HE
MOJIBEpraeTcsi CTepUIIU3yIolel GuibTpauu.

Ilepconan

36. B yuCTBhIX NOMEIIEHUX (30HAX) JOMYCKAeTCsl HaXOXAEHHE TOJIbKO MUHUMAIbHO
HEOOXOJAMMOTO KOJMYECTBa NEpPCOHaNa; 4YTO OCOOEHHO BAXXHO [JIs aCENTUYECKOIO
Ipou3BoACTBa. IIpOBEPKHU M KOHTPOJIBHBIE ONEPALMH CIETYET IPOBOAUTH, IO BO3MOXHOCTH,
HaxoJIsICh 3a MpeJielaMU YUCThIX TTOMENICHUH (30H).

37. Bech nepcoHan (B TOM YHCJIE MEPCOHAN, 3aHATHIM OYMCTKOM M TEXHUYECKUM
oOciyKuBaHuEeM), pabOTAIOMIUA B YHMCTBIX MOMENICHUSAX (30HaX), JOJKEH MPOXOAUTh
peryisipHoe 00y4eHHe Mo BOIPOcaM HaJJIeKaIIero MPOU3BOACTBA CTEPUILHOM MPOTYKINH,
BKJIFOYAsi BOMNPOCHI TMTHMEHbI M OCHOBbI MHUKpoOuonoruu. Eciam HeoOXxoaumo, 4TOOBI
MIOCTOPOHHUE COTPYAHHUKHU, HE MPOLIEAIINE TaKoro o0ydeHus (Hampumep, padoTarolue mno
KOHTPAKTY CTPOUTEIHN WIM HAJIATUMKH 000PYJOBaHMS), HAXOIWINCHh B UNCTOM HOMEIEHUH,
TO OHHU JOJDKHBI OBITh MOAPOOHO NPOUHCTPYKTUPOBAHBI, U 33 HUMHU JOJDKHO OBITh
YCTaHOBJIEHO CTPOroe HaOII0AeHHE.

38. Bxoa B momenieHus (30HbI) CTEPUIILHOTO MTPOU3BOACTBA MEPCOHANIA, PAOOTAIOILIETO C
CBIPbEM M3 TKAHEW JKMBOTHBIX WU KyJIbTypaMH MHUKPOOPTaHU3MOB, KOTOPBIE HE
UCIIOJIB3YIOTCS B TEKYILEM TEXHOJIOTMYECKOM IIpoliecce, HE JOIYyCKAETCsl, ECIIU IEPCOHAIIOM
HE COOJII0JIEHBI YETKO YCTAHOBJICHHBIE TPOLIETyPbl B OTHOLLIEHUHU BX0/1a B IOMEILEHUS (30HBI)
CTEPHUJIBHOTO IIPOU3BOJICTBA.

39. Heo0xo1MMO BBIMOJHATH TPEOOBaHUS K JUYHOUM rurueHe u yucrore. [lepconan,
3aHATBIA B MPOU3BOJACTBE CTEPWIBHBIX JIEKAPCTBEHHBIX CPEICTB, MAOJKEH ObITh
MPOUHCTPYKTUPOBAH O TOM, YTO OH 00s513aH COOOIIATh O JIOOBIX OOCTOSATENBCTBAX, KOTOPHIE
MOTYT OBITh MNPUYUHON pPACHPOCTPAHEHUS AaHOMAJIBHOTO KOJUYECTBAa WJIM BUIOB
KOHTaMUHAHTOB. [Ipyu BOBHMKHOBEHUU TAaKUX OOCTOSITENILCTB HEOOXOAUMBI MEPUOIUUYECKHE



MEJUIIUHCKHUE OCMOTPBI COTPYIHHUKOB. J[eMCTBUSA, KOTOpPhIE HEOOXOAMMO MPEANPUHSATH B
OTHOIIIEHUU TIEPCOHAJA, KOTOPBIM MOXKET CTaTh UCTOYHUKOM MHKPOOHON KOHTaMHUHAIIWH,
JOJIKHBI ONPEIEATHCS CIIEUATIbHO HA3HAYEHHBIM KOMIIETEHTHBIM JIUIOM.

40. B 4uCTBIX 30HAX 3aMpeIIaeTCss HOCUTh HAPYYHBIC Yachl U IOBEIUPHBIC YKpaIIESHUs, a
TaKXe UCIOJIb30BaTh KOCMETHKY.

41. IlepeoneBaTbcsi U MBITbCS HEOOXOJIMMO B COOTBETCTBHHU C HHCTPYKIUSIMHU,
MPUHITHIMU B (OpME MUCHMEHHOTO JOKYMEHTAa U pa3pa00TaHHBIMHU TaK, YTOOBI CBECTH K
MUHHMYMY PHUCK KOHTaMHUHAIMHU OJCKIbI JJIsI padOThl B UHUCTHIX 30HAX WM BHECECHHS
KOHTAMUHAHTOB B YHCTHIC 30HBI.

42. Onexia U ee KaueCTBO JOJHKHBI COOTBETCTBOBATH TEXHOJIOTMYECKOMY IPOIECCY U
KJ1accy pabouei 30Hbl. Ee HY’)KHO HOCUTBH Tak, 4TOOBI 00ECIIEYUTDH 3aIIUTY MPOIYKIIUU OT
KOHTaMUHAIIUH.

43. Jlnist paboTHI B YHMCTHIX MOMEIICHUAX (30HaX) Kiacca D Bosiockl, 60pojia v ycul (TIpu
HaJIMYUK) MepCoHasa JOJKHBI ObITh 3aKPBITHI, CIETYET HOCUTh OOBIYHBIN 3alIUTHBIA KOCTIOM
U COOTBETCTBYIOITYIO 00yBb MIJIM OaXuiibl. JIOJKHBI OBITH IPUHATHI COOTBETCTBYIOIINE MEPHI
JUTSL IPEIOTBPAILICHUS JIF000N KOHTAMUHAIIUW YUCTOM 30HbBI U3BHE.

st paboThl B UHMCTHIX TOMeNIeHusaXx (30Hax) kiacca C Bosiockl, 6opoaa U ycel (mpu
HaJIMYMU) JAOJDKHBI OBITh 3aKPBITHI, CIAEAYET HOCUTh KOMOWHE30H WJIM OPIOYHBIA KOCTIOM,
IJIOTHO OOJICTAIONTUI 3aICThsl 1 UMCIOIINI BEICOKHI BOPOTHHK, a TAK)KE COOTBETCTBYIOIIYIO
00yBb WK 6axuiibl. OT OACKAbl U 00YBHU MPAKTUYECKU HE JTOJKHBI OTJIEIATHCS BOJIOKHA WU
YaCTHUIIBI.

Jlnst paGoThI B UMCTHIX MOMENICHUAX (30HaX) Kj1accoB A mwiu B royioBHOM yoop 0omKeH
MOJIHOCTBIO 3aKPbIBaTh BOJIOCHI, a TaKKe OOpoay M yCbl (IPH HAIWYUU) U JOJDKEH OBITH
BCTaBJICH B BOPOTHUK KOCTIOMA, Ha JIMIE CJIEAYET HOCUTh MAacKy JJIsi MPEIOTBpAILICHUS
pacupoCTpaHEHHUs] KameJieK, a TakXe CJEeAYyeT HOCHUTh COOTBETCTBYIOUIUM 00Opazom
MPOCTEPUIN30BAHHBIE M HEOIMYJPEHHBIE PE3MHOBBIE WJIM IUIACTUKOBBIE MEPYATKU U
MPOCTEPWIN30BAHHYIO UJIK MPOAe3UHGUIIMPOBAHHYIO 00yBb. HikHUE Kpasi IITaHUH JTOKHBI
OBITH 3ampaBieHbl BHYTPb OOYBH, a pyKaBa OJEXKIbl - B TEPUYATKU. 3alIUTHAS OJCKIA
MPAKTUUYECKU HE JOJDKHA BBIAECSATH BOJIOKOH WJIM YAaCTHUIl U JOJDKHA 3aJIep>KUBATh YAaCTHUIIHI,
OTJIEJIAIONIUECS OT Tea.

44. YIn4yHyo OJIeKay 3allpellacTCs BHOCUTh B KOMHATHI JIJIs MEPEOICBAHUSA, KOTOPHIC
BeAyT B nomemieHus kiaccoB B u C. Kaxaplii coTpyIHUK B 30HE KjlaccoB A u B gomken
ObITh OOECHeueH 4YHUCTOM CTEpPUIbHOW (MPOCTEPUIM30BAHHON WM TMPOIIEAIICH
COOTBETCTBYIOIIYIO CAHUTApHYIO 00pabOTKYy) 3alIUTHOM OJCKJIOM Ha KaXKIYH pabodyro
cmeny. [lepuatku Bo BpeMs pabOThl HEOOXOAMMO PETYJISIPHO Ae3UHPUIIMPOBaTh. Macku u
nepyaTKu HeOOXOIUMO MEHSTh, IO KpalHel Mepe, KAyl CMEHY.

45. Onexay miis YUCTHIX MMOMEMICHUH HEOOXOAMMO OYHUIIaTh U 00pabaThIBaTh TAKUM
o0pa3zoM, 4TOOBI OHA BIIOCIEICTBUM HE CTAaHOBWUJIACH MPUYMHONW KOHTAMUHAIIUU. OTH
omlepaluu CJIEAyEeT BBIMOJHATh B COOTBETCTBUU C MUCHMEHHBIMH WHCTPYKIUAMHU. [[ns



MOJITOTOBKM TaKOW OJIEKbl JKEJIaTeIbHO MMETh OT/C/IbHbIE MpadyedyHbie. HempaBuiabHas
00paboTKa 01k Abl MOBPEKIAET BOJOKHA TKAHU, YTO YBEJIIMUMUBACT PUCK OTACICHUS YaCTHII.

ITomMemennsa

46. B 4uCTBIX 30HaX BCE OTKPBITbIE MOBEPXHOCTH IOJKHBI OBITH TIJIaJKUMH,
HEMPOHULIAEMBIMU M HEMOBPEXKIECHHBIMU, YTOOBI CBECTM K MHUHUMYyMY OOpa3oBaHHE H
HAKOIJICHWE YaCTUIl WJIM MHUKPOOPTaHU3MOB, a TAKXKE JIOJDKHBI MO3BOJIITH MHOTOKPATHO
MPUMEHSATH MOIOLIUE U, IPYU HEOOXOAUMOCTH, 1€3UH(ULIUPYIOUIUE CPEICTBA.

47. Jlnst yMEHbIIICHUS] HAKOIUJICHUS TBUIM U O0JEerdeHus yOOpKU B MOMEIICHUSX HE
JOJIKHO OBITh HE MOJAAIOUIUXCS OYUCTKE YIIIyONIeHUN U JOHKHO ObITh KaK MOKHO MEHBIIE
BBICTYMAIONINX KpaeB, MOJOK, mkapoB u obOopymoBanus. J[Bepu MTOTKHBI OBITH
CKOHCTPYUpOBaHbl 0€3 yriayOJieHHil, HEeJOCTYNHBbIX ISl OYUCTKHU; pPa3qBUXKHbIE JBEPU
HCIT0JIB30BATh HEXKEJIATEIbHO.

48. TloaBecHbIE MOTONKUA JOJKHBI OBITh TE€PMETUYHBIMU C LEIBI0 MPEJOTBpaICHUs
MONaJaHKs] KOHTAMUHAHTOB M3 IPOCTPAHCTBA HAJ HUMH.

49. MonTax TpyOONpPOBOJOB, BO3AYXOBOJIOB U JIPYrOoro 0O0OpYIOBaHUS CIIEAyeT
BBITIOJIHATh TaK, 4TOObl HE OBbLIO YriayOJEHUWH M HE3aKpBITBIX OTBEPCTHUM, a TaKkKe
OTCYTCTBOBAJIM MIOBEPXHOCTH, HE JOCTYIIHBIE JIJIS1 OUUCTKH.

50. 3ampemaercsi ycTaHaBIMBATh PAKOBHUHBI M CIMBBI B 30HaX KjiIaccoB A wiu B,
UCMOJIB3YEMBIX JUISL aCENTHYECKOro IMpOW3BOACTBAa. B japyrux 30Hax cuegyer
npeaycMaTpuBaTh Pa3pbiB CTPYH MEXAY OOOpPYIOBAHMEM M KaHAIU3ALMOHHOU TpyOou (
BOpOHKOI). CTOKM B MOJy B YUCTBHIX MOMEUICHUSAX C 0O0Jiee HU3KUM KJIACCOM YHUCTOTHI
JOJDKHBL OBITH OOecreueHbl CU(OHAMHU WU THAPO3ATBOPAMH JUISl MPENOTBpAllCHUS
00paTHOro MOTOKA.

51. Tlomemienust st mepeoieBaHusl JOJDKHBI ObITh CKOHCTPYHUPOBAHBI KaK BO3JIYIITHBIC
IUTIO3bl M JIOJDKHBI MCIIONB30BATHCS A oOecniedeHus: (PU3MYECKOro pa3/iesieHUusl Pa3HbIX
ATanoB CMEHbl OJICKJAbl U CBOAUTh K MUHUMYMY KOHTAaMUHAIUIO 3alUTHON OJIE€K]IbI
MHUKpOOpranusMamMu W 4dactuuamu. OHHM  J0JKHBL  3()PEeKTUBHO 00ayBaThCA
OT(UIBTPOBAHHBIM BO3JIyXOM. 30HA MEpe] BHIXOJOM M3 MOMEIICHUS JIJIsl IEPEOeBaHuUs B
OCHAILIEHHOM COCTOSIHMM JOJKHA UMETh TOT K€ KJIACC YUCTOTHI, UTO U MOMelleHue (30Ha), B
KOTOPYIO OHa BeAeT. B HEKOTOpBIX cilydasx A BXOJAa B YHUCTbIE NMOMEUIEHUs (30HBI) U
BBIXOJIa U3 HUX I€JeCO00pPa3HO MMETh OT/AENIbHBbIE MOMEIIeHHs sl nepeonaeBanus. Kak
MPaBUJIO, YCTPOMCTBA ISl MBIThbSI PYK JOJIKHBI OBITh PACHOJIOKEHbI BHYTPU KOMHAT JJIsl
IIEPEOJICBAHMSI HEIAJIEKO OT BXOJA B HUX.

52. Ob6e nBepu BO3AYUIHOTO 1032 HE MOTYT OBITh OTKPBITHI OJHOBpPEMEHHO. JlJis
IpEeNOTBPAIICHHUs] OJTHOBPEMEHHOTO OTKpBIBaHMS 0OoJjiee OAHOW JIBEepU JOJDKHA paboTath
OJIOKUPOBOYHAS CUCTEMA UJIU CUCTEMA BU3YaJIbHOTO U (UJIM) 3BYKOBOI'O MPEAYIIPEKIACHHUS.

53. [logaya oTUIBTPOBAHHOTO BO3AyXa JOJDKHA MOIEPKUBATH MOJOKUTEIBHBIN
nepenaj JaBJIeHUsS OTHOCHUTEIBHO MPOU3BOJCTBEHHBIX 30H C 0oJjiee HU3KUM KJIACCOM IpHU



BceX paboyux yCJIOBHUAX, a BO3AYUIHBIA MOTOK JOJKEH 3(P(HEeKTUBHO OOTEKaTh 30HY.
CMexHBIE TOMEIIICHUS ¢ Pa3HBIMH KJIACCAMHU YUCTOTHI IOJKHBI UMETh Pa3HUILY B JJABIICHUU
10 - 15 Ila (mopmatuBHOe 3HaueHwe). Ocoboe BHUMaHUE CIEAYeT YACHATH 3alluTe
noMenieHusi (30HbI) HaAWOOJBIIMX PHUCKOB IS KauyecTBa MPOAYKIIMH, TO €CTh
MIPOU3BOJICTBEHHOH Cpejie, HEMOCPEICTBEHHOMY BIMSIHUIO KOTOPOU MOJBEPraeTcs NPOAYKIUS
WIN OYUIIEHHBIE KOMIIOHEHTHI, KOHTAaKTUPYIOIIME C MpoayKuuei. JlomyckaroTcs pasHbie
BapuaHThl B OTHOIIEHUM TMOJA4YU BO3JAyXa M TMepemnajaa JaBiIC€HHUH, KOTOpPbIE MOTYT
noTpeOOBaThCA H3-3a MPUCYTCTBHUS HEKOTOPBHIX MaTepUajoB (HampuMmep, MaTOTCHHBIX,
BBICOKOTOKCUYHBIX, PAIUOAKTUBHBIX MAaTEPUATIOB UJIU KUBBIX BUPYCOB, WK OaKTEpUATbHBIX
MaTepHuayioB, WU TIpenapaToB u3 HuX). [[1s HEKOTOPHIX omneparuii MOXKeT ObITh HeoOXoauMa
JEKOHTAMHHAIIUS TIOMEIIeHUN U o0opyaoBaHusl U 00paboTKa BO3ayXa, yIalseMOro U3
YHUCTOTO TTOMEIICHUS (30HBI).

54. Caenyer HarJISAIHO IPOJEMOHCTPUPOBATH, YTO HAIIPaBJICHUE BO3YIIHBIX IOTOKOB HE
MPEJICTABIISIET PUCKOB JIJIi KOHTAMUHAIIMKM TIPOJIYKTa, HAIIPUMEP, CIEAYET YIOCTOBEPUTHCS,
YTO B MOMEIIEHUE (30HY), MPEICTABIISAIONIEe HANOOIBIIINE PUCKH JIJISl Ka4ecTBa MPOAYKTa, C
BO3IYIIHBIM [TOTOKOM HE MOCTYIAIOT YaCTHUIIbI, ICTOUHUKAMHU BBIJICJICHUS KOTOPBIX SBJISIOTCS
00CITy>KHUBAOIINI TIEPCOHA, BBITIOJIHSIEMAs! OTnepaIus uil 00opya0BaHHeE.

55. CaenyeT npeaycMOTpPeTh CUCTEMY aBapHUITHOTO OMOBEHIEHHUS 00 OTKa3e CUCTEMBbI
BeHTWIsAIMU. Ecu pa3HuIia B 1aBICeHUN MEKY IBYMsI TIOMEIICHUSMH SIBJISIETCS KPUTUYHOM,
MEXAY HUMH HEOOXOAMMO YCTAaHOBHUTH JAaTUMKHU Iepernaja JaBjeHUs. 3HaueHus mepernana
JABJICHUS HEOOXOIMMO PETYISPHO 3alMUCHIBATH WU O(POPMIIATH JOKYMEHTAIbHO WHBIM
CIIOCOOOM.

O6opynoBaane

56. He nmomyckaercsi, 4ToObI uepe3 MeperopojKy, OTIACISIONIYI0 MOMEIIeHrne (30HY)
Kj1acca A win B oT mpou3BOICTBEHHOM 30HBI C 00JI€e HU3KOW YUCTOTOM BO3/TyXa, MPOX0AUIa
JIEHTa KOHBelWepa, 3a UCKIIIOUEHUEM CITy4aeB, KOrJa caMa JIEHTA MOJIBEpraeTcsi HEMpePbIBHOM
CTEepWIN3aLNK (HAIPUMED, B CTEPHIM3ALIMOHHOM TYHHEJE).

57. Hackonbko 3TO BO3MOXKHO MPAKTHYECKH, O00OpyaOBaHHWE, PUTHHTH (MeCTa
COEJIMHEHHUS) U 30HbI 00CITY>KMBaHUS JOJIKHBI ObITh CIPOEKTUPOBAHBI U YCTAHOBIIEHBI TAKUM
00pa3oM, 4yToOBl pabOTHI ¢ 00OPYJIOBAHUEM, €T0 TEXHUUYECKOE OOCITYKMBAaHUE U PEMOHT
MOHO OBIJIO MPOBOJUTH CHAPYXXM UYHUCTOTO mNoMmelleHus (30HbI). Eciu HeoOxomuma
CTepUIU3alusi, TO OHA JIOJKHA OBITh MPOBEJACHA MOCIE MaKCHUMaJIbHO TMOJHOW COOpKH
000pyI0BaHUSI.

58. Ecnu TexHuueckoe 00CiyKMBaHuE 000pyI0BaHUsI OBbLIO TPOBEJIEHO BHYTPU YHUCTOTO
MOMEIICHUS (30HBI) U HEOOXOAMMbIE HOPMBI YUCTOTHI U (WJIM) aCENITUKHU OBLITN HAPYIIEHBI BO
BpeMs 3TOI pabOThI, TO MOMEIIEHHE (30HA) JOJIKHO OBITh OUUILIEHO, TTPOAC3UHPUIIUPOBAHO U
(nm) mpocTepUIN30BaHO (B 3aBUCUMOCTH OT TOTO, YTO MOJXOAUT) 1O BO30OHOBJIEHHS
nporecca.



59. YcTaHOBKM IUIs IOATOTOBKM BOJABI U CHUCTEMBI €€ PaCIpENeNICHUs CIeayeT
MPOEKTUPOBATh, KOHCTPYUPOBATh U IKCILUIYyaTUPOBATh TaK, YTOObI OOECIEUUTh HAJEHKHOE
o0OecrnieueHre BOJOW COOTBETCTBYIOIIETO KauyecTBa. VX Henp3s 3KCILTyaTUPOBAaTh CBEPX
OPOEKTHOW MOIMHOCTU. Boay s MHBEKIUMHA HEOOXOAMMO MNPOU3BOJUTH, XPAHUTH H
pacnpeensiT TakuM o0pa3oM, YTOOBI MPEIOTBPATUTE POCT MUKPOOPTaHU3MOB, HAaIIpUMep, 32

CYET €€ MOCTOSIHHOM LUPKYJISIUU TPU TeMmnepaTtype Boime 70 0c.

60. Takoe oboOpynOBaHUE, KaK CTEPHIU3ATOPHI, CUCTEMbI 00pa0OTKU U (QUIbTPALIUU
BO3/yXa, BO3JIYIIHbIE U Ta30Bble (PUIBTPHI, CUCTEMbI OOPaOOTKH, MOTYUCHUS, XPAHCHUS U
pacnpeneneHnsl BOJbI, OJKHO TMOMJIEKAaTh BajJWIalMd M IUJIAHOBOMY TEXHHYECKOMY
obciyxkuBaHuio. Ha ero moBTOpHOE BBEACHUE B HKCIUTyaTallMIO JOJKHO OBITH BBIJAHO
paspelIeHue.

Cannrapua

61. CanuTtapHas 00pab0OTKa YUCTHIX MTOMEIICHUH (30H) UMEET 0CO00 BaXKHOE 3HAUCHUE.
[Tomemenus (30HbI) HEOOXOAMMO TIIATEIBHO OYMINATH B COOTBETCTBUU C MHCTPYKIIMEH,
OPUHATON B JOpME MUCBMEHHOTO TOKyMeHTa. B ciydyae nmpoBeaeHus Ne3UH(EKIIUU CIEeTyeT
OPUMEHATh HECKOJbKO THUIOB AC3MHPUIUPYIOUUX CcpeacTB. JJis BBISBICHUS Pa3BUTHUS
PE3UCTEHTHBIX IITAMMOB MUKPOOPTraHU3MOB CIEAYET IPOBOIUTE PETYIISIPHBIA KOHTPOJIb.

62. Mormue u Ae3uHPUIUPYIOIINE CPEACTBA HEOOXOIUMO KOHTPOJIUPOBATh B
OTHOIIEHUH MHKPOOMOIOTUYECKON 4YHCTOTH. WX pacTBOpHl cieayer JAepkaTbh B
IIPEBAPUTEIIBHO OYMILEHHBIX KOHTEHHEpaxX (Tape) W XpaHUTh JIMIIb Ha HPOTSHKEHUU
YCTAHOBJIEHHBIX CPOKOB, 32 MCKJIIOYEHHEM TE€X PAacTBOPOB, KOTOPbIE MPOCTEPUIN3OBAHBI.
Motoire 1 1e3uHPpUIUpyonme CpeacTBa, UCIOIb3yEeMbIe B TOMENIEHUAX (30HAaX) KJIaccoB A
u B, nepen ucnonb3oBaHUEM JOJKHBI ObITh CTEPUIBLHBIMH.

63. Jlns cHuXKEeHUs MUKPOOHOW KOHTAMUHALIMK B HEJOCTYIHBIX MECTaX MOXET OBITh
noJie3Ha (PyMHUTralys YUCTHIX TOMEIICHHUH (30H).

TexHOMOrMYECKH IPONECC

64. Ha Bcex craausx MpoMU3BOJCTBA, B TOM YHCIE HAa CTaAUAX, MPEAIIECTBYIOIIUX
CTEpUIIN3ALINH, HEOOXOAUMO MPUHUMATh MEPBI, CBOJAIINE K MUHUMYMY KOHTaMUHAIHUIO.

65. He nomyckaercs mpoU3BOJCTBO JIEKAPCTBEHHBIX CPEICTB MHUKPOOMOJIOTHYECKOrO
MPOUCXOXKJICHUS WM uX (acoBka (HAMOJHEHWE KOHTEWHEPOB) B TMOMEIICHUSX,
WCIIOJIB3YEMBIX IS POM3BOJICTBA APYTUX JIEKAPCTBEHHBIX CPEACTB. BakIMHbI, COAEpKAILNE
yOUTbIE MUKPOOPTaHU3MbI WK OaKTepUabHbIE SKCTPAKTHI, IOCJI€ MHAKTUBALIUA MOTYT OBIThH
pacdacoBaHbl B T€X XK€ NOMENIEHUAX (30HAX), UTO U JIPYTU€ CTEPUIIbHBIE JIEKAPCTBEHHBIE
CpeaCTBa.

66. Banuaanus npoueccoB, IPOBOAUMBIX B aCENTUYECKHUX YCIOBUSX, TOKHA BKIIOYATh
MOJEIMPOBAHUE IIPOLIECCA C MCIOJIb30BAHUEM IUTATEIbHON cpenbl (HANOJHEHUE



NUTaTeNbHBIMU cpeiaMu). [IutarenbHyto cpeny ciieayeT BBIOUparh ¢ yueToM JIEKapCTBEHHON
(bopMBbl JTEKapCTBEHHOTO Mpenapara, a TakKe CeJIeKTUBHOCTH, IPO3PAYHOCTH, KOHIIEHTpALUU
Y TIPUTOJTHOCTH MUTATENBHOMN Cpeibl JJIsl CTEPHIIN3ALIAH.

67. MoaenupoBaHue mpoiiecca AOJKHO Hanbosiee TOYHO UMUTHPOBATH CEPUNHBIN
MPOILIECC ACENTHUYECKOro MPOM3BOJCTBA M BKIIOUAaTh B ceOsl €ro mocliieoBaTelbHbIe
KPUTHUYECKHE CTaauu. Takxke CIeAyeT YUYUTHIBATh Pa3jIM4HbIe BMELIATEIHCTBA, KOTOPbIE
MOTYT BO3HUKHYTb BO BpeMsI OOBIYHOTO MPOU3BOJACTBEHHOIO MPOLECCa, a TAKKE CUTyalluH "
HauXyAILIero ciuyyas'.

68. MoaenupoBaHue mpolecca Npy MepBOHAYATBHON BAIMAAIUN TOJKHO BKIIHOYATH 3
MOCJIE0BATENbHBIX YOBIECTBOPUTEIIbHBIX UCIBITAHUS JJISI KaXKJA0M CMEHBbI OneparopoB. B
JanbHEHIIeM uX CleayeT MOBTOPSATh YE€pPE3 YCTAHOBJIEHHBIE TPOMEXKYTKH BPEMEHH, a TaKkKe
nociie Jito00ro CyIIECTBEHHOTO W3MEHEHHs B CUCTEME BEHTHJIALMU U KOHAUIIMOHUPOBAHUS
BO3/lyXa, 000pyAOBaHUU, IIpoLiecce WM KoJinuecTBe cMeH. Kak mpaBuio, MOJenupyromme
MPOLIECC MCIBITAHUA CIEAYET MOBTOPATH 2 pa3a B TOJ JUIsl KaXIOW CMEHBI ONEPaToOpoB U
Ka)KJI0T0 MpoIecca.

69. KonuuecTBO KOHTEHHEPOB (MEPBUYHBIX YIIAKOBOK), PEAHA3HAYEHHBIX sl (DaCOBKHU
MATATENIBHBIX CPEJl, TOJHKHO OBITh JOCTATOYHBIM, YTOOBI 00ECTICYUTH IOCTOBEPHYIO OIICHKY.
B cnydae HeOosbIIMX CepHil KOJMYECTBO KOHTEUHEPOB sl (PACOBKM MUTATENbHBIX CPEL
JIOJKHO KaK MHHHUMYM COOTBETCTBOBAaTh pa3Mepy cepuu npoaykuuu. Heobxoammo
CTPEMUTBCS K OTCYTCTBUIO POCTa MUKPOOPTaHU3MOB, MPU 3TOM CIIEIYET MPUMEHSTh TaKHe
HOPMBI:

a) B ciyyae HanojgHeHus meHee 5 000 equHuUIl NpOAYKIUMU, HE JOJKHO OBITh HU OJTHOM
KOHTAMUHUPOBAHHOMW €JTUHUIIBL;

b) B cimyuae HarmogHeHust ot 5 000 7o 10 000 eauHUI TPOTYKITUH:

Hajauuve 1 KOHTAaMUHMPOBAHHOW €JUHULBI SIBISETCS OCHOBAHUEM ISl paccieoBaHus
MIPUYHMH U TIOBTOPHOU (haCOBKH MUTATEIBbHBIX CPE/l; HATU4Ke 2 KOHTAMUHUPOBAHHBIX €IHHHUII
ABJISIETCSI OCHOBAHUEM JUIs pacCaeI0BAHMS MPUYUH U TTOBTOPHOM BaJMIalluu;

B) B ciryyae HanosiHeHud cBbime 10 000 exuHmL:

Hajauure 1 KOHTAMUHMPOBAHHOW €UHUIIBI SIBISETCS OCHOBAHUEM JUIsl paccieoBaHus
MIPUYHH,

HaJIu4he 2 KOHTAMUHMPOBAHHBIX €UHUIL SIBJISETCS OCHOBAHHUEM JUISl PacCiieIOBaHUS
MPUYHH U TIOBTOPHOM BaJUAALINH.

70. Ilpu nr000M KOJMYECTBE MEPBUYHBIX YIIAKOBOK C IMHUTATEIBHOWU Cpenon
MEePUOJANYECKUE cllydau OOHapyX eHHUsS MUKPOOHOW KOHTaMHHAIMM MOTYT yKa3blBaTh Ha
HaJIn4ue HeOONbIIMX YPOBHEH KOHTAMHUHAHTOB, YTO JAOJDKHO OBITH pacciienoBaHo. Ilpu
O0OHapyKEHUH 3HAYUTEIHLHON MUKPOOHOW KOHTAMUHAIIMU CIIEYyEeT PACCMOTPETH BO3MOKHOE
BJIMSIHUE HA CTEPUJIBHOCTh CEPUid, BBINYILEHHBIX MOCJIE MPOBEACHUS MOCIEAHUX YCIEIIHBIX
UCIIBITAHUM C HAITOJIHEHUEM MUTATEIbHBIMU CPEJIaMHU.



71. Heo6xonumo oOecreunTh YCIOBUS, MPU KOTOPHIX JIF0Oask BAIMIAIMS HE CO3/1aeT
pPHUCKa JUIsl TEXHOJIOTMYECKUX MPOIIECCOB.

72. WcTouHMKH BOAOCHAOXEHUs, 00OpyJOoBaHHE MJsi MOATOTOBKH BOABI U
NPUTOTOBJIEHHAS BOJA TOJJIEKAT PErYIIPHOMY MOHUTOPUHTY HA HAJIMYUE XMMHUYECKUX U
OMOJOTUYECKUX KOHTAMHHAHTOB M, NMPH HEOOXOAMMOCTH, Ha HAJIWYUE SHIOTOKCHHOB.
Pe3ynbTaThl MOHMTOpUHIAa M JIOOBIX MPEANPUHATBHIX JEUCTBUM cieayeT odopMIIsSTh
JOKYMEHTAJIbHO.

73. B 4ucThIX moMemeHusx (30Hax), 0COOEHHO B XOJ€ MpPOIlecca acenTHYECKOTO
MIPOU3BOJCTBA, ACITEIBHOCTD MEPCOHANA T0JKHA ObITh MUHUMAJIBHOM, a €ro MepeBUKEHNE
JOJHKHO OBITh METOJUYECKUM U KOHTPOJIUPYEMBIM BO HM30exkaHNe N30BITOYHOIO BBIJICICHHUS
YacTHUI] 1 MUKPOOPTaHU3MOB, 00YCIIOBJIEHHOTO MOBBIIIEHHON JBUTaTEIbHON aKTUBHOCTHIO.
TemnepaTtypa u BIa)XHOCTh MPOU3BOACTBEHHON CPe/bl JOJDKHBI ObITh HE OYEHb BHICOKMMH,
4TOOBI HE CO3/1aBaTh TUCKOM(OPTa C y4ETOM CBOWCTB UCTIOIB3YEMOM OJICHKIbI.

74. MukpoOHasi KOHTaMHHAlUs UCXOAHOTO ChIPbS U MAaTepHAIOB JOJDKHA OBITh
MUHUMalbHOW. Crnenuduranu Ha HHUX JOJDKHBI BKJIIOYATh B ceOsi TpeOoBaHUS K
MUKPOOHOJIOTUYECKON YUCTOTE.

75. B 4ucThIX MOMeENIEHUsAX (30HaX) HEOOXOAMMO CBOJUTh K MUHUMYMY HaJlUyue
KOHTEHHEPOB U MaTepUajIoB, OT KOTOPHIX BO3MOKHO OTJEJIEHHE BOJIOKOH.

76. Cnegyer NIpuHUMATh MEPHI 110 IPEIOTBPALLEHUI0 KOHTAMUHALIMY TOTOBOM NPOAYKIUU
YaCTULIAMH.

77. Ilo okOHYaHUU TPOIECCa OUMCTKH KOMIIOHEHTOB, KOHTEHHEPOB 1 000pYAOBaHHUS C
HUMHU CJIEIYET O0XOUTHCS TaK, YTOOBI HE MPOUCXOAMIIA UX TTOBTOPHAS KOHTAMUHAIIHUA.

78. NHTEpBanbl BpEMEHU MEXKIY MOWKOW, CYIIKOM M CTEPUIM3ALMEN KOMIIOHEHTOB,
KOHTEHHEpOB U OOOpYJIOBaHHUA, a TAKXKE€ MEXIy HMX CTepHIM3alued U MOCIeNyIOLUUM
UCIIOJIb30BaHUEM JIOJKHBI ObITh MUHHUMAJIBHBIMM U HMMETh OTPAaHUYEHHE O BPEMEHH,
COOTBETCTBYIOILIEE YCIOBUSAM XPaHEHHUS.

79. Bpemsi Mexly HayajgoM IPUTOTOBJIEHUS PACTBOpPAa U €ro CTEpUIU3alued WUiu
cTepunu3yromed (QuibTpanueil AOMKHO OBITh MHUHHMaNbHBIM. [l Kaxaoro Buaa
IPOAYKIMU CIIENYET YCTAHOBUTHh MAKCUMAJIBHO JIOMYCTUMOE BPEMSI C YUETOM €r0 COCTaBa U
YCTaHOBJICHHOTO MOPSIIKA XPAHEHUS.

80. Ilepen crepunuzanueil HEOOXOIUMO KOHTPOJUPOBATH YPOBEHb MHUKPOOHOI
KOHTaMHHAUUK. J{omKHBI OBITh YCTAaHOBJEHBl pabouHMe TrpaHUIbl KOHTAMUHALIMU
HEIMOCPE/ICTBEHHO Mepe] CTEepUIM3alueld, KOTOpble COOTHOCATCS C 3((PEKTUBHOCTHIO
UCIIOJIb3YEMOI0 METOJIa. YPOBEHb MHUKPOOHOW KOHTAMHHAIMU CJIEAYET KOJIMYECTBEHHO
ONPENENATh A1 KaXI0M Cepuu NPOIYyKLUNH, HAIOJIHEHHOW B aCENTUYECKUX YCIOBUSAX, U IS
KOXKI0M cepu MPOAYKIMU, MOoABEepraemMoill QuHHIIHON crepunuszanuu. Ecnu s
JIEKapCTBEHHBIX MPENapaToB, MOABEPracMbIX (PMHUIIHON CTEPUIN3AIMH, YCTAHOBIECHBI OoJiee
KECTKHE TMapaMeTphl CTEPUIU3AlMU, YPOBEHb MHUKPOOHOM KOHTAMHUHAIIMU MOXKHO
KOHTPOJIUPOBATh TOJBKO YEPE3 COOTBETCTBYIOIINE UHTEPBAJIBI BPEMEHHU COIIACHO IrpaduKy.



B cnydae cucrtem Bhlllycka 1O MapaMeTpaM OINpeleleHue MUKPOOHOM KOHTaMUHAIUU
cleAyeT NPOBOAMUTH Il KaXKJOW CepUM M paccMaTpUBaTh KaK HMCIbITaHHWE B MpOLEcce
npou3BoAcTBa. [Ipyu HeoOX0IUMOCTH ceayeT KOHTPOJIMPOBATh YPOBEHb SHAOTOKCHHOB. Bee
pacTBOpPbI, 0COOEHHO UH(Y3UOHHBIE KUAKOCTH O0JIBIIOr0 00beMa, HEOOXOAUMO MOJBEPIaTh
CTepMIIM3YIoIel (UIbTPAIIUH 110 BO3MOKHOCTH HEMOCPEACTBEHHO Mepe] HAlOJIHEHUEM.

81. KomnoHeHThl, KOHTEHHEPBI, 000pPYIOBaHUE U JIOObIE IpPyTrHe HPEAMETHI,
HE00XOMMbIE B YUCTOM ITOMEUIEHUU (30HE), TPU pabOTe B ACENTHUYECKUX YCIOBHSIX, JOJKHBI
OBITh MPOCTEPUIIM30BAHbl U NEPE/IaHbl TyJla Yepe3 BMOHTUPOBAHHBINA B CTEHY MPOXOIHOU
CTEPUJIM3ATOP C JIBYCTOPOHHUM JOCTYIIOM HJIM MHBIM CIOCOOOM, MPEAOTBpallatolIuM
KOHTaMuHaIuio. Heroproune ra3pl JOKHBI MIPOXOAUTH Yepe3 (pUiIbTphl, 3a/1ep KUBAIOIINe
MUKPOOPTaHU3MBI.

82. DddexTuBHOCTH JIFOOOTO HOBOTO TMpollecca MOKHA OBITh MOATBEPXKACHA TPH
BaJUAALMU, KOTOPYIO HEOOXOIUMO PETYJIIPHO HOBTOPATh B COOTBETCTBUHU C IIJIAHOM,
YUYUTBIBAIOIIUM rpauK SKCIUTyaTallly, a TaKXKe MpU J0O00M 3HAYMTEIHbHOM U3MEHEHUU B
npolecce Uik 000pyJ0BaHUH.

Crepmmzanus

83. Bce mporecchl cTepriin3aiuy J0JDKHBI TpoiTH Banupamnuo. Ocoboe BHUMaHHUE
HE00XO0AMMO, €CJIH MPUMEHSIEMbI METO/I CTEPUIIM3ALIMU HE ONMKCAH B IEUCTBYIOIIEM U3IaHUU
COOTBETCTBYIOIIEH (apMakomen HIW HUCIONb3YETCS AJIA MPOAYKTa, HE SBISIOIIETOCs
OPOCTHIM BOJHBIM MJIM MAacCiSHBIM pacTBOpoM. [IpennodyTuTenbHbIM SBISETCS METOA
TEPMUYECKON cTepunu3auuu. B mro0oM ciiyyae MeTOx CTepUiIM3aluu JOJDKEH
COOTBETCTBOBATH JIMIIEH3UH HA MPOU3BOJICTBO U PETUCTPAIIMOHHOMY JIOChE.

84. Ilepen BbIOOpOM IIOOOT0 Mpollecca CTEPUIU3ANUU HEOOXOIUMO
IPOJIEMOHCTPUPOBATh € IOMOUIBIO (PU3MYECKUX H3MEPEHUH M, €CJIM BO3MOXKHO,
OMOJOTMYECKUX UHAUKATOPOB, YTO OH MOAXOAMT JIJIsl JAHHOW MPOAYKUMH U 3(PPEKTUBEH IS
JOCTHKEHNS HEOOXOUMBIX YCIOBHI CTEPUIIM3ALMHI BO BCEX YACTIX KaKI0TIO TUIIA 3arpy3KH.
Banupanuio mnpomecca HEOOXOAMMO TMOBTOPSITH Yepe3 YCTAHOBJIEHHbIE Tpadukom
IIPOMEXKYTKH, HO HE pexe 1 pasza B roj, a TakKe BCErJa B CIIy4ae BHECEHUS CYIECTBEHHBIX
U3MEHEeHHI B 00opyaoBanue. Heo6Xoaumo XpaHUTh 3alMCH € Pe3yJIbTaTaMu.

85. Jlnst 3 (pexTUBHOM CTEpUIIN3AIMU BECH MAaTEPUAI B LIEJIOM JOJIKEH OBITh MOJABEPTHYT
HeoOxoauMol 00paboTKe, a MPOIECC OPraHU30BaH TaKUM 00pa3oM, YTOOBI rapaHTUPOBATH,
4TO JOJKHAS 3P(HEKTUBHOCTH OyAET TOCTUTHYTA.

86. J1is1 Bcex mpoLEeccoB CTEpUIIM3alUH JOKHBI OBITh pa3paboTaHbl U TOJKHBI IPOUTH
BaJIMJAIMIO CIIOCOOBI 3arpy3KHu.

87. llpumenenne OMONOTMYECKUX MHIUKATOPOB CIENYET paccCMaTpUBATh TOJIBKO Kak
JOTIOJIHUTENbHBIM METOJl KOHTPOJS CTepWiIM3alMui. bHOJOruYeckue WHIUKATOPHI
HEO0OXOAMMO XPaHHUTh U MCHOJb30BaTh B COOTBETCTBUU C MHCTPYKUHUAMH MTPOU3BOIUTEINS, a
UX KauyeCTBO KOHTPOJIUPOBATH METOJAMU MO3UTUBHOTO KOHTpOJIA. B cinydae ucnonb3oBaHus



OMOJIOTHYECKUX WHJIUKATOPOB HEOOXOAMMO MPHUHATH CTPOTHE MEPHI, MPEIOTBPAIIAIOINE
MUKPOOHYIO KOHTAMHUHAITUIO OT CAMUX WHJIUKATOPOB.

88. CienyeTr 4eTKO ONpeAeIuTh MEpbl, 00ECIeUNBAIOIIME PA3ACICHUE MPOTYKIIUU,
MPOLIEAUIEH U HE MPOLIEAUICH CcTepuin3annto. Ha kaxaon KOp3uHE, JIOTKE WA APYTOr
€MKOCTH [IJI1 TPOAYKIIMM WM KOMIIOHEHTOB JIOJDKHA OBITh 4YeTKas JTHUKETKA C
HAMMEHOBAHUEM MaTepualia, HOMEpPOM CEPUM U YKAa3aHUEM, MPOIIEI 3TOT MaTepuai
crepwinzanuio win Her. lIpu HE0OXOAUMOCTH MOTYT OBITh HCHOJB30BAHBI TaKHE
WHJIUKATOPhI, KaK aBTOKJIaBHAs JICHTA, JUIsl YKa3aHUs TOTO, MPOILIa JIM cepusi (MM 4acTh
CepHUH) MPOILIECC CTEPHIN3ALNK, OJJHAKO OHU HE JAI0T JOCTOBEPHOTO MOATBEPKIEHUS TOTO,
cepHus JEUCTBUTEIIBHO CTEPUIIbHA.

89. Jlnst KaXk10T0 IIUKIIa CTePUIN3aIlui HE0OXO0UMO COCTaBIATh 3amucu. OHU JTOTHKHBI
OBITH YTBEPKIICHBI, UTO SIBIISETCS YACTHIO MPOIEAYPHI BBIIAYN PAa3PEIICHUS HA BBITYCK CEpUU

Tepmudgeckas cTepuIA3anus

90. Kaxaplii MUK TEPMUYECKOW CTEPIJIM3AlMK JOJDKEH OBITh 3amucaH B BHIC
IarpaMMbl B KOOPJIMHATAX BPEMEHHU U TEMIIEPATYPhI B IOCTATOYHO OOJIBIIIOM MACIITa0e WITH
JOJKEH OBITh 3apETUCTPUPOBAH C MOMOLIBIO JPYTrOro COOTBETCTBYIOUIEr0 00OpYIOBaHMS,
UMCIONIETO HEOOXOAUMYI0 TMPAaBUIBHOCTH M TOYHOCTh. MECTO pPacloJIOKCHUS
TEMIIEPAaTyPHBIX JATUYUKOB, UCIIOIB3YEMBIX JJISi KOHTPOJS W (WJIM) 3alHiCH, JOJDKHO OBITh
OTIPEIECTICHO BO BPEMsI BAIMAIINH U B CITydae HEOOXOJMMOCTH TaKkKe MPOBEPEHO C MOMOIILIO
JPyTroro HE3aBUCUMOT'O TEMITEPATypHOTO AaTUYHKa, PACIIOIOKEHHOTO B TOM K€ MECTE.

91. JlonmyckaeTcst HCIOIB30BaTh XUMUUYECKHE U OMOJIOTUICCKUE MHAUKATOPHI, HO OHU HE
JIOJIKHBI 3aMEHSTh TIPOBEICHNE (PHU3NICCKUX U3MEPEHUH.

92. lomxHO OBITH MPEAYCMOTPEHO JOCTaTOYHOE BpEMsi, YTOOBI BECh 00bEM 3arpy3Ku
JOCTUT HEOOXOAWMOW TeMIIepaTypbl OO0 TOTO, Kak OyJeT HadaT OTCUET BPEMCHH
CTEpWJIM3AIUU. DTOT MEPUO/] JOHKEH OBITh OMpEeIeH I KaXKI0ro TUIAa CTEPUIIH3YEMOi
3arpys3KH.

93. Tlocne 3aBepieHns] BRBICOKOTEMITEpATypHOU (ha3bl UKIIA TEPMUIECKON CTEPUITU3AIINH
JOJKHBI OBITh TPHHSITHI MEPHI MPEIOCTOPOKHOCTH, MPEIOTBPANIAIONINE KOHTAMUHAIIUIO
IPOCTEPHIIN30BAHHON 3arpy3Kd BO BpeMs oxiaxkiaeHus. Jlrobas oxmaxmaromas KHIKOCTb
WIM Ta3, KOHTaKTUPYIOIIWE C TPOIYKIHMEH, JOJKHBI OBITh MPOCTEPUIIN30BAHBI, KPOME
Cy4aeB, KOTJIa BO3MOXKHOCTh HCIIOJIb30BaHUS HETEPMETHYHBIX YIAKOBOK HMCKJIIOUCHA
MPUBEJICHBI COOTBETCTBYIOIIHNE JI0KA3aTEIbCTBA.

Crepuimsanmsa napoM

94. Tlpu cTepunmn3aiu nMapoM cliielyeT KOHTPOJIUPOBATh TEMIIEpATypy U AaBieHue. Kak
MPaBUJIO, CPEJICTBA YMNpPaBJICHUSA JOJDKHBI OBITh HE3aBUCUMBI OT CPEICTB KOHTPOJIS U



3aMUCHIBAIOLINX YCTPOUCTB. Ecnu 1u1st 3TON 1eNii UCTOIb3YIOTCSI aBTOMAaTUYECKHE CUCTEMBI
YOpPaBIEHUSI U KOHTPOJIS, OHU JOJDKHBI MPOWTH BaJWJALIMIO, YTOOBI TapaHTUPOBATh HMX
COOTBETCTBHE TpeOOBaHUAM K KpUTHUECKOMY mpoueccy. Hapymenus B xoxae mporecca
JOJKHBI PETUCTPUPOBATHCS CUCTEMOM M HAXOJUTHCS MOJ HaJI30poM omeparopa. B xoxe
mpolecca CTepHIM3alMi TOKa3aHUs HE3aBUCHUMOTO JaTyhKa TEMIIEpaTypbl CIEAYET
IOCTOSIHHO CBEPSITh C JAaHHBIMU JHarpaMMbl 3alMchiBaroliero ycrpoicrsa. s
CTEPUJIN3ATOPOB, MMEIOUIMX CTOK B JIHE KaMepbl, MOXET BO3HUKHYTh HEOOXOIUMOCTH
perucTpanuu TeMIepaTrypbl B 3TOW TOUYKE B TE€UEHUE BCETro LUKJIA crepwinzanuu. Eciu B
LUKJI CTEPUIIM3ALMU BXOAMT 3Tall BAKYYMHUPOBAHHUS, TO IPOBEPKU KaMepbl HA TEPMETUYHOCTD
CJIEyeT MPOBOJIUTH C YCTAHOBJIEHHOM YaCTOTOM.

95. Crepuiinzyembie IPEeIMEThI, HE HAXOAUIUECS B TEPMETUYHBIX YIIAKOBKAX, JOJIKHBI
ObITh 3aBEPHYTHl B MaTepual, MPOMYyCKaIOMMA BO3AYyX M Map, HO MpeaoTBpalIalouIuil
HOBTOPHYIO KOHTaMUHALIMIO JTUX MPEIMETOB Iocie crepuwinsauud. Heobxonumo
o0ecrneuynTh KOHTAKT BCEX YacTel 3arpy3KH CO CTEPUIIM3YIOIIMM areéHTOM MpPH 3aJaHHBIX
TEMIEPATYpPE U BPEMEHHU.

96. Heobxoaumo obecneunTb, YTOOBI JAJIs CTEPUIIM3ALMU TPUMEHSIICS Nap HaAJekKallero
KauecTBa, HE COJAEpXkAIIUi TaKOro KOJIMYECTBAa IMPHUMECEH, KOTOpOoe MOIJIO Obl BBI3BIBATH
KOHTaMUHALIUIO TPOAYKIUHU WIH 000pYyI0BAHMUS.

CyxoxapoBas CTepHIN3aLHs

97. Ilpu cyxo0kapoBOW CTEPUIU3ALMU JTOKHBI OBITh MPETYCMOTPEHBI HUPKYJIALIMS
BO3/lyXa BHYTPU KaMepbl U MOJAJEp:KaHHe U30BITOYHOTO NABICHUS A MpPEeIOTBpAIlCHUS
[OMaJlaHusl BHYTpPh HEE HECTEPUIIBHOrO Bo3Ayxa. JI100o# mocTymnaroumuii BHyTpb BO3AYX
JOJDKEH MPOXoauTh 4depe3 (puibTpsl BoicOKoM 3¢ dextuBHOCTH (HEPA-QuasTp). Ecnu
CTEpHJIN3ALUS IPEAYCMATPUBAET YCTPAHEHUE MUPOTE€HOB, TO KaK YacTh BAJIMJIALUN JTOJKHBI
OBITh TPOBEICHBI UCIIBITAHUS C IPEAHAMEPEHHBIM HCIIOJI30BAHUEM YHAOTOKCHUHOB.

PamnanmonHas CICpHIIM3anus

98. PaanalnimoHHy0 CTEpUIN3ALMI0 UCTIOIB3YIOT IJIABHBIM 00pa3oM ISl CTEpUITU3ALINU
TEPMOUYYBCTBUTEIIbHBIX MAaT€pPUAIIOB U MPOIYKIMU. MHOTHE JE€KapCTBEHHBIE CPENCTBA U
HEKOTOpbIE YIIAKOBOYHBIE MATEPHaIbl YYBCTBUTEIbHBI K HOHU3UPYIOLIEMY H3IYyYECHUIO,
CJIEI0BATEIBLHO, STOT METOJA TOMYyCTUM TOJIBKO TOTJa, KOT/Ia OBLIO 3KCIEPUMEHTATHHO
MOJATBEPKJIEHO OTCYTCTBME BPEIHOrO BIWSHMS Ha MpoAykiuio. Kak mpaBuiio, obinydeHue
yAbTPadUOIETOBBIM U3ITYYCHUEM HE SIBISICTCS MPUEMIIEMBIM METOJIOM CTEPUITU3AIUY.

99. Bo Bpems npouecca paJualliOHHON CTEPUIIN3ALNUN T0KHO IPOBOIUTHCS U3MEPEHUE
MOTJIONEHHONW J103bl MOHU3HMPYIOIIETo u3lydeHus. [ 3Toro creayer HMCHoJIb30BaTh
JO3UMETPBHI, TOKa3aHHsI KOTOPBIX HE 3aBUCAT OT UCIOIb3yEMO MOITHOCTH J03bI U3IIYUYEHUS,
HO KOTOpPBIE 00ECIEeUnBAIOT KOJIMUECTBEHHYIO PETUCTPALIUIO 03I U3ITyYEHUS, TTOTJIONIEHHYIO



camoit mpoaykiuei. Jlo3uMeTpsl JOIKHBI OBITh pa3MeIIeHbl CPEIU 3arpy3KH B JOCTATOYHOM
KOJIMYECTBE M HA JOCTATOYHO OJIM3KOM PACCTOSIHMM APYT OT Apyra, 4ToObl rapaHTUPOBATh
HaJU4Me JI03MMETPOB BO BCEX MeCTax, IoJBepraeMbix oOmyuyeHuto. [lmactMmaccoBbie
JTO3UMETPBI ClIeNyeT MPUMEHATHh JUIIb B MIpeienax Cpoka JEUCTBUS UX KaIHOPOBKHU.
[Toka3aHus JO3UMETPOB HEOOXOJUMO CHUMATh B TEUEHHE KOPOTKOIO OTPE3Ka BPEMEHH I1OCIIE
00JTydeHUSI.

100. B kadecTBe cpencTBa IOMOJHUTEIBHOTO KOHTPOJISI MOTYT HCHOJB30BATHCS
OMOJIOrMYeCKUEe HHANKATOPBI.

101. [Ipouenypsl BanuAALMKU JOJKHBI TAPAaHTUPOBATh, YTO BIUSHHUE PA3HOU MJIOTHOCTU
YKJIAJKU CTEPUIIN3YEMON IPOLYKIUU YUYTEHO.

102. ITpouemypsl oOpallieHus: ¢ MaTepUallaMU JIOJKHbBI PEJOTBPAILATh MEPEyThIBAaHUE
MeXay OOJTy4eHHBIMH M HEOONydeHHbIMH MaTepuaiaMu. Ha Kakayro yMakoBKY JOJIKHBI
OBITh HAaHECEHBl YYBCTBUTEIBHBIE K M3IYyYCHHUIO [[BETOBBIE MHIUKATOPHI, YTOOBI pa3andarhb
YIAKOBKH, MPOIIEIIINE U HE MPOIIEIIINE O0TyYEHHE.

103. CymMapHasi MOIJIOLIEHHAs /1032 U3Jy4YEeHUs JOJKHA ObITh HaOpaHa B TEUEHHUE
BPEMEHH, OTBEACHHOTO Ha MPOLECC CTEPUITU3ALINU.

CTepmm3anna OKCHIIOM J3THJICHA

104. MeTon cTepuIn3aliiyu OKCUOM 3TUJIEHA MOXET ObITh UCIOJIB30BaH TOJBKO TOT/IA,
KOTJla HEBO3MOJXKHO HCIIOJIb30BaHHME Ipyroro cmocob6a. Bo Bpems Bamumanum mporiecca
JOJDKHO OBITh JOKa3aHO, YTO OTCYTCTBYET MOBPEXKJAIOIIee BIUSHUE Ha MPOAYKIIHIO, a
MPEYCMOTPEHHBIE JIJIsl AeTa3allluK YCIOBUSA U BPEMS TAKOBBI, YTO KOJIUYECTBO OCTATOYHOTO
ra3a u nIpoJyKTOB pPEeaKIuu OyJeT HaXOJUThCS B JOIMYCTUMBIX MPEJIENiax, YCTAaHOBICHHBIX IS
JAHHOT'O BUJA MPOIYKIMH WIK MaTepuana.

105. CyuiecTBeHHOE 3HAYEHUE UMEET HEMOCPEACTBEHHBIM KOHTAKT MEXKAY ra3oM H
MuKpoopranuzmMamu. CreayeT MNpUHATh MEPhl MPEJOCTOPOKHOCTH OT BKIIOUCHUS
MHUKpPOOPTaHU3MOB B MaTepual (HampuMep, B KPUCTAILIBI WM BBICYIIIEHHBIN 0enok). Bun u
KOJIMYECTBO YIMAKOBOUHBIX MAaTEPUATIOB MOTYT CYIIECTBEHHO MOBJIHUATH Ha MIPOILIECC.

106. Ilepen oOpabOTKOM Tra30M JOJDKHO OBITH 00OECIIEYCHO COOTBETCTBHE BIAXKHOCTH U
TeMIIepaTypbl MaTepuaioB TpeOoBaHUAM Ipoliecca. TpedyeMoe Juisi 3TOro BpeMsl JOJKHO
OBITh, 10 BO3MOXHOCTH, MUHUMAJIbHBIM.

107. Kaxaplii UMK CTEPUIM3AIUU JOJDKEH KOHTPOJIUPOBATHCS C MOMOIIBIO
COOTBETCTBYIOIIMX OHUOJOTMYECKUX HHIUKATOPOB, HEOOXOJUMOE KOJIMYECTBO KOTOPBIX
JIOJDKHO OBITh PAaBHOMEPHO pacmpeiesieHo Mo Bceu 3arpyske. [lonmydeHHas mpu 3ToM
nH(popMaIus J0JKHA COCTABIISITh YaCTh 3aMUCEH, OTHOCAIIUXCS K cepuu (0Che Ha CEPUI0)
TOTOBOM MTPOIYKIIHH.

108. [ns1 ka)xa0ro MyKiIa CTEPUIN3aLUU JOJKHBI ObITh OQPOPMIIEHBI 3aUCH C YKa3aHUEM
BPEMEHU MOJIHOTO 3aBEPIICHUS 1IUKIA, IaBICHUS, TEMIIEPATYPHI U BIAXKHOCTU B KaMEPE BO
BpeMs Tpollecca, a TaKKe KOHIIEHTPAIMU M OOIIEro KOJIMYeCcTBa MCIOJIb30BAHHOIO rasa.



JlaBiieHue W TeMIepaTypy CJIeQyeT PErUCTPUPOBATH HAa MHPOTSIKEHUU BCEro LUKIA Ha
auarpamMMme. JTHU 3alKCcH JIOJDKHBI COCTaBISATh YacTh 3aMKUCEH, OTHOCSIIUXCS K CEpUH (0Che
Ha CEepHI0) TOTOBOM MPOTYKIIUH.

109. 3arpy3ky nocyie CTepUIM3aluM CIEAYET XPaHUTh IMOJ KOHTPOJIEM B YCIIOBHUSX
BEHTHJISIINH, YTOOBI 00ECIIEUNTh CHMIKEHUE COJEPKAHUS OCTATOYHOTO Ta3a U MPOIYKTOB
peakiuy 10 YCTaHOBJIEHHOTO Mpejiena. DTOT MPOLEece JOJKEH MPOUTH BaIUAALMIO.

@unsTpanys JIeKapCTBeHHBIX CPEACTB, KOTOPEIE HE MOTYT OBITH
IPOCTEPHIN30BAaHEI B OKOHIATEILHOH yIaKOBKe

110. IIpoBenenue crepriin3yroniell GuIbTPALMKU HE SBIAETCS JOCTATOYHBIM YCIOBUEM
CTEpWJIM3aLUH, €CJIU BO3MOXKHO MPOBEJIECHNUE CTEPUIIM3ALMU MPOJYKIIMH B OKOHYATEIbHON
ynakoBKe. [IpeanoyTuTenbHbIM SBISETCS METOJ CTEpUIN3aluy apoM. Ecinu npoaykuus He
MOKET OBITh MPOCTEPUIIN30BAHA B OKOHYATEIbHON YMaKOBKE, TO PACTBOPHI MM KHJIKOCTH
MOTYT OBITh IPO(UIBTPOBAHBI YEPE3 CTEPUIIbHBINA (QUIBTP C HOMHUHAIBHBIM Pa3MEPOM MOP
0,22 MKM (WM MeHee) WM 4Yepe3 (UIbTP C aHAJOTHMYHOW CIIOCOOHOCTBIO 3aJ€P>KHBATh
MUKPOOPraHU3MBbI B IIPEABAPUTEIBHO IPOCTEPUIIN30BaHHBIE KOHTEHHEPHI (YNIaKOBKH). Takue
(GUABTPBI MOTYT YAAIATH OOJNBIIMHCTBO OAaKTEPUI U MJIECHEBBIX IPHUOOB, HO HE BCE BUPYCHI
Wi MukoriasMmbl. [loaTomMy pomxkHa OBITH paccCMOTpPEHa BO3MOXKHOCTH JIOMOJHEHHS
nporiecca GUIbTPaLMKU TEPMUIECKON 00paOOTKON OMpeeICHHOM CTEIEHHU.

111. B cBsi3u ¢ TeM, 4TO NIPU CTEPWINIYIONIEH (PUIBTPALIMU 110 CPABHEHUIO C APYTUMHU
pOLECCaMU  CTEPWIM3ALUU CYIIECTBYET NOTECHUHMAIBbHBIA JIONOJHUTEIBHBIN PHUCK,
HETOCPEJCTBEHHO Tepea (acoOBKOW PEKOMEHIyeTcsi MOBTOpHas (QUIbTpanus uepe3
JOTOJHUTENbHBIA  CTEPWIN3YIOIUNA  QUIbTP, 3aACPKUBAIOLIUNA  MHUKPOOPTaHU3MBI.
[TocnenHoow cTepuIU3yONYI0 (UIBTPALMI0 HEOOXOAMMO OCYIIECTBISITh KaK MOKHO OJIMKe
K MecTy (hacOBKH.

112. CnenyeT ucnoap30BaTh PUIBTPHI C MUHUMAJIBHBIM OT/IEJIEHUEM BOJIOKOH.

113. Ilepen uMcroabp30BaHHEM CTEPHIM3YIOMIETO (PUIbTpa W Ccpady IIOCIE ero
UCIIOJIB30BAHUS CIEAYET MPOBEPATH €0 LEIOCTHOCTh TAKUM METOAOM, KaK "TOYKa ITy3bIPbKa
", MeToroM AH(p(Y3MOHHOTO MOTOKA WM HCHOBITAaHHEM IOJ naBieHueM. [lpu Banmmpanuu
CJIEyeT ONPENENsITh BpeMsl, HE0OX0AUMOe AJis (PUIBTpaLUK pacTBOpa 3aJJaHHOTO 00beMa, U
nepenaj JaBjeHui Ha PUIbTpe, TI0ObIE CYIIECTBEHHBIE OTKIIOHEHUS OT 3TUX NTapaMETPOB BO
BpEMsI TEKYLIEro IMPOU3BOACTBA CIEAYET PETHCTPUPOBATH M HUCCIEAOBaTh. Pe3ynbTaThl
MPOBEPOK JOJKHBI OBITh BKJIIOUEHBI B COCTAaB 3aIHUCEH, OTHOCSIIMUXCA K cepuH (AOChe Ha
ceputo) npoaykuuu. Cpa3y IMOCI€ HCIOJIb30BaHUS CIEIYET MOATBEPKAATh LIETOCTHOCTh
KPUTUYECKUX Ta30BbIX W BO3AYWHBIX GuibTpoB. lLlenocTHOCTh Apyrux QuibTpoB
HEOO0XO0MMO MOATBEPXKIAaTh Yepe3 COOTBETCTBYIOLIUE HHTEPBAIBI BPEMEHHU.

114. He nomyckaercs ucnosib30BaTh OAMH U TOT K€ (PUIbTp B TeueHue 0osiee 0JHOTO
pabouero AHs, 3a UCKIIOUEHUEM CIy4aeB, KOTJa BO3MOXKHOCTb 00J€e JIUTEIBHOTO €ro
UCII0JIb30BaHUS NOATBEPXKACHA BN IALIACH.



115. ®unpTp He MOJKEH OKa3blBaTh BIMSHHE Ha MPOJIYKLHIO, 3aJ€pKUBasi €€
WHTPEAUEHTHI WJIA BBIJIEIISASI B HEE KaKue-Tu00 BEIIECTRA.

OkoHYaHWe Mporecca MPOU3BOJCTBA CTEPUIBHOM MPOXYKINH

116. YacTuuHo yKynopeHHbIe (IaKOHBI OCIE 3aBEPIICHUS JTUO(DUIBHOTO BHICYIIIMBAHUS
JOJKHBI HAXOJIUTHCS B 30HE Kiacca A JI0 UX MOJIHOTO YKYIOPHUBAaHUS IPOOKOH.

117. KouteliHepbl (mepBUYHBIE YNAKOBKHU) JOJKHBI OBITh YKYHOPEHBI
COOTBETCTBYIOIIMMHU CHOCO0aMH, KOTOpblE Mpouutd Bamuaanuio. Ilpu ucnosb3oBaHUU
METO/Ia 3alailkh, HanmpuMep, CTEKJISIHHBIX WJIM IUIACTMACCOBBIX aMITyJ, BCA MPOAYKIIHS
noinexkuT 100%-HOMY KOHTpPOJIO Ha LEJNOCTHOCTh. B Apyrux ciaydasx KOHTPOJIb
LEJIOCTHOCTH NPOAYKIUH JOHKEH POBOJAUTHCS YCTAHOBIEHHBIMH METOJAMU.

118. Cucrema ykynopuBanusi ¢JjakoOHOB, HATIOJIHEHHBIX B aCENTUYECKUX YCIOBHUAX, HE
SBIIIETCS TIOJTHOCTBIO LIETIOCTHOM /10 T€X IMOp, NOKa Ha YKYTIOPEHHOM MpoOKoi (hakoHe He
OyneT obOkaT (3aKaTtaH) aJlOMUHHEBBIM KOJIMAavyoK (KphIiKa). B CBs3KM ¢ 3TUM 00XKUM
KOJIIayKa Mociie YKyIOPUBaHUS POOKOM CIIEAYET BBITOIHITh KAK MOXHO paHbLIE.

119. [Tockonbky Tpu 00KMME KOJMAYKOB MOXKET BBIJCIATHCA OOJBIIOE KOJTUYECTBO
MEXaHMYECKUX 4YacThll, o0OpyaoBaHUE ajd OOXHMMa CJIEAyeT pa3MellaTb OTIAEIbHO U
cHa0»XaTh €ro CUCTEMOM BBITSDKKH BO3/1yXa.

120. O6uUM KOJITaYKOB Ha (plakoOHAX MOXKET MPOBOJUTHCA KaK 4acTh aCENTUYECKOTO
Ipolecca ¢ UCHOJb30BAaHUEM IPOCTEPUIN30BAHHBIX KOJIMTAYKOB WJIM B YCJIOBHUSAX YUCTOTO
NOMEUIEHUsI BHE acenTUyeckoil 30Hbl. B mocinenHem ciydae (GiaakoHbl JTOJKHBI OBITh
3allMILEHBl 30HON Kilacca A, MOKa HE MOKUHYT acEeNTHYECKYI0 30HY, U B JalbHEHIIEM
YKyIOpeHHbIE MpoOKamMu (HJIaKOHBI JOJDKHBI OBITH 3alUINEHBI MyTEM MOJAA4Yd YHUCTOTrO
BO3JlyXa Kjlacca A, IOKa HAa HUX HE OyIyT 00KaThl KOJIIAUKH.

121. ®makonbl 6€3 TPOOKHU MIIM CO CMEIIEHHOW MPOOKOH CIeAYyeT yAalIsATh 10 00KuMa
KoJanaykoB. Eciau mpu 00kuMe KOIMaykoB HEOOXOAMMO BMEIIATEIbCTBO YEIOBEKA, CIEAYET
WCIIOJIb30BaTh COOTBETCTBYIOIIYIO TEXHOJIOTHIO JUISi UCKIIFOUEHUS MPSMOro KOHTAKTa C
(bakoHaMU ¥ MUHUMU3ALMU MUKPOOHON KOHTaMUHAIUY.

122. DddekTUBHBIM CPEACTBOM 3aIIUTHI MOTYT OBITh Oapbepbl WINU H30JATOPHI,
OrpaHUYMBAIOINIME JOCTYH B pabouyio 30HY, oOecreuyuBarolue TpeOyemble YCIOBUS U
CBOJSIINE K MUHUMYMY MPSIMOM TOCTYM Y€JIOBEKA K ONEpaii 00K1uma.

123. TlepBuuHble yIaKOBKH, FT€PMETU3UPOBAHHBIE TI0]I BAKYYMOM (BaKyyMHbIE YTAKOBKH )
, JOJDKHBI IPOBEPSTHCS HA COXPAaHEHHUE BaKyyMa I10CIIE 3apAHEE ONPENEIICHHOTO TPOMEXKYTKA
BPEMEHU.

124. TlepBuuHble YIAKOBKH C IPOAYKIMEHN JUIsl HApEHTEPATbHOTO BBEIEHUS HEOOXOIUMO
IIPOBEPATh UHANBUAYAIBHO (IIOIITYYHO) HA HAJIMYME TIOCTOPOHHUX BKIIFOUEHHUM WM APYTHX
HECOOTBETCTBUUA MO KadyecTBY. Bu3yallbHbIi KOHTPOJbL CleAyeT NPOBOAUTH IMpHU
YCTAaHOBJICHHBIX YPOBHSIX OCBELICHHOCTH U (oHEe pabouero moss. CrenyeT peryiaspHO
POBEPSITH 3PEHUE ONMEPATOPOB, BBHIMOJHAIONIMX BU3YaIbHBIM KOHTPOJIb (€CIH ONEpaTophl



UCIIOJB3YIOT OYKH, TO IPOBEpPKAa 3pEHHs] MPOBOAMTCS B OYKax). B Xone BH3yanpHOrO
KOHTPOJII MPOAYKIHH PEKOMEHIYETCsSI NOCTAaTOYHO 4YacTO OPraHU30BBIBATH IEPEPHIBBI B
pabote onepartopoB. IIpu nMCrnoOAB30BaHUU IPYTHX METOJOB KOHTPOJISI MPOLECC KOHTPOJIS
HE0OXO0IMMO BaJlMJUPOBATh, COCTOSIHUE O00pPYOBaHUS CIEAyeT NEPUOJUUECKU TPOBEPSTh.
Pe3ynbTarhl BU3yaqbHOTO KOHTPOJIS TOJKHBI OBITH O(POPMIICHBI TIOKYMEHTAIBHO.

KonTpois xagecTBa

125. WcnpiTanue TOTOBBIX IPOAYKTOB Ha CTEPUIIBHOCTh HEOOXOJIMMO PaccMaTpUBATh
TOJIBKO KaK 3aBEPIIAIONIMI 3Tal B CEPUU KOHTPOJIBHBIX MEPONPHITUH, TAPaHTUPYIOIINX
CTEPWJIBHOCTh. METO/IMKa MCIBITaHUS Ha CTEPWIBHOCTH JOJKHA OBbITh BAJUIUPOBAHA IS
Ka)KJI0r0 MPOIYKTA.

126. B cioydasix ecinu MOJy4YEHO pa3pelICeHUE HA BBINYCK CTEPUIBHON NMPOIYKIUU IO
napameTpam, MpeayCMOTPEHHBIM CHCTEMOM BBIYCKa IO IMapaMeTpaM COrJIacHO MPUIIOKEHUIO
Noe 17 x IlpaBunam HajJiexaiieid NPOU3BOJACTBEHHON MNpaKTHUKU EBpa3uiickoro
SKOHOMHUYECKOTO COI03a, CIEIYET yIeTUTh 0c000€ BHUMAaHUE BaJuAallMi U KOHTPOJIIO BCETO
TEXHOJIOTUYECKOTO MpolLecca.

127. Bribopka o0Opa3ioB NpPOAYKIIMU, KOTOPbIE ObLIM OTOOpaHBI AJisI POBEIACHUS
UCIIBITAaHUSl Ha CTEPWIbHOCTh, JOJDKHA OBITh pPENpe3eHTAaTUBHOM [JIsi BCEeW cepuu U
00s3aTeNbHO JOJIKHA BKJIIOYATh 00pa3iibl, 0TOOpAaHHbIE U3 TE€X YaCTeW CEPUH, ISl KOTOPBIX
npeJnoaraeTcs HauooIbIINNA PUCK KOHTAMUHAIIUH, HAlpUMep:

a) JUIsl MPOAYKTOB, HAMOJTHEHHBIX B ACENTHYECKUX YCIOBHSAX, 00pa3libl JTOJKHBI
BKJIFOYaTh KOHTEHHEpHI (IEPBUYHBIE YIIAaKOBKH), B KOTOPbIE MPOUCXOAWIO HANOJHEHHUE B
Hayaje M B KOHIIE MPOMU3BOJCTBA CEPUM, a TaKXKE IMOCIE JIIOOOT0 3HAYUTEIBHOTO
BMEIIATENIbCTBA;

b) nng NpoAyKTOB, MPOLIEAIIMX TEPMUYECKYIO CTEPHJIM3ALUI0 B OKOHYATEIbHOU
YIAKOBKE, JOJDKHO OBITh YJE€JIE€HO BHUMaHHE OTOOpY MpoO M3 MOTEHUUAIBHO CaMbIX

XOJIOAHBIX YaCTEH 3arpy3KH.

IMPUJIOKEHMUE Ne 2
K [IpaBunam Hajexaniei
IIPOU3BOJICTBEHHOM ITPAKTHKH
EBpa3suiickoro 3kOHOMH4€ECKOIr0 CO3a

TPEBOBAHUA

K IIPOM3BOZICTBY OHOIOrH9eCKHX (B TOM YHCII€ AMMYHOOHOIOTHIESCKHX )
aKTHBHBIX (papMaleBTHIECKUX CYOCTaHIUI U JIEKapCTBEHHBIX
OpenapaToB U1 MEAUIMHCKOTO IPUMEHECHHUA

OO0nacTs MPpUMEHEHAA

TexHonorus Tpou3BOACTBa OMOJIOTHYECKUX (B TOM YHUCIE UMMYHOOMOJIOTUYECKHUX)
aKTUBHBIX (hapMaleBTUUYECKUX CYOCTAHIIMA ¥ JIEKApCTBEHHBIX MpenapaTtoB JJis
MEIUIIMHCKOTO TMpUMEHEeHUs (7anee - OUOJOrMYecKrue aKTUBHBIE (apMalleBTUYECKUE



CyOCTaHIIMM ¥ JIEKApCTBEHHBIC TIPErnaparbl) SBISETCS KPUTUYECKUM (HAKTOPOM,
ONIPEEIAIOIINM COOTBETCTBYIOIIUN PETYJATOPHBIA KOHTpOb. llodTOMy akTuBHBIE
(dapmareBTUYeCKre CyOCTaHITUHU U JIEKaPCTBEHHBIE TIPETapaThl MOTYT OBITh OTIPEIETICHBI KaK
OMOJIOTUYECKHE B 3HAYMTEIBHONW Mepe UCXO/Isl U3 TEXHOJIOIMH UX Mpou3BojcTBa. HacTosee
MPUJIOKEHUE CIYKUT PYKOBOJCTBOM JJIsi BCErO CHEKTpa OMOJOTMYECKUX AKTHUBHBIX
(bapmarneBTHYeCKUX CyOCTaHIIUNM U OMOJIOTUYECKUX JIEKAPCTBEHHBIX MPENapaTos.

Hacrosmee npumoxenue pas3iesieHo Ha JB€ OCHOBHBIE YaCTH:

a) 4acTb A COJEPKUT JTOMOJHUTEIbHbIEC MPaBUJIA MPOU3BOJCTBA OMOJIOTUYECKUX
aKTUBHBIX (papMaIlleBTUYECKUX CYOCTaHIIMH M JICKAPCTBEHHBIX MpenapaTtoB, HAyWHAs C
KOHTPOJISI TOCEBHBIX KYyJbTYp M OaHKOB KJIETOK M 3aKaHYMBAs 3aKIIOYUTEIbHBIMU
onepalusiMUA U IPOBEJCHUEM UCTIBITAHUN;

b) wacte B coaepkuT MOMOTHUTETHLHOE PYKOBOJCTBO ISl OTIACIBHBIX THUIIOB
OMOJIOTUYECKUX aKTUBHBIX (hapMalleBTUYECKUX CYOCTaHIIMI U JIEKaPCTBEHHBIX MPENapaToB.

Hacrosee npuiioxkenue Hapsiy ¢ HEKOTOPBIMU APYTUMH NPUIIOKECHUSMU COJCPIKHUT
ykazanus, nonoyHstomue yactu [ u Il I[paBun Hamiexamien mpou3BOACTBEHHON MPAaKTUKU
EBpa3uiickoro 3xk0HOMHUYECKOTO coro3a. O0iacTh NMPUMEHEHHS] HACTOSIIETO MPUIIOKEHUS
COJIEPKUT CIIEAYIOLINE ACIIEKTHI:

a) cTraaus MPOM3BOJCTBA: /IO TOTO MOMEHTA, MOKa OHWOJOrMYECKHUE AKTHBHbIE
dapmareBTUUECKHE CyOCTaHIIMM HE CTAHYT CTEPWIBHBIMU, OCHOBHBIM JOKYMEHTOM JIJIsi HIX
saBisierca 4yacth [l IlpaBun Hamiexamen NpOU3BOACTBEHHOW MNPakTHUKU EBpa3uiicKkoro
HKOHOMHUYECKOTro coro3a. [IpaBuiia sl mOCIEeyONIMX CTaAUN MPOU3BOJACTBA OMOJIOIMYECKUX
JIEKapCTBEHHBIX IIpenapaToB cojeprkarcs B yactu | [IpaBui Hamiexxamen npon3BoICTBEHHON
MpaKkTUKHA EBpa3suiickoro 5KOHOMHYECKOTO COK03a;

b) BUJI MPOAYKIIMHU: HACTOAIIEE MPUIIOKEHHUE SBIISIETCS PYKOBOJSIIUM JOKYMEHTOM JIJIS
BCETO CIEKTPa OMOJIOrMYECKUX JIEKAPCTBEHHBIX MPENapaToB.

VYka3aHHBIE aCHEKTHl MPEJCTaBICHb B TaONUIE, KOTOpas SBISETCS TOJBKO
WJUTIOCTPATUBHOM W HE MpelHa3HauyeHa i TOYHOI'O OMHCaHUA OOJAaCTU NMPUMEHEHUS
HACTOSIIEro MpujiokeHus. Tak ke, Kak U B COOTBETCTBYIoIel Tabmuie B yactu Il I1pasun
HaJ[JIeXKAIEeN ITPOU3BOACTBEHHON ITPAKTUKU EBpa3zuicKoro 3KOHOMUYECKOT0 COK03a, YPOBEHb
TpeOOBaHMUIl yCUIIMBAETCS 110 MEPE MEPEX0/1a OT PAHHUX K IMO3JIHUM CTaJUSAM MPOU3BOJICTBA
OMOJIOTMYECKUX aKTHBHBIX (papMaleBTUUECKUX CyOCTaHIMH, oJHaKO MpuHIUIb [IpaBui
HAJIJIS)KAIIEH MPOU3BOJICTBEHHON MPAKTUKU EBPa3uilcKOro 3KOHOMHYECKOTO COK03a JOJIKHBI
coOmoaThCsi Beerja. BiiloueHne HEKOTOPHIX paHHUX CTaJWi MPOU3BOJICTBAa B 00JACTh
MPUMEHEHHUSI HACTOSIIEr0 NPWIOKEHUS HE MOJApa3yMEeBaeT, YTO ATU CTaauu OyayT
MOJJIEXKATh PETYJISIPHBIM IMPOBEPKAM YIIOJIHOMOYEHHBIMU OpraHamMu (OpraHU3alHsIMH)
roCyapCTB - WIEHOB EBpa3zuiicKoro 3KOHOMHUYECKOI0 COKO3a.

AHTHOUOTUKH HE SBISIOTCS OMOJIOTMYECKUMU JICKAPCTBEHHBIMU MperapaTaMu, OTHAKO
TpeOOBaHUSI HACTOSIIIETO TMPUIIOKEHUS MOTYT OBITh HCIOJIb30BaHBI HA OHMOJOTHUYECKUX
CTaAusIX MX MPOU3BOJACTBA. TpeOOoBaHUS K MPOU3BOJACTBY JIEKAPCTBEHHBIX MPENapaTos,



MOJIy4aeMbIX U3 (PpaKIIMOHUPOBAHHON JOHOPCKOM KPOBM WIJIM IUIa3Mbl, YCTaHOBJIEHBI B
npunoxxeHuu Ne 14 x [IpaBuiiam Hajexamen Npou3BOJACTBEHHON NMPAaKTUKU EBpa3zniickoro
SKOHOMHYECKOI'0 COK03a, a I HETPAHCT€HHBIX PACTUTENbHBIX JIEKAPCTBEHHBIX IIPENApPaTOB -
B npwioxkeHnu Ne 7 k [IpaBunam Hamexaield nporu3BOACTBEHHON PpakTUKK EBpa3nuiickoro
HSKOHOMHYECKOTO COH03a.

B oTHOIIEHUN MCXOMHOTO ChHIPhS MOTYT MPUMEHSTHCA JIpyrue TpeOOBaHUS, €CIId OHU
MIPENYCMOTPEHBl CIENUAIBHBIM 3aKOHOAATEIBLCTBOM. B  ONpeneneHHbIX Cciaydasx
IIPUMEHSIOTCS CIEAYIOIINE MMOJIOKEHHUS:

a) 1715l TKaHe! (KJIETOK), MCIIOJIb3YEMBbIX JIJIsl TPOMBIIIUIEHHOT'O IPOU3BOCTBA POIYKIUN
(JleKapCTBEHHBIX CPEJICTB), IPUMEHSIETCS COOTBETCTBYIOIIEE 3aKOHO1aTENbCTBO. Takue TKaHu
U KJIETKH CTAHOBSTCS OMOJOTMYECKMMHU aKTUBHBIMHM (apMaleBTUUYECKUMU CyOCTaHLMSIMU
U1l HEKOTOPBIX BHUJOB OHOJIOTUYECKHUX JIEKAPCTBEHHBIX NPENnaparoB (HampuMmep,
JIEKapCTBEHHBIX MPENAPAaTOB TKAHEBON MHXKEHEPHUH, CIYKAIIUX JJIsI YACTUYHON WIIM MOJIHOU
3aMEHbI OTAENIbHBIX TKaHE), 1)1 KOTOPBIX MPUMEHSIOTCS TpeOoBanus [IpaBui Haexanen
IPOU3BOICTBEHHOM MPAKTUKKU EBpa3niickoro "KOHOMUYECKOTO COI03a U JIpyrue TpeOoBaHUs
K JIEKAPCTBEHHBIM CPEJICTBAM;

b) B OTHOIIIEHUHU BBICOKOTEXHOJOTUYHBIX JIEKapCTBEHHBIX cpencTB (ATMP), B koTopbIx
KpPOBb WJIM KOMIIOHEHTHI KPOBH UCIIOJIb3YIOTCA B KaU€CTBE UCXOJHOTO ChIPhs, IPUMEHSIETCS
COOTBETCTBYIOILIEE 3aKOHOJATEIbCTBO, KOTOPOE YCTaHABIMBAET TpeOoBaHUS K OTOOpPY
JIOHOPOB, KauecTBY M 0€30MacHOCTH IpH 3a00pe, TECTUPOBAHUM, 0OPAOOTKE, XPAHEHUIO U
TPAaHCIOPTUPOBAHUIO YEIIOBEYECKON KPOBU U €€ KOMIIOHEHTOB;

C) MPOU3BOJICTBO M KOHTPOJIb TEHETUUECKHU MOJAUPUIIUPOBAHHBIX OPraHU3MOB JIOJIKHBI
COOTBETCTBOBAaTh TPEOOBAHUSIM 3aKOHOAATENLCTBA. JlomkHA ObITH OOecrieueHa U co0JIoeHa
COOTBETCTBYIOLIAs] M30JSLUS U JAPYTrUe MEphl 3alUThl HA 00BEKTax, I7ie OCYIIECTBIsAETCS
Kakas-1u0o paboTa ¢ TEHETUYECKHM MOIAU(UIIMPOBAHHBIMU MHUKpOOpraHusmamu. Jis
YCTaHOBJICHHSI ¥ COOTIOZICHUST HEOOXOIUMOTO YPOBHS OMOJIOTHYECKON O€30MacHOCTH JOJIKHO
OBITh MOJYYEHO COOTBETCTBYIONLIEE pa3peIIeHNe YIIOJHOMOUYECHHbBIX OpraHOB (OpraHu3alnii),
€CJIM 3TO MPEeIyCMOTPEHO 3aKOHOJATEIbCTBOM, MPH 3TOM TaKXk€ HE JOJDKHO OBITh
npoTtuBopeurii ¢ TpeboBaHusmu [lpaBun Hamiexaileil NpPOU3BOJCTBEHHON NpPaKTHKU
EBpa3suiickoro 3K0HOMHUYECKOTO COK03A.

Taomuna

PykoBOICTBO 10 MPOU3BOACTBEHHOM AEATEIIFHOCTH B paMKax 00JIacTH
npuMeHeHHnd TpeGoBaHMIt K NPOU3BOACTBY OHONOTMYIECKUX (B TOM THCIIE
AMMYHOOHOJIOTMIECKHX ) aKTHBHEIX (papManeBTHIESCKUX CyOCTaHIuit 1
JIEKapPCTBEHHLIX IIPENIAPATOB I MEUIHMHCKOTO IIPUMEHEHUS

Tun u uctounuk Ilpumeps IIpumenenue IlpaBun Hajexaied MNTPOU3BOIACTBEHHOW MPAKTUKHU

MatepruajaoB IPOAYKIIUH EBpa3uiickoro 3x0HOMUYECKOT0 CO03a K CTAIUSIM HpOI/ISBO,I[CTBal
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Vennerne Tpedosarni GMP ="

1CepLIM OTMEYEHbI CTaJUU MPOU3BOJCTBA, K KOTOPHIM MPHUMEHSAIOTCA TPEeOOBaHMS
IIpaBwi1 HaIexamen MPpOU3BOICTBEHHON IPAKTUKU EBPa3suiicKoro 3KOHOMHUYECKOr0 COr3a.

2FpaHHuH, B KOTOpBIX IpHUMEHAIOTCS NpuHOunsel [IpaBun Hamiexamen
ITPOU3BOJACTBEHHON IPAKTUKU EBpPa3suiiCKOro dKOHOMHUYECKOTO COK03d, ONPEIEIAITCS B
COOTBETCTBMH C pazzenaoM Bl Hacrosmero npuioxeHus.

3FpaHHum, B KOTOPBIX MpUMEHsAIOTCS mnpuHuunbel [IpaBun Hamnexamei
MPOU3BOJCTBEHHON MpPaKTUKU EBpasuiickOoro SKOHOMHUYECKOTO COK03a, OMNPENeNsioTCs B
COOTBETCTBHH ¢ pazjieioM "Cucrema MmoceBHON KyIbTYphl U OaHKA KJIETOK'.

4IIJI${ BBIpalIMBaHus, cOOpa U MEPBUYHON 00paOOTKH, KOTOPBIE OCYIIECTBISIOTCS B
MOJICBBIX YCIIOBUSAX, MOXET IMPUMEHATHCS PYKOBOJICTBO IO MpaBUIaM HaJJICKAIIETO
BBIpAIIUBaHU U cOOPa UCXOTHOTO CHIPhsI PACTUTEIHHOTO MPOUCXOKICHHUS.

> [Ipumensatorca npunuunsl lIpaBun Hamiexamen NpPOU3BOACTBEHHON NPAKTUKU
EBpa3zuiickoro 5KOHOMHYECKOT'O COI03a, B COOTBETCTBUU ¢ pazzaesnoM "OobsacTh mpuMeHeHus "

6B CJIy4yae BHUPYCHBIX BEKTOPOB, OCHOBHOM KOHTPOJIb COOTBETCTBYET KOHTPOJIIO IIPU
MIPOU3BOJICTBE BUPYCOB (CTpOKaA 2 TaOIUIBI).



7 Txkann (KJIeTKH) YyenoBeKa JOIKHbBI COOTBETCTBOBATh TPEOOBAHUSIM 3aKOHOAATEIHCTRA.
IIpuamMn

[Ipon3BOACTBO OMOJIOTMYECKUX AKTHUBHBIX (hapMaleBTUUYECKUX CyOcTaHUM U
JIEKapCTBEHHBIX IMpenapaToB HMEET CBOIO CHEUU(UKY, OMNpPENeNIeMyl0 XapaKTepoM
NPOAYKUIMH W TEXHOJIOTMEH NPOU3BOACTBA. XapakTep MPOU3BOJICTBA, KOHTPOJIS U
NpUMEHEHHUS OMOJOTMUECKUX JIEKapCTBEHHBIX IMPENapaToB TpeOyeT O0coOBIX Mep
PEIOCTOPOKHOCTH.

B oTinune oT OOBIYHBIX JIEKAPCTBEHHBIX CPEACTB, IPOU3BOAUMBIX C UCIOJIb30BAHUEM
XUMHYECKUX M (PU3MUYECKUX METOJO0B, CIOCOOHBIX JIEMOHCTPUPOBATh BBICOKYIO CTEIEHb
HaJIe)KHOCTH, MPOU3BOJICTBO OMOJIOTMYECKUX aKTUBHBIX (DapMalleBTUUECKUX CYyOCTaHLMNA U
JIEKapCTBEHHBIX MPENapaToB BKIIOYAET B c€0s1 UCIOJIB30BaHNE OMOJIOTHUYECKUX MPOLIECCOB U
MaTepuagoB, TAKUX KaK KyJbTHUBUPOBAHUE KIETOK WJIM AKCTPArdpoBaHUE MaTepuana M3
’KUBBIX OPraHU3MOB. DTH OHOJIOTHYECKUE MTPOLIECCH MOTYT IEMOHCTPUPOBATH CBOWCTBEHHYIO
UM HM3MEHUYHUBOCTb, YTO MPUBOJUT K CYUIECTBEHHOMY JAMANa3OHy MOOOYHBIX MPOAYKTOB
pa3nuuHoi mpupoabl. [103ToMy MpUHIUIBL YIIpaBICHHUs] pUCKaMH JJisi KauecTBa 0COOEHHO
BaXKHBI JUIs JAHHOTO KJIacca MaTEpUajIoB U JOJDKHBI COOIIOAAThCS IPU pa3paboTKe METOI0B
KOHTPOJII Ha BCEX CTAAusAX MPOU3BOJCTBA JJIi MHHUMH3ALMUU BapHUaOEIbHOCTH U
YMEHBILIEHUSI BO3MOKHOCTH KOHTAMUHAIIMH U IEPEKPECTHON KOHTaMUHAIIIH.

Marepuainbl, NUTATEIbHBIE CpPEAbl M YCIOBUS KYJIbTUBUPOBAHUS LIEIEBBIX
MUKPOOPTaHU3MOB, KYyJIbTYp KJIETOK, BHUPYCOB M T. II. BO MHOIOM CHOCOOCTBYIOT
BO3MOKHOCTH POCTa KOHTAMUHUPYIOIIUX areHToB. Kpome TOro, MHOrue jaeKapCTBEHHBIE
npenapaTbl UMEIOT OTPAaHUYEHHYI0 YCTOMYMBOCTh K IIMPOKOMY CHEKTPY METOJOB OUMCTKH, B
OCOOEGHHOCTH K METoJAaM, IpeJHAa3HAYEHHBbIM [UIsi HMHAKTUBALUU WIM YCTPAaHEHUs
MTOCTOPOHHUX BUPYCHBIX KOHTAMUHAHTOB. JlJI1 CBEIEHUSI K MUHUMYMY BO3MOXXHOCTH TaKOU
KOHTaMHHAIlMM OCHOBHOE BHMMAHME CJIEIYET yJIEATh IJIAaHUPOBAHUIO TEXHOJIOIMYECKOIO
npolecca, KOHCTPYKIHMH OOOpYyIOBaHMs, MOMEIICHUH, CUCTEM OOECreyeHus, yCIOBUSIM
MIPUTOTOBJICHUS U T00aBieHus Oy(hepoB U peareHToB, 0TOOPY MPoOd U 00YUEHUIO MTepCOHAIA.

Crneundukanuy Ha NPOAYKIHIO (B HACTHOCTHU crienudUKanuu B (papMaKkoneHbIX CTaThsIX
, o0mux QapmMakoneWHbIX CTaThIX, PETUCTPALUOHHOE JOCHE) JOJDKHBI OIpPEICIsITh
JIOIYCTUMOCTD OTPEJEICHHOr0 YPOBHSI OMOHArpy3KH (C yKa3aHUEM CTENE€HU U CTaJuu) IS
BEILECTB U MAaTE€pPUAJIOB, UM TPeOOBaHUA K UX CTEpUIbHOCTH. [IpOM3BOACTBO Takk e AOIHKHO
COOTBETCTBOBATh JIPYTUM TPeOOBaHUSAM, U3JI0XKEHHBIM B PETHCTPALMOHHOM J0Che MO0 B
MPOTOKOJIE€ KJIMHUYECKOIO UCCIEAOBaHUS (HampuUMep, KOJIMYECTBO reHepaluil (yABOEHUH,
Macca)xei) MeX Iy MOCEBHOU KyJIbTYpO# M OaHKOM KIIETOK).
st GMONOrHYEecKUX MAaTepHanioB, KOTOPbIE HE MOTYT OBITh MPOCTEPHIIN30BAHBI (
HampuMmep, myTeM (puiIbTpanuu), TPOU3BOJCTBO JOKHO OCYIIECTBIATHCA B aCENTUYECKUX
YCIOBUAX JUIsi MUHHUMM3ALMU PHUCKA BHECEHMUS] KOHTAMHMHAHTOB. s permaMeHTanuu



OTIpe/IeJICHHBIX MPOU3BOJICTBEHHBIX METOJIOB, HAMPUMED JIs YJAJCHUS WA MHAKTUBAIIUU
BHUPYCOB, CIIElyeT PYKOBOJCTBOBATHCS COOTBETCTBYIOIIMMH Mporenypamu. llpumenenue

COOTBETCTBYIOIIMX KOHTPOJII U MOHUTOPUHTA 32 COCTOSIHUEM MPOU3BOICTBEHHOU CPEJbI U,

r7ie BO3MOXKHO, CUCTEMBbl YOOPKH M CTepHIM3AlMU "Ha MecTe" BMECTE C UCIOJIb30BaHHEM

3aKPBITHIX CHCTEM MOJKET 3HAYUTEIbHO YMEHBIIUTh PUCK CIy4allHOW KOHTaAaMUHAIMHU W

NEPEKPECTHOW KOHTAMUHAIIMH.

KOHTpoJIb OOBIYHO BKJIIOYAET B CEOsI OMOJOTHUECKUE aHATUTHYECKUE METO/IbI, KOTOPBIE
XapaKTepU3yroTcs: 00jee BBICOKON CTENEHBIO BapHaOEIbHOCTH, YeM (DU3UKO-XUMUUYECKHE
mMeToabl. [losToMy Mpu MPOU3BOJACTBE OMONOTHUYECKHX AKTHBHBIX (hapMaleBTUUECKHUX
CyOCTaHIIMA ¥ JICKAPCTBEHHBIX TMpEmapaToB KIIOYEBYIO pOJIb HUTpaeT HaJACKHBIN
MIPOM3BOJICTBEHHBIN MPOIECC U 0CO00E 3HAYCHHE UMEET KOHTPOJIb B TIPOIECCE MPOU3BOJICTBA.

bronornueckue nexkapCTBEHHBIE MTPENapaThl, B COCTaB KOTOPBIX BXOJSAT TKaHU (KJIETKH)
JOHOpa (Hampumep, OIpeiesieHHbIE BBICOKOTEXHOJIOTUYHBIE JIEKAPCTBEHHbIE CPeACTBa (
ATMP)), n0mXKHBI COOTBETCTBOBATH TPEOOBAHUSIM 3aKOHOJATENIhCTBA B YACTH
IPOCIICKUBAEMOCTH, YBEIOMJICHUS PETYJISTOPHBIX OPTaHOB O HEOJIArONMPUSTHBIX PEAKIUIX U
KIIMHAYECKHUX CIIy4asX B XOJ€ Tepanuu, a TakKe B YaCTH TEXHHYECKUX TPEOOBAHHM IO
uneHTudukanuu, oopadoTke, MPEeIOXPaHCHHUIO, XPAHEHUIO U TPAHCTIOPTUPOBAHUIO TKaHEH (
KJIETOK) JIOHOpa. 3a0op MaTepuaaoB W MPOBEJACHHE WCIBITAHUA JOJKHBI MPOBOJUTHCS B
COOTBETCTBUU C CUCTEMOM KauecTBa, JJIsl KOTOPOU OINpeAesieHbl CTaHAAPThl U TEXHUYECKUE
TpeboBanus. Kpome Toro, TpeboBaHUs HOPMATUBHBIX MPABOBBIX aKTOB PACHPOCTPAHSIIOTCS
Ha TPOCIEKUBAEMOCTh B OTHOIICHHH JOHOpa (C CcOOII0aeHHMEM KOH(HUIACHIMATbHOCTH
JIOHOpA) Yepe3 CTaJNH, OCYIIECTBIIIEMbIE B yUPEXKACHUH 110 3a00py (IpOBEpKe) TKAHEH, U 10
YApEeXIEHUS, TJIe UCTIONB3YETCs IEKApCTBEHHBIN MpernapaT (B COOTBETCTBHH C TPEOOBaHUSIMU
HOPMATHUBHBIX TIPABOBBIX aKTOB).

buonornueckre akTuBHBIE (papMaIieBTUIECKHE CYyOCTaHIIMU U JIEKAPCTBEHHBIE TIperapaThl
JIOJKHBI COOTBETCTBOBATh TPEOOBAHUAM JIEUCTBYIOIIMX HOPMATHBHBIX MPABOBBIX aKTOB B
OTHOILIIEHWW YyMEHBIICHUs pPHUCKA TMepeaadu Bo30yaAWTeNns rybuaTtoit sHIedamonaTuu
KUBOTHBIX M JIATEHTHBIX BUPYCOB Uepe3 JIEKAPCTBEHHBIC Mpemaparhl sl MEAUITUHCKOTO
NpUMEHEHUS U BETEpUHAPHBIE JIEKAPCTBEHHBIE MTPENapaThl.

Yacts A. Obmee pyKoBOJCTBO
Ilepconan

1. Ilepconan, paboraromuii B 30HaX MPOU3BOJACTBA U KOHTPOJS OMOJIOTHYECKUX
AKTUBHBIX (DapMareBTUYECKUX CYOCTaHIIMU W JICKAPCTBEHHBIX NpPENapaTtoB (B TOM YHUCIIE
MepCOHaN, 3aHATHIA OYHUCTKOM, OOCIY>KMBAaHHUEM WJIM KOHTPOJIEM KadyecTBa), IOJKEH
MPOXOJIUTh OOYUYEHHUE U MEPUOJUYECKOE MOBTOPHOE OOYUYEHHE B COOTBETCTBUU CO CBOMMH
00S13aHHOCTAMM M CcHEU(UKON TPOU3BOIUMON MPOIYKIIMH, BKIIIOYAs BCE OCOObIE MEpHI
MPEAOCTOPOKHOCTHU JUISl 3ALUTHI MPOIYKLNHU, IEPCOHATIA U OKPYKAOUIEH Cpe/ibl.



2. Ins obGecnieyeHus: 6€30MaCHOCTU MPOIYKUUU JOJKHO MPUHUMATHCA BO BHHUMAaHHE
310poBbe nepcoHana. COTpyAHUKHU, 3aHIThIE B MPOU3BOJICTBE, TEXHUYECKOM OOCITYKUBAHUH,
MPOBEJAECHUHN HCHOBITAHUM W YXOJ€ 3a JKUBOTHBIMH (B TOM YHCJIE KOHTpOJE), IpHU
HEOOXOAMMOCTH JIOJKHBI OBITh BaKIIMHUPOBAHBI COOTBETCTBYIOIIUMHU CHEUUPUUECKUMHU
BaKI[MHAMHU, & TAKXKE MPOXOJUTh PETYIIIPHBIE MEAUIIMHCKUE OCMOTPBHI.

3. JIroOble 3a0o0neBaHusl nmepcoHana, KOTOPbIE MOTYT HEOJAronpusiTHO MOBJIMATH Ha
KayecTBO MPOAYKTa, [JOJKHBI MPENsITCTBOBaTH pabOTe€ Takoro IMepcoHala B
IIPOU3BOJICTBEHHOM 30HE, @ COOTBETCTBYIOIIME 3alUCH COXPaHAThCA. B mpousBoacTse
BakuuHbl BIJK u nmekapcTBEHHBIX MpenapaToB TyOEpKyJIMHA MOTYT OBITh 3aHSTHI TOJBKO
COTPYIHHUKH, KOTOPBIE PETYJISIPHO MPOXOASAT NPOBEPKY HMMMYHHOIO CTaryca WIH
PEHTreHOJIOrM4YecKoe oOcienoBanue rpyqHoil kieTku. COTpyAHUKH AOJHKHBI TPOXOJHTh
MEJIUILUHCKUI OCMOTpP C YYETOM PHCKA, KOTOPOMY OHH IMOABEP>KEHBI, METULIMHCKUN OCMOTP
TpeOyeTcs uisl IepcoHana, padoTArOIIEro ¢ ONTaCHBIMU OpraHU3MaMHu.

4. C 1enb0 MUHUMHU3ALMA BO3MOXHOCTH MEPEKPECTHON KOHTAMUHALUH HEOOXOIUMO
KOHTPOJIMPOBATh OTPaHUUYEHUE JIBUKEHUS MEpCcOHaNa (B TOM YMCIE COTPYIHUKOB CIIYKOBI
KOHTpPOJISI Ka4eCTBa, CIELHAINCTOB MO OOCIYXKMBAHUIO U YOOpPKE) HA OCHOBE IMPHUHIUIIOB
yIpaBJICHMs pUCcKamMu JJi KadecTBa. Kak rmpaBuio, He JOIMyCKaeTCs IEPEX0l COTPYAHUKOB U3
30H, TIJieé BO3MOXEH KOHTAaKT C JKMBBIMM MHUKPOOPTaHU3MaMH, TE€HETHYECKHU
MOIU(ULIMPOBAHHBIMU OPraHU3MaMU, TOKCUHAMHU WJIH )KUBOTHBIMH, B 30HBI, 1€ IIPOBOJISATCS
paboThI ¢ APYroil NpoayKurel, THAKTUBUPOBAHHOM MPOIyKIMEN WIN PYTUMH OpraHu3MaMu
. Ecnu mono6HBIX mepexosoB n30exaTh HEBO3MOKHO, JOJKHBI OBITh MPUHATHI MEPHI IS
KOHTPOJISI KOHTAMUHALIMN COTJIACHO IPUHLUIIAM YIIPABJICHHS PUCKaMU JUJIs Ka4eCTBa.

ITomemenns u 060pyaoBaHHe

5. SIBisIsich 4AaCTHIO CTPATETUH KOHTPOJIS, CTENEHb KOHTPOJIS IIPOU3BOJACTBEHHOU CPEJIbI B
OTHOIIEHUM KOHTAMHHAIIMM 4YacTUIAMU WU MHUKPOOPTraHM3MaMH B TPOU3BOICTBEHHBIX
MOMEIIEHUAX JIOJDKHA COOTBETCTBOBATH BUAY AKTHBHOM (papMalieBTUUECKOW CyOCTaHIUH,
MIPOMEXKYTOYHOM U TOTOBOM MPOJYKIIMU U CTAIUU TEXHOJOTHYecKoro mpoiiecca. [Ipu atom
HEOOXOJIUMO YYUTHIBATh YPOBEHb KOHTAMUHAIIUM MCXOJIHBIX MATE€pPUAJIOB U CTENEHb PUCKA
IUIs TOTOBOTO MPOAyKTa. B mporpamMmMy MOHUTOpHMHIA MPOU3BOACTBEHHOUN CpEIbl JOJIKHBI
OBITH JIOTOJHUTENIBHO BKJIIOUEHBI METOJIbI JJIsI ONPEIEeICHHUS] TPUCYTCTBUS CEHUPUUECKUX
MUKPOOPTaHU3MOB (HampuUMep, OPTraHU3Ma-XO03sIMHA, JAPOXKIKEBBIX, IUIECHEBBIX TI'PUOOB,
aHa’pOOHBIX MHUKPOOPTAaHU3MOB M T. M.), €CJIM HA 3TO YKa3bIBA€T MPOIECC YMPABICHUS
pUCKaMU ISl KauecTBa.

6. [Ipou3BOACTBEHHBIC U CKJIAJICKME MOMEIIECHUS JOJDKHBI OBITh CIPOCKTUPOBAHBI C
y4eTOM TpeOOBAaHMM K KJIACCaM YUCTOTHI, a TPOIECCHI CTNIAHUPOBAHBI TAKUM 00pa30M, YTOOBI
IpPEeAOTBPATUTh KOHTAMUHAIIMIO TIPOYKIIMU TOCTOPOHHUMU BeriecTBamu. [IpenoTBparienue
KOHTaMHHAINU SBIIsIeTCS Oosee 3Q(GEeKTUBHBIM, YeM €€ OOHAPYKCHHE W YCTpaHEHUE, XOTS
KOHTAMUHAIIMUS, BEPOATHO, OyJEeT MPOSBIATHCS BO BpPEMS TaKUX MPOU3BOJACTBEHHBIX



IPOLIECCOB, KaK (epMEHTalus U KyJIbTUBHPOBAHUE KIETOUHBIX KyJIbTyp. KOHTpOsbHBIE
M3MEPEHHUsI, BKJII0Yasi KOHTPOJb CUCTEM 00€CTIeUeHHUs] U KOHTPOJIb MPOU3BOJCTBEHHOM Cpeibl,
JOJKHBI ITIPOBOAUTHCS B COOTBETCTBUM C NPUHIIUIIAMM YIIPABICHUSA PUCKAMU JJIsI Ka4yecTBa
Ha Y4YacTKax, IZI€ MPOXOIAT OTKPBITBIE MPOLECCH M, COOTBETCTBEHHO, MPOAYKLIHS MOKET
OBITh MOJBEPKEHA HEMOCPEICTBEHHOMY BO3JICHCTBUIO TPOU3BOJICTBEHHON CpeIbl (HapuMep,
BO BpeMs J00aBJI€HMs BCIIOMOTaTeIbHBIX BEILECTB, Cpell, OypepoB, ra3oB, pabOT BO BpeMs
MPOU3BOJICTBA BBICOKOTEXHOJIOTUYHBIX JieKapcTBEHHbIX cpeAcTB (ATMP)). Ilpu BbeIOOpE
[IOCJICIOBATEIBHBIX KJIACCOB YMCTOTBI B IIPOU3BOJACTBEHHBIX IIOMEILICHUAX W
COOTBETCTBYIOIIIMX METOJ0B KOHTPOJIS NPUHIMUIBI YIPaBICHUS PUCKAMH ISl KadyeCTBA
JOJDKHBI YYUTBIBATH IPUHIUIIBI, U3JI0KEHHBIE B COOTBETCTBYIOIIUX ITYHKTAX MPUIIOKEHUS Ne
1 k IIpaBunam Hagexanield NPOU3BOJCTBEHHON NPAKTUKUA EBpPa3suiCKOro 3KOHOMUYECKOTO
COM03a.

7. Pabota ¢ )KMBBIMU KJIETKAaMH, YCTOMUUBBIMU K CPEJI€ POU3BOICTBEHHBIX TOMEIIEHUH,
JOJKHA OCYIIECTBIATHCS B CIIENMAIBHO MPEIHA3HAYEHHBIX IPOU3BOICTBEHHBIX TOMEIIEHUX
. Ecnu B mpou3BOACTBE NPUMEHSIOTCS NATOT€HHbIE MUKPOOPraHU3Mbl (Hampumep, 1 u 2
IPYIIbl MaTOT€HHOCTH), TO OHO TaKXE JOJIKHO OCYILIECTBIISTHCA TOJBKO B CIELHAIBHO
IIpeHA3HAYEHHBIX U1 9TOTO IIPOU3BOACTBEHHBIX TOMEILICHUSX.

8. Mcnonb30BaHUE OJHOTO OMENIEHUS JJISI POU3BOICTBA HECKOJIBKUX JEKAPCTBEHHBIX
IpernapaToB MOXKET OBITh pa3pelieHo, eCiIM 4acThbio 3(PPEKTUBHON CTpaTeTuu KOHTPOJIS,
HAIIpaBJICHHOM Ha IPEAOTBPALICHUE NEPEKPECTHON KOHTAMUHALIUU SIBISAIOTCS CIIEAYIOIINE
WIN DKBHUBAJICHTHBIE UM (PAKTOPbl U MEPONPUSITHS (COOTBETCTBEHHO PacCMaTPUBAEMBIM
THIIaM [TPOYKIIHHN):

a) 3HAHHE OCHOBHBIX XapaKTEPUCTUK BCEX KIETOK, OPraHU3MOB U JIOOBIX OCTOPOHHHUX
areHToB (HampuMmep, NaTOT€HHOCTb, BO3MOXKHOCTb OOHApYy>KEHHs, YCTOWUHUBOCTbD,
BOCIIPUMMYHMBOCTh K MHAKTUBALMHK), pa00Ta C KOTOPBIMHU OCYILECTBISETCSA B OJJHUX U TEX K€
ITIOMEIIEHHUSIX;

b) pu Npou3BOACTBE NTPOIYKIMN U3 MHOTOYMCICHHBIX MaJIEHbKUX CEPUid, MOTy4aeMbIX
U3 Pa3IMYHOIO MCXOJHOIO ChIpbs (HampuMep, JIEKapCTBEHHbIE MpenapaTbl HA OCHOBE
KJIETOYHBIX TEXHOJIOTUH), Ha CTAUH pa3pabOTKU CTPATETUU KOHTPOJIS JOJIKHBI YUUTHIBATHCS
Takue (PAKTOpPHI, KaK COCTOSHHUE 3J0POBbS JOHOPOB, C LEIbIO CHUKEHHUS PUCKA IMOJTHOU
[IOTEPU NPOLYKLIHH;

C) MpenoTBpallleHue NONaJaHMs >KUBBIX MHKPOOPTaHU3MOB M CIOpP B CMEXKHbIE
MOMEILEHUSI WIK Ha 00Opy/I0BaHUE IIyTEM OINpeeNICHUsI BCEX MOTEHIMATIbHBIX MaplIpyTOB
MIEPEKPECTHON KOHTAMHUHALIMM W HMCHOJB30BAHUS OJHOPA30BBIX KOMIIOHEHTOB H
COOTBETCTBYIOIINX MHKEHEPHBIX MEPONPHUITHI (HallpuMep, 3aKPBITBIX CUCTEM);

d) HanMuMe MEepONPUATHI KOHTPOJIA MO yAAJEHUI0O MUKPOOPTaHU3MOB U CIIOP MEpeN
MOCJHEAYIOIIUM IPOU3BOJACTBOM ApPyrod npoxaykuuu. Ilpomenypel ouucTku u
JEKOHTaMUHAIMd OT MUKPOOPIaHU3MOB U CIOP JIOJIKHBI ObITh OTBAJUIAUPOBAHBI (B TOM
YUCJIE U JI1 CUCTEM OTOIUICHUSI, BEHTUJISLIMY U KOHauIMoHupoBanus Bo3ayxa (HVAC));



€) €ClIi MUKPOOPTraHU3MBbl SIBIIIOTCS YCTOMYMBBIMU K YCIOBUSIM IPOU3BOJICTBEHHOU
cpeabl U B PACHOPSIKEHUM HUMEIOTCS COOTBETCTBYIOIIME METOJIbl, KOHTPOJIb
MIPOU3BOJICTBEHHON Cpe/ibl, CrelU(PUIEeCKUuil ISl MOTyd4aeMoro MUKPOOpPTraHu3Ma, CIeayeT
MPOBOJUTH B CMEXHBIX 30HAX BO BpeMs MPOM3BOJCTBA U TOCJE 3aBEPUICHHUS OUYUCTKH U
NeKOHTaMHUHaUU. Takxke HYXHO NPUHUMATh BO BHUMAaHUE PHUCKH, CBA3aHHBIE C
MCIIOJIb30BAaHUEM OIPEJIEICHHOI0 KOHTPOJIbHO-U3MEPUTEIHLHOTO 000pyA0BaHus (Harmpumep,
JUIsl OTIPENICNICHHS] YacTHUIl B BO3/yX€) B 30HAX, I'/I€ MPOBOJATCS pabOThI C KUBBIMU U (HJIH)
CIOpoO0Opa3yoIMMI MUKPOOPTaHU3MAMH,

f) mpoaykuusi, o0opyaoBaHue, BCIIOMOTaTeabHOEe 000pyJ0BaHUE (HAMpUMEp, s
KaTMOPOBKY M BaJUAAIMKI) U OJHOPA30BhIE MaTepUabl JODKHBI MIEPEMEIAThCS B Mpeenax
MpeIHa3HAYCHHBIX 30H M JOJDKHBI YIQISATBCS W3 ATUX 30H TaKUM 00pa3oM, YTOOBI
MPEAOTBPATUTh KOHTAMUHAIUIO IPYTUX 30H, APYTOW MPOIYKIIMH HA Pa3TUYHBIX CTAIUSIX
IPOU3BOJACTBA (HAmpUMEp, CIEAYET MPEAOTBPATUTh KOHTAMUHAIIMIO WHAKTUBHUPOBAHHBIX
MPOAYKTOB WJIM aHATOKCUHOB HE MHAKTUBUPOBAHHBIMU MPOYKTAMM);

g) IPOU3BOJICTBO Ha OCHOBE MPUHIIMUIIA MPOBEACHUS OJTHOTUITHBIX IIUKIIOB TPOU3BOICTBA (
KaMITaHUH).

9. HeoO6X0auMOCTh HalWYUs CHENHAIM3UPOBAHHBIX MOMENICHUN IS (GUHHUITHOM
00paboTku (HampuMmep, IJisl MPUTOTOBIICHUS, HANIOJHEHUS, YIIAKOBKH) OYyJEeT 3aBUCETh OT
MEepPEeUNCICHHBIX B TyHKTe 8§ Hacrtosmero Ilpunoxkenus ¢akTopoB, a Takxke OT
JOTIOJTHUTEIBHBIX (DAKTOPOB B OTHOIICHHH CHEU(PUKU OUOJIOTUYECKOrO JIEKApCTBEHHOTO
mpernaparta u XapakKTepUCTHK APYTrod TPOMYKIIUH, BKIIOYasl JTIOObIE HEOMOJOTHYECKUE
IPOJYKTHI, MPOU3BOJMMBIE B TEX K€ MOMelIeHUsX. Ha 3akIiounTenbHbIX CTaIUsiIX MOTYT
MOTPEOOBATHCS JIPYTUE MEPHI KOHTPOJSL OMPENEIICHHON MOCIeI0BATEIIbHOCTH 100aBICHUS
BEIIIECTB, CKOPOCTH IEPEMELINBAHUSI, BPEMEHH U TEMIEpaTyphl, MPEAEIbHOT0 BPEMEHU
BO3JICHCTBHS CBETA U repMeTH3alNK (U30JISIIIMK), a TaKXKE B MPOLIeTypax OYUCTKHU B Cllydyae
MpOJINBa (PaCCHIMAHUS).

10. MeponpusTus U TpouEeaypbl, HEOOXOAUMbIEC JIsI 0OecreueHuss Oe30MacHOCTH
MPOU3BOJCTBEHHONW Cpebl U MEpCOHala, HE JOJKHBI MPOTHUBOPEYUTH MEPONPHUATHSIM U
npoueaypam, HeoOX0AUMbIM ISl 0OeCTIeUeHHsI KauecTBa MPOAYKTa.

11. CucteMbl BO31yXOMOATOTOBKH JOJAKHBI ObITh CIIPOSKTUPOBAHBI, CKOHCTPYUPOBAHBI U
00CITy>KMBaTbCsl TaKUM 00pa3oM, YTOOBI UCKIIOUHUTH PUCK MEPEKPECTHOW KOHTaAMUHAIIUU
MEXIy pa3UYHbBIMH MPOU3BOJICTBEHHBIMU 30HAMHM. Takxke MOXKET BO3HUKHYTh
HEOOXOJMMOCTh B OT/ACJIBHBIX CHCTEMaX BO3YXOMOJITOTOBKM IJisi OMpPEJCICHHBIX 30H.
PelnieHue OTHOCHUTENIHLHO HCIONB30BAHUS CHUCTEM BEHTWISIIIUU 0€3 PEeHUPKYISIUHA JOJKHO
OBITH IPUHATO HA OCHOBAaHUY NIPUHIIUIIOB YIIPaBJICHUS PUCKAMU IS KA4eCTBa.

12. PaGoTy co cTepwiibHON MpOAyKIHEH HEOOXOIUMO OCYILIECTBISTH B 30HAX C
M30BITOYHBIM JIaBJIEHHEM, HO B OCOOBIX 30HaX B TOYKaX JIOKAJIW3allMM MaTOTCHHBIX
MUKPOOPTaHU3MOB CJEAYET CO37aBaTh OTPUIATEIbHBIN TMepenaj JaBiIeHUS s
MpeJOTBPAIICHUSI PACIIPOCTPAHEHUSI KOHTAMUHAHTOB 32 Mpeeibl 3TUX 30H. Eciu aJist paboThl



B QCENTUYECKUX YCIOBHIX C MaTepuajgaMu, MPeACTaBISIONMMUA 0COOBIM PUCK (HarmpuMmep, ¢
MaTOr€HHBIMU MUKPOOPTaHU3MaMH), UCTIONb3YIOTCSI 30HBI C MOHM)KEHHBIM JIABIICHUEM WJIU
Oe3omacHble OOKCBI, UX CIEAYET OKPY>aTh 30HAMH COOTBETCTBYIOIIETO Kjacca YUCTOTHI C
U30BITOYHBIM JaBiieHueM. JlaHHbIE Tiepenajibl JaBJIeHUs JOJKHBI ObITh YETKO OINpe/IeTIeHbI U
HaXOJUTHCS MOJI TOCTOSSHHBIM KOHTPOJIEM C COOTBETCTBYIOIIMMHU HACTPONMKAMU aBapHilHOM
CUTHAJIM3AIIHH.

13. Konctpykiust 000pyJa0BaHMs, HCIOJb3yEeMOTO jisi pabOThl C >KUBBIMU
MUKPOOpPraHW3MaMU M KJIETKaMH, BKJIIOYas 00OpyJaoBaHHME ajig OTOOpa mpoO, JOJKHA
HCKJIFOYaTh BO3MOXXHOCTh KOHTAMHHAIIMK BO BpeMsl ITPOBEACHUS PadoT.

14. KoncTpykius, odecrieunBaroias NEPBUIHYI0 U30JIAIHIO, TOJDKHA UCKITIOYATh PHCK
yTEYKH OMOJOTUYECKUX areHTOB B HEMOCPEACTBEHHOE pabouee MPOCTPAHCTBO, YTO JOJIKHO
OBITH TTOATBEPKICHO PE3yIbTaTaMU TECTHPOBAHUS C OTIPEICTICHHON MEPUOTUIHOCTHIO.

15. PekomeHayeTCs MO BO3MOXHOCTH MCIIOJIb30BAaTh CUCTEMBI "OUUCTKUA Ha mecTe" U "
o0pabotku mapom Ha Mecte" ("crepunuzanuu Ha Mecte"). KoHCTpyKkius BeHTWIIEW Ha
(dbepmeHTaTOpax JOJDKHA MPEAYCMaTPUBATh BO3MOXKHOCTh UX CTEPHIIM3AIUN TTAPOM.

16. Boznyminble (GUabTpbl JOIKHBI OBITh TUAPO(GOOHBIMH, CPOK X CITYKOBI TIOJKEH OBITH
ONpeaesieH B IMPOLECCe BaluJallMU IYTEM MPOBEPKHU ILEIOCTHOCTH C OMNpPENEICHHOU
MEPUOJIMYHOCTHIO COTJIACHO COOTBETCTBYIOIIMM MPUHIIMIIAM YIIPABJICHUS PUCKAMU s
KauecTBa.

17. KoHCTpyKIMS ApeHaKHBIX CUCTEM JIOJDKHA MO3BOJISATH MPOBOAUTH 3(DPEKTUBHYIO
HEUTpaNU3alUI0 U JEKOHTAMUHAIIUIO CTOYHBIX BOJI JUISl UCKJIIOUEHHS] PUCKA MEPEKPECTHOM
KOHTaMUHAIMK. JIOJDKHO OBITH 00ECIeYeHO BBHIMOJHEHHUE TPEOOBaHUMN 3aKOHOJIATEIhCTBA C
1EJIbI0 MUHUMU3AIUM PUCKOB KOHTAMHHALIMM OKPYXKAlOIIEel Cpeabl B COOTBETCTBUU C
PUCKaMH, CBSI3aHHBIMU C OMOJIOTHYECKOM OMAaCHOCTHIO OTXOJI0B MPOU3BO/ICTBA.

18. BBuay M3MEHUYMBOCTH CBOMCTB OMOJOTHMYECKUX JEKAPCTBEHHBIX CPENICTB WIIH
MPOIIECCOB WX MPOU3BOJCTBA HEOOXOJAMMO OTMEpUBATh WM B3BEIIUBATH KaKoe-THOO
COOTBETCTBYIOIIECE (KPUTHUYECKOE) HMCXOTHOE ChIphe (Hampumep, MUTATENbHbIE CPEeIbl U
Oydepsl) B X0€ TEXHOJIOTHIECKOTO TIpoiiecca. B 3Tux ciiydasx B MpOU3BOJICTBEHHOUW 30HE
JIOTyCKaeTCsl XpaHEHUE HEOOBIINX 3aI1aCOB 3TOI0 UCXOJAHOTO ChIPhsS Ha MPOTSHKEHUHU CPOKa,
YCTAHOBJICHHOTO Ha OCHOBAaHHUM COOTBETCTBYIOIIMX KPUTEPUEB (HANPUMEpP, JIUTEIHLHOCTD
MIPOU3BOJICTBA CEPUU WIIH JITTUTEIBHOCTh KaMIIaHUM ).

JXuBOoTHEIE

19. Jlns mpou3BOACTBa OMOJOTHYECKUX JIEKAPCTBEHHBIX IMPENapaToB HCIOJb3YIOTCS
pa3HbIe BUBI )KUBOTHBIX. BBIJIESAIOTCS Clieayromnue 2 00IbIINe TPyl HCTOYHUKOB:

a) )KUBBIC )KUBOTHBIC, O0BEIMHEHHBIE B TPYIIbI, cTana, ctau. Hampumep, 00e3bsiHBI (
BaKIMHA MIPOTUB MOJMOMHEIUTA), JTOIIaAH, OBIBI U KO3bl (MMMYHHBIE CHIBOPOTKU MPOTHUB
SJI0B 3M€U U CTOJOHSIKA), KOIIKU (QJIJIEPI€HbI), KPOJIUKHU, MBIIIN U XOMSIKU (BaKIIMHA MPOTUB
OellleHCcTBa), KO3bl, KPYIHBIA POraThlii CKOT (TPaHCTEHHBIE MPOAYKTHI);



b) TkaHM (KJIETKH) KUBOTHOTO MPOUCXOXKIACHUS, U3BICUCHHBIC M3 yMEPIIBICHHBIX
KUBOTHBIX (OBLIBI U CBHHBH), MCIOJIb3yEMBbIE NJisi MPOU3BOJICTBA BBICOKOTEXHOJOTHUYHBIX
nekapcTBeHHBIX cpeacTB (ATMP) wnmm kak ceipbe i HEpMEHTOB, aHTUKOATYJISTHTOB H
TOPMOHOB.

JKUBOTHBIE TaKXe HUCIOJB3YIOTCSA ISl KOHTPOJA KayecTBa B COOTBETCTBUU CO
cnenuukanusaMu (MMPOreHHOCTh, TOKCUYHOCTD, 0€3BPEIHOCTD, crieluduyeckas akTUBHOCTb
).

20. B nmonosiHeHHE K BHITIOJIHEHUIO HOPMATHUBHBIX TPEOOBAaHUN B OTHOIICHHH T'y0OUYaTOM
sHUEe(dATONAaTUNU KUBOTHBIX JPyrd€ ONACHble areHThl (BO30yIUTENH 300HO30B,
AHTPOITI0300HO30B JKUBOTHBIX) JOJKHBI KOHTPOJIUPOBATHCS U PETUCTPUPOBATHCS COIIACHO
MOCTOSIHHO JIEUCTBYIOLIEH MporpamMme MOHUTOpUHra. HeoOxoauma KOHCyJbTaIus
COOTBETCTBYIOILIETO CIELUATIMCTA JAJI1 OPTaHU3aMKN TAKUX POTPaMM.

B ciyyasx 3a0oseBanus 5KUBOTHBIX-IOHOPOB WJIM )KUBOTHBIX, KOTOPBIE UCTIONIB3YIOTCS B
Ka4yeCTBE CBIPbs, JOJDKHBI OBITh MPOBEAEHBI W 3aPETUCTPUPOBAHBI COOTBETCTBYIOLIUE
UCCJIEJIOBAHUS HA TPEIMET MPUTOAHOCTH ITHX >KUBOTHBIX M MPUTOJHOCTH KUBOTHBIX,
MpeObIBABIINX B KOHTAKTE C OOJIbHBIM )KMBOTHBIM, AJI UCIIOIb30BaHUA [IPU IPOU3BOJICTBE (B
KAaueCTBE UCXOJHBIX MAaTEPHAIOB WJIK UCXOJHOTO CHIPbs), KOHTPOJIE KauecTBa MPOAYKIIMH U
MPOBEACHUMU UCHBITAHUN Ha Oe30macHOCTh. JlokHaA OBITh MPUHATA B (POPME MUCHMEHHOTO
JOKYMEHTa MpOILEeAypa PETPOCIEKTUBHOTO aHAIM3a, MMO3BOJISIIOLIAs NMPUHUMATh PEIICHHE
OTHOCUTENIbHO TOJHOCTH OHMOJOTHYECKOW aKTHUBHOM (papMaleBTUUECKOW CyOCTaHIMU WU
JIEKapCTBEHHOr'0 Ipernapara, B COCTaB KOTOPOro0 BXOAWUT WJIM MPHU IPOU3BOACTBE KOTOPOTO
MCIIOJIb30BAJICS TAKOM >KMBOTHBIA MaTepual B KAYECTBE UCXOJHOTO CHIPbSl MJIM MaTepHuaa.
JI1s1 yCTaHOBJIEHUS TOTO, Kakasi U3 JOHAMMU ITOCIEAHEN TTOKa3ana OTPULATENIbHBIA PE3yJIbTaT
Ha Hajauuue 3a0oJieBaHUS, €CIM MNPUMEHUMO, NMPOBOAUTCS IOBTOPHOE TECTUPOBAHUE
00pa3oB, COXpPAaHEHHBIX MNpU MNOpeaplayueM 3abope MarTepuana OT TOrO Ke
KUBOTHOTO-JI0HOPA (€CJIM TaKOBBIE MMEIOTCA), YTO BIMSET HA NMPOLECC NMPUHATHS JAHHOTO
pemenus. Ilpu ompeneneHuu nepuoia M3BATHUS KUBOTHBIX K3 MPOTPAMMBI JOJKEH
YUYUTBHIBATbCSl MEPHOJ BBIBEJICHHS TEPANEBTUYECKUX AreHTOB, HMCIOJIb30BABIIMXCS IS
BBEJICHUS KUBOTHBIM-JOHOPAM WJIH KUBOTHBIM, KOTOPBIE UCIOJIb30BAINCH B KAUE€CTBE ChIPhS
, YTO JTOJIKHO OBITH OPOPMIIEHO JOKYMEHTAIBHO.

21. Ocoboe BHUMaHUE CIeNyeT YACHATh MPEAOTBPALICHUI0O U MOHUTOPHUHTY
MH(EKIMOHHBIX 3a00JIEBAHUM Y KUBOTHBIX, KOTOPBIE UCIOJIb3YIOTCSI B KAUECTBE ChIPbS, U Y
KUBOTHBIX-TIOHOPOB. [IpuHHMaemble Mepbl JOJDKHBI BKJIIOYaTh KOHTPOJIb MCTOYHHUKOB,
MOMENIEHUM, NacTOMINA, KOHTPOJIb OMOJIOTHYeCKON 0€30MacHOCTH, PEXKUMOB IMPOBEACHUS
UCIIBITAaHUI, KOHTPOJIb BCIIOMOTaTEIbHBIX MATEPUAIOB U KOPMOB JJI )KUBOTHBIX. OCOOEHHOE
3HaYeHUE JaHHbIE MPOBEPKU HUMEIOT JJIsI KUBOTHBIX, CBOOOJHBIX OT cCHelu(UUIECKUX
MaTOT€HOB, B COOTBETCTBHUU C TPEOOBAaHHUAMH HOPMATHUBHBIX aKTOB. J{OMKHBI OBITH
onpenieNeHbl TpeOOBaHUS K COJIEPKAHUIO U MOHUTOPUHTY 3JI0POBBS JIPYTUX KUBOTHBIX (
HaIlpUMED, KUBYIIUX B CTAAX WM CTAJIAX).



22. ]Ins nexapCTBEHHBIX MPENapaToB, IPOU3BEAEHHBIX C UCIOJIb30BAHUEM TPAHCTEHHBIX
KUBOTHBIX, JOJDKHA OBbITh oOOecrnedyeHa MpOCIeKUBAEMOCTh HCXOJHBIX >KHUBOTHBIX,
WCITOJIB30BAHHBIX Ul CO3/1aHUS TPAHCT€HHBIX )KUBOTHBIX.

23. Ocoboe BHMMaHHE JOJKHO ObITh y/IEJI€HO HOPMATUBHBIM aKTaM B OTHOUIIECHUU
3aIUTHI ’KUBOTHBIX, UCIIOIb3YEMBIX B 3KCIEPUMEHTAIbHBIX LENSIX, B OTHOILIEHUH BUBAPUEB,
B KOTOPBIX COZEpXKATCsl )KUBOTHBIE, YX0/1a 3a )KUBOTHBIMU U KapaHTHHA. BuBapuu, B KOTOPbIX
CoepKaTcid >KUBOTHBIE, HCIOJb3yEeMbl€ JJIsI IMPOU3BOJCTBA M KOHTPOJISI KayecTBa
OMOJIOTMYECKUX aKTUBHBIX (papMalleBTUYECKUX CyOCTaHIMI U JIEKapCTBEHHBIX MPENaparos,
JOJIKHBI OBITh OTAEJIEHBI OT 30H MMPOU3BOACTBA U KOHTPOJISI KAYECTBA.

24. J1ns1 pa3nu4HbIX BUJIOB )KUBOTHBIX JIOJKHBI OBITH OMpE/IeNIeHbl OCHOBHBIE MOKA3aTeNHu,
KOTOpBIE 3aT€M JOJLKHBI KOHTPOJHUPOBATHCS U peructpupoBarbes. llokazaTenu MoOryr
BKJIFOYATh BO3PACT, MOJI, BEC U COCTOSIHUE 3/10POBbSI )KMBOTHBIX.

25. Jlns npenoTBpalieHusl pucka NMepenyThIBaHUS U BO3MOXHBIX OIACHOCTEH, JOJKHA
CYILIECTBOBATh CUCTEMA MAEHTU(UKAIIMU B OTHOIIEHUH KUBOTHBIX, OMOJIOTMYECKUX areéHTOB
Y IPOBE/ICHHBIX UCTIBITAHUI.

JloxymenTars

26. JIns UCXOAHBIX CHIPbS W MAaTepHANIOB AJid MPOU3BOIACTBA OMOJOTHMUYECKUX
JIEKapCTBEHHBIX MpEnapaToB MOXKET NOTpeOOBAThCSA NOMOJHUTEIbHAs WH(MOpMauus 00
VUCTOYHUKE, MPOUCXOXKICHUHU, LENU IOCTaBKH, METOJE MPOU3BOJICTBA U INMPUMEHIEMBIX
METO/JaX KOHTPOJISI KayecTBa isi oO0ecreyeHuss HeoOXoquMoro oobemMa KOHTPOJIS, B TOM
YKCIIE MUKPOOHOJIOTHYECKOTO KOHTPOJIA.

27. J11s1 HEKOTOPBIX TUIIOB MPOAYKLHUU MOKET MOTPEOOBATHCS CEUU(PHUUECKOE ONMCAHUE
MaTepHuaoB, BXOASAIINUX B CEPUIO, B YACTHOCTH, COMAaTUYECKHUX KJIETOK, UCIOJIb3YEMBIX MTPU
MPOU3BOJICTBE BBICOKOTEXHOJOTHYHBIX JieKapcTBeHHBIX cpenctB (ATMP). B cayuasx
ayTOJOTUYHOTO JIEKAPCTBEHHOTO Ipernapara M JEKapCTBEHHOI'O Mpernapara OT CIEeHHATbHO
10,100paHHOr0 JOHOPA MPOIYKIIHS JTOJIKHA pacCCMaTPUBATHCS KaK OfHA CEpHsL.

28. 1515 1ekapCTBEHHBIX MPENapaToB, MPU MPOU3BOCTBE KOTOPHIX UCTIOIb3YIOTCS KIETKU
YeJIOBEKAa WM TKAaHU JOHOPOB, JIOJDKHA OBITh OO€cledeHa IMOoJHas MpPOCIeKUBAEMOCTD,
HauyMHas OT UCXOJHOTO ChIPbsl U MaTepUalioB, B TOM YHUCIIE coAeprKalias nHpopManuo 0060
BCEX BEILECTBAX, KOHTAKTUPOBABIINX C KJIETKAMH WJIH TKAHSMH, BIUIOTh /10 MMOATBEPKICHUS
[IOJIy4E€HUS JIEKAPCTBEHHOI'O IIpenapara B MECTE €r0 NIpUMEHEHUS. B TO ke BpeMsl T0JKHA
ObITh 00O€creueHa aHOHUMHOCTh MAallMEHTOB M KOH(PUACHIIMATBHOCTh UHPOPMALIMK 00 UX
3nopoBbe. COOTBETCTBYIOLIME 3alHUCH, OOECHeYMBAIOUINE MPOCIEKUBAEMOCTh
JIEKapCTBEHHOTO Mpenapara, J0JKHbI ObITh COXPAaHEHBI HAa MPOTSKEHUHU TPUJILATH JIET MOoCcie
JaThl OKOHYaHUS CPOKa TOJHOCTHU JIEKapCTBEHHOro mpenaparta. Ocoboe BHUMaHUE JAO0HKHO
YAENATHCS. 00ECTICUEHHIO MPOCISKUBAEMOCTH CIIEIIM(PUUYECKUX JIEKAPCTBEHHBIX MPENapaToB
JUISI UICIIOJIB30BAHUSA B OCOOBIX ClydasX (HalpuMep KIETKU OT CHEUUAIbHO MOJ00PaHHOTO
noHopa). IIpon3BoACTBO JIEKAPCTBEHHBIX CPEJICTB C UCIIOJIB30BAHUEM KOMIIOHEHTOB KPOBH B



Ka4eCTBE MCXOJHOTO CBIPbS WJIM MAaTEepHUalIOB JIOJKHO COOTBETCTBOBATH TPeOOBAHUSIM
3aKOHOJATeIbCTBA. B COOTBETCTBMM C 3aKOHOJATEILCTBOM NIPU MIPOU3BOJCTBE
BBICOKOTEXHOJIOTUUHBIX JIeKapcTBeHHBIX cpenctB (ATMP) nmomkna ObITh oOecredeHa
IPOCJICKMUBAEMOCTh KJIETOK YEJIOBEKa, B TOM UYMCJIE TE€MOMO3THYECKUX CTBOJIOBBIX KJIETOK.
Mepornpustus, 00eCIeunBarOIIHE MPOCICKUBAEMOCTh U XPAHCHHUE TOKYMEHTAITUU B TEUCHUE
HEOOXOJAUMOTO TMEepPUoJa, JOJKHBI OBITh BKIIIOYEHBI B TEXHUYECKHE COTJANICHUS MEXKITY
BOBJICUCHHBIMU B TaKyIO JESITEIHbHOCTh CTOPOHAMH.

IIpousBoacTBO

29. YuutbiBasi BO3MOXKHYIO BBICOKYIO U3MEHUUBOCTh CBOMCTB OMOJIOTMUYECKUX BEILIECTB U
MPOJIYKTOB, HEOOXOAMMO OOECIEeUNTh Ha Pa3HbIX ATanax XU3HEHHOTO IUKJIA TPOTYyKIHUH (
HampuMep, Ha dTare pa3padOTKH Mpoliecca) MOBBINICHUE HAEKHOCTH U yCTOWYHMBOCTHU
mpoliecca, CHUXKasi TEM CaMbIM €T0 BapraOeTbHOCTh U MOBHITIAs BOCTIPOU3BOIUMOCTD.

[ToBTOpHAS OlLIEHKA JIOJKHA ITPOBOJIUTHCA B MPOIEcCe 0030pOB KauecTBa MPOAYKIUH.

30. ITockonbKy cpeibl U PEaKTUBBI B YCIOBUSIX KYJIbTUBUPOBAHUSI 00€CTIEYUBAIOT POCT
KJIETOK WJIM MUKPOOPTaHU3MOB, KOTOPBIE, KaK MPaBUIIO, SIBJISIOTCS MOHOKYJIBTYpaMu, 0c000€
BHUMAHHUE JIOJKHO VYJEHATHCA CTPATErWM KOHTPOJISI KadyecTBa Uil TapaHTUHU
NpeaynpexAeHUsS U MHUHUMU3AIUK OUOHATPY3KHM U CBSA3AHHOTO C HEH 3arps3HeHus
MeTabOoIUTaMu M SHJIOTOKCUHAMHU. [[11 BBICOKOTEXHOJOTHYHBIX JIEKAPCTBEHHBIX CPEICTB (
ATMP) Ha OCHOBE KJIETOK, KOTOpPbIE, KaK MPaBUJIO, IPOU3BOJATCS MaJIbIMU CEPUSMH, PUCK
MEPEKPECTHOM KOHTAMHUHAIMM MEXAY KJIETOYHBIMHU JIEKAPCTBEHHBIMHU MpEnapaTtamu OT
Pa3HBIX JOHOPOB C PA3JIMYHBIM COCTOSIHUEM 3J0POBbS JOJDKEH KOHTPOJIUPOBATHCS COTIIACHO
YCTaHOBJICHHBIM TPeOOBAHUSAM U MPOLIETYyPaAM.

HcxomHOE CHIpHE U MaTEpHAIIEI

31. Cnenyer 4eTKO ONpENENsITh MUCTOYHUK, MPOUCXOXKIACHUE W TPUTOTHOCTH
OMOJIOTUYECKUX MCXOMHBIX CHIPhS M MaTEPHAIOB (HAIpUMep, KpUOMPOTEKTOPOB, MTUTAIOIINN
KJIETOK, PEareHTOB, MUTATEIbHBIX cpel, O0ydhepoB, CHIBOPOTOK, (PEpMEHTOB, IIUTOKHUHOB,
(bakTOpoB pocTa) A MOCIEAYIOIIET0 UX UCTIONb30BaHus. Eciau mpoBeneHne HeoOX0IMMBIX
UCIIBITAaHUH 3aHUMAeT MHOTO BPEMEHH, JTOMYCKAETCsl HAUYMHATH 00PabOTKY MCXOTHOTO CHIPhS
70 TIONYYEHHsI Pe3yJbTaTOB ITHX HCIBITAHWNA, HO JJIs MCIOJIB30BAHMS ITUX HCXOTHBIX
MaTepUalioB JIOJDKHO OBITh YUTEHO WX BJIIUSHHE HAa APYTHUE CEPUU B CiIydae BBISIBICHUS
HECOOTBETCTBHSI M OIICHEHBI PUCKH COTJIACHO IIPUHIIUAIIAM YTIPABJICHHUS PUCKAMU JIJIsl KadecTBa
. B Takux cirygasx BbIgada paspernieHus Ha BBITYCK CEPUU TOTOBOW MPOMYKIIMH 3aBUCUT OT
YIOBJIETBOPUTEIBHBIX PE3YJbTAaTOB MCIBITAHUN MCXOIHOTO Chipbs. Ha ocHoBanuu
TpeOOBaHUN K COOTBETCTBYIOIIUM CTaausSM TIPOU3BOJICTBA JOJDKHA MPOBOIUTHCS
UIeHTU(UKAIMSA BCEX MCXOJHBIX MaTepuajoB. /[OMOMHUTENbHBIE PYKOBOJSAIINE YKA3aHUS
JUTsE OMOJIOTHYECKUX JICKApPCTBECHHBIX IIPernapaToB MpuBeaeHb! B yacTu | [TpaBui Haamexarien



MIPOU3BOJICTBEHHOM MPAKTUKU EBpa3uiickoro SJKOHOMHUYECKOI0 COr03a U NMpuiioxkeHu:u Ne 2 K
IIpaBuiiam Hajuexaiien NPOU3BOACTBEHHOM MNPAKTUKU EBPasuiicKOro 3KOHOMHYECKOIO
COI03a, a JIsl OMOJIOTUYECKUX aKTUBHBIX (DapMarieBTHUeckux cyoctaniuii B yactu Il [IpaBun
HaJJIeXallel Mpou3BOICTBEHHON PakTUKU EBpazuiickoro 3KOHOMHUYECKOTO CO03a.

32. Ilpu oneHKe pUCKOB KOHTAMUHALMK UCXOJHBIX ChIPbsl © MAaT€pUajoB BO BPEMs HX
MPOXOK/ICHHUS TI0 I[ENHU MOCTaBKKU 0C000€ BHUMAHUE CIIEIYET YACNIATh PUCKY, CBI3aHHOMY C
ryouaroil sHuedanonatueil KXUBOTHBIX. Takke JOMKHO OBITh YAEJIEHO BHUMAaHUE
MaTepuasiaM, HEOCPEICTBEHHO KOHTAaKTUPYIOIUM € TEXHOJIOTMUYECKUM 000pYJOBaHUEM WUJTU
NpoAyKIueld (HampuMmep, MUTATENIbHBIM CpellaM, HCMOJIb3yeMbIM JI MOJEIUPOBAHUS
acenTUYECKOro Impolecca, 1 CMa304HbIM MarepuaiaM, KOTOpble MOTYT KOHTaKTHPOBATh C
MPOTYKTOM).

33. BcaeacTBue TOro, YTO PUCKM BHECEHUS KOHTAMHHAUWMUA U COOTBETCTBYIOLIUE
NOCJIEICTBUS JIJIs1 TOTOBOTO JIEKAPCTBEHHOTO MIpENapaTa He 3aBUCST OT CTAIMHM MPOU3BOJICTBA,
YCTAHOBJIEHUE CTPATErMu KOHTPOJIS JUISl 3allUThl MPOAYKLMH, IPUTOTOBIECHUS PACTBOPOB,
OydepoB u 100aBISIEMBIX KOMIIOHEHTOB [OJKHO OCHOBBIBATHCS Ha NPUHLIUMNAX MU
PYKOBOJSIIUX YKa3aHUSIX, COAEPKALIUXCS B COOTBETCTBYIOLIUX MyHKTaxX mpuiiockeHus Ne 1
[IpaBuiiam Hajyexaiiend NPOU3BOIACTBEHHOM MPAKTUKU EBPasuiicKOro 3KOHOMHYECKOIO
coto3a. Oco0y10 BaKHOCTh UMEIOT KOHTPOJIbHbIE MEPOIPUSITHSI, HEOOXOIUMBIE AJI POBEPKU
Ka4yecTBa MCXOJHBIX MATEPHUANIOB, a TaKXKe JUIA MPOLECcca ACENTUYECKOI0 MPOU3BOACTBA
NPOJIYKIMU HA KJIIETOYHOM OCHOBE, Iie (PUHUIIHAS CTEPUITU3ALIMS HE SIBISETCS BOZMOMXKHOM, a
CIOCOOHOCTh yJalieHUssT MHUKPOOHBIX MOOOYHBIX MPOAYKTOB orpanumdeHa. Korga B
PETUCTPAlMOHHOM [JOChE€ WM MPOTOKOJE KIMHUYECKUX HCCIEAOBAHUN YCTaHOBIICH
JOMYCTUMBIA THUIlI U yPOBEHb OMOHArpy3kH (Hampumep, Ha CTaAUU MOJYy4YEHHUS aKTHBHOM
(dapmaneBTUYECKON CyOCTaHIINK ), CTpaTerust KOHTPOJIS I0OJDKHA MPeycMaTpUBaTh CIIOCOOBI,
KOTOPBIMHU OyJI€T MOJIIEPKUBATHCS YCTAHOBIEHHBIN YPOBEHb OMOHATPY3KHU.

34. Ilpu HEOOXOOUMOCTH CTEPUIIU3AIMN MCXOAHOTO CHIPhS U MaTepHalOB OHA IO
BO3MO’KHOCTH JIOJDKHA MPOBOJUTHCA TEPMHUUYECKUM MeToJIoM. [Ipu HE0OX0IUMMOCTH MOTYT
TaKXe€ MCIOJIb30BaThCS JPYTrHe€ COOTBETCTBYIOIIME METOJbI, HCIOJIb3YIOIIMNECS IS
WHAKTHUBAIIMU OMOJIOTHYECKUX MaTepuaoB (HampumMep, paauanus u GUuiabTpams).

35. MoxeT noTpeboBaThCsl NMPOBEIECHUE JPYTUX MEPOINPUITUNA, B YACTHOCTH,
UCIIOJIb30BAHNE AHTUOMOTUKOB HA pPaHHUX HTamax MPOU3BOJICTBA C IEIbI0O YMEHBIICHUS
OMOHArpy3Ku, KOTOopas BO3MOKHA IpPHU IMOCTAaBKE >KUBBIX TKaHell (kierok). CienyeT mo
BO3MOXXHOCTM H30€rarb TakKUX MEpPONPUATHI, HO B clydae HEOOXOJUMOCTH HX
UCITI0JIb30BaHUE JOJIKHO ObITh 00OCHOBAHO, & UX NPUMEHEHHE B TEXHOJOTMYECKOM Ipoliecce
JOJIKHO OBITh NIpPEKpalleHO Ha CTaaud, YKa3aHHOM B PErucTpallMOHHOM JI0ChE WIIU
IPOTOKOJIE KIIMHUYECKUX UCCIECOBAHUMN.

36. [Ins TkaHel (KJIETOK) 4elIOBEKa, UCIOIb3YEMBIX B KAUECTBE UCXOJHBIX MaTEPUAIIOB
Ui OMOJIOTMYECKUX JIEKAPCTBEHHBIX CPEJICTB, HEOOXOJUMO YUMUTHIBATH CIEAYIONINE
TpeOOBAHMS:



a) TpuoOpeTeHre, JOHAIUS U MPOBEICHUE HCIBITAHUN JTOJHKHO PETYJIUPOBATHCS
3aKOHOJIaTE€IbCTBOM T'OCYJIapCTB - WICHOB EBpa3uiickoro 3KOHOMHYECKOTO COr03a (Jajee -
roCy/1apCTBa-WICHBI). YUPEKIACHUS, MOCTABISAIONINE UCXOJHOE ChIPbE, JOJLKHBI MOTYy4aTh
paspenieHne yHnOJTHOMOYEHHBIX OpPraHoB TOCYAapCTB-4JIEHOB B COOTBETCTBUU C
3aKOHOJIATEJIbCTBOM TOCyAapcTB-wieHOB. Hannune HEOOXOIMMBIX pa3pelieHuil JAOJKHO
OBITH TPOBEPEHO B PAMKAX CUCTEMbI YIIPABJICHUS IOCTABKaAMU;

b) B ciyudasix UMIOOPTUPOBAHUS TKAHEH (KJIETOK) YelOBEKa U3 APYTUX CTPaH, JOJIKHBI
OBITH COOJIOJICHBI COOTBETCTBYIOIIME CTAaHJAAPThI KOHTPOJS KadecTBa M 0OE€30MacHOCTH,
SKBUBAJICHTHBIE HOPMATHUBHBIM MTPABOBBIM aKTaM rOCyAapCTB-WICHOB. TakKe JOJKHBI ObITh
COOJIIOJIEHBl  YCTAHOBJIEHHBIE 3aKOHOAATEIbCTBOM TI'OCYJAapCTB-UJIECHOB TpeOOBaHUS
MPOCIICKUBAEMOCTH U COOOILEHUI O CepbEe3HBIX HEXKEIATEIbHBIX PEaKLMsIX U CEPhE3HBIX
HEXKENATEIbHBIX SIBJICHUAX;

C) B HEKOTOPBIX cllydasx paboTa ¢ TKaHsAMHU (KJIE€TKaMu), UCTIOJIb3yEeMbIMH B KaUECTBE
MCXOJIHBIX MaTepHAJIOB JUIsl OMOJOTHYECKUX JIEKAPCTBEHHBIX MPEnaparoB, MPOU3BOJINUTCA B
YUPEKICHUSAX MO0 3a00py (MpoBepke) TKaHel (Hampumep, ISl CO3JaHHUs HadalbHBIX
KJIETOYHBIX OAHKOB WJIM KJIETOYHBIX JIMHUW, MPEAIIECTBYIOMIMX CO3/IaHUIO TJaBHOIO OaHKa
KJIEeTOK). B 3Tux ciyuasx, B COOTBETCTBMM C 3aKOHOAATEIbCTBOM, IOJIKHO OBITh
OTBETCTBEHHOE JIULI0, KOTOPOE OTBEYAET 3a ITH 3TaIlbl padOThI;

d) OTBETCTBEHHOE JUIO B YUpPEKICHUM MO 3a0opy (NMpoBepKe) TKaHEH BBIIACT
pa3pelleHre Ha UCIOJb30BaHUE TKaHEW (KJIETOK) Mmepei UX MOCTaBKOM MPOU3BOIUTEIIO
JIEKapCTBEHHOI'O Ipenapara, Mocjae 4ero NpUMEHSI0TCS CTaHAapTHBIE MPOLEAYPhl KOHTPOJIS
UCXOJIHBIX MaTepuanoB. Pe3ynbTaTbl MCHBITAHHN BCeX TKaHEH (KJIETOK), MOCTaBISEMbBIX
YUpEKICHUEM 110 3a00py (MpoBEpKe) TKAHEH, JOJIKHBI OBITh IPEACTABICHBI TPOU3BOIUTEIIO
JeKapcTBeHHOro rmpemnapata. JlanHas wuHGOpMaANMsS HOJKHA HCIOJIb30BATHCS IS
COOTBETCTBYIOILIETO PA3CICHHsI MAaTEPUAIIOB U OIPEAENIeHHs CIOCO00B XpaHeHus. B cinydae
HEO0OXOIMMOCTH BO3MOXKHA JOCTaBKa TKaHEW (KJIETOK) MPOU3BOJUTENIO JEKAPCTBEHHOTO
npenapara /10 MoJIydeHHUs! Pe3yIbTaTOB UCHBITAHUI OT y4pexkJIeHus 1o 3adopy (IpoBepke)
TKaHed. OTO BO3MOXKHO @PU HAJIUYUM COOTBETCTBYIOUIMX MEp KOHTPOIA s
OpeAOTBpalleHUs MEPEeKPECTHOM KOHTAMHMHAIMU TKaHSIMHU (KJIETKaMH), Ha 4TO OBbLIO
MOJIYYEHO pa3pelieHre OTBETCTBEHHOIO JUIA B yUPEXKACHHUH 110 3a00py (IPOBEPKE) TKAHEH;

€) TPaHCMOPTUPOBAHUE TKaHEW (KJIETOK) ueloBeKa K MPOU3BOJCTBEHHOM IIIONIAIKE
JOJDKHO OCYIIECTBIATHCA B COOTBETCTBHUM C IIMCbMEHHBIM COTJIAIIEHUEM MEXITY
OTBETCTBEHHBIMU CTOpOHaMH. [Ipou3BOACTBEHHBIE IIOMIAAKHA JOJKHBI HMETh
JOKYMEHTAJIbHOE MOATBEPKIEHUE COOJIIOIEHNSI COOTBETCTBYIOIINX CHENU(DUUECKUX YCIOBHM
XpaHEHUs U TPAHCIIOPTUPOBAHUS;

f) nomxHbl cobmoaaThess TpeOOBaHMS MPOCICKUBAEMOCTH, HAUUHAS C YUPEKACHUS 110
3a00py (MpoBEpKe) TKAHEH A0 JOCTaBKHU MOydYaTeNIo, BKIOYask MaTEpHUalIbl, HAXOIUBIIHECS
B KOHTAKT€ C TKaHIMHU (KJIETKaMu);



g) JOJKHO CYILECTBOBATH COIVIAIIEHUE MEK/Ly OTBETCTBEHHBIMU CTOPOHAMU (Hampumep,
MPOU3ZBOAUTENSAMH, YUYPEKICHUSIMH 10 3a00py (IpoBepke) TKaHEH, CHOHCOpaMu,
AEepKaTesIMU  PETUCTPALIMOHHBIX YJOCTOBEPEHMII), KOTOpOE€ ompenenser cdepsl
OTBETCTBEHHOCTH KaXJOW M3 CTOpPOH (BKJIIOYas YyKa3aHHE OTBETCTBEHHBIX W
YOJIHOMOYEHHBIX JIMIT).

37. B OTHOLIEHUH T'€HHOW Tepanuy HEOOXOJUMO YUUTHIBATh CIEAYIOLINE TPEOOBAHUS:

a) AJI1 IPOAYKIUHU, IPOU3BEICHHON C UCIIOJb30BAaHUEM BUPYCHBIX BEKTOPOB, UCXOIHBIE
MaTepuasl SBISIOTCS KOMIIOHEHTAMH, U3 KOTOPBIX IOJIYYEH BUPYCHBIA BEKTOp, TO €CTh
[JIaBHBIA BUPYCHBIM IOCEBHOW MaTepuall WM IUIa3MUIbI, KOTOPBIE HUCIOIB3YIOTCS IS
TpaHC(PEKIHUN MaKyIOUIMX KJIETOK, U IVIaBHOTO OaHKa KJIETOK, MCIOJIb3YEeMOTO JUIsl JTMHHUU
MaKYOIIHUX KIETOK;

b) 11t TpoAyKUMH, TPOU3BEICHHON C MCIIOIB30BaHUEM TUIa3MUJI, HEBUPYCHBIX BEKTOPOB
U TEHETUYECKH MOAU(PUIMPOBAHHBIX MUKPOOPTAaHU3MOB, 33 HCKIIOYEHHEM BHUPYCOB U
BUPYCHBIX BEKTOPOB, HICXOAHBIMHU MAaTE€pUaIaMu SIBISIOTCS KOMIOHEHTBI, UCIIOJIb3yEMbIE JUIS
CO3JaHMs KIJIETOK-IPOJYLIEHTOB, TO €CTh IJIA3MHJbI, OaKTEpHUSI-XO3SMH M TJIaBHbIA OaHK
PEKOMOMHAHTHBIX MUKPOOPTaHU3MOB;

C) JJIsl TEHETUYECKH MOAU(PUIIMPOBAHHBIX KJIETOK UCXOJHBIMU MaTepHalaMu SIBISIFOTCS
KOMITOHEHTBI, UCTIOJIb3YEMbIE VISl TTOJIyYEHUS! TEHETUYECKU MOIU(UIIMPOBAHHBIX KIETOK, TO
€CTh MCXOJHBIE MATEpHUAJIbI ISl MPOU3BOACTBA BEKTOPOB, a TAK)KE KIJIETKH YEJIOBEKA WIIU
KUBOTHBIX;

d) mpunuunel HacTosmux [IpaBui mpUMEHSIOTCS, HAYMHAS OT CUCTEMbI OaHKa KJIETOK,
UCIIOJIB3YEMOTO Il IIPOU3BOJACTBA BEKTOpPA WIH IUIa3MHJIBI, KOTOPBIE HCIIOIB3YIOTCS IS
IIEPEHOCA TEHOB.

38. IIpu mpoM3BOJICTBEHHBIX IPOLECCAX, B KOTOPBIX KJIETKH YEJIOBEYECKOTO WU
KUBOTHOTO TPOUCXOXKIEHUSI HCHOJB3YIOTCS B KAayeCTBE NUTAIOIIMX KIETOK, TOJIKEH
IIPOBOJUTHCS COOTBETCTBYIOUIUI KOHTPOJIb UCTOUHUKOB, HCIIBITAHUM, TPAHCIIOPTUPOBAHUS U
XpaHEHUsl JaHHBIX MaTepUalioB, BKJIOYas KOHTPOJb B COOTBETCTBHUHM C TpeOOBaHUSAMHU
3aKOHOAATENbCTBA.

CrcreMa IOCEBHO# KyIBTYpH B 6aHKa KIETOK

39. Jlnsg npenoTBpalleHUs HEXKENATEIbHOI0 WU3MEHEHUSI CBOMCTB, KOTOPOE MOXKET
IPOU30MTH BCIEJICTBUE MHOTOKPATHBIX MEPECeBOB WM OOJBIIOTO YKCIA TEeHEepaluii,
MIPOU3BOJICTBO OMOJOTUUECKUX aKTUBHBIX (hapMalleBTUYECKUX CYOCTaHIINI U JIEKapCTBEHHBIX
[penaparoB, MNOJYYaeMbIX M3 KYJIbTYP MHUKPOOPTAaHU3MOB, KYJbTYp KIETOK WIIH
pa3MHOXEHHEM B SMOpPHUOHAX, TKAHSIX U OpraHax *UBOTHBIX, JOJKHO ObITh OCHOBAHO Ha
CUCTEME TJIAaBHOU W pabodveil BUPYCHBIX MOCEBHBIX KYJIbTYp U (W) OaHKOB KJIEeTOK. Takas
CHCTEMa MOXET OBITh HENPUMEHHMOW KO BCEM THUIAM BBICOKOTEXHOJOTUYHBIX
nekapcTBeHHbIX cpenctB (ATMP).



40. KonnuectBo renepanuii (yABOEHUM, Maccaxen) MeXay MOCEBHOM KyJbTYpOU WU
0aHKOM KJETOK W OHMOJIOTUYECKOW AaKTUBHOW (apmaneBTUUEeCKOW CyOCTaHIMEd u
JEKApCTBEHHBIM TPEMapaToM JOJDKHO COOTBETCTBOBATH TPeOOBaHUSAM cCrienMpUKAIUN B
PETUCTPAIMOHHOM J0ChE WM MPOTOKOJIE KIIMHUYECKUX UCCIIEIOBAHUM.

41. Co3manne CHUCTEM MMOCEBHBIX KYJIBTYP M OaHKOB KJIETOK, BKJIOUas TJIaBHBIC U pabouune
NOCEBHBIE KYJIbTYPBI, HOJKHO SBJISATHCA YAaCThIO YIPABJIEHUS KU3HEHHBIM LIUKIOM
MPOAYKIIMU U TPOBOJUTHCA B COOTBETCTBYIOIIUX ycioBuUsiX. [Ipou3BojacTBeHHas cpena
JIOJKHA HAXOAUTHCS MOJI COOTBETCTBYIOIIMM KOHTPOJIEM JUIsl oOecrieueHusl 0€30MacHOCTH
CHUCTEM TOCEBHBIX KYJbTYp M OAHKOB KJIETOK, a TaKKe MepcoHala, paboTalolero ¢ HUMHU.
[Ipu co3manuu MOCEBHBIX KYJIbTYP U 0AHKOB KJIIETOK HE JIOMYCKAETCsl OJJHOBPEMEHHAas padoTa
C IPYTUMH KUBBIMHU WM UHOUIIUPYIOIIUMU MaTepuaiaMu (HampuMmep, BUpycaMu, TUHUSIMHU
WJIM IITaMMaMU KJIETOK) B OJTHOM M TOM K€ 30HE WJIM OJTHOT'O M TOTO e nepcoHana. JJomkHa
OBITh JOCTYIHA AOKYMEHTAIlMs, MO3BOJSIONIAsT 00ECIEYUTh MPOCISKMBAEMOCTh CTaIuM,
MPEIECTBYIONIUX T€HEpaIlUU TJIaBHOM MOCEBHOUN KyJbTYphl WM TJIABHOTO OaHKa KIIETOK,
/e MOTYT OBITh PUMEHEHBI TOJBKO MPUHIUIIBI HacTosuuX [IpaBui. JlaHHas JOKyMeHTaIMsI
J0JKHA BKJIIOYATh MH()OPMALIUI0 OTHOCUTEIHFHO KOMIIOHEHTOB, HCTI0JI30BABIIIMXCSI BO BpEMs
pa3pabOTKX M BO3MOXKHO BJIHUSIIOMIMX Ha 0€30MaCHOCTh MPOIYKIMH (HApUMEp, peareHTh
OMOJIOTUYECKOTO MPOUCXOXKJCHHUS), OT HA4YaJbHOTO HMCTOYHUKA M OO TOJy4YEHUs
T€HHO-UHKEHEPHOTO MPOAYKTa, €CJIN IPUMEHUMO.

42. Ilocne hbopmMupoBaHus TIaBHOTO U pabodero 0AaHKOB KJIETOK W TJIaBHOW M paboueit
MOCEBHBIX KYJBTYP JOJKHBI COOIOMATHCS MPOIEAYPHl MO KApaHTUHY W Pa3peIICHUI0 K
UCIO0JIb30BaHUI0. JIOJKHBI OBITH MPOBEIEHBI COOTBETCTBYIOIINE KBATH(PUKALINS U UCTIHITAHUS
B OTHOIICHWU KOHTAMUHAHTOB. VX naybHEHIIas MPUTOHOCTh BIOCJIEACTBUU JOJKHA OBITh
MOATBEPKICHA CTAOMIBHOCTHIO XapaKTePUCTUK M KA4eCTBOM IMOCIEAYIOMHNX CEepUid
MpOAYKIMU. JloKa3aTelbCTBO CTAOUIBHOCTU M BOCTIPOU3BOIUMOCTH MOCEBHBIX KYJIbTYpP WU
0aHKOB KJIETOK HE0OXoauMo ohopMIIsaTh JOKyMeHTanbHO. CoaepikaHue 3amuceid JOJKHO
MO3BOJISITH IPOBOJIUTH OLICHKY TEHCHIIUN (TPEHIOB).

43. TloceBHBIC KYJIBTYPHI M OAHKH KJIETOK CIEAYET CO3/AaBaTh, XPAHUTH U UCIIOIH30BAThH
TakuM 00pa3oM, YTOOBl PUCK WX KOHTAMUHAIIMU WJIM W3MEHEHHS ObUl MHUHUMAJbHBIM (
Hanpumep, XpaHUTh B T€PMETUYHBIX KOHTEMHEpax B >KUAKOM a3oTe). B ciiyuae xpaneHus
Pa3IMYHBIX TOCEBHBIX KYJIbTYp M OaHKOB KJIETOK B OJHUX U Te€X XK€ 30HAX WU C
HCIOJIb30BAaHUEM OJIHOTO M TOTO K€ OO0OpYAOBaHMS JOJDKHBI OBITh MPHUHSTHI MEPHI IO
MpPENOTBPAIICHUIO TEPENyThIBAHUSA M TEPEKPECTHONW KOHTAMHHAIMU C YYETOM
MH(EKIMOHHONU MPUPOABI MATEPUAJIOB.

44. JlexapcTBeHHbIE MpenapaTbhl HA OCHOBE KJIETOK 3a4acTyl0 MPOU3BOJATCS U3
KJIETOYHOTO 3araca, MoJy4eHHOr0 U3 OTPaHUYEHHOr0 KOJIMYECTBA maccaxen. B orinune ot
JIBYXYPOBHEBOW CHUCTE€MBI TJAaBHBIX U pabouynx OaHKOB KIETOK, KOJUYECTBO



IIPOM3BOJCTBEHHBIX ILIMKJIOB Ha OCHOBE KJIETOYHOIO 3alaca OrPaHUYEHO KOJIUYECTBOM
AJMKBOT, MOJYYEHHBIX IIOCJIE POCTa, U HE PACHPOCTPAHSAETCS HA BECh KU3HECHHBIM ITUKII
npoaykuuu. IIpoTokos Banuaanuu AOKEH yUUTHIBATE U3MEHEHHUsI KJIETOYHOTO 3ar1aca.

45. EMKOCTH ISl XpaHEeHUsI JOJKHBI ObITh T€PMETUYHO 3aKPbIThI, Y4€TKO MapKUPOBAHHBI;
COJIepKAThCS MPU COOTBETCTBYIOINIECH TemmepaType. HeoOxoaumMo BecTn TOKYMEHTAIBHBIN
y4eT XpaHsIIUXCA eMKocTel. Temneparypy XpaHeHus ClIelyeT HEPEPbIBHO PETUCTPUPOBATH,
a B YCTAHOBKAaX C UJIKUM a30TOM KOHTPOJIMPOBATH €ro ypoBeHb. OTKIIOHEHUS apamMeTPOB
XpaHEHUsI OT YCTAaHOBJICHHBIX IPEIENIOB U JIOOble MPEANPUHSTHIE KOPPEKTUPYIOLUIUE U
MpeaynpexIaoIIne JeHCTBUS TOJKHBI ObITh OQOPMIIEHBI JOKYMEHTAIBHO.

46. PexoMeHayeTcs pa3fenaTh 3amachkl Ha YaCTH M XPaHUTh pa3fesIbHO BO H30ekaHue
nosHo yTtpaTtel. KOoHTponp mecTropacmosiokeHusl OJKeH oOecredyrnBaTh BBIIOJIHEHUE
yKa3aHHBIX TpeOOBaHU.

47. YcnoBust XxpaHeHUs: U 00pabOTKH 3a1acoB JIOJIKHBI ONPEAEIIATHCS COINIACHO TEM XKeE
caMbIM Ipoleaypam U napaMmerpam. llocie B3sTHUS KOHTEHHEPOB U3 XPAHWIMILA ITOCEBHOU
KyJIbTYpbI (0aHKa KJIETOK) HE TOMYCKAETCsl BO3BpAIlaTh UX B XPaHUJIMILE IOBTOPHO.

IIpuHIHTEL pabOTRL

48. Ilpn ynpaBieHUU U3MEHEHUSIMU C YCTAHOBJIEHHOW NEPUOJUYHOCTHIO JOJIKHBI
paccMatpuBatbes 3(QPEeKThI, BKIOYasi KyMyJsATUBHbIE 3((EeKThl U3MEHEHUHN (HarpuMmep, B
IIPOM3BOJICTBEHHBIX IIPOIIECCax), BIMAIOMINE Ha KA4eCTBO, OE30MacHOCTh U 3(P(HEKTUBHOCTH
rOTOBOTO JIEKAPCTBEHHOTO Mpernapara.

49. Kputnueckue onepanuoHHbIe (TEXHOJIOTHUYECKHE) WK IPYTHe UCXOIHBIE TapaMeTphl,
BIUSIONIME Ha KAadyeCTBO JIEKApCTBEHHOTO IMpemnapaTra, TOJDKHBI ObITh OINpENIeNICHbI,
BaJIMIUPOBAHBI, JOKYMEHTUPOBAHBI U MOJIEPKUBATHCA B COOTBETCTBUU C YCTAaHOBJICHHBIMH
TpeOOBAHUSIMU.

50. Ctparerusi KOHTPOJISI MOCTYIUICHUS CHIPhSI I MAaTEPHAIIOB B IMTPOU3BOICTBEHHBIEC 30HBI
J0JKHAa OCHOBBIBaThCA Ha NPUHIUIIAX YIOpaBICHUS pHUCKaMH s KadecTBa. Jlis
ACETNTHUYECKUX IMPOIIECCOB TEPMOCTOMKHE ChIpbe M MaTEpUasbl, MOMAAAOIINE B YUCTYIO WIH
YUCTYI0 U W30JUPOBAHHYIO 30HY JOJKHBI, IO BO3MOKHOCTH, TMOCTYyNaTh B HUX dYepe3
IPOXOAHOM aBTOKJIAB WM CyxokapoBoi Imikad. Herepmocrolikue cbipbe M MaTepualibl
JOJKHBI BHOCHUTBCS 4Yepe3 BO3AYLIHBIC MITIO3bI ¢ OJOKMPOBKOW IBEpeH, MOABEPrasich
npouenypam 3G(PEeKTUBHON caHUTApHOW 00pabOTKM MOBEpPXHOCTU. Pazpemaercs
CTepUJIM3aIUsl IPEAMETOB U MAaTEPHATIOB B APYTOM MECTE MPHU YCIOBUHU, YTO OHH COJEPKAT
KOJIMYECTBO 00EPTOK, COOTBETCTBYIOIINX YUCITY CTaaul, HEOOXOAUMBIX JIJISl IPOXOXKACHUS B
YUCTYI0O 30HY, W BHOCSITCS B HEE 4Yepe3 BO3AYUIHBIA IUIIO3 € COONI0JAECHUEM
COOTBETCTBYIOIIUX MEP MPEAOCTOPOKHOCTH ITyTEM CaHUTAPHON 00pabOTKH MOBEPXHOCTH.

51. JlomkHBI OBITh TOJATBEPKACHBI POCTOBBIE CBOMCTBA MUTATEIBHBIX CPEJ C IEIBIO
J0Ka3aTeIbCTBA MX MPUTOJHOCTH ISl MPEANojaraeMoro ucnoiib3oBaHus. [lurarenbHbie
Cpellbl TOJKHBI, IO BO3MOXKHOCTH, CTEPUIIN30BaThCs Ha MecTe. [Ipu miaHoBoil moave razos,



MUATATENbHBIX CPEJl, KACIOT WU IIeJI0YeH, MeHoracuTele u T. M. K (epMeHTepam Io
BO3MOXHOCTH CJIEyET HMCIOJb30BaTh CTEPUIIU3YIOMIUE (PUIBTPHI, BCTPOCHHBIE B JIMHUU
MOJAa4H.

52. JloGaBneHue BEIIECTB WK KYJIbTYp B (p€pMEHTEPHI U APYTHE COCYbI, a TAKKE OTOOP
npod W3 HUX HEOOXOJAMMO TPOBOJHWTH B TIIATEIBHO KOHTPOJUPYEMBIX YCIOBUSX IS
npenoTBpanieHuss koHtamuHanuu. [Ipu BHeceHnn 100aBOK win 0T0ope nmpod HEoOX0AUMO
KOHTPOJIMPOBATh MPABUJIBHOCTh MOJICOEAMHEHUS COCYOB.

53. Ilpu HE0OXOIMMOCTU CJHEAYET BECTH IMOCTOSHHBIA KOHTPOJb HEKOTOPBIX
MPOU3BOJICTBEHHBIX MPOIECCOB (HampuMmep, (pepmMeHTaIuu) ¢ BHECEHHEM Pe3yJbTaTOB
KOHTPOJISl B 3alMCH IO MTPOU3BOJICTBY cepuu. [Ipu npou3BoACTBE ¢ UCIIOJIB30BAHUEM METO]1a
HETMPEPHIBHOTO KYJBTUBUPOBAHUS ClIeTyeT 0OpaTUTh BHUMAHHUE Ha CIEIUaIbHbIC TPEOOBAHUS
K KOHTPOJIIO KaueCcTBa, BO3HUKAIONIME B PE3yibTaTe BHIOOpPA TAKOTO MPOHM3BOJCTBEHHOTO
METOAA.

54. Ilpoueccel eHTpU(PYrUpoBaHUsl U CMENIUBAHUS MPOJYKTOB MOTYT MPUBECTH K
00pa3oBaHUIO a’pPO30Jiel, MOITOMY BO H30€KaHHE MEPEKPECTHON KOHTAMHHAIIMU ITHU
MIPOLIECCHI CIETYET MPOBOAUTH B U30JIMPOBAHHBIX 30HAX.

55. Ilpu crnyyaiiHOM yTedKe, B OCOOCHHOCTH JKUBBIX MUKPOOPTaHW3MOB, JOJIKHBI OBITH
MPUHATHI HEOTJOXHBIE Mepbl 0Oe30macHoCTH. JlJIsI Kakaoro BHUJA WJIM TPYIIbI
MUKPOOPTAaHU3MOB JOJDKHBI OBITh TPEIYCMOTPEHBI CHENHATBHBIE MEPONPHUITHS TI0
JIeKoHTaMUHaluK. [Ipu Ucnoab30BaHUU Pa3IUYHBIX IITAMMOB OaKTepuil OAHOTO BUIA WM
OUYEHb MOXO0KUX BUPYCOB 3Ta MPOIeAypa MOXKET ObITh BaJUJUPOBAHA B OTHOIIEHUU TOJBKO
OJIHOTO IITaMMa WJIA BUPYCa, IPU OTCYTCTBUM CYIIECTBEHHBIX PA3JU4YUi B YCTOWYMBOCTH K
COOTBETCTBYIOIIEMY areHTy (areHram) AJisi IeKOHTaMUHAIIUH.

56. Ecniu Matepuabl, UCIIOJIb3yeMblIe JUIsl IPOM3BOJICTBA U KOHTPOJIS, a TaK)Ke OyMa)KHbIE
HOCUTENIM MH(OPMAIIMU SBHO SIBJISIOTCS KOHTAMUHUPOBAHHBIMH (HAMPUMEP, MPOJUTHIMU
KUJKOCTSIMHU, a3PO30JIIMHU WM HOTEHIIMATBLHO OMAaCHBIMU MUKPOOPTaHU3MAaMU), OHU JTOJIKHBI
OBITb COOTBETCTBEHHO JE3WH(QUIMPOBAHBI WIM HHPOpMAIUs HAa OyMaKHBIX HOCHUTEIAX
nH(MOpMAaIK T0DKHA MTepeaBaThCs NHBIMU CIIOCO0aMU.

57. 1lpu vHAKTUBAIMU WIM yAAJ€HUU BUPYCOB B XOJE MPOU3BOACTBA HEOOXOIUMO
MPUHUMATh MEPhI IPOTUB TOBTOPHOM KOHTAMHHAIMK 00pabOTaHHOW MPOAYKIIUHA CO CTOPOHBI
HeoOpabOTaHHOM MTPOTYKITUH.

58. 115t mpoAYKTOB, MHAKTUBUPYEMBIX MPHU MOMOIIU JOOABIEHUS PEareHTOB (Harmpumep,
MHUKPOOPTraHU3Mbl B MPOIIECCE MPOU3BOJICTBA BAKI[MH), MPOLECC TOJKEH TrapaHTHUPOBAaTh
MOJHYI0 WHAKTUBAIIMIO >KUBBIX MHUKpPOOpPraHu3MoB. [lociie TmiaTeabHOro CMeEIIUBaHUS
KYJbTYpbl 1 MHAKTHUBUPYIOIIETO areHTa JOJKHbl YUYHUTHIBATHCS BCE KOHTAKTHUPYIOIIHE C
IPOJYKTOM MOBEPXHOCTH, MTPEOBIBABIINE B KOHTAKTE C KYJIbTYPOU.

59. Ilpu npumeHeHnn XpoMaTtorpaduuecKuXx METOJ0B HCTOJIb3yIOTCS Pa3HBIC BUIBI
oOopynoBanus. [IpyuHIMIBI yipaBlieHUs] pUCKaMHU ISl KaueCcTBa JOJKHBI COOIIOIAThCS MPU
pa3paboTKe CTpaTeruu KOHTPOJIsL COPOEHTOB, KOPILYCOB KOJIOHOK U APYroro 00opyAOBaHUs



[P MX UCIIOJIB30BAHUM ISl MPOM3BOJCTBA B PEKUME KaMIAHUM WU B MOMEIICHUSAX IS
MPOU3BOICTBA HECKOJIBKUX JIEKAPCTBEHHBIX MpenaparoB. He pekoMeHyeTcst HCOb30BaHue
OJTHMX M T€X € COPOCHTOB HA PAa3HBIX TEXHOJOTHMYECKUX cTanusx. CieayeT yCTaHOBUTh
KPUTEPUU MPUEMIIEMOCTH, YCJIOBHS PadOThI, METOJIbI BOCCTAHOBJICHUS, CPOK CIIYKOBI U
METO/Ibl CTEPWIIN3AINY WIIN JE3UH(EKITNN KOJTOHOK.

60. JlomoJHUTENbHBIE MHCTPYKIIMU OTHOCUTEIBHO HCIOJIB30BaHUS OOJYyYEHHBIX
000pyAOBaHUsI U MaTEepUaIoB MpuBeAcHbI B mpuioxkeHun Ne 12 k [TpaBunam Hamnexarieit
IIPOU3BOJACTBEHHOU MPAKTUKUA EBPa3UiCKOrOo 3KOHOMHUUYECKOI0 COH03a.

61. JlomkHa cymecTBOBaTh CUCTEMA, rapaHTUPYIOIIas [EJIOCTHOCTh U T€PMETHUYHOCTh
KOHTEMHEPOB MOCJE MX HAMOJHEHUS, W JOJDKHBI OBITh MPETyCMOTPEHBI MPOIEAYpPHl Ha
ciaydail Ji0ObIX yTE€YEK WM NPOChIMaHUW (MPOJMBOB) B clydyae, €CIM MPOAYKT HIH
MPOMEKYTOUHBINH MPOAYKT TMPEACTABISIOT OCOOBIA puCK. [[7s omepamwii 1Mo po3nuBy U
yIHaKoBKe JOJKHBI CYHIECTBOBATH MPOIEAYPHI MO COOIIOACHUIO YCIOBHUH, 00€CIeunBaIOIINX
MoJI/Iep’)KaHue TPOJAYyKTa B YCTAaHOBIEHHBIX IMpenenax (Hampumep, Bpems U (WIH)
TeMreparypa).

62. Pabora ¢ koHTelHepamu (amnyinaMu, (JakOHaMH U JIp.), COJEpKAIIUMU
OMOJIOTUYECKHUE AareHThl, JOJKHA TPOBOAUTHCS TaKUM 0Opa3oM, 4YTOOBI H30€KATh
KOHTaMUHAIIMM JPYTUX JIEKAPCTBEHHBIX MPENapaToB UM MPOHUKHOBEHUSI KUBBIX ar€HTOB B
MPOU3BOJCTBEHHYIO WM OKpPYXKalollyl cpeny. st OpuUHATHS pEHIeHUsS OTHOCHTEIBHO
yOpaBJIC€HUsS YKa3aHHBIMHM pPUCKAMU JOJKHBI OBITh MPUHATHL BO BHUMaHHE
’KU3HECTIOCOOHOCTh TAaKMX OPTaHU3MOB M HUX OuoJoruyeckas kiaccudukamus (Tpymnmna
MaTOr€HHOCTH).

63. Cnenyer yaenars JOJDKHOE BHUMAHUE MOJTOTOBKE, M€YATH, XPAHEHUIO U HAHECEHUIO
ATUKETOK Ha YIAKOBKY, B TOM YUCJIE HAHECEHUIO HA MEPBUYHYIO (BHYTPEHIOIO) U BTOPUUYHYIO
(mMOTpeOUTENbCKYI0) YIIAKOBKY crieliudpuueckoil nHpopMaluu s NalueHT-cuenuuaeckux
npenapaToB (MPOAYKTOB) WU OO0 HCIOJb30BAHWM METOJOB I€HETUYECKOW WHXKeHepuu. B
CJly4ae €CJIM BBICOKOTEXHOJIOTMUHBIE JieKapcTBeHHbIe cpenicTBa (ATMP) npennaznauens! asis
ayTOJOTUYHOTO TMPUMEHEHUsI, Ha OTUKETKE JOJKHBI YKa3bIBAThCS YHUKAJIbHBIN
UAeHTU(UKATOP TAlMEHTa U HAaANuCh: "TOJNBKO M1 ayToJoruyHoro npumeHeHus". Eciau
BTOpUYHas (MOTpeOUTENbCKasi) YMaKoBKa OTCYTCTBYET, NaHHas HHGOpMaIus AO0JKHA
yKa3bIBaThCs HAa MEPBUYHOMN (BHYTPEHHEH) YITaKOBKE.

64. B ciyuyae MCHOJIb30BaHUSI CBEPXHHU3KUX TEMIIEPATYp XPAHEHUS JIOJHKHA OBIThH
MOATBEPAKAEHA YCTOMUUBOCTh MAPKUPOBKHU K UCHOJIb3yEMBIM TEMIIEpATypPaM.

65. Korna undopmaius o coCTOSIHUU 37J0POBbs JIOHOpa (UeI0OBEKa WJIM KMBOTHOTO),
MMeEIOIasl 3HAaUeHUE /11 KaueCTBa MPOAYKIIMU, CTAHOBUTCS JJOCTYIHOM MOCIIE€ 3aKYIKH, 3TO
JOJKHO YUYHUTBIBATHCS B MPOLIETyPaX OT3bIBA.

KonTpois xagecTBa



66. KoHTponb B mponecce Ipou3BOJICTBA ABIISETCS 00Jiee BaXKHBIM JJI1 0OecreueHus
CTaOMJIBHOCTH KadecTBa OMOJOTMYECKUX AKTHUBHBIX (hapMalleBTUYECKUX CyOCTaHIUN U
JEKapCTBEHHBIX INpernapaTroB, YeM [Jsi JpPYTHX JIEKapCTBEHHBIX IIpenapaTosB.
MexonepallMoHHbI KOHTPOJIb JOJKEH OCYIIECTBISATHCA Ha COOTBETCTBYIOIIMX CTaJMSIX
IIPOU3BOJCTBA C LIEJIBI0 KOHTPOJIA YCIOBUH, SABIISIFOUIUXCS BaKHBIMU ISl KA4€CTBa TOTOBOTO
IPOJIYKTA.

67. B ciy4dasix, Korjaa IpoMeXyTOYHbIE NPOAYKThl MOTYT XPaHUThCS JUIUTENIbHOE BpeMs (
JHU, HEJEeNH WIM JAOJbLIE), JAOJKHA OBITh PACCMOTPEHAa BO3MOXHOCTh BKJIIOYEHUS B
TEKYIIYI0 MPOrpaMMy HCHBITAHUS CTAOMIBHOCTH CEPUMl TOTOBOM MPOIYKIMH, KOTOpbIE
IIPOU3BEIECHBI U3 MPOMEXKYTOUYHBIX MPOAYKTOB ¢ MAKCHMAJIBHBIM MEPHOJIOM XPAHEHUS B
npoliecce MPou3BOACTBA.

68. Jlis onpeieIeHHbIX TUIIOB KJIETOK (HAIpUMEp, Ay TOJIOTMYHbIE KJIETKH, UCIIOJIb3yEMbIE
B [IPOU3BOJICTBE BHICOKOTEXHOJIOTHYHBIX JIeKapcTBEHHBIX cpeaAcTB (ATMP)), koTopsie MOTyT
OBITh JOCTYNHBIMU B OIPAHMYEHHBIX KOJMYECTBaX W B Cllydyae, €ClIM 3TO JOIYyCKaeTcs
PETUCTPALIMOHHBIM J10ChE, MPOBEACHUE HCIBITAHUNW U MOPSJAOK XPaHEHUS KOHTPOJIbHBIX
00pa31oB MOTYT ObITh U3MEHEHBI, YTO OPOPMIISETCS JOKYMEHTAIIBHO.

69. B OTHOLIEHNH KJIETOYHBIX BHICOKOTEXHOJIOTMYHBIX JIEKAPCTBEHHBIX CPEACTB TECTHI HA
CTEPWJIBHOCTD JTOJKHBI TPOBOJIUTHCA Ha KyJIbTypax KJIETOK MM OaHKaX KJIETOK, CBOOOHBIX
OT aHTUOMOTHUKOB, JIJISl OJyYEHHUs JI0KA3aTeIbCTBA OTCYTCTBUSI KOHTAMUHAIIMHN OaKTEpUIMU
U rpubaMu, a TakKXe s BO3MOXHOCTH OOHApyXEHUs OPTraHU3MOB, TPEOYIOIIUX
CHELUAIbHBIX YCIOBUN KyJIbTUBUPOBAaHUS (IIPU HEOOXOAUMOCTH).

70. COOTBETCTBYIOIIAS CTPATETHSI KOHTPOJISL 1OJKHA OCYILIECTBIISTHCA JIJIs1 IPOM3BOICTBA
OMOJIOTUYECKUX JICKAPCTBEHHBIX MpenapaToB ¢ KOPOTKUM CPOKOM TrOgHOCTHU (1m0 14 mHeit),
JUIsL KOTOPBIX TpeOyeTcsl BBINYCK CEpUU €lle O OKOHYAHUSI MPOBEIECHUS] HCIBITAHUI
KadyecTBa BCEH MapTHM TOTOBOW MPOAYKIMHU (HAaNpUMeEp, UCCIEeI0BaHUE CTEPUIIBHOCTH).
Takoit KOHTPOJIb TOJKEH OBITh OCHOBAH Ha TJTyOOKOM MOHUMAHHUH CBOMCTB JIEKAPCTBEHHOTO
npenapara U Mpou3BOJCTBEHHOTI'O Mpoliecca U I0JKEH MPUHUMATh BO BHUMAHUE KOHTPOJIb U
XapaKTEPHbIE CBOMCTBA UCXOJHOIO ChIPbs U MarepuanoB. HeoOXoaumMo Hamuuue 4eTKOro u
MOJIHOTO ONHUCAHUS BCEW MpOIeAyphl BHITYCKA, BKIIOYAIOLIErO0 MEpedYeHb 00s3aHHOCTEH
OTZEJbHBIX COTPYJHUKOB, BOBJICUYEHHBIX B OLICHKY IPOU3BOJCTBEHHBIX M aHATUTHYECKUX
naHHbIX. J[OJPKHA MPOBOIMUTHCS HENpephiBHAs OLEHKa S(PEPEKTUBHOCTH CHCTEMBbI
oOecreueHns KauecTBa, BKIOYasi BEJEHUE 3alUCeH, MO3BOJSIOIINUX OLIEHUBATh TEHACHIINH (
TpeHabl). JJoJKHBI OBITh MPEAYCMOTPEHBI albTEpHATUBHBIE METO/IbI (Harpumep, ObICTpbIE
MUKPOOHOJIOTUYECKHE METO/IbI) MOJIYYEHHUS] COOTBETCTBYIOUIUX PE3YJIbTATOB, MO3BOJISIOMINX
IIPOBOAUTH NPEABAPUTEIBHOE IMOATBEPKICHUE COOTBETCTBUSA CEPHUM B CIIydasix, €CIH
HEBO3MOXHO IPOBECTH HCHBITAHUS TOTOBOTO JIEKAPCTBEHHOrO Ipemnapara Hu3-3a €ro
KOPOTKOTO CpoKa rogaHoctu. IIponenypa moaTBepx AeHUSI COOTBETCTBHS U BBIITYCKA CEPHUH
MOJKET MPOBOJIUTHCA IMyTEM OCYIIECTBICHUS ABYX U OOJIEe CTaIHiA:



a) OLIEHKAa OTBETCTBEHHBIM JIMLIOM 3aIMCEN, KaCarOIMXCs IpoLecca MPOU3BOICTBA CEPUH,
U pe3yJIbTATOB MOHUTOPHUHIAa MPOU3BOACTBEHHON Cpejibl (MpU HEOOXOAMMOCTH), KOTOPbIE
JOJKHBI BKJIFOUATh YCIIOBUS MPOU3BOJICTBA, BCE OTKJIOHEHUS OT CTAHJAAPTHBIX MPOLEAYP U
CYIIECTBYIOIINE aHATUTUYECKUE PE3YJIbTATHI I IEPBUYHOTO PA3PELIEHUS CEPUM MTPOAYKTA
K BBIITYCKY Y TTOJTHOMOYEHHBIM JIUIIOM;

b) oneHka YMOJTHOMOYEHHBIM JHUIIOM PE3YyJbTaTOB OKOHYATEIbHBIX AHATUTUYECKUX
UCTIBITAHUW W JIPYroll JOCTYNMHOW WMHQOpMANUM ISl 3aKITIOUUTEIHHOTO MOIATBEPKICHUS
COOTBETCTBHSI CEpUU YCTAHOBJICHHBIM TPEOOBAHUSIM.

JlomxHa ObITh PeAYyCMOTpPEHA POLEYpa, OMUCHIBAIOLIAS HEOOXOAUMbIE MEPOTIPUIITHS (
BKJIIOUAsi B3aMMOJICCTBHE C MEIUIIMHCKUMH paOOTHHKAMH), B Clly4ae IOJyYCHUS
PEe3yJbTaTOB UCIBITAHUM, BBIXOMSIIMX 3a TpaHULIbl crienudukanuid. Takue ciiydan JOJKHBI
paccienoBatbcsi B NOJAHOM o00beme. COOTBETCTBYIOIIHE KOPPEKTUPYIOUIME U
NpEeAyNpexKAaoMe JIEUCTBUA, HANpPaBICHHbIE HAa MPEIOTBPAILEHUE BO3MOXKHOCTH
MOBTOPEHHUS TaKUX CIy4YaeB, JOJKHBI PErUCTPUPOBATHCS B (POPME MUCBbMEHHOTO JOKYMEHTA.

Yacts B. CnenmansEO€ pyKOBOICTBO IO OTACIBHBIM THIIAM IIPOAYKIUH
B1. JlekapcTBeHHBI® pemapaThl J)KUBOTHOT'O IMIPOUCXO0XKICHHU

Hacrosmas yacte NpuMeHseTCsl B OTHOLIEHUU MaTEPUAIIOB dKUBOTHOTO IIPOUCXOKICHUS,
B TOM YKCJI€ MaT€PUAJIOB, MOJTYUYEHHBIX U3 TAKUX YUPEKIECHUHN, Kak CKOTOOOIHU. [lockonbKy
LENU MMOCTaBKH MOTYT OBITh OOIIMPHBIMH U CIOKHBIMH, JOJIKHBI MPUMEHATHCS CPENICTBA
KOHTpPOJIsI, OCHOBAHHBIE HA NPUHLMUIIAX YIPABICHHUS PUCKaMu Ui KadecTBa. lIpu sTtom
HEOOXOJMMO YUYMTHIBaTh (apMakomeilHple TpeOOBaHMS, BKIOYas MPOBEACHUE
COOTBETCTBYIOIIMX MCIBITAHUM Ha OINPEAECIEHHBIX cTaausaX. JloJokHAa BECTHUCH
COOTBETCTBYIOIIAS IOKYMEHTalUs, oOecrneunBaronias IpocieKMBaeMOCTh L€ MOCTABKU C
YETKMM YKa3aHHEM POJIM Ka)KJOTr0 y4YaCTHHKA LIENM ITOCTAaBKH, BKJIOYAs, KAK MPaBUIIO,
JOCTaTOYHO MOAPOOHOE OMUCAHUE CXEMBI ITOCTABOK.

1. HeoOxonumo HalMuue MporpaMM MOHUTOPUHTA OMACHBIX JJIs YeJoBeKa OoJe3Heu
KUBOTHBIX (BETEpUHAPHOE OCBUAETEILCTBOBaHUE). [Ipu oneHKe (haKTOpPOB pHCKA JTOJKHBI
NPUHUMATHCSI BO BHUMAaHHE COOOLIEHHS OT 3aCIy’KHBAIOIIUX JOBEPUE HCTOYHUKOB
OTHOCHUTEJIBHO PaclpOCTPaHEHHOCTH 3a00JI€BaHUsl HA TEPPUTOPUM rocyaapcrsa. OgHoH U3
OpraHu3alnii, OCYIIECTBIIAIOMINX MOHUTOPHUHT 3a00J1€BAEMOCTH )KMBOTHBIX B MUPE, SIBIISETCA
MexnayHapoaHoe »srnu3ootndeckoe Oropo. CooOIeHus JOJDKHBI  COMPOBOKIATHCS
uH(opManueil 0 IpPOBEpPKE COCTOSIHUS 30POBbSl KMBOTHBIX M Iporpamme (mporpammax)
KOHTpOJISI Ha TOCYJapCTBEHHOM M MecTHOM ypoBHsAX. [locinenHee Bkitodaer B cels
MEPONPUATHUS 10 KOHTPOJIIO MCTOUHMKOB (Hampumep, pepmbl WIM 3aroHbI ISl CKOTa), U3
KOTOPBIX MOJYyYEHbI )KUBOTHBIE, U KOHTPOJIIO BO BPEMsI TPAHCIIOPTUPOBAHMS )KUBOTHBIX Ha
CKOTOOOMHIO.

2. CxOTOOOIHU JOJKHBI COOTBETCTBOBAaTh TPEeOOBaHUAM 3aKOHOJATENIbCTBA IPHU
UCIOJIb30BaHUH UX B KaUECTBE IMOCTABIIMKOB TKaHEW KUBOTHBIX. JIOJKHBI ObITh IPUHSATHI BO



BHUMAaHHE OTUYETHI YIIOJTHOMOYEHHBIX OPTaHOB, MOATBEPKIAIOIINE COOMI0ACHIE TPeOOBaHUM
0€30MacHOCTH M KadyecTBa KOPMOB, U COOTBETCTBHE 3aKOHOAATENHCTBY OTHOCUTEIBHO

KUBOTHBIX WU PACTEHUM TOCYAApPCTB-WIECHOB W APYIMX CTpPaH, W3 KOTOPBIX ChIPbE

AKCHOPTUPYETCS HA TEPPUTOPUIO TOCYAAPCTB-UIECHOB.

3. MeponpuaTusi N0 KOHTPOJIKO UCXOJHOTO ChIPbS U MAaTEPUATIOB B TAKUX OPTaHU3ALUSIX,
KaK CKOTOOOMHHU, TOKHBI BKIIIOYATh B CEOS ONPEICIICHHBIE AJIEMEHThI CUCTEMBI YTIPABIICHUS
KAaueCTBOM ISl 00ECTIEUEHHSI YIOBIETBOPUTEIBHOTO YPOBHS PO(hECCHOHATBHOM MOArOTOBKH
MepcoHana, MPOCIEKUBAEMOCTA MAaTEpPUANIOB, KOHTPOJS M CTaOMIBHOCTH. MoOryT
IIPUMEHATHCS MEPhI, HE NMPEIyCMOTPEHHBIE 3aKOHOIATENBCTBOM IPHU YCJIOBUH, YTO OHU
00eCreurBaOT COOTBETCTBYIOUINM YPOBEHb KOHTPOJIS.

4. JIoJOKHBI OBITH MPEAYCMOTPEHBI MEPOIPUSITUS TIO KOHTPOJIIO UCXOTHOTO CHIPhSI U
MaTepuaaoB, 00ECIIEUYNBAIOIINE TTPEIOTBPAIICHUE BMENIATEIIbCTB, BIUSIOMUX HAa KA4eCTBO
MaTEepHaIOB, WIH, 10 MEHbIIEH Mepe, MPeOCTABIISIONME HHHOPMAIIUIO O IPOBEIEHUN TaKUX
MEPOTPUATHAN TTPU TPOJABUKEHUN UCXOAHBIX MATEPUAJTIOB WU ChIPHS 10 MPOU3BOIACTBEHHOU
LENOYKE WM ILEMOYKE IOCTABKU. YKa3aHHbIE MEpPONPUATUSA TOJKHBI MPOBOAUTHCS B
OTHOUIEHUU NEPEMEILECHHS MAaTEPUATIOB OT MECT IEPBUYHOrO cOOpa, MPOBEAEHUS YACTUUHON
M IIOJJHOM OYMCTKH 10 MECT XPAHCHUs, HAKOIUJICHUWs, PAa3MEILICHUS U HAXOXKICHUS Y
nocpeIHUKoB. ClenyeTr BECTH AETANbHYK PETHCTPALHI0 MPOBEACHHBIX MEpPONPHUATHH B
paMKax CHCTEMBI, 00ECTICUNBAIOIIEH TTPOCISKIUBAEMOCTh MPOAYKITUH, BKIIIOUAs PETHUCTPAIIUIO
TMOOBIX HAPYILIEHUH, CBA3aHHBIX C HUMU pacCleJOBaHUN U MPUHSTHIX Mep.

5. JIOJKHBI TPOBOAUTHCS MOCTOSIHHBIE ayJIUThl MOCTABIIMKOB MCXOJHOTO CBHIPbS U
MaTepHAaJIOB, MOATBEPKAAIONIUE COOMI0IeHnEe TPEOOBAHUI KOHTPOJISI MAaTepUaioB Ha Pa3HBIX
CTaJAMsIX MPOU3BOJACTBA. B Hamuuum A0KHA OBITh MOJIHAS JOKYMEHTALIHS O PacCiieI0BaHUsIX
MPOUCIIECTBUUA, MPOBEACHHBIX C THIATEIBHOCTBIO, COOTBETCTBYIOLIEH 3HAYUMOCTHU
npoucmecTBUi. J{OMKHBI CyLIECTBOBATh CHUCTEMBI, OO0ECIEUMBAIONINE MPOBEACHUE
3¢ (HEKTUBHBIX KOPPEKTUPYIOMINX U TIPEAYIPEKIAIOIMINX JCHCTBUH.

6. TkaHu (KJIETKW) M OpraHbl, MUCHOJIb3YEeMbI€ JJIsi MPOU3BOJACTBA KCEHOTCHHBIX
KJIETOYHBIX JIEKAPCTBEHHBIX MpenapaToB, AOJLKHBI ObITh MOMYYEHBl UCKIIOUUTEIBHO OT
KUBOTHBIX, KOTOpBIE COJEPKATCA B HEBOJEC H30JIUPOBAHHO OT JAPYTUX MKUBOTHBIX M
BBIpAIIEHbI CIIEUANIBHO JJIs1 ATUX 1ienei. He momyckaercs ucnonab3oBaHue TKaHeH (KJIETOK) U
OpraHOB JIUKUX KUBOTHBIX WJIM KMBOTHBIX CO CKOTOOOEH, a TakKe TKaHEW >KMUBOTHBIX-
ocHOBarteyneil (KMBOTHBIM OpraHW3M, HECYIIMH 4YyXepoIHbld reH). Creayer BecTH
HaOJIOICHUE U TOKYMEHTAIIUIO0 OTHOCUTEIEHO COCTOSHUS 3/I0POBbSI JKUBOTHBIX.

7. Ilpu KCEHOT€HHOM KJIETOYHOW Tepamuu JOJIKHBI COONIOAATHCS COOTBETCTBYIOIINE
PEKOMEHIAIIM OTHOCUTEIHHO IMOCTAaBKU W MCHIBITAHWN KJIETOK >XMBOTHBIX. TpeOoBaHUsA
OTHOCHUTEIIBHO KCEHOTE€HHBIX JIEKAPCTBEHHBIX IMPENapaToB MPEeAyCMATPUBAIOTCS
COOTBETCTBYIOIIIMMH aKTAMMU.

B2. JIekapcTBEeHHBIC IpeNapaThl AJUIEPTeHOB



Marepuainbl MOTYT OBITh IPOU3BEACHBI ITyTEM H3BJICUCHUS U3 €CTECTBEHHBIX HCTOUHHKOB
WJIM C UCTIOIb30BaHUEM T€XHOJIOTHH pekoMOuHanTHOM JIHK:

1. JIsist rapaHTHX COOTBETCTBHUS MOCTABKU MCXOIHBIX MaTEpHAJIOB JOJKHO CYIIIECTBOBATh
UX OINKCaHUue, BKJIIOUaroliee B ce0si HeoOX0oAuMble CBEICHUs (HarpuMep, OOIICTPUHATOE U
Hay4yHOE Ha3BaHUE, MPOUCXOXKICHHE, MPUPOJAA, MPEAEibl COJIECpPKaHUS KOHTAMHHAHTOB,
MeTOJI 3a00pa Takux maTepuanoB). JKUBOTHBIE MaTepUalibl JOJDKHBI OBITh MOJYYEHBI OT
310pPOBBIX KUBOTHBIX. [[1sg KojmoHu# (Hampumep, Kiemniei, >XKUBOTHBIX), KOTOPBIC
HCTIONB3YIOTCSL JIJIA DKCTPAKIMU aJUIEPreHOB, JIOJKHA CYIIECTBOBaTh COOTBETCTBYIOIIAS
cUcTeMa KOHTpOJs, obecneunBaroimias OHOJIOTHYECKYl0 Oe30macHOCTh. JlekapcTBEHHBIE
npernaparbl  aJIEPreHoOB  JOJKHBI  XPaHUTbCA B COOTBETCTBYIOIIUX  YCJIOBUSX,
o0ecreynBaroInX UX Ka4YeCTBO.

2. Craguu TEXHOJOTMYECKOT0 MPOIIECCa, BKIIOYAIONINE B CE0sl MpeBapUTEIbHYIO
00paboTKy, IKCTpaKIMIO, QUIbTpaIuio, AUATU3, KOHIICHTPUPOBAHUE WM JTUOMUIN3AIINIO,
JIOJKHBI OBITh IE€TAJIBHO OMKCAHBI U BAJIMIUPOBAHBI.

3. Ilpoueccel MoauduUKaIuKi, UCTIOJIb3yEeMbIe JIJIs MPOU3BOJACTBA MOAUGUITIPOBAHHBIX
AKCTPAKTOB aJNIEPreHOB (HarpuMep, aJIeprouioB, KOHbIOraToOB), TOJUKHBI OBITh OMMCAHBI B
COOTBETCTBYIOIIIEH JOoKyMeHTauuu. IIpoMexxyTodHble MNPOAYKTHI B TEXHOJIOTHYECKOM
npoI1iecce JOJKHBI ObITh HACHTU(GUIIMPOBAHBI U MPOKOHTPOJIMPOBAHBI.

4. Cmecu 3KCTPAKTOB aJJIEPTeHOB JIOJKHBI OBITh MPUTOTOBJCHBI M3 OTJEIbHBIX
OKCTPAKTOB HMCXOJHBIX MATEpPUAJIOB, TOJYYEHHBIX M3 OJHOTO MCTOYHHUKA. Kakablii
OTIICTILHBIN KCTPAKT JOJKEH OBITh ONPEIeieH KaK OT/AeNbHAs aKTUBHAS (papMarieBTHICCKas
cyOcTaHIusI.

B3. JlexapcTBeHHBI® IpenapaThl HMMYHHBIX CHIBOPOTOK KHBOTHBIX

1. Ocoboe BHMMaHME JOJKHO YAENATHCS KOHTPOJIIO aHTUT'€HOB OMOJIOTHYECKOIO
MPOUCXOXKJICHU JIJISl TAPAHTUU UX KaYeCTBa, OCTOSHCTBA U OTCYTCTBUS MOOOYHBIX areHTOB.
ITogroroBka maTepuangoB, HCHOJb3YyEMBIX IS MMMYHM3allMM >XUBOTHBIX (HampuUMeED,
UCII0JIb30BaHuE (BBEICHNUE) aHTUTE€HOB, TalITE€H-HOCUTENEH, aIbIOBAHTOB, CTAOUITU3UPYIOLIUX
areHTOB), U XpaHEHHUE TAKUX MAaTE€pPUAIOB HEMOCPEICTBEHHO Mepe]] UMMYHHU3AUUEN JTOJKHBI
IPOU3BOAUTHCS B COOTBETCTBUU C IpOLEAypamMH, HNPUHITBIMU B (OpME MUCHbMEHHOTO
JOKYMEHTA.

2. Ilpouenypsl MMMyHHU3alMU, UCCIEAOBAaHUSA KPOBH U 3a00pa KPOBU JOJKHBI
MPOBOJUTHCS B COOTBETCTBUU C PETUCTPALIMOHHBIM J10CHE.

3. YcaoBus Npou3BOJCTBA JEKAPCTBEHHBIX MPENapaToB U3 CyOPparMeHTOB aHTUTEIN (
HampUMep, yYacTKU CBs3biBaHWs aHTuUreHa Fab u F(ab’),) n moOsle nambHeiimme

MOTU(UKAIINH JTOHKHBI COOTBETCTBOBATH BAMIMPOBAHHBIM U YTBEPKACHHBIM MapaMeTPaM.
Ecnu dhepmeHThI, HCTIOIB3YEeMBIE TIPU TTPOU3BOICTBE, COCTOSAT U3 HECKOJIBKHX KOMIIOHEHTOB,
JIOJKHA OBITH 0OecrieyeHa nx CTa0MIbHOCTD.



B4. Baxnusst

1. IIpu ucnonb3oBaHUM SMOPHUOHOB IITHUIL IOJHXKHO OBITH 00€CTIEYEHO 3/I0pPOBhE BCEX CTaM,
UCITOJIB3YEMBIX JIJISI MX TIOMy4eHHs (U1 CTal, CBOOOJHBIX OT CIEM(PUICCKUX MMaTOTCHOB, U
JUTSL 3JI0POBBIX CTail).

2. JlomkHA TIPOBOUTHCS BaTUAAIUS [IETOCTHOCTH KOHTEHHEPOB, MCIIOIB3YEMbBIX IS
XpaHEeHHS MPOMEKYTOUYHBIX MPOAYKTOB, U BPEMEHHU UX XPaHCHUSI.

3. B 30Hax, comepxamniux KMBbIe OMOJOTHUECKUE areHTHI, 3aMPEIIacTCsl OTKPhIBAHUE
COCYJIOB, COJACpPKAIIMX WHAKTHBUPOBAHHBIE JICKAPCTBEHHBIC IpeIaparsl, ¥ 0TOOp Mpod u3
HUX.

4. TlocnemoBaTeabHOCTh NMPHUOABICHUS AKTHUBHBIX KOMIIOHCHTOB, aJbIOBAHTOB H
BCIIOMOTaTEIbHBIX BEIISCTB B IMPOIECCE MPOU3BOICTBA MPOMEKYTOYHOTO WM TOTOBOTO
MPOIyKTa JOJKHA COOTBETCTBOBATH TEXHOJOTUUECKIM HHCTPYKIIHASIM.

5. B caydae ucmosib30BaHUS IS TPOU3BOACTBA MM MCIBITAHHH MHUKPOOPTaHH3MOB,
KOTOPBIM TPUCBOCH BBICIIMH YPOBEHb OWOJOTHYECKOW OMACHOCTH (Hampumep,
MaHJIEMHUYECKHEe IITaMMbI), JOJDKHBI OBITh OOecredeHbl HEOOXOIUMBIC MEpPBl H3OJISIIHNH.
JIoMKHO OBITH MOJTYYEHO JOKYMEHTAJIbHOE TOATBEPKICHHUE Pa3pelICHUs] Ha TPOBEICHHE
YKa3aHHBIX MEPONPHUSATHH OT COOTBETCTBYIOIIETO YIIOJHOMOYEHHOTO OpraHa. YKazaHHas
JOKYMEHTAIUS JOJDKHA OBITh MPUHATA B (pOpME MUCHMEHHOTO JTOKYMEHTa W JOCTYITHA IS
ITPOBEPKH.

BS. PekoMOHHaHTHEIE IIPOXYKTEI

1. s obecnieueHus: MOCTOSTHCTBA CBOKCTB JIEKAPCTBEHHOTO Ipernapara, CoAepKallero
JIOTYCTUMBIE TIPUMECH B OTIPEICIICHHOM JUaIa3oHe, JOJKHBI COOJII0IAThCs BATUIUPOBAHHBIC
YCIJIOBHSI TEXHOJIOTMYECKUX IIPOLIECCOB MPU POCTE KIIETOK, dKCIpeccuu Oenka u ouucTke. s
oOecrieyeHuss OTCYTCTBHUSI BUPYCHOM KOHTaMHUHALMW B OINpPEJCICHHBIX THUIMAaX KIETOK,
UCIIOJIb3YEMBIX B IPOM3BOJICTBE, MOTYT MHOTPeOOBATHCSA AOMOJHUTENIbHbIE Mephl. Jlms
JIEKAPCTBEHHBIX MPENapaToB, NPOU3BOACTBO KOTOPBIX MPENLyCMAaTPUBAET MHOTOKPATHBIE
cOOpBI KIIETOK MpHU KYJbTHUBUPOBAHUU, €TO MPOAOJIKUTEIBHOCTh JOJKHA HAXOAUTHCA B
YTBEPKJICHHBIX MpEEIIax.

2. IIpouecchl OUUCTKHU OT HEXeJlaTeIbHbIX OETKOB X03IMHA- MPOAYILIEHTa, HYKJIEUHOBBIX
KHUCJIOT, YIJIEBOJOB, BHPYCOB W APYTMX HIPUMECEH JOJKHBI NPOBOAUTHCSA B paMKax
ONpPEIEIICHHBIX BaJUIUPOBAHHBIX MPEIEIIOB.

B6. JlekapcTBeHHEI® IpenapaThl MOHOKJIOHANBHBIX aHTHTEN

1. MOHOKJIOHAJIbHBIC AHTHUTEJAa MOTYT OBITh NMPOW3BEJACHBI U3 MBIIIMHBIX HIIH
YEeJIOBEUECKUX THOPUIOM WM C TMOMOINbI0 TexHojoruh pexomouHantHou JIHK. ns
obecrieueHUss 0€30MaCHOCTH M KauyeCTBa JICKAPCTBEHHOTO IIperapara JOJDKHBI MTPOBOIUTHCS
COOTBETCTBYIOIIME MEPONPHUATHS MO KOHTPOJIIO B OTHOIICHHWU HMCXOJHBIX KIETOK (B TOM



YyClie MUTAIOMIMX KIETOK, B CIydae HX MCIOJb30BAaHUS) M HCXOJHBIX MaTepualoB,

UCIIOJIb3YEMBIX ISl CO3JaHusl THOPUIOMBI (JTMHUU KIEeTOK). CieayeT yJoCTOBEpUTHCS, UTO
JaHHbIE MEPOTIPUATHUS MPOBOJATCS B YTBEPKIACHHBIX Mpeneiax. Ocoboe BHUMaHHUE CIETyeT
yACNATh J0KAa3aTelbCTBY OTCYTCTBUSI BHPYCOB B JIEKapCTBEHHOM mpenapate. Jus

J0Ka3aTeIbCTBA MPUTOJHOCTH JIEKAPCTBEHHBIX MPENapaToB, IPOU3BEACHHBIX HA OJHOU U TON
K€ TEXHOJIOTMYECKON OCHOBE, BO3MOXHO HCIIONIb30BAaHUE aHHBIX, MOJYYEHHBIX IpHU

WCTIIBITAHUU OJTHOTO U3 HUX.

2. JlomxHa OBITH IPOBEAEHA MPOBEPKA TOTO, UTO KPUTEPUU HA MPOMEKYTOUHBIX U
KOHEYHOW CTaguu NPOU3BOACTBEHHOTO IMpolecca KOHTPOJHUPYIOTCA U HaXOJATCS B
YTBEPKACHHBIX Mpeienax.

3. [Ipon3BOACTBEHHBIE YCIOBUS ISl MPUTOTOBIIEHUS CYO(ppParMeHTOB aHTUTEN (HapuMep
, Fab, F(ab’) 2, scFv) m mo0pix apyrux moauduxanuii (Hampumep, sl BBEICHUS
paZlOaKTUBHBIX METOK, KOHBIOTALIMU, XUMUYECKOTO CBSI3bIBAHUS) IOJIKHBI COOTBETCTBOBATh
BaJIMMPOBAHHBIM ITaPAMETPAM.

B7. JIexapcTBeHHBIC ITPENapaThl TPAHCTCHHEIX KHUBOTHBIX

ObecrneueHre MOCTOSHCTBA MUCXOAHOTO MaTepuaia, MOJy4eHHOro U3 TPaHCT€HHOTO
UCTOYHUKA, sIBIseTCA Oosee MpoOjeMaTHYHbIM, Y€M IpPU HCHOJIb30BAHMM CTaHAAPTHBIX
HETPAHCTEHHBIX OMOTEXHOJIOTMYECKMX UCTOYHUKOB. CJie10BaTeNbHO, JOJKHBI COOTI0ATHCS
MOBBILICHHBIE TPEOOBAHUS sl JOKA3aTEeIbCTBA MOCTOSIHCTBA BCEX CBOMCTB JIEKAPCTBEHHOTO
npenapara OT CEpUH K CEPUMU.

1. JIns npou3BoACTBa OHMOJOTMYECKHX JIEKAPCTBEHHBIX IPENapaToB MOTLYT
UCIOJIb30BATHCS PA3JIMYHBIE BUBI )KMBOTHBIX, B TOM YHCIIE€ MOTYT MPOBOAUTHCS 3a00p U
OUMCTKAa OMOJIOTMYECKHX MKUIKOCTEH (Hampumep, Mojoka). JKUBOTHBIE JOJKHBI UMETh
YETKYIO ¥ YHUKQJIbHYIO MapKUPOBKY. J[OKHBI OBITH IPEYCMOTPEHBI TyOIUPYIOLTUE MEPhI
Ha CJIy4yail yTpaThl IEPBUYHOT0 UACHTUPHUIUPYIOIIET0 MapKepa.

2. YcnoBus coaepKaHHs U yXoJa 3a )KUBOTHBIMU JIOJKHBI 00ecriedrBaTh HAaUMEHBIIHMA
BO3MOJKHBI KOHTAKT KMBOTHBIX C MAaTOI€HHBIMU areéHTaMu U 300HO3aMu. [[0JKHBI OBITh
pa3paboTaHbl COOTBETCTBYIONIME MEpbI 3alIUThl OKpY’Kawomeh cpeasl. JomkHa OBITH
pa3paboTaHa mporpamMma HaOJIIOACHUS 32 3J0POBbEM KUBOTHBIX C COOTBETCTBYIOIIUM
BHECEHHUEM 3alliceil B JOKyMeHTauuwo. Takxke IOJKHBI OBITh pacciieloBaHbl JIOObIE
WHLHACHTBl U ONPEACIICHO WX BIUSHHE HA BO3MOXHOCTHb JAJTbHEWIIETO HCIOJIb30BaHUS
’KUBOTHOT'O U paHee MOJTYYEHHbIX cepuil mpoaykuuu. CienyeT ya0CTOBEPUTHCS, YTO JII0ObIE
JIEKapCTBEHHBIE IIPENaparsl, NPUMEHABIIMECS Ul JICYCHUSA >KUBOTHBIX, HE INPUBEAYT K
KOHTAMHUHALWH POU3BOAUMOTO JEKAPCTBEHHOTO MIpErnapara.

3. JloypKHA CyIlIecTBOBAaTh JOKYMEHTALHS C POAOCIOBHON OT dKUBOTHOIO- OCHOBATENS 10
KUBOTHBIX, UCITOJIB3YIOIIUXCS JJIsl IPOU3BOJICTBA. 3ANPEIIAETCS CMEIINBAaHUE MATEPHAIIOB,
IIOJy4YEHHBIX W3 PAa3HbIX TPAHCTEHHBIX JUHHUM XUBOTHBIX, TaK KaK OHU NPOUCXOIAT OT
Pa3HBIX KUBOTHBIX-OCHOBATENEH.



4. YcnoBusi, Ipy KOTOPBIX MMPOU3BOAUTCS 3a00p MaTepuaoB, JOJIKHBI COOTBETCTBOBAThH
PErUCTPallMOHHOMY JI0Ch€ M NPOTOKONY KIMHHUYECKUX uccienoBaHuid. ['paduk 3abopa
MaTepuaia U yCJIOBHS, IPH KOTOPBIX XUBOTHBIE MOTYT OBITh MCKIIOUEHBI U3 Ipoliecca
IPOU3BOJACTBA JIEKAPCTBEHHOIO IIpernapara, JOJKHBI COOTBETCTBOBATh YTBEPKACHHBIM
IIPOLIEAYPAM U KPUTEPUAM IIPUEMIIEMOCTH.

B8. JIekapcTBeHHBIC IpenapaThl TPAHCTCHHEIX PACTCHIH

ObecrneyeHrne MOCTOSHCTBA MUCXOAHOTO MaTepuaia, MOJyYeHHOr0 U3 TPaHCT€HHOTO
UCTOYHHUKA, sIBIsieTCA Oojee MpoOjeMaTHYHbIM, YE€M IPU HCIOJIb30BAHMM CTaHAAPTHBIX
HETPAHCTEHHBIX OMOTEXHOJIOTMYECKMX UCTOYHUKOB. Cie10BaTeNbHO, JOIKHBI COOTI0AAThCS
MOBBILICHHBIE TPEOOBAHUS ISl JOKA3aTENIbCTBA MIOCTOSIHCTBA BCEX CBOMCTB JIEKAPCTBEHHOTO
rpernapara OT CEPUM K CEpUH.

1. JIns mpeaoTBpamieHus KOHTAMUHAIIMK TJIABHBIX M pab04YMX TPAaHCTEHHBIX OAaHKOB
IIOCTOPOHHUMU MaTepuajaMu PACTUTEIBHOTO IPOUCXOKIECHUS U COOTBETCTBYHOLIUMU
MIOCTOPOHHUMH ar€éHTaMu MOTYT MOHAJA00UTHCS JOMOJIHUTENIbHBIE MEPBI, TPEAIIECTBYIOIINE
MEPONPUATUAMU WIH CIEAYIOUIUE 32 MEPONPUITUAMU, YKa3aHHBIMHU B 4aCTU A HACTOSILETO
NpuIoXKeHus. JlomKeH NpPOBOAUTHCS KOHTPOJb CTAOMIBHOCTH T€HAa Ha NPOTSHKEHUU
OIPENIEIIEHHOI0 KOJINYECTBA T€HEPALUN.

2. lng obecrnieyeHus MOCTOSTHCTBA cOOpa yposkasi OT pa3HbIX KyJbTYp pacTEHUM, TaKue
pacTeHus TOJKHBI UMETh YETKYI0 M YHUKAJIbHYIO MapKUPOBKY, U JOJKHBI ObITh YKa3aHbl UX
OCHOBHBIE XAPAKTEPUCTUKHU. B 4acCTHOCTH, COCTOSIHUE 3/I0POBbSI PACTEHUH, BXOIAIINX B
KYJIBTYPY, JOJDKHO KOHTPOJIMPOBATHCSA C ONPEAEICHHON NMEPUOJNYHOCTHIO HA MPOTSKEHUU
[IEpUO/Ia UX BBIPAILVBAHUS.

3. JomkHBI OBITH YCTAHOBJIEHBI MEPHI MPEAOCTOPOKHOCTH ISl 3alIUThI KyJIbTyp. 110
BO3MOXHOCTH CJIEyeT MHUHMMH3UPOBATh WX KOHTAMHHAIIMIO MHUKPOOHOIOTrMYECKUMHU
areHTaMy M MEpPeKPECTHYI0 KOHTAMUHALMIO PACTEHUSIMU Apyroro Buaa. JloJKHBI OBITh
IIPUHATBI MEPBI I NPEAOTBPALICHU KOHTAMUHALIMY JIEKAPCTBEHHOIO Ipernapara TaKUMHU
MaTepuaiaMM, Kak NecTHUIUAbl U yaoopenus. JloibkHa ObITh pa3paboTaHa mporpamma
MOHHTOPHUHTA C COOTBETCTBYIOIMM BHECEHMEM 3alIMCEH B JTOKYMEHTAILIMIO, TAKXKE JOJKHBI
OBITH pacclieJOBaHbl JIOObIE MHIUIAEHTHI M OMNPENEICHO MX BIUSHUE HAa BO3MOXKHOCTD
JAIbHENIIEr0 UCII0JIB30BAaHMS KyJIbTYpPbI B IPOU3BOJACTBEHHOM IIPOLIECCE.

4. JIoy>KHBI OBITH YETKO OINpPEJEIeHbl YCIOBHS, OMPEACISIIONIUE CIydau, MPU KOTOPHIX
pacTeHus MOryT ObITh MCKJIIOUYEHBI U3 MPOU3BOJCTBEHHOIO Mpolecca. CieayeT yCTaHOBUTh
npeeabl TPUEeMIIEMOCTH JUIsl MaTepUalIoB (HampuMep, OCHOBHBIX O€JIKOB), KOTOPbIE MOTYT
MOMENIaTh MPOLEypPe OUYUCTKH MPOIYKUUHU. JJOIKHO OBITh TOATBEPKIAEHO, UTO PE3YIbTATHI
HaxOJSTCS B IIpeJeaax YTBEPKICHHBIX HOPM.

5. JomxHbl OBITh NOKYMEHTAJbHO O(OpPMIIEHBI YCIOBHS OKpYyXKarolieil cpeabl (
TeMnepaTrypa, J0XJb), KOTOPbIE MOTYT IOBJUATh HA KayE€CTBEHHBIE XAPAKTEPUCTHKU
JIEKapCTBEHHOTO TMpenapara, a Takyke Ha MPOU3BOACTBEHHBIN BHIXO/I PEKOMOMHAHTHOTO Oeika



(oT BpeMeHM ©OCEBa, Ha MPOTSIKEHUM KYyJIbTUBUPOBAHUA M 1O MOMEHTa cbopa u
MPOMEXKYTOUYHOTO XpaHeHus coOpaHHbIX MaTtepuanoB). [lpu odopmienun 3toit
JOKYMEHTAllMN JOJKHBI YUMTBIBATHCS MPHUHIMIBIL, yKa3aHHble B [IpaBuiiax Haajmexamniero
BBIpAIIMBAHUS U cOOpa paCTEHUI B COOTBETCTBHH C 3aKOHOIATEIbCTBOM.

B9. JIexapcTBeHHbIC IPENapaTHl TEHHON TEpaNHUy

CymiecTByeT HECKOJBKO THUIIOB JIEKAPCTBEHHBIX IMpernapaToB I€HHOW Tepanuu (
JIEKAPCTBECHHBIC TMpEnapaTtbl TEHHOW TEpaluu, COJEpKaIINE MOCIEA0BATEIbHOCTD
PEKOMOMHAHTHBIX HYKJIEHWHOBBIX KHUCIOT WJIM TEHETUYECKH MOAUGUIIUMPOBAHHBIN
MHKpPOOPTraHU3M WJIM BUPYC, U JEKAPCTBEHHbIC MpENnapaThl TEHHOW Tepamnuu, COAEpKalue
TeHETHYECKU MOAU(PUIIMPOBAHHBIEC KJIETKH), KOTOPHIE OXBATHIBAIOTCS HACTOSIIUM Pa3/ICIIOM.
B oTHoOmEeHMN JE€KapCTBEHHBIX NpENapaToB I'€HHOW TEpalnvu Ha OCHOBE KJIETOK MOTYT
MIPUMEHSTHCS HEKOTOPBIE IMOJIOKEHUS, U3J0KEHHbIE B pasnene B10 gyactu B Hacrosmero
IPUIOKEHHUS.

1. BenencrBue TOrO, 4TO KIETKH, MCHOJIB3YEMBIE ISl MIPOU3BOJICTBA JIEKAPCTBEHHBIX
penapaToB reHHON Tepamuu, MOJyYeHbl OT JIto/Iel (ayTOJOTHMYHbIE WIH AJIJIOTEHHbIE) WIH
KUBOTHBIX (KCEHOTEHHBIE), CYIIECTBYET MOBBIIIEHHBIA PUCK UX KOHTAMUHAIIUU TOOOYHBIMU
areHTamu. JJis HU30JSIIUU ayTOJIOTUYHBIX MAaTEPHAJIOB, MOJTYYEHHBIX OT UH(PHUIIUPOBAHHBIX
JIOHOPOB, JOJDKHBI, OBITh MPEAYCMOTPEHBI O0COOBIE MEpONpHUATHS. [[Js TakuX HCXOIHBIX
MaTEepHUaNOB, a TAKXKE [J1 KPUONPOTEKTOPOB, NMUTATEIbHBIX CpEll, KIETOK U BEKTOPOB
HAJIC)KHOCTh KOHTPOJBHBIX U HCIBITATEIBHBIX MEPONPHUSATUM JOJKHA OBITh OCHOBaHa Ha
NPUHIUANAX YOPABIEHUA pPUCKAMHM JJIsI KadyecTBA M JOJDKHA COOTBETCTBOBATh
peructpailioHHOMY Aocbke. Co3/1aHHbIE KIJIETOYHBIE JIMHHUM JIsi MTPOU3BOACTBA BUPYCHBIX
BEKTOPOB U MPOBEACHUS KOHTPOJBHBIX M HUCIBITATEIbHBIX MEPONPHUITUN NOJKHBI TaKXKE
OCHOBBIBAThCSl Ha MPUHIIMIIAX YIIPaBIEHUS pUCKaMU JJid KadecTBa. [Ipu HeoOXxoamuMocTw,
JIOJIKHBI UCTIOJIb30BAaThCSl BUPYCHBIE TTOCEBHBIE KYJBTYPhl U CUCTEMbI OAHKOB KJIETOK.

2. Ha Bo3MOXkHOE€ coJiep:KaHUE MPUMECE, TOCTOPOHHUX areHTOB U MEPEKPECTHYIO
KOHTaMHUHAIIUIO BIIUSIOT Takue (PakTopbl, KaKk MPHUPOJia T€HETUUYECKOro MaTepuasa, THIl
BEKTOpa (BUPYCHBIM WJIM HEBUPYCHBIN) M THUI KJIETOK, YTO JOJDKHO OBITh YYTEHO NHpPHU
pa3paboTke 00IIeil cTparernd MUHMMHU3alMU pucka. Ha ocHOBe yka3zaHHOW cTpaTeruu
JIOJI>KEH OBbITh pa3paboTaH TEXHOJOTUUECKUN MPOIECC, CIIPOSKTUPOBAHbI TPOU3BOICTBECHHBIC
U CKJAJCKME TIOMEIIeHUs M 00opylnoBaHHUE, pa3paboTaHbl MpOUEAYypbl YOOpPKH U
JNEKOHTAMHUHALINH, a TAK)KE YIIAKOBKU, MAPKUPOBKHU U peaU3alIiU.

3. IIpou3BOACTBO M MCTIBITAHUE JICKAPCTBEHHBIX MPENapaToB T€HHOU Tepanuu TPeOyroT
penieHust crienuuuecKux BOMPOCOB OE30MACHOCTH U KaueCcTBa FOTOBOTO JIEKAPCTBEHHOTO
mpemnapata ¥ BOMPOCOB O€30MaCHOCTH TAIMEHTOB W MepcoHana. J[oMKeH MpUMEHSTHCS
M0JIX0J1, OCHOBAHHBIN Ha YIPABJICHUH PUCKAMHU, JIJIsl oOecrieueHus: 0€30MacHOCTH MepcoHaa,
OKpY’Karomel cpeapl W MAlMeHTOB, a TAKXKE JOJKHBI OBITh MPUHATH MEPHl KOHTPOJS B
COOTBETCTBUM C YCTAHOBJICHHBIM CTaTyCOM OMOJIOTHYECKON omacHOCTH. Mepsl Mo



oOecrieueHnI0 0€30MacCHOCTH JOJKHBI COOTBETCTBOBATH TPEOOBAHMSAM 3aKOHOIATEIHCTBA
roCyJIapCTB-YJICHOB U, TPU HEOOXOAUMOCTH, TPEOOBAHUSIM MEXTYHAPOIHOTO TIpaBa.

4. IlepenBuxeHue nepcoHana (BKIOYas MEPCOHAI, 3aHITHI KOHTPOJEM KauecTBa, U
00CTY’)KMBAIOIIUM TEPCOHA) U MOTOKM MaTepuasaoB, BKIIOYas TE€, KOTOpPbIE XPaHAT U
UCIIBITHIBAIOT (HAPUMEpP, UCXOHBIC MaTepUaibl, 00paspl AJII BHYTPUIIPOU3BOACTBEHHOTO
KOHTPOJIsSI, 00pa3ibl TOTOBOT'O JIEKAPCTBEHHOTO IMpernapara v MpoObl MPOU3BOJACTBEHHON
Cpelbl) JOJKHBI ObITh OPraHU30BaHbI HA OCHOBE MPUHIIMIIOB YIPABJICHUS PUCKAMU s
KauecTBa. 110 BO3MOXHOCTH MPU 3TOM HUCIOJIB3YIOT OJIHOHANPABIEHHBIE MOTOKHU. J[0JKHO
YUYUTHIBATHCS TEPEMEIICHUE MEXJy 30HaMHU, COJIEpXKAIMMU pa3IudHble TE€HETUYECKU
MOIU(GUIIMPOBAHHBIE  OPTaHU3MbI, ¥ 30HAMH, COJCPKAIMIMMU TEHETHUYECKHU
HEeMOIU(PUITUPOBAHHBIE OPTaHU3MBI.

5. Ilpu mpoeKkTUpoBaHWM TIOMENIEHUH U 000PYIOBAHUS JOJKHBI OBITh YYTEHBI BCE
BO3MOXHBIE CIICIIMATIbHBIE TPOLIETYPhI, TPeOYyIOIIUecs A TeKOHTAMUHALIMKA WJIA OYUCTKHU OT
OpPraHu3MOB, KOTOPbIE MCHOJIB3YIOTCSI MPHU MPOU3BOACTBE JEKAPCTBEHHOro mnpemnapara. [1o
BO3MOKHOCTH, IIPOrpaMMa MOHUTOPUHIA COCTOSIHUSI MPOU3BOJCTBEHHOW CpEeIbl JOJHKHA
OBITH JIOTIOJTHEHA METOIaMH OTPEICIICHHS TPUCYTCTBUSI CIIEHU(PUIECKIUX MUKPOOPTAHU3MOB,
KYJIbTUBUPOBAHUE KOTOPBIX MPOU3BOINIIOCK.

6. [Ipu ucnosb30BaHUM BUPYCHBIX BEKTOPOB C OIPaHMYEHHOM CIIOCOOHOCTHIO K
peIUTMKaIMU JOJIKHBI TPUHUMATHCSI MEPHI 10 MPEOTBPAIIEHUIO MOMAaHUsI BUPYCOB JUKOTO
THUIIA, KOTOPOE MOKET MPUBECTH K BOSHUKHOBEHUIO PEKOMOMHAHTHBIX BEKTOPOB, CIIOCOOHBIX
K peIUTUKAIUU.

7. HomxkeH OBITh MPEAyCMOTPEH IJIaH aBApUHWHBIX MEPONPHUITHM Ha cliydai
HETMPEBUICHHOTO BHIOPOCA JKUBBIX MUKPOOPTAHU3MOB. Y Ka3aHHBIN TUIaH AOJIKEH BKJIIOYATh
B ce0s1 OITUCaHUE METOJIOB U MPOIIEAYP MO U30JIAIUA MUKPOOPTAaHU3MOB, 3aIIIUTE OTMIEPATOPOB
, YOOpKe, MPOBEJICHUIO JIEKOHTaMUHAIIMK U 0€30MacHOMY BO300HOBIICHHUIO IKCILTyaTalluu.
JlomxHO OBITH OIIEHEHO BIMSHHE BHIOpOCA HA JIEKAPCTBEHHBIC MpenapaThl, HAXOIAIINECS B
HEIIOCPEJCTBEHHON OJMM30CTH, M Ha JIIOObIE JpyrHe JIEKapCTBEHHBIE IIPENaparshl,
HaxOJISIIINECS B 30HAX, NMOJIBEPKEHHBIX TAKOMY BBIOPOCY.

8. 1o KHBI OBITH MPEAYCMOTPEHBI MEPHI JJIS OTJCICHUS TOMEIICHUH I MPOU3BOJICTBA
BUPYCHBIX BEKTOPOB OT APYTrUX 30H. DPHEKTUBHOCTH MEP, UCIOJIB3YEMbIX JIJIsl pa3eieHus,
JoJDKHA OBITH JoKa3zaHa. Besjae, mpu HEOOXOIMMOCTH, CIEAYET HCIOJIb30BaTh 3aKPbHIThIC
cucteMbl. JloJbkeH OBITH TPENOTBpalleH BBIOPOC BUPYCHOI'O MaTepuana mpu oTdOope
o0pas10B, BBeICHUH JOOABOK U Mepejaue MaTepruaoB.

9. He nmomyckaeTcsi CONMyTCTBYIOIIEE MPOU3BOJICTBO PA3IMYHBIX BEKTOPOB T'€HHOM
Tepanuu B OJTHOM U TOM ke 30He. OJJHOBPEMEHHOE ITPOU3BOJICTBO HEBUPYCHBIX BEKTOPOB Ha
OJIHOM YYacCTKE JOJKHO KOHTPOJMPOBATHCS COTIACHO MPUHIIMIIAM YIIPABJICHUS PUCKAMHU JIJIs
kauyecTBa. JlomkHa ObITh TOKa3aHa 3P (EKTUBHOCTH MPOLEAYD Mepexoa MEKIY KaMIaHUsIMH



10. Jlns obecniedeHus: MPOCIEKUBAEMOCTH JIEKAPCTBEHHOTO TIpernapara OT Ha4aJIbHBIX
cTaaui (TUTa3MUIBI, TIEJIEBBIC TEHBI U PETYJISITOPHBIC TTOCIICIOBATEILHOCTH, OAHKH KJIETOK, a
TaKXe 3amac BUPYCHBIX WM HEBUPYCHBIX BEKTOPOB) U JI0 TOTOBOTO JIEKAPCTBEHHOTO
npenapaTta JOJDKHO OBITh B HAJIMYHMH JICTAIHHOEC ONHMCAHWE IMPOU3BOJCTBA BEKTOPOB H
TCHETUYECKU MOTU(DUIIMPOBAHHBIX KJIETOK.

11. IlepeBo3ka JeKapCTBEHHBIX MPENApPaTOB, COAECPXKAIIUX HIM COCTOSIIIUX U3
TCHETHYECKU MOAU(PHUITMPOBAHHBIX OPTaHU3MOB, JIOJDKHA OCYIIECTBIISITHCS B COOTBETCTBUU C
TpeOOBAHUSIMU 3aKOHOIATEIIbCTBA.

12. K nmepeHoCy T€HOB B KIETKU-PELUNMUEHTHI, KOTOPBIM IPOBOAUTCA BHE OPTaHU3MA,
MIPEABSBIISIIOTCS CIIEYIONINE TPEOOBAHNUS:

a) TpoIlecc MepeHoca J0JDKEH MPOUCXOANTh B TIOMEIICHUAX, TPEAHA3SHAYCHHBIX JIJIS
JAHHBIX JEUCTBUM U UMEIOIINX COOTBETCTBYIOIIUN YPOBEHD U30JISLINM;

b) HE0OX0AMMO MPUHATH MEPHI (BKIIOUYas TpeboBanus myHkTa 10 yactu A HACTOSIIErO
MPUJIOKEHHS) JJIi yYMCHBIIEHHS BO3MOXXHOCTH TIEPEKPECTHOW KOHTAMUHAIIUA W
NepenyThIBaHUS KIJIETOK, TMOJYYEHHBIX OT Pa3HbIX MNAlUEeHTOB. J[OJKHO OBITh TaKke
MPEAYCMOTPEHO HCTOJIb30BaHNE BaJUAUPOBAHHBIX MPOLERyp OYUCTKHA. OTHOBpEMEHHOE
MCIIOJIb30BAaHUE PA3HBIX BUPYCHBIX BEKTOPOB JOKHO KOHTPOJIUPOBATHCS B COOTBETCTBUU C
MPUHIMIIAMA YIIPABJICHUS PUCKaMH IS KadecTBa. He paspemiaercss HCIOIb30BaHHE
HEKOTOPBIX BUPYCHBIX BEKTOPOB (HampuMeEp, PETPO- U JICHTHBUPYCOB) JJISI MIPOU3BOJICTBA
F€HETUYECKH MOJU(PUUHUPOBAHHBIX KJIETOK 10 J0Ka3aTelbCTBAa OTCYTCTBUSI B HHX
MMOCTOPOHHETO BEKTOPA, CIIOCOOHOTO K PEIIMKAIINN;

c) TpeOOBaHMS TPOCIEKUBAEMOCTH JOKHBI ObITh coOoaeHbsl. Heo0xonumo uetkoe
OTIpEJIEIICHUE CEPUH MPOAYKITMH, HAUMHASI OT KJIETOYHOTO CBHIPhS U 3aKaHYNBAsi KOHTCHHEPOM
C TOTOBBIM JIEKAPCTBEHHBIM IIPEMapaToOM;

d) ¢du3nMKo-XxMMHUYECKHE CBOWCTBA JICKAPCTBEHHBIX MpenapaToB, MPHU MPOU3BOJCTBE
KOTOPBIX HCIOJB3YIOTCS HEOMOJIOTHYECKHE CPEJCTBA JOCTaBKU T'eHAa, JOJKHBI OBIThH
WCCJICIOBAHbBI M JIOKYMEHTAJILHO ITOTBEPKICHEI.

B10. JIexapCTBEHHEIEC IpeNapaThl TEPAMK COMATUICCKMMH KJIETKAMHU U
JICKapCTBCHHBIC IIPENapaThl TKAHCBOH HEDKCHEPHH

J171s1 TeKapCTBEHHBIX MPEMApaToB FeHETUYECKU MOIUPUIIMPOBAHHBIX KIIETOK, KOTOPHIE HE
OmpeJieNICHbl KaK JEKapCTBEHHbIC MpPEnapaThl TEHHON Tepanuu, MOTYT TakKe MPUMEHATHCS
HEKOTOpBIE TOJI0KeHus pa3aena B9 nacrosimero npunoxeHusl.

1. Jlns mpou3BOJICTBA JICKAPCTBEHHBIX IIPEIAPATOB MO BO3MOXXHOCTH JOJDKHBI OBITH
HCIOJIb30BaHbl pa3pellieHHbIe HMCTOYHUKHU (Hampumep, pas3pelieHHbIC JIEKAapCTBEHHBIC
CpPEeACTBA WJIM MEIMIIMHCKHE m3aenus ¢ mapkupoBkoii CE, 0003HaJaromei COOTBETCTBHE
€BPOIECHCKUM CTaHJIapTaM) JOIMOJHUTEIBHBIX MaTepualoB (B YaCTHOCTHU, KJIETOUHBIX
MPOAYKTOB, OMOMOJIEKYJI, OMOMaTEPHAIOB, MOIJEPKUBAIOIIUX CUCTEM, MATPHIL).



2. B ciywasx, korga u3fenus (B TOM YUCIIE U3EIINs, IPOU3BOAUMBIEC HA 3aKa3) SBIISIFOTCS
COCTABHOM YacCThIO TOTOBOM MPOIYKIMHU, JOIHKHBI COOIOIATHCS CEAYIOIINE TPEOOBaHUS:

a) JOJDKHO OBITh NMPUHATO B (pOpME MUCBMEHHOI'O JOKYMEHTa COTJIAIIEHHUE MEXIY
IPOU3BOIUTENEM JIEKAPCTBEHHOIO MpernapaTa U MpoU3BOAUTENIEM MEIUIIMHCKOTO U3JIEeus, B
KOTOPOM JIOJKHA COJIEPKaThCs JOCTaTOuHAsk HH(GOpMAaLKs 0 MEAUIIMHCKOM H3/I€TIHH, YTOOBI
n30eXKaTh M3MEHEHUsI €ro CBOWCTB BO BpeMsl IPOU3BOJICTBA BBICOKOTEXHOJIOTHYHOIO
nekapctBeHHOro cpenctBa (ATMP). VkazanHoe cornamieHue JTOJXKHO COAEPXKaTh
TpeOOBaHUE O KOHTPOJIE U3MEHEHUH, MPEITI0KEHHBIX 11 MEAULIMHCKOTO U3/

b) ykazaHHOE COTJIAllIEeHUE JOJKHO TpeaycMaTpuBaTh oOMeH HH(opmanuei 00
OTKJIOHEHHUAX, UMEBLIMX MECTO IIPHU MPOU3BOJCTBE MEAULMHCKOIO U3/1EIH.

3. BenienctBue TOro, 4TO COMaTUUECKHUE KIETKU MOJIYYEeHbI OT JIt0/IeH (ayTOJIOTUYHbIE WU
AJUIOTEHHBIE) WJIM >KMBOTHBIX (KCEHOT€HHBIE), CYLIECTBYET NOBBIIIEHHBIH PHCK HX
KOHTAMUHAIIMM TOOOYHBIMU areHTaMu. /[[is H30JsMU ayTOJOTHYHBIX MaTEepHUalioOB,
MOJYYEHHBIX OT HH(QUIUPOBAHHBIX JOHOPOB, JOJKHBI OBITH MPETYCMOTPEHBI OCOOBIE
meponpustusi. JlomkHa ObITh oOecrnieueHa HaACKHOCTh KOHTPOJIBHBIX U HCIBITATEIbHBIX
MEpPOTPUATUIN JUIsI TAKUX UCXOJHBIX MAaTEpUAJIOB.

4. Ilpy HEBO3MOXHOCTH HPOBEICHUS CTEPUIN3ALUH TOTOBOI'O JIEKAPCTBEHHOI'O
npernapara npu MOMOIIM CTaHAAPTHBIX METOAOB (Hampumep, (uibTparnuen), cTaauu
TEXHOJIOTMYECKOI0 IpoIecca JOIKHBI ObITh MPOBEACHBI B ACEITUYECKUX YCIOBUSX.

5. JlomkHOE BHUMAaHUE CIIEyeT YACNIITh Clelu(puIecKuM TpeOOBaHUSIM JIJIsl BCEX CTaIUl
KpUOKOHCEpBALUHU (HAallpUMeEpP, CKOPOCTH MU3MEHEHUS TEMIIEPATYpP BO BPEMs 3aMOPaKUBAHUS
U pa3MopaxkuBaHus). Tum kamepbl XpaHEHHs, CIOCOOBI pa3MEIIEHHS MaTEepUalioB H
MIPOLIECCHl U3BJICUEHUS JOHKHBI CBOJAUTh K MUHUMYMY PUCK IEPEKPECTHOM KOHTaMUHAIUU,
o0ecrieyrBaTh KauyecTBO JIEKAPCTBEHHBIX IPENapaToB U CHOCOOCTBOBATh UX MPAaBHIbHOMY
u3BieueHuro. /I obecnieuenusi 6€30MacHOCTH pabOThI C JIEKAPCTBEHHBIMU IpenapaTaMu, B
COCTaB KOTOPBIX BXOJST IMO3UTHBHBIE CEPOJIOTMUECKUE MAPKEPBI, @ TAKKE I XPAHEHUS 3THX
JIEKApCTBEHHBIX MpenapaToB TOJKHBI MCIOJIb30BATHCS MPOIEAYPHI, MPUHATHIE B (popMme
MMCBMEHHOI'O JOKYMEHTA.

6. JomkHBI OBITH MPOBENEHBI UCIBITAHUS CTEPUIBHOCTH HAa MPEAMET OTCYTCTBHS
OaKTepHaIbHOW UM IPUOKOBOM KOHTAMHUHAIIMY B KYJIbTYpaX KJIETOK WM OaHKAaX KIIETOK, HE
coJiepKaliux aHTUOMOTHKHU. [[0JKHA TakKe YYUTBHIBATHCS HEOOXOJUMOCTh OIpeeIeHUs
cnenu(puYecKuX MUKpPOOPraHU3MOB, TPEOYIOIINX CHEHAIbHBIX YCIOBUI KyJIbTUBUPOBAHMSL.

7. B ciyyae HE0OXOAUMOCTH AOJKHA MPOBOAMUTHCSA MpOTpaMMa MOHHMTOpPHHTA
CTaOMJIBHOCTH, BKJIIOYAIOIIAs B Cce0s HaIM4YME KOHTPOJIbHBIX M apXMBHBIX 00pa3loB B
KOJIMYECTBE, TOCTATOYHOM JUJISl IPOBEIEHUS JATbHENIINX UCTIBITAHHM.

Onpenenenns

B HaCTOHHII/Iﬁ pasaci BKIOYCHBI TOJBKO TCPMHUHBI, UCIIOJIb3YyCMbIC B HACTOAIICM
IMPUIIOKCHUU U Tpe6y}0mne PaCHInpCHHOI' O 00BSICHECHUS. HpI/IBOIDITCH TaK>XC CCBIJIIKM Ha



OTIpEJICIICHMS, CYIIIECTBYIOIINE B 3aKOHOAATENIbCTBE MWW APYTUX UCTOYHUKAX. B nomonnenue
K OMNpeeeHUsIM, YKa3aHHBIM B HACTOAIIEM pasjelie, MCIOJb3yeTcsl OOIMiA CIoBaph
TEPMUHOB U onpexnencHui [IpaBun Haanexamed NOPOU3BOACTBEHHOM NPAKTUKHU
EBpa3uiickoro 3KOHOMHUYECKOTr0 CO3a.

"anproBaHT" (adjuvant) - XUMHYECKOE MM OMOJIOTHYECKOE BEIIECTBO, YCHUIIUBAOIIICE
UMMYHHYIO PEaKIMIO HA aHTHUTEH;

"akTHUBHas (apMaiieBTUUECKas cyocTaHuus" (active substance) - BEIIECTBO, KOTOPOE
MOKET UMETh YeJI0BeUeCKoe (Harpumep, TOHOPCKAsi KPOBb HIIM MIpenapaThl JOHOPCKOW KPOBH
), )KHBOTHOE (HampuMep, MUKPOOPTAHU3MBI, IIEJIbIC KUBOTHBIC, YaCTH OPTaHOB, CEKPETHI
KUBOTHBIX, TOKCHHBI, JKCTPAKThl, MpemnapaThl KpOBHU), paCTUTEIbHOE (HAIpUMEp,
MHUKPOOPTaHU3MBI, PACTCHUS, YaCTH PACTCHUM, BBIJACICHUS PACTCHHH, DKCTPAKTHI),
XUMHUYECKOe (Hampumep, MPOCThIE BEIIECTBA, MPUPOIHBIE COECIUHEHMS, COCIUHEHHS,
NOJy4YEHHbIE MYyTEM XHMMHUUYECKOM MOAM(PUKAIUUA UIM XUMHYECKOTO CHUHTE3a)
MIPOUCXOXKICHHUE;

"amneprensl” (allergens) - BemecTBa aHTUTC€HHOM WUIM TalITEHOBOM MTPUPOJIBI, CIIOCOOHBIE
CEeHCHOMIM3UPOBATH OPTAaHNU3M H BBI3BIBAThH AJIJIEPTHIO;
"amneprounpl” (allergoids) - XuMHUYECKHM W3MEHEHHBIE aJUIEPTEHbI C MOHUKEHHOU
peakTuBHOCTHIO UMMYyHOI00yuHa E (IgE);
"anturensl" (alltigens) - BemecTBa (HarmpuMep, TOKCUHBI, 4y KEPOTHbIC OEIKU, OaKTEPHH,
KJIETKU TKaHH), CIIOCOOHBIE BBI3BATH ClIEU(PHUUECKE UMMYHHbBIEC PEaKIUu;

"antureno" (antibody) - Oenku, mpousBeieHHble B-nmumdouuramu, KoTOpbIe
crelu(pUYECKN CBS3BIBAIOTCS C OMNpENENCeHHbIMH aHTHUreHaMu. Ha ocHOBe KIIFOUEeBBIX
pa3Iuuuii B METOJax WX MPOM3BOJICTBA BBIACIAIOT JBa TIJIABHBIX THUIA AHTHUTEN:
MOHOKJIOHAJIbHBIE U MOJTUKIOHAIBHBIE aHTUTENA;

"0ank kietok" (cell bank) - cCOBOKYMHOCTh COOTBETCTBYIOIIMX KOHTEHHEPOB,
XPAHSIIUXCS B OMPEICTICHHBIX YCIOBUAX, COJEP)KUMOE KOTOPHIX HMEET OJJHOPOIHBINA COCTAB.
Kaxxnplii KOHTEMHEP CONEPKUT ATUKBOTY OJHOTO ITyJIa KIETOK;

"Ouomornueckas akTuBHas dapmareBTuueckas cyocranmus’ (biological active substance)
- aKkTHBHasA (QapMmaleBTHUYEeCKass CyOCTaHIUMs KOTOpas MpPOU3BEIECHA C HUCIOIb30BaHUEM
OMOIOTUYECKOT0 UCTOYHUKA HIIM DKCTParupoBaHa u3 OMOJIOTMYECKOTO HCTOYHHKA, KOTOpas
JOJDKHA OBITh OXapaKTepu30BaHa C HCMOJIb30BaHWEM (U3UUYECKUX, XUMHUYECKUX H
OMOJIOTMYECKUX HWCIBITAHUA M KAa4eCTBO KOTOPOU OMpenemseTcss dTUMHU HCIBITAHUSIMHU B
COYETaHUM C KOHTPOJIEM IIPOLIECCOB €€ IPOU3BO/ICTBA;

"Ounonornueckuit nekapctBeHHb npemnapatr" (biological medicinal product) -
JIEKapCTBEHHBIN TpemnapaT, akTUBHAs (papmarieBTUYECKast CyOCTaHIIUS KOTOPOTO SIBISIETCS
OMOJIOrMYEeCKOM aKTUBHOMU (papMarieBTUUecKoi cyocTaHIue;

"6monarpy3ska" (bio burden) - ypoBeHb ¥ BUJ MHUKPOOPTAHU3MOB (HEIPUEMIIEMBIC WU
JIOIYCTUMbIE MUKPOOPTAaHU3MBI), KOTOPhIE COJEPKATCS B UCXOAHOM ChIpb€, MUTATEIbHON



cpene, OMOJOTUYECKUX AaKTHUBHBIX (hapMalleBTUYECKUX CYOCTAHIUSX, MPOMEKYTOUHBIX
MPOAYKTaX WJIK TOTOBBIX JIEKAPCTBEHHBIX Mpenaparax;

"BekTop" (Vector) - areHT TPAaHCMUCCHUH, IEPEHOCSIINN TeHETHUECKYI0 HH(POpMAIHIO OT
OJIHOM KJICTKU WUJIM OpTaHu3Ma K JAPYrou, HampuMep MIa3Mu/Ibl, JIMTIOCOMBI, BUPYCHI;

"BupycHblii BekTop" (viral vector) - BeKTOp, MPOU3BEICHHBIN MyTeM MOAU(PUKAINH
BHpYCa C MOMOIIBIO METOJI0B MOJIEKYJISIPHOM OUOJIOTHU I YAEPKUBAHUSI HEKOTOPBIX, HO HE
BCEX, MATEPUHCKUX T€HOB BUpyca. [Ipu ynaneHnu reHoB, OTBETCTBEHHBIX 3a CIIOCOOHOCTH
BUpYCa K PEITUKAIINU, CO3/JAHHBIN BEKTOP SBJISIETCS] HECIIOCOOHBIM K PETUIMKAIINN;

"BHE UBOT'0 opraHuzMa’ (€x-vivo) - mpoiiecc, Ipu KOTOPOM MPOLIEAYPhl TPOBOSITCS Ha
TKaHSX WU KJIETKaX BHE KMBOT'O OpraHM3Ma € MOCIEAYIOIMM BO3BPATOM TKaHEN WIU KIIETOK
B JKUBOU OpPraHU3M;

"BHYTpH XHBOTO opraHu3ma" (in-vivo) - mpoleayphl, MPOBOJUMBIC Ha >KUBBIX
OpraHu3Max;

"BcrioMoraTtesibHOE BeniecTBo" (excipient) - BELIECTBO, 32 UCKIIOYEHHEM aKTHUBHBIX
(dapMaiieBTUYECKUX CYOCTaHIIMH, BXOJSIIEE B COCTAaB JICKAPCTBEHHOTO IMpernapara s
MPUJAHUS €My HEOOXOIUMBIX CBOMCTB;

"ranren" (hapten) - MoJekysia ¢ HU3KOW MOJEKYJSAPHOUW MAacco¥l, HE SIBISIOIIAsCS
AHTUTEHOM I10 CBOEH IIPUPOJIE 10 MOMEHTA KOHBIOTALIMU € '"MOJIEKYJIOM-HOCHUTENIEM "

"ren" (gene) - mocienoBarensbHOCTh JJHK, Koaupytomas oquH Ui HECKOJIBKO OEITKOB;

"reneTnuecku MoauduiupoBandeii opranu3M’ (I'MO) (genetically modified organism (
GMO)) - n060i1 opranu3M, KpoMe 4YeJI0BEKa, C U3MEHEHHBIM F€HETUUYECKUM MaTepUaTIOM,
OTJIMYAIOIIUMCSI OT T€HETUYECKOr0 MaTepuana, KOTOPBIH MOJIy4aeTcsl MPU €CTECTBEHHOM
CIapUBaHUU U (WJIM) €CTECTBEHHON PEKOMOUHAIINHY;

"rubpunoma" (hybridoma) - ummopranuzoBanHas ("O0eccmepTHas") IUHHUS KIETOK,
MPOU3BOAINIAS KeJlaeMble (MOHOKJIOHAJIbHBIC) aHTUTENAa W OOBIYHO TOJydaemas MyTeM
MCKYCCTBEHHOTO CIUsIHUA B-TuM(OIIUTOB ¢ OmMyX0JieBBIMU KIIETKAMH;

"rnaBHBIM OaHK KieTok" (master cell bank, (MCB)) - ainkBoTa OJJHOTO Tyja KJIETOK,
KOTOpasi, Kak NpaBuiio, OblIa MOJy4ye€HAa M3 KOHKPETHOTO KJIETOYHOTO KJIOHA MpH
ONpENIENICHHBIX YCIOBUSX, pacrpejesieHa BO MHOXKECTBO KOHTEHHEPOB W XpaHUTCS MPHU
OMPEICTICHHBIX YCIIOBUSIX;

"rmaBHBIA BUpYCHBINIIOCEBHOM MaTepuan" (master virus seed, (MVS)) - anukBoTa
WHJIUBUYaIbHOIO CyOIITamMa BUPYCOB, KOTOpas, KakK IpaBWio, Obla MOJy4YeHa U3
KOHKPETHOTO BUPYCHOI'O IITaMa IIPH OMPEJIETEHHBIX YCIOBHSIX, paclpeie]IeHa BO MHOKECTBO
KOHTEMHEPOB M XPAHUTCS IIPU ONPEJICTEHHBIX YCIOBUSIX;

"rIaBHBIN TpaHCTeHHBIM OaHK" (master transgenic bank) - aHaTOTHUYHO OMpEETECHUIO
IJIaBHOTO O0aHKa KJIETOK, HO B OTHOUIEHUU TPAHCTEHHBIX PACTEHUHN WJIU dKUBOTHBIX;

"3akpbITas cucreMa” (closed system) - cuctema, B KOTOpO# akTuBHas (hapMalieBTHUECKas
cyOcTaHIMs WU JIEKAPCTBEHHBIN MpenapaTr He MOABEPKEHbI HEMOCPECTBEHHOMY BIIUSHHUIO
MPOM3BOJICTBEHHOW CPEJIbI;



"30Ha" (area) - onpeeNeHHbII HAOOP MOMEIEHUH B TIpeiesiaX OJTHOTO 3/]aHus, B KOTOPHIX
MPOU3BOJMUTCS OJIMH WM HECKOJBKO JIEKAPCTBEHHBIX IPENAapaToB U KOTOPHIE HUMEIOT
OTJIEJbHYI0 CUCTEMY BO31YXOIOATrOTOBKH;

"300H03" (ZOONOSis) - HH(PEKIIMOHHBIC U UHBA3MOHHBIC 3a00JICBAHUSI )KUBOTHBIX, KOTOPHIE
IIPU ONPE/ICJICHHBIX YCIOBUSIX MOTYT NIEpeAaBaThCs YEIOBEKY;

"HCMOJIb30BaHUE B YCIOBUAX u3oiauu’ (contained use) - iro0ast AeSATEITbHOCTD, TIPU
KOTOPOU reHEeTUYECKH MOIU(UITUPOBAHHBIE OPTaHU3MbI MOJYYalOT, KyJIbTUBUPYIOT, XPAHSIT,
TPaHCIIOPTUPYIOT, Pa3pyIIAIOT, YHUUTOXAIOT WIH UCTIOIB3YIOT KAKUM-TTMOO0 CIIOCOO0M U TIPU
KOTOPOH HCIOJIB3YIOTCS CHIEUUAIbHbIE MEPBI U3OJISILIUU ISl OTPAHUYEHUS PACIIPOCTPaHEHUS
3TUX OPraHU3MOB U oOecreueHns 6€30MacCHOCTH HACEICHHS U OKPYXKAIOIIeH Cpeibl;

"ucxomaHoe coipbe" (raw materials) - mroOble CyOCTaHIIUM, UCIOJIB3YEMBbIC IS
MPOM3BOJICTBA WJIM IKCTPArUPOBAHUS aKTUBHBIX (HapMaleBTUUECKUX CYOCTaHIIMA, HO HE
ABJSIONIMECS MX HMCTOYHUKOM, TaKHe€ KaK peareHThbl, Cpeabl IJsi KYyJIbTUBHUPOBAHUS,
CBIBOPOTKA TEJISTYbUX 3IMOPUOHOB, 100aBKU U Oydepbl Ajist XxpomaTorpaduu u ap.;

"ucxoaHble MaTepuaiasl" (starting materials) - Bce MaTepuaibl, U3 KOTOPBIX aKTUBHAS
(dapmaneBTHUECKasi CyOCTaHIMS MPOU3BOAMUTCS WM dKcTparupyercd. s Ononornyeckux
JIEKapCTBEHHBIX TMPENapaToB MCXOJHBIE MaTEepUANIbl MPEJCTABIAIOT €000 JH00bIe
CyOCTaHIIMM OUOJOTMYECKOTO MPOUCXOXKICHHS, TaKUe KaK MUKPOOPTaHU3Mbl, OpTraHbl U
TKaHU PACTUTEIHHOTO WM KUBOTHOTO MPOMCXOXKICHUS, KICTKH WIH KHAKOCTH (BKIIIOYAS
KpOBb U IUIa3My) YEJOBEYECKOT0 WM KUBOTHOTO TMPOUCXOXKAEHHUS, a TaKKe
OMOTEXHOJIOTUYCCKUE KIETOUHBIC CyOCTpaThl (PEKOMOWHAHTHBIE W TIPUPOIHBIC), BKIIFOYAST
NEPBUYHbBIC KIIETKHU;

"knetounbid 3anac” (cell stock) - mepBuUHBIC KJIETKU, PA3MHOKUBIIUECS 0 3aJaHHOTO
KOJINYECTBA KJIETOK, QJIMKBOTHI KOTOPBIX OTOHUPAIOTCA M HCIOJB3YIOTCS B KauecTBe
MCXOJTHOTO MaTepuaia Jjisi MPOU3BOJCTBA OTPAHMUYEHHOTO KOJHUYECTBA CEpHUil
JIEKapCTBEHHBIX MPENapaToB HA OCHOBE KJIETOK;

"MOHOKJIOHaJIbHBIE aHTUTEeNa" (monoclonal antibodies (MADb)) - roMoreHHasi mOMyJIsLUs
AQHTHUTEN, CIMOCOOHBIX TPUCOCHMHATHCS K EIUHCTBEHHOMY JNHUTONY (aHTUTCHHOU
JETEPMUHAHTE), MOJyUYEeHHass U3 €IUHCTBEHHOI'O0 KJIOHA JTUMQOIMTOB WJIM C MOMOIIBIO
TexHoJoruu pekoMouHantHoil JJHK;

"oTBeTrcTBeHHOE JUI0" (Responsible Person, (RP)) - nanHoe onpeenenune ucmonb3yercs
B 3HAYEHWUHU, YCTaHOBJIECHHOM npuioxenneM Ne 14 k IlpaBmiam Hamnexamen
MIPOU3BOJACTBEHHOU MPAKTUKHA EBPa3UiCKOrO 3KOHOMHUUYECKOTO COH03a;

"mepeHoc reHoB (gene transfer)" - mpoiiecc mepeHoca reHa B KJIETKHU, BKIIOYAIOIIUN B
ce0sl CUCTEMY 3KCIIPECCHH, COJAEPIKAILYIOCS B CHCTEME JIOCTAaBKH, KOTOpPAs HA3bIBACTCS
BEKTOpOM. BekTop MoxkeT ObITh KaKk BUPYCHOI'O, TAaK U HEBUPYCHOTO IIpoucxoxaeHus. [locie
MepeHoca reHoB, FTeHETUYECKH MOIU(PUIIMPOBAHHbIEC KIIETKU TaKK€ MOTYT UMETh Ha3BaHue "
TpaHc(POpMHUPOBAHHBIEC KIETKH";



"murarorue kinetku" (feeder cells) - kimeTku, ucnonb3yemble B KOMOMHUPOBAHHOMN
KYJbTYpe Uil MOJJEpKaHUs TUTIOPUIIOTEHTHOCTH (CrocoOHOCTH TUuddHepeHIIupoBaThCS B
MHOECTBO CHEIUATU3UPOBAHHBIX THUIIOB KJIETOK) CTBOJOBBIX KJIETOK. [ KyJabTyphl
YeJI0BEYECKUX SMOPHUOHAIIBHBIX CTBOJIOBBIX KJIETOK THUIIUYHBIC MTUTAIOIIUE CION COCTOAT U3
aMOpuoHaNBHEIX (GuOpobdmactoB Meimu (ODPM) wmim >3MOpHOHATBHBIX (PUOPOOIACTOB
yenoBeka (DY), B KOTOPBIX CHEUATbHBIMA METOJAMU TIPEIOTBPAILICHO JCIICHUE;

"mnaszmuga” (plasmid) - vacts JIHK, 00b14HO cymiecTByoMIas B 0aKTepHaIbHOM KIETKE B
BHUJIE KOJIBLIEBOM CTPYKTYpPBI, OTACICHHOM OT KJIETOYHOW XpomocoMbl. [lmazmuma moxer
OBITh MOAMGDUIITMPOBAHA C MOMOIIBI0O METOJOB MOJICKYJISPHOW OHOJOTHH, BBIACICHA U3
OakTepuaabHOM KJIETKM W HMCIOJIb30BaHa i mepeHoca u BcrpauBaHus ee [JHK B renom
IPYTOU KIIETKHU;

"moaepskuBatoras cucrema" (scaffold) - cpencTBo moamepskKH, CPEaCTBO JOCTABKU HIIU
MaTpHIla, KOTOPhIE 00ECTIEUHBAIOT CTPYKTYPY WM COACUCTBYIOT MUTPALIMH, CBSI3bIBAHUIO
WJIM TPAHCIIOPTY KJIETOK U (M) OMOJIOTHYECKU aKTUBHBIX MOJIEKYJ;

"monukIIoHaIbHbIE aHTUTeNa" clonal antibodies) - anTuTena, MOTYyYEHHBIE OT HECKOJIBKUX
KJIOHOB JIMM(OIIUTOB U BHIPAOOTAaHHBIE YEJTOBEYECKUM WIIA KUBOTHBIM OPraHU3MOM B OTBET
Ha BBEJICHUE aHTUTCHA;

"MmomelieHue sl MPOU3BOJCTBA HECKOJBbKHUX JIEKAPCTBEHHBIX TMpemnapatoB’ (
multi-product facility) - momMemieHue IS MOCIEAOBATEIABHOTO IIPOMU3BOJCTBA HIIH
IPOU3BOJICTBA MO MPUHIMNY KaMIAHUM Pa3IUYHBIX TPy OMOJOTHYECKUX AKTHUBHBIX
(dhapManeBTUIECKNX CYOCTAaHIIMA ¥ JICKAPCTBEHHBIX MPEMapaToB U B KOTOPOM KOMILJIEKT
UCIOJB3YyEeMOT0  OOOpYyIOBaHUS  MOXXET OBITh  CHEUHATU3UPOBAHHBIM WU
HECTEIMaTu3UPOBAHHBIM JJIsl KaKJI0T0 OT/IEJIBHOTO TUIA CYyOCTaHIIMN WJIU JEKAPCTBEHHBIX
Mpenaparos;

"mpeanamepeHHbii BeIOpoc" (deliberate release) - mpenHaMepeHHBI BBITYCK B
OKPYKAIONIYI0 CPely TeHETHYeCKU MOAUGUIIMPOBAHHBIX OPTaHU3MOB, I KOTOPBIX HE
HCTIOJNIb3YIOTCS CIICIMaIbHbIE MEPhl M3OJAILMUU JJIi OTPaHUYCHHS PACIPOCTPAHEHUS ITHUX
OpraHu3MOB U 0OecriedeHus 0€30MacHOCTH HACEIEHUS U OKPYKAIOIIEH Cpeibl;

"MpOW3BOJACTBO 1O NpuUHUMIY Kamnanui" (campaigned manufacture) -
MOCJe0BaTEIbHOE IPOU3BOJICTBO Psifia CEPUI OJTHOTO U TOTO XK€ JIEKAPCTBEHHOIO Mpenapara
B TEUYCHHUE OMPEACIICHHOTO MEPHOoJa BPEMEHHU, TOCJIE€ KOTOPOTO MPOBOASTCA CTPOTHE
KOHTPOJbHBIE MEPOMPUATUS TEpe]l MNEPEeKIIYEHUEM Ha MPOU3BOJCTBO JAPYroro
JIEKapCTBEHHOI0 Mpenapara. JIekapcTBEeHHbIE Mpenaparsbl HE MPOU3BOAITCS OAHOBPEMEHHO,
HO JIJISl KX MPOU3BOJICTBA MOKET OBITh UCTIOJI30BAHO OJIHO U TO K€ 000PYI0BAHUE;

"mpoMexxyTouHas mpoaykmusa' (intermediate product) - maHHOEe omnpenereHue
UCIIOJIb3YeTCsl B 3HAYEHUHU, YCTAHOBICHHOM paszfeioM "Tepmunsl u onpenenenus” [pasun
HaJUIeKAIlEe IPOU3BOACTBEHHOW NPAKTUKM EBpPasMCKOro 3KOHOMHYECKOTO COK03a M
paznenoM "Tepmunsl u onpenenenua" yactu Il ITpaBun Hagnexaniei nmpou3BOACTBEHHOU
MpaKkTUKHA EBpa3suiickoro 5KOHOMHYECKOTO COK03a;



"mpouenypa perpocnektuBHoro ananuza" (look-back) - nokymenransHo odopmieHHas
nporeypa, ooecrneunBaroias OTCISKUBAHUE OMOJIOTHYECKIX aKTUBHBIX (papMaIrieBTHYECKUX
cyOCTaHIIMI WJIM JIGKAPCTBEHHBIX MPENapaToB HECOOTBETCTBYIOMIETO KAa4eCTBA BCIICICTBUE
UCITOJIb30BaHMUS BBIOPAKOBAHHBIX JKMBOTHBIX WM YEJIOBEUCCKUX MaTEpPUaJiOB M3-3a
MPUCYTCTBUS B JTUX MarepraiaX KOHTAMHHHUPYIOIIETO areHTa WJIM TPHU BBISIBICHUH
HETraTUBHBIX (PAKTOPOB Yy JKUBOTHBIX WJIM JIOJCH, SBISIONIMXCS HCTOYHUKOM ITUX
MaTepHaJIOB;

"pabounit Oank kijetok" (working cell bank(WCB)) - romoreHHbii myin
MUKPOOPTAaHU3MOB WJIM KJIETOK, MOJYYEHHBIX W3 TJIABHOTO OaHKa KJIETOK W OJHOPOJHO
pacrpe/ieIeHHBIX B ONPEACICHHOE YHCIIO KOHTeHHepoB. Pabounii 0aHK KJIETOK XpPaHUTCS B
YCIIOBHSIX, 00€CIICUNBAIOIINX €TI0 CTAOMIBHOCTD U UCITOJIb30BAaHUE B TIPOU3BOJICTBE;

"pabounii BUpyCHbIN noceBHON Matepuan" (working virus seed (WVS) ) - romoreHnHbIi
MyJl BUPYCOB, MOJYUYEHHBIX W3 IJIaBHOTO BUPYCHOTO MOCEBHOTO MaTepHalia U OJHOPOHO
pacrpeieNieHHbIX B ONPEAEICHHOE YUCIO KOHTeiHepoB. Pabounii BHUPYCHBI MOCEBHOMN
MaTepHual XpaHUTCS B yCIOBUSIX, 00€CTIEUNBAIONIUX €T0 CTAaOMIBHOCTh U MCIIOJIb30BaHUE B
MIPOU3BOICTRBE;

"pabounii TpaHcreHHbiii 6ank" (working transgenic bank) - roMOTeHHBIN My KJIETOK
TPAHCTCHHBIX PACTCHUHN WM JKMBOTHBIX, TIOJYYCHHBIX U3 TJIABHOTO TPAHCTCHHOTO OaHKa U
OJTHOPOJHO pacIpe/IeICHHBIX B ONPEACICHHOES YUCIIO KOHTeHHEpOoB. Pabounii TpaHCreHHbIN
O0aHK XpaHUTCSA B YCJIOBHSX, O00ECIEUMBAIOIIUX €T0 CTAOMIBHOCTh M HMCIOJIb30BAHHUE B
MPOU3BOICTRE;

"cBoOOIHBIE OT cnienpuueckux naroreHoB" (specified pathogen free (SPF)) - sxuBoTHBIE
MaTepuaibl (HampuMmep, Kypbl, SMOPHOHBI WA KYJIbTYPHI KJIETOK), WCIIOIB3YIOMHUECS IS
MPOU3BOJICTBA WJIM KOHTPOJS KadyecTBAa OMOJOTHYECKUX JIEKAPCTBEHHBIX IPENapaTos,
MOJTYYCHHBIC U3 TPYII )KUBOTHBIX (HAIIPUMED, CTAJ] WIIH CTaid), CBOOOTHBIX OT ONPEACIICHHBIX
MaTOTeHOB. Takue cTajia WiIu CTau OMPEEISIFOTCS KaK TPYIIIbI )KUBOTHBIX, KOTOPBIE KUBYT B
oOmmieil cpeae W UMEIOT yXa)KUBAIONIUK 3a HUMHU TIEPCOHAN, KOTOPBIM HE NpeOBIBAcT B
KOHTAaKT€ C )KUBOTHBIMH, HE CBOOOTHBIMU OT CIIEU(PUIECKUX IMaTOTCHOB;

"comaruueckue KiaeTku'" (somatic cells) - Bce KJIeTKU Tena 4esloBeKa WM KMBOTHOTO,
KpOME PENpPOTyKTUBHBIX KJIETOK. DTH KJIETKH MOTYT OBITh ayTOJOTHYHBIMH (OT TOTO XKe
NalMeHTa), ajNIOTeHHBIMU (OT APYroro 4ejoBeKa) WM KCEHOT€HHBIMHU (OT >KHMBOTHOTO)
COMATHYECKUMH KUBBIMU KJIETKAMHU, MAaHUITYJISAIUN C KOTOPBIMU WJIM U3MEHEHHE KOTOPBIX
MIPOBOJIMITUCH B YCJIOBHSIX BHE )KMBOTO OpPTraHHU3Ma C MOCIEIYIONIUM BBEJICHUEM B OPTaHU3M
YeJioBeKa I JIOCTHKEHUS TepaneBTUYECKOT0, THarHOCTHYECKOTO MITH MPOPUIaKTHIECKOTO
JICHCTBUS;

"TpaHCcreHHBIH" (transgenic) - opraHu3M, CoJep Kaliiuil B CBOeH OOBIYHOM MeHEeTUYECKOM
CTPYKTYpE UYXEPOJHBIM TE€H IS HSKCIPECCUH OMOJOTHYECKUX (hapMareBTHUCCKUX
MaTepHaJIOB;



"ypoBeHb Ouonorundeckoit 6ezonacuoctu" (biosafety level (BSL)) - ycnoBust uzosnsium,
TpeOyromuecss mist Oe3omacHOW pabOThl € MHUKpPOOPTaHM3MaMHu pPa3HbIX YpPOBHEH
NaTOT€HHOCTH, HauWHas OT 4-i Tpynmbl NaTOTeHHOCTH (HAUMEHBIIUN PUCK, MAJOBEPOSITHO
MPUBOAIINN K 3200I€BAaHHUIO YETIOBEKA) U 10 1-i TpyIIbl MaTOreHHOCTH (HAUBBICIINN PHCK,
BBI3BIBAIOIINN TSYKEJIBIE JIETKO PAaCIpOCTpaHseMbIe 3a00JIEBAHMS);

"yucTtas KyJnbTypa"' (akceHW4Has KyiabTypa) (mono sepsis (axenic)) - KyJbTypa,
cojieprkaiiasi OJUHAKOBbIE MUKPOOPTaHU3MBI U HE KOHTAMHUHHPOBAHHAs JIIOOBIMH IPYTUMHU

OpraHU3MaMH.
IMPUJIOXKEHHUE Ne 3
k [IpaBunam Hamexaien
IIPOU3BOJCTBEHHOU IIPAKTUKU
EBpa3suiickoro 3KOHOMH4€ECKOI0 COr3a
TPEBOBAHUA

K IIPOU3BOACTBY paguo¢papManeBTHISCKAX
JIEKapCTBEHHEIX TIPENapaToB

IIpyHDUI

[IpousBosicTBO paarodapMarieBTUIECKUX JICKAPCTBEHHBIX CPEICTB JIOJIKHO OBIThH
OPTraHU30BaHO B COOTBETCTBUHU C MPUHLMIIAMU, NpUBeAcHHBIMU B dacTax [ u Il [IpaBun
HaJJIe)KalIe TMPOU3BOJACTBEHHONW NPAaKTUKUW EBpasMiiCKOro 3KOHOMHYECKOTO COM03a.
Hactosiee npuiiokeHue ycTaHaBIMBAeT MNpaBuiia, clieludUUecKkue i MPOU3BOJICTBA
paanodapManieBTUUECKUX JIEKAPCTBEHHBIX CPEIICTB.

Hacrosimee mnpunoxeHue HE pacOpoCTpaHATCS Ha HU3TOTOBJICHUE
pagnodapMaIeBTHYECKUX JICKAPCTBEHHBIX CPEJICTB B CHEIMATU3UPOBAHHBIX amnTekax (B
OOJIbHUYHBIX WM JIEUCTBYIOIIMX CAMOCTOSITENIBHO) C MCIOJIb30BaHUEM PaJHMOHYKIUIHBIX
TreHEPaTOPOB U HAOOPOB PEAreHTOB B COOTBETCTBHH C 3aKOHOIATEIHCTBOM TOCYIAPCTB -
yieHOB EBpa3zuiickoro 3kOHOMHUYECKOT0 COr03a (J1ajiee - rocyJapcTBa-ujaeHbl).

B cootBercTBUU ¢ TpeOOBaHUAMU pPaJUALIMOHHON O€30MaCHOCTH OTBETCTBEHHOCTH 3a
NpUMEHEHUE paJuallii B MEIUIIMHCKUX LEJSAX JISKUT Ha MEIUIMHCKUX paboTHukax. [lpu
MPUMEHEHUH paanodapMaIleBTUYECKUX JIEKAPCTBEHHBIX CPEJCTB B JUArHOCTHYECKUX U
TEpPaNeBTUYECKUX IMENAX JOHKHO OBITh 00OecnedeHo, MpU HEOOXOAMMOCTH, HAIHYHE
CrenHUaJINCTa 0 MeAUIMHCKON (u3uke.Hacrosiee npuiioxkeHrue pacpoCcTpaHsIeTCsl TakKe
Ha paguodapmMarieBTUYECKHe JEKaPCTBEHHBIE CPEICTBA, UCIIONB3YIONIUECS B KIMHUYECKUX
HCCIIEIOBAHUSIX.

TpancnoptupoBaHue paanopapMaleBTUYECKUX JIEKAPCTBEHHBIX CPEACTB BBIMOJIHAETCS B
COOTBETCTBUU C TpeOOBaHMUIMHU MO paAUAlMOHHONW Oe3omacHoCcTH MeXIyHapOoaHOTO
arenrctBa mo atomMHou HsHeprun (MAI'ATD) u TpebGoBaHUSIMU 3aKOHOAATENbCTBA
roCcyJ1apCTB-YJIEHOB.

MoryT ucnoJib30BaThCsl METOMAbI, OTIMYAIOIINECS OT MPUBEICHHBIX B HACTOSIIEM
MPUJIOKEHUH, HO TO3BOJIAIONINE BBHITIONHATH TPEOOBaHUS MO OOECTEUYCHUI0 KayecTBa



npoAyKiuu. VIHbie METO/IbI TOJKHBI OBITh BATUAMPOBAHBI M 00ECIIEUNBATh YPOBEHb KauecTBa
, 10 KpaliHel Mepe, SKBUBAJICHTHBIN TPEOOBAHUSIM HACTOSILETO MPUIOKEHUS.

BBenenue

1. TlpousBoacTBO paanodapMalieBTUUECKUX JEKAaPCTBEHHBIX CPEACTB U oOpalieHue ¢
HUMM IPEACTABIAET NOTEHIUAIBHYIO OIIACHOCTh. Y POBEHb PUCKOB 3aBUCHT, B YACTHOCTH, OT
THUNAa WOHU3UPYIOWIETO HW3JYyYECHUs, SHEPrUM HU3JIYy4YEHHUs W Iepuoda nojiaypacrnajia
paguoHykiauaoB. Oco0oe BHUMaHHE CIEAYET YIENSATh NPEAOTBPAIICHHUIO MEPEKPECTHON
KOHTAMUHAILIUH, XPAHEHUIO OCTATKOB PAJMOAaKTUBHBIX MAaTEPUAIIOB U YJAJIEHUIO OTXO0B.

2. W3-3a TOro, 4T0 HEKOTOPBIE PAAUOHYKINABI UMEIOT KOPOTKHM CPOK XPaHCHUS,
JIOTIyCKAaeTCs BBIMTYCKaTh B OOpalieHue cojAepKalme #uX paauodapMarneBTHIECKue
JIEKapCTBEHHBIE CPEJICTBA 0 3aBEPIIEHUS UCIIBITAHUN KOHTPOJIA KadyecTBa. B aTom ciydae B
CHEIUAbHON TPOIIEAYypPe MOKEH OBITh YETKO W MOAPOOHO OMpEseieH MOPSI0K BhIIAYH
pa3pelleHus] Ha BBIYCK, BKJIKOYas OTBETCTBEHHOCTh NEPCOHAJA U HEMPEPBIBHYIO OLIEHKY
3(PEKTUBHOCTU CUCTEMBI 0OECIICUEHHUS KaUeCTBa.

3. O6nacTpi0 MPUMEHEHUS HACTOAIIETO MPUJIOKEHUS SIBIAETCSA NESATEIbHOCTH
MPOMBIINJIEHHBIX MNPOU3BOJCTB, SJACPHBIX LEHTPOB, MHCTUTYTOB U I[IDT-nenTpoB mno
IIPOU3BOJCTBY U KOHTPOJIFO KaU4€CTBA CICAYIOLIUX TUIIOB IIPOAYKINH:

paanodapMalieBTUYECKUX JIEKAPCTBEHHBIX CPEJICTB;
paarodapManeBTHUIECKUX JIEKapCTBEHHBIX cpeacTB it [IDT (mo3uTpOHHO-DMUCCHOHHON
Tomorpadun);

PaIuOaKTUBHBIX MPEANISCTBEHHUKOB JJIsI TPOU3BOJICTBA pannodapMarieBTUIeCKux

JIEKapCTBEHHBIX MPENapaToB;
PaIUOHYKIUIHBIX TEHEPATOPOB.

Teii Crnenyet BoImoyHATh TpeOoBanus uvacteil 11 u I TlpaBun Hamaexariei
elicTBHE HeE . .
Bun MIPOU3BOJICTBEHHOM MPAaKTUKKH EBpa3suiickoro 3KOHOMHUYECKOTO Coro3a (1o
pacIpoCcTpaHseTc
MIPOU3BOJICTBA N Mepe TPHUOIMKCHHUS CTaIul MPOU3BOJICTBA K TOTOBOMY IPOIYKTY
'y
TpeOOBaHUS YCHIIMBAIOTCS ), BKIFOYAs COOTBETCTBYIOIIHE MPHUIOKCHUS

PagnodapmareBt
U YecKHe
JIEKapCTBEHHBIE

CpEACTBA;

panrodapMarneBT ACENTHYECKOE
NPONYKIHS . obpaboTka,

W YeCKHe oy XHMHYECKHH MPOU3BOJICTBO
pPEaKTOpOB M CTa/IMM OYHUCTKH MPUTOTOBJICHHE,

JIeKapCTBEHHBIE CHHTE3 Wi (UHUIIHAS
[UKJIOTPOHOB JI03UPOBAHHUE

cpexctsa s CTEPUITU3AIIHSI

[19T;

paaHoaKTHBHbIC

OpeIIeCTBeHHHUK

u
OPOIYKIHSA .

PanuonykmuaHbie peaxtopop u | eXHOTormiecxuli mporece (cOopka KOJOHKHM, TeHepaTopa, 3apsaKa

reHEepaTopEI reHeparopa u IIp.)

I_II/IKJ'IOTpOHOB2



*MulleHb U cUCTeMa Mepeladyd OT IUKIOTPOHA K YCTAaHOBKE CHHTE3a MOLYT
paccMaTpuBaThCs Kak IepBas CTagusi MPOU3BOJACTBA AKTHUBHBIX (papMalieBTUYECKHUX
cyOCTaHIUH.

**]Ipoaykuus, MoJIy4eHHas! B pe3yabTaTe paJuOXUMHYECKOr0 BbIIECIECHUS PaJUOHYKINIA
13 00IyYEHHON paIMOAKTUBHONW MUIIECHH.

*E*[Ipoaykius, MOJydyeHHass B pe3yjbTaTe pPaJUuOXUMHUYECKOTO BbIICICHUS
MaTEPUHCKOI0 PAMOHYKIIUAA U3 00Jy4eHHOU pajiiOaKTUBHON MUILICHH.

4. TlpousBoauTENb TOTOBOTO pagnopapMaleBTUYECKOI0 JEKApPCTBEHHOI'O CPEJCTBA
JNOJKEH HMETh OIMCAaHWE TEXHOJIOTMYECKOro Ipolecca NPOU3BOJACTBA AaKTHUBHOMU
(dapMmaneBTHYECKON CyOCTaHIMKM, TOTOBOTO paanodapMaleBTHYECKOrO JIE€KapCTBEHHOTO
CpeICTBa M yKa3aTh, Kakue TpeOoBanus [IpaBmn Haamexamne mpon3BoICTBEHHOW MPAKTHKA
EBpasuiickoro sxoHoMuueckoro coro3sa (dacts I nmm 1) pacnpocTpasstoTcss Ha pa3IudHble
TEXHOJIOTUYECKHUE ONeparnu (CTaaum).

5. TlpousBoacTBO paguodapMaleBTUYECKUX JIEKAPCTBEHHBIX CPEACTB JOJKHO
BBITIOJIHATHCSI B COOTBETCTBUU € TPEOOBAHUSIMU HOPM PAIMALIMOHHON 0€30MMacHOCTH.

6. IIpou3BoacTBO pannodapMaleBTUYECKUX JEKaPCTBEHHBIX CPEICTB, IPEeIHA3HAYCHHbBIX
JUISl TAPEHTEPATbHOTO BBEACHUS, JOJKHO BBITIOJHATHCS B COOTBETCTBUM C TPEOOBAHUAMM,
NPEeABbABISIEMBIMU K CTEPUJIBHOCTH TAaKHX JICKAPCTBEHHBIX CPENICTB, C COOJIOJCHUEM B
COOTBETCTBYIOIIMX CJIy4YasX acCENTHYECKUX YCIOBUM IIPOM3BOJCTBA B COOTBETCTBUU C
npunoxxenueM Ne 1 k [IpaBunam Hamekamen npou3BOICTBEHHON NMPAKTUKU EBpa3niickoro
YKOHOMHYECKOT'0 COI03a.

7. Cneuupukanuu W METOAbl KOHTPOJIS KayecTBa paauodapMamieBTHYECKUX
JIEKapCTBEHHBIX CPEACTB ycraHasiauBarorcs B Dapmakornee EBpa3suiickoro 5KOHOMHYECKOTO
COI03a JTMOO B HAIlMOHAIBHBIX (hapMaKoIesaX ToCyAapCTB- WICHOB WM B PETUCTPALIMOHHBIX
JOChE Ha ITH JIEKAPCTBEHHBIE CPELICTBA.

Kiuangeckue uccienoBaHus

8. Ha mnpousBoacTBO pammodapMaieBTHISCKUX JIEKApCTBEHHBIX CPEJCTB,
NpeIHa3HAYEHHBIX JUIsl KIMHUYECKHUX UCCIIEOBAHUN, PACIPOCTPAHSIOTCS TaKKe TpeOOBaHMS
npunoxenus Ne 13 k [IpaBunam Hajuiexkamen Npou3BOACTBEHHON ITPAaKTUKKU EBpasuiickoro
HKOHOMHYECKOT'0 COI03a.

ObecnieueHne KauyecTBa

9. OGecrieueHne KauecTBa MpU MPOU3BOJICTBE pagrnodapMalieBTUIECKUX JEKAPCTBEHHBIX
CPEICTB UMEET 0cO00e 3HAaYCHHE B BULy UX CelM(PHIECKUX 0COOEHHOCTEH, MaJIbIX 00BEMOB
Cepuil M B HEKOTOPHIX CIIydasX HEOOXOIWMOCTH HUX MEIUIIMHCKOTO MPUMEHEHHUsS [0
3aBEPIICHUS KOHTPOJIS Ka4ecTBa.

10. 3amuTa MpoXyKIUKu OT KOHTAMUHAIIMY U TIEPEKPECTHON KOHTAMUHAITUY JOKHA OBITh
o0ecriedeHa Tak ke, Kak ¥ IIPH MPOU3BOJICTBE JTIOOBIX JIEKAPCTBEHHBIX Cpe/CTB. Ho B maHHOM



Cily4ae MpeAabsIBISETCS IOMOJHUTEIFHOE TPEOOBAHHE T10 3aIIUTE IPOU3BOJICTBEHHOM CPEIbl
U TIepCOHAJIa OT MOHU3UPYIOIIETO M3JIYyUYCeHHUs. DTO O3HA4YaeT, YTO cCUCTeMa OO0eCTeUYeHUs
KauecTBa MpuoOpeTaeT UCKIIOYUTEIHHO BAXKHOE 3HAYCHUE.

11. OdeHb BaXXHBIM SIBJISIETCSI TIIATEJIbHAs PETUCTpalMsl JAHHBIX MOHUTOPHHTA
noMeneHui u nporeccoB. OEHKa 3TUX TaHHBIX SBJISIETCS. YACTHIO MPOIlecca BhITYCKa CEpUU
B OOpallleHue.

12. IIpu npou3BOACTBE paanopapManeBTUUECKUX JIEKAPCTBEHHBIX CPEJCTB CIEAYET B
HE00X0AMMOM 00BEME TTPOBOIUTH KBATU(UKAINIO U BaUIaui0. J{s onpeneneHust oobema
paboT nmo KBaMU(UKAIMU U BaIUJANUU JIOJKEH MPUMEHSTHCS IMOJXO0J, OCHOBAHHBIN Ha
VIPaBICHUU PUCKaMH, C OCOObBIM BHUMaHUEeM K KoMOuHamuu TpeboBanuii [IpaBun
HaJJIC)KAIIE TMPOU3BOACTBEHHOM MPAaKTUKU EBpPazsuiCKOro 3KOHOMHUYECKOIO COH3a U
paaualiOHHON O€30MaCHOCTH.

Ilepconan

13. Bce TeXHOJIIOTHYECKUE ONEpPAlH AOJLKHBI BBIMOJIHATHCS MEPCOHATIOM, UMEIOIIUM
CHEHHAIbHYIO TOJITOTOBKY MO paaualmoHHOM Oe3omacHocTd. I[lepconHan, 3aHSTHI B
MPOU3BOJICTBE, KOHTPOJIE KAa4eCTBAa U BBIMYCKE paarnodapMaiieBTUUECKUX JIEKAaPCTBEHHBIX
CPEIICTB, JOJDKEH HPOWTH COOTBETCTBYIOIEE OOydeHME, CBA3aHHOE C OCOOEHHOCTSAMHU
cucTeMbl oOecreueHus KadyecTBa paanodapMaleBTUUYECKUX JIEKapCTBEHHBIX CPEICTB.
YNONMHOMOYEHHOE  JIMIIO HECET TOJIHYKD OTBETCTBEHHOCTh 3a  BBINYCK
paauodapMaleBTUYECKUX JIEKAPCTBEHHBIX CPEJICTB.

14. Tlepconan, paboraronuii B 30HAaX MPOU3BOICTBA paarodapMareBTHICCKIX
JIEKAPCTBEHHBIX CPEACTB (BKIIIOUAs 3aHATHIA YOOPKOW M TEXHUYECKUM OOCITY>KUBaHUEM),
JOJKEH MPOMTH JONOJIHUTENIbHOE OOy4Y€HHE, CBSI3aHHOE CO CHEUU(PUKONW MPOLECCOB U
MPOAYKIUH.

15. Ecnu nmpou3BOACTBEHHBIE MIOMEIIEHUS U 000PY/I0BAHUE UCIIOIB3YIOTCS TAKXKe IS
MIPOBEACHUS MCCIIEIOBAHMM, TO UCCIEIOBATEIBCKUIN MEPCOHAN JOJDKEH MPOUTH Oo0ydeHue
IIpaBuiiam Hajuexaiien NPOU3BOACTBEHHOM MPAKTUKU EBPasuiiCKOro 3KOHOMHYECKOIO
coro3za. Cinyxx0a obecriedeHus: Ka4ecTBa JIOJDKHA paccMaTpUBaTh U J1aBaTh pa3pericHue Ha
pOBeJIeHUEe padoT, CBSI3aHHBIX C UCCIIEIOBAHUAMM, JIJISl TOTO YTOOBI UCKIIOYUTh UX OMACHOE
BJIMSIHUE HA TTPOU3BO/ICTBO.

ITomemenns u 060pyaoOBaHHe
OO6mue moIoKeHus

16. IIpousBoacTBo pamuodapmManeBTUUECKUX JICKAPCTBEHHBIX CPEJCTB JOJKHO
MPOBOJUTHCS B KOHTPOJIUPYEMBIX 30HAX, B KOTOPHIX BBIMOJHSIOTCS TpeOOBaHUSA K



MIPOM3BOJICTBEHHOM Cpejie U paguallioHHON 6e30macHOCTH. Bee TeXHOMOTHIecKre orepalum
JIOJDKHBI BBITIOJIHATHCSA B TIOMEIIEHUSX U Ha 000pyA0BaHUH, CIIEIUATIBHO MPEHA3HAYCHHBIX
JUTSL TIPOM3BOJICTBA paanodapMaIieBTUUECKUX JICKaPCTBEHHBIX CPE/ICTB.

17. Cnenyer mpuHATH MEPHI MO MPEAOTBPAIIEHUIO MEPEKPECTHON KOHTAMHUHAIIUU OT
MepcoHana, UCXOJHOTO ChIPbSi MU MaTepuajoB, PAAMOHYKIHAOB u mp. Besae, rae sto
BO3MOJKHO, CJIEIyeT HCIOJIb30BaTh 3aKPHITOE WIJIM W30JUpPOBaHHOE obOopymoBaHue. [lpu
HCIOJIb30BaHUU OOOPYAOBaHUS OTKPBITOTO THIA WM TMPU OTKPHIBAHUU OO0OpPYIOBaHUS
CIEAyEeT MPUHATh MEPbl MO CBEICHUIO pUCKAa KOHTaMHHAUUM K MUHUMyMY. [lpu ouenke
PUCKOB CleAyeT IOoKa3aTh, YTO YHUCTOTA MNPOU3BOJACTBEHHOW CpPEIbl YJIIOBJIETBOPSIET
TpeOOBAHMSIM, PEBABISIEMBIM K TUITY BBIITYCKA€MOW POy KIIUH.

18. Bxoa B mpou3BOJICTBEHHBIE 30HbI JIOJIKEH OCYIIECTBISATHCS Yepe3 MOMEIIECHUs TS
nepeoieBaHus (CaHMPOMYCKHUKU) W JOJKEH OBbITh pa3pelieH HUCKIIOYUTEIbHO IS
NepCcoHaa, UMEIOIIETO MPABO TOCTYIIA B HUX.

19. Cnenyetr mpoBOAUTh MOHUTOPUHT PabOYMX MECT U MPOU3BOJCTBEHHOU Cpelbl B
OTHOWIEHWH YPOBHS pajvaliy, KOHUEHTPAIMW 4YacTUL U MHUKpoopraHu3MoB. llopsmook
MPOBEJICHUSI MOHUTOPUHTA yCTaHABIIUBAETCS MU KBanudukanuu sxkcruryatanuu (PQ).

20. [Ins rapaHTUU TOTO, YTO MCIOJIb3yeMbI€ TTOMEIICHUSI U 000pYJOBaHUE SBIISIOTCS
COOTBETCTBYIOIIUMU M TMPOLICAINIUMH KBaTU(PUKALMIO, HEOOXOIMMO MPOBOJIUTH
npopUIAKTHIECKOE TEXHUUYECKOEe OOCIyXKMBaHUE, KATHMOPOBKY W KBAIU(PUKAIUIO. ITU
paboThl TOHKHBI BBIMOJHIATHCS MOATOTOBJICHHBIM MEPCOHANIOM, a (aKT UX MPOBEICHUS U
MOJIYYCHHBIC PE3YIBTATHI JOHKHBI 0OPMIIATHECS B JOpME MUCEMEHHOTO JOKYMEHTA.

21. CnegyeT npuHATH MEPHI IO 3AIIUTE MPOU3BOJCTBEHHON 30HBI OT PAAMOAKTUBHOIO
3arpszHeHusi. CienyeT opraHu30BaTh HaJUICXKaIIMH KOHTPOJIb PaAMOAKTUBHBIX 3arpsi3HEHUN
OPSIMBIM METOJOM C IOMOINBIO JO3UMETPOB HIHU KOCBEHHO - METOJAOM CMBIBOB B
YCTaHOBJICHHOM TOPSIJIKE.

22. IloBepxHOCTH 000PYAOBaHUS, COMTPUKACAIOIIUECS C IPOYKTOM, HE JIOJ>KHBI BCTYNAaTh
C HUM B PEAKIMIO, HE JOJDKHBI HUYETO BBIACISITh U HE JOJDKHBI aOCOpPOUPOBATH MPOAYKT,
9TOOBI TAKUM 00pa30M HE M3MEHUTh Ka4eCTBO paguodapMarieBTUYeCKOro JEKapCTBEHHOTO
CpEACTBa.

23. Peuupkynsiuus BO3AyXa M3 NOMELIEHHH, B KOTOPBIX BBINOJIHSETCS padoTa ¢
panuodapmManeBTUYECKUMU  JIEKAPCTBEHHBIMU CPEACTBAaMU, HE JIOMyCKaeTcs, 3a
HCKJIIOUCHUEM CIIy4aeB, KOTJa MPUMEHEHUE PEUUPKYISIUU OOOCHOBAHO. B BBITSKHBIX
CHUCTEMaxX JOJKHA OBITh MPEAYCMOTPEHA 3allliuTa OT 3arps3HEHUs OKPYKAIOIIEH Cpelbl
palIMOaKTUBHBIMU YacTUIIAMHU W Ta3aMu. B KOHTpOJHUpyeMBIX 30HAX JOJDKHA OBITh
MpeAyCMOTPEHA 3al[UTa OT KOHTAMHUHAIIUY YaCTUIIAMH U MUKPOOPTaHU3MaMH.

24. B nensix HEIOMYUIEHUS PACIPOCTPAHEHUS PAaMOAKTUBHBIX YacTHUIl, B 30HAX, I'NE
HaXOAUTCS OTKPBITBIA MPOAYKT, HEOOXOANUMO TMOJJICPKUBATh OTPUIIATEIIBHOE JABJICHUE T10
OTHOUIEHHUIO K OKpYXamluMM 30HaMm. B TO ke Bpems clenyeT 3allUTUTh MPOIYKT OT
KOHTAMHUHAIIMU W3 MPOU3BOACTBEHHOU Cpelbl. DTO MOXKET OBITh JOCTUTHYTO 3a CYET



MIPUMEHEHUS OaphbepHON TEXHOJOTHH W BO3IYIIHBIX IIUIFO30B, PAOOTAIOMIUX MO MPHUHIIUITY
Kackaja JaBJICHUU.

ITpOU3BOACTBO CTEPHILHOM MPOAYKITHH

25. CrepunbHble paguodapMaleBTHUECKUE JIEKaPCTBEHHBIE CPEJICTBA Pa3/IEsAIOTCs Ha
JB€ TPYIIIBI: JIEKAPCTBEHHBIE IIPENapaThl, BBIIYCKAEMBIE B ACENTHUYECKUX YCIOBHSX, U
JIEKapCTBEHHBIE TpemnaparThl, MOJyIeXalne (PUHUIIHON cTepuin3anuu. B mpousBojicTBe
JOJDKEH MOJJEPKUBATHCS YPOBEHb YHCTOTHI IIPOU3BOJACTBEHHOM CPENbl, COOTBETCTBYIOIINI
BUJTy BBITMOJHSEMBIX omneparuii. JlomkHbl cobMto1aTbes TpeOOBaHUS K UUCTOTE pabOvHX 30H,
B KOTOPBIX MPOAYKUHUS WM MEpBUYHAS (BHYTPEHHSsS) YNAKOBKA MOXKET HaXOAUTHCA B
KOHTAKT€ C OKPYXaIIIMM BO3QyXOM, NpuBeIcHHbIE B npuioxeHuu Ne 1 k IlpaBuiam
HAJJIEXKAILEN TTPOU3BOJACTBEHHOMN MTPAKTUKHU EBpa3UCKOro SKOHOMUYECKOTO COH03a.

26. Jlna ompenenenus: TpeboBaHUN K NepemaaaM JaBiCHUsS, HANPABICHHUIO MOTOKA
BO3/lyXa U €ro KaueCTBY MOTYT UCIIOJIb30BaThCA METO/IbI OLICHKH PUCKOB.

277. B 3aKpBITBIX aBTOMaTU3UPOBAHHBIX CUCTEMAX, MPEACTABISIOMNX COO0M, KaK MPAaBHIIO
, TOpSTYME KaMepbl C Pa3MEIIEHUEM B HUX YCTAHOBOK XUMHYECKOIO CHHTE3a, CUCTEM OUYUCTKH,
cTepuiusyonieid puiabTpanuu "Ha JUHUK", TOCTATOYHO oOecneunuTh Kiacc yuctotel C. B
ropsA4ne Kamepsbl, HAXOIAIIKUECS B 3aKPBITOM COCTOSIHUM, JOJDKEH I0AaBaThCs BO3AYX I10CIIE
¢unbTpauMu C BBICOKOW CTEMEHBIO UYHUCTOTHI. ACENTHYECKUE OINepaluu JOJKHBI
BBITIOJIHATHLCS B TIOMEIIIEHUHU (30HE) Ki1acca A.

28. Jlo Hauana nmpou3BOACTBAa cOOpPKa CTEPHIHLHOTO 00OpPYAOBaHUSA M KOMIIOHEHTOB (
TpyOOK, CTepUIU3YIOMUX (PUIBTPOB), MOACOCIAWHEHHE JIMHHM TOJaYu KXUIKOCTEH K
YKYTIOPEHHBIM TE€PMETHUYHBIM CTEPWJIbHBIM (JIaKkOHAM, MJOJKHBI BBITOJHATHCS B
ACENTUYECKUX YCIIOBUSIX.

JoxymeHTaImsa

29. Bce MOKyMEHTHI, Kacalolluecs IPOU3BOACTBA paguodapmMaleBTUUYECKUX
JIEKapCTBEHHBIX CPEJICTB, AOJKHBI ObITh pa3paboTaHbl, COINIACOBaHbl, yTBEPKACHbI U BbIIAHbI
B COOTBETCTBUU C MPOLEAYPOM, MPUHATON B (OpME MUCHbMEHHOTO IOKYMEHTA.

30. TpeGoBaHus K UCXOJAHOMY CHIPBIO, YIIAKOBOUYHBIM MaTepHajiaM, MaTepHaiaM Jis
MapKUPOBKH, KPUTUYECKUM JUJIsl KayecTBa IPOMEKYTOUHBIM MaTepHallaM U TOTOBBIM
paguodapMaleBTUYECKUM JIEKAPCTBEHHBIM CpPEJICTBAM JIOJDKHBI OBITH yKa3aHbl B
cnenquukanusax. JlomkHbl ObITh TakXke CHelUU(pUKALUM HA KPUTHUYECKUE Ui KadecTBa
MaTepuagbl U KOMIIOHEHTHI (BCIIOMOTATENIbHbIE MaTepHUajbl, YIJIOTHEHHUs, HAOOpbI IJIs
CTepHIM3yIOLEed (QUIbTpallMd W Jp.), UCIOJb3yEeMble B IpoIllecce€ MPOU3BOJACTBA U
CIIOCOOHBIE 0Ka3aTh KPUTHUECKOE BIMSIHUE HA KAYE€CTBO MPOIYKILIHH.

31. dns panuodapManeBTHUECKUX JIEKAPCTBEHHBIX CPEJCTB CIEAyeT YCTAaHOBUTH
KpUTEPUU IPUEMIIEMOCTH, BKIIIOYasl crielu(UKaIMi HAa MOMEHT BBIIyCKa U Ha IEPUO]] CPOKa



TOJAHOCTH (HAmpumep, IS PaJIUOXUMHUYECKON YHCTOTHI, OOBEMHON AaKTHUBHOCTH,
PATMOHYKJIUTHON YUCTOTHI U yACIIBHOW aKTUBHOCTH).

32. B 3amucsx mo MCMOJBb30BAHUIO, OUYHUCTKE, JAC3MHGEKIUU WIN CTCPUIIU3AINH,
TEXHUUYECKOMY OOCITyKUBAaHUIO OCHOBHOTO 00OPYAOBaHUS CJIEIYyET YKa3bIBaTh AaTy U BpeMsl
BBITIOTHEHUS OTIEpAIluH, MOJHKHA OBITh MOJMKUCH JIUIA, BHITIOJHHUBIIETO padoTy, W, TpHU
HEO0OXOJIUMOCTH, CIIETyeT YKa3bIBaTh HAMMEHOBAHUE TIPOIYKIIMU U HOMEP CEPHH.

33. 3anucu cieayeTr XpaHUTh HE MEHee 3 JIeT, €CId WHOE HE YCTAaHOBJICHO
3aKOHOAATENBCTBOM I'OCY/IapCTB-UJIEHOB.

IIpomsBoacTBO

34. C uenpi0 CBEAEHUS K MUHUMYMY pHCKa NEPEKPECTHOrO 3arpsi3HEHUs
pPaIMOAaKTUBHBIMU BEIECTBAMHM MWJIM MEPENyThIBAaHUS MAaTEpUajOB HE JOMYyCKaeTcs
OJTHOBPEMEHHOE MPOU3BOACTBO PAa3IUYHBIX paaro(apManeBTHUECKUX JIEKapCTBEHHBIX
CPEIICTB B OJIHOM pabouelt 30He (ropsiuell kKamepe, JaMUHApHOW 30HEe WIH KAy ).

35. Ocoboe BHUMaHHE CIEAYEeT YAENsITh BalWJAllMU, BKJIIOYash BaJUAAIHUIO
KOMIIBIOTEPU3UPOBAHHBIX CHUCTEM B COOTBETCTBHM ¢ mpuiioxkeHueM Ne 11 k IIpaBunam
HaJJIekKalIeNd IPOU3BOJICTBEHHON MPAKTUKN EBpa3uilcCKOro 3KOHOMHYECKOro coro3a. HoBeie
IIPOLIECCHI TOJKHBI IPOUTH MEPCIEKTUBHYIO BAJIMIALINIO.

36. Kpurnueckue napaMeTpsl CIEAYET, KaKk MPaBUIIO, ONMPEAEHATh 10 WIH B MPOLIECCE
poBeneHus Banuaauuy. [Ipyu 3Tom ciietyeT onpenensTh J0IyCTUMBbIE PEEIbHbIE 3HAUCHHUSI
U3MEHEHHI MapaMeTpoB, HEOOXOAUMBIE JIJIsl CTAOUIILHOTO IPOU3BOJICTBA.

37. Ans npoayKTOB, HANIOJHSIEMBIX B aCENTUYECKUX YCIOBHSX, CIEAYET IPOBOJUTH
KOHTPOJIb I[EJIOCTHOCTH MEMOPAHHBIX (PUIBTPOB, C YYETOM HEOOXOAMMOCTH OOecTieUeHUs
paaraliMOHHON 0€30MaCHOCTH U COXPAHEHUSI CTEPUIIBHOCTHU (DUIIBTPOB.

38. YuutbeiBas paAMaliMOHHYI aKTUBHOCTb TOTOBOM MPOAYKIMH, JOIMYCKAETCSI HAHOCUTD
MapKHpOBKY Ha NMEPBUYHYIO YIAKOBKY 10 Hadajla Mpou3BojacTBa. Ha crepusibHble mycThie
3aKpBIThIC (HJTAKOHBI MOXKET OBITh HAaHECEHa MapKHPOBKA C YaCTHYHOW WH(pOpManmeu 1o
Ofepaly HAMOJIHEHUs, IPU ATOM CTEPUIBHOCTh HE JOJIKHA ObITh HApyIIEHA U HE JOJIKHO
OBITH TTOMEX JIJISl BU3YAJILHOTO KOHTPOJISI HATIOJTHEHHBIX (DJITAKOHOB.

KonTpois xagecTBa

39. Hekortopsie paamodapMaieBTUUECKHUE JICKAPCTBEHHBIE CPEICTBA MOTYT OBITH
BBINYIIIEHBl U MCIOJIb30BAHbI HA OCHOBE OIEHKH JIOKYMEHTAIIMM Ha CEPUIO 10 3aBEPILICHHUS
BCEX XUMHUUYECKUX U MUKPOOMOJIOTHYECKUX UCTIBITAHUIA.

Odopmitenne paspenieHus Ha BBITYCK paauodapMalieBTUIeCKUX JICKapCTBEHHBIX CPEJICTB
MOYET OBITh BBINOJHEHO B 2 U 0oJiee 3TANoOB JI0 M MOCJE 3aBEPIICHUS] aHATUTUYECKOTO
KOHTPOJISI B TTIOJTHOM 00BbeMe:



a) OLICHKAa HAa3HAYEHHBIM JIMIIOM 3aMUCEl MO MPOU3BOJCTBY CEPUH, KOTOPOE IJOJIKHO
OXBaThIBaTh YCIOBHUS MPOU3BOJICTBA U aHATUTUYECKUI KOHTPOJIb, TPOBEJECHHBIE O MOMEHTA
paspelieHuss TPAaHCTIOPTUPOBKHU paanodapMarieBTUUecKoro JeKapCTBEHHOTO CPEACTBA B
craryce "KapaHTHH'" B KIMHUYECKOE MOAPa3/ICIICHUE;

b) YnonHoMoueHHOE JIMIO BBIJAET pa3pelieHue Ha BBIMTYCK MOCJE MPOBEICHUS OLICHKU
OKOHYATEJbHBIX PE3yJIbTAaTOB aHATUTHUYECKOTO KOHTPOJISI, BCEX OTKIOHEHUN OT HOPMAJIbHOTO
MpoIiecca, KOTOPhIE TOTKHBI ObITh O(POPMIIEHBI JOKYMEHTAJIBHO, 00OCHOBAHBI U YTBEPKIACHBI
. Ecnu HekoTopble pe3ysbTaThl KOHTPOJS HEBO3MOXKHO MOJYYHMTH 10 HUCIOJIb30BAHUS
JIEKapCTBEHHOT'O CPEACTBA, TO YTOJHOMOYEHHOMY JIUILY CIeAyeT 0OPMUThH pa3pelieHue Ha
BBIITYCK JIEKAPCTBEHHOI'O CPEICTBA YCIOBHO JI0 Hayaja €ro MCIOJIb30BaHUS U OKOHYATEIbHO
0hOpMUTH pa3pellieHue Ha BBIMTYCK JEKApPCTBEHHOI'O CPEACTBAa MOCJE TMOJIYy4YeHHUS BCEX
pPE3yJIbTaTOB KOHTPOJIA.

40. bonpmMHCTBO pannodapMaleBTUYECKUX JIEKAPCTBEHHBIX CPEACTB UCIOJIb3YETCS B
TEUEHHUE KOPOTKOTO Mepruoa BPEMEHH, UTO 00YCIOBIEHO KOPOTKUM MEPUOIOM MOJdypacnaaa
PaAMOHYKIIUIOB, IIOATOMY UX CPOK FOJIHOCTH JIOJKEH OBITh UETKO yKa3aH.

41. PaguodapmalieBTUUECKHE JIEKAPCTBEHHBIE CPEACTBA, COJEPKAIIUE PATUOHYKIUIBI C
OOJBIIUM TEPUOJIOM TOJypacraaa, CIeayeT KOHTPOJHMPOBATh HAa COOTBETCTBHE BCEM
TpeboBaHUSIM 10 0(hOPMIICHHUS Pa3pEIICHHs Ha BBITYCK Y TOJTHOMOYEHHBIM JIMIIOM.

42. Koutposb mpod MOXKET OBITh MPOBEJEH HE Cpazy Mocjie UX OTOOpa, YTOOBI
o0ecrnieunTh TpeOyemMoe CHUXKEHHE YPOBHS aKTUBHOCTH. Bce BHABI KOHTPOJISA, BKIIIOYAs
KOHTPOJIb HA CTEPUIILHOCTh, IOJDKHBI OBITH TTPOBEICHBI KaK MOXKHO OBICTpEe.

43. Ilpouenypa, nmpuHsaTas B GopMe MUCbMEHHOTO IOKYMEHTA, J0KHA YCTAaHABIMBATh
MOPSAOK OIIEHKH MPOIYKIHMH U PE3yJIbTATOB KOHTPOJIS 10 OTIPABKH MPOTYKIIHH.

44. Tlponykiys, HE COOTBETCTBYIOIIAsl YCTAHOBIEHHBIM TPEOOBAHUAM, JIOJKHA OBITH
oTkJoHeHa. Eciu mpegycmoTpena nepepadoTka MaTepuaia, TO OHa JIOJKHA BBITTOJIHATHCS 10
3apaHee YTBEpKIEHHOW mpoueaype. ['oToBas mpoAyKIMs JIOJIXKHA COOTBETCTBOBATH
YCTaHOBJICHHBIM TPEOOBAaHUSM, UTO JOJDKHO OBITH MOATBEPXKICHO 10 €€ BhiMycka. He
JIOTTyCKaeTcsl mepepaboTKa BO3BPAIICHHON MPOIYKIIMH, C KOTOPOH CIeIyeT o0OpamaThes Kak ¢
PaAMOAaKTUBHBIMHU OTXOJIAMHU.

45. B cnenuanbHOW OpoUEnype AOJKEH OBITh ONpEJNENieH MOPSA0K AeHCTBUI
VY10JIHOMOYEHHOTIO JIUIIA B CiIyyae 0OHApPY>KEHHsSI HECOOTBETCTBUS MPOIYKIIMUA TPEOOBAHUSIM
crienuuKaIry MOCcae €€ OTTPY3KHU J0 UCTEUCHUSI CPOKA TOJHOCTH. Takue ciaydau JTOKHBI
OBITH pacclieIOBaHbl, JOJDKHBI OBITh BBHITIOJHEHBI HEOOXOJMMBIC MPEAYNPEkKIAIONINE U
KOPPEKTUPYIOIINE MEPOIIPUATHS JIJIs1 HEJAOMYIIEHUsI TTOJOOHBIX CUTYalMil B OyayieM. ITOT
IIPOIIECC JOJKEH OBITh JOKYMEHTAIbHO 0(OPMIICH.

46. Ilpu HeoOXOAMMOCTH cieAyeT MHPOPMUPOBATH OTBETCTBEHHBIN IMeEpCOHAI
MEIULMHCKOTO yupexaeHus. s coneiicTBuUs ATOMY JOJDKHA OBITh oOecredeHa
IPOCIICKUBAEMOCTh B OTHOIIEHUH paguodapMalieBTUIECKUX JIEKApCTBEHHBIX CPEJICTB.



47. NomxeH ObITh YCTAaHOBJICH MOPSAOK KOHTPOJISI UICXOHOTO ChIPhs U MaTepuanos. [Ipu
BBIOOpPE M YTBEPXKJIECHUM MOCTABIIHUKA CIEAyeT YOSAUTHCS B TOM, UYTO IMOCTABJISIEMbIE UM
HCXOJIHOE ChIphE U MaTepHabl HEU3MEHHO COOTBETCTBYIOT TPEOOBAHUSAM CHEIU(DUKAIINN.
HNcxonHoe chipbe, YNAKOBOYHBIE MaTepHalibl M BCIOMOraTeIbHbIE MaTepuanbl s
KPUTHYECKUX MPOIIECCOB JOJKHBI TPUOOPETATHCS TOJIBKO Y YTBEPAKIACHHBIX MOCTABIIUKOB.

KoHTpobHBEIE M apXHBHBEIE 00pa3Ibl

48. Ot kaxa0i cepun Hepac(PhaCOBaHHBIX paarnoPapMalEeBTHUECKUX JEKAPCTBEHHBIX
CPEICTB JOHKHO OBITHh OTOOPAHO JOCTATOYHOE KOJIMYECTBO OOPA3IOB, KOTOPHIE HOJKHBI
XPaHUTHCS HE MEHee 6 Mecs1IeB C MOMEHTa UCTEUEHUs CPOKA TOJJHOCTH TOTOBOM MPOAYKIIUH,
€CJIM NHOE HE YCTAHOBJIEHO B MPOLIECCE YIPABICHUS PUCKAMHU.

49. OOpa3ipl UCIOJIB3YEMOTO B MPOU3BOJCTBE UCXOIHOTO CHIPhS, 32 UCKIIOUCHUEM
pacTBOpUTEINICH, Ta30B U BOJbI, JOJDKHBI XPAaHUTHCA HE MEHEe 2 JIeT MOCJE BBIMYCKa
OPOIYKIHMH. DTOT CPOK MOXKET ObITh COKpAIIEH, €ClU B crelnu(UKaluu Ha ChIpbe yKa3aH
0oJiee KOPOTKUM MEPHUO]T CTaOUITBLHOCTH.

50. Ilo cornacoBaHHIO C YIOJTHOMOYEHHBIM OPTraHOM MOKET OBITh ONpENENIeH MHOM
NOPSAJOK OTOOpa M XpaHEHUs MNpoO0 HMCXOJHOTO ChIPbsS, MaTepHaioB, MPOAYKIUU,
MIPOU3BEJICHHBIX 10 MHAWBHAYAJIBHOMY 3aKa3y WIM B MaJbIX KOJHMYECTBAX WIIUA €CIIH HUX
XpaHEHHE MOXKET BbI3BATh 0COObIE TPYAHOCTH.

Peamzamusa

51. lna pagunodapmaneBTUUECKUX JEKAPCTBEHHBIX CPEACTB JOIMYCKAEeTCs pealn3anus
rOTOBOM NPOAYKLUHMM B KOHTPOJMPYEMBIX YCIOBHSX IO IIOJYYEHHS PE3yJbTAaTOB BCEX
HEOOXOUMBIX MCHBITaHUN. [Ipu 3TOM JOMKHO OBITH rapaHTHPOBAHO, YTO JIEKAPCTBEHHBIM
npenapar He OyJaeT NPUMEHEH B MEIUIMHCKOM YUYPEXICHUU [0 I[OJy4YEeHUs
YAOBJIIETBOPUTEIBHBIX PE3YIbTATOB UCIBITAHUN U UX OLCHKU YIIOJHOMOYEHHBIM JIUIIOM, C
YYETOM MOJIOKEHUHN ITyHKTA 39 HACTOAILIETO NPUIIOKEHHUS.

Ompeneneans

"ropsiuast kamepa" (hot-cell) - skpanupoBanHoe pabodee MeCTO JJIsi TPOU3BOJACTBA U
oOpareHusi ¢ paaloaKTUBHBIMU MaTepuanamu. ['opsuas kamepa He 00s3aTeNbHO JOJKHA
OBITH U30JISITOPOM;

"mpurotoBiieane" (preparation) - MOATOTOBKa HaboOpa B MEIUIIMHCKOM YUPEKICHUU
MyTeM BHECEHMsI B HEr0 PaJUOHYKIIHA, SIIOUPOBAHHOIO U3 TEHEpaTopa, WU C MOMOIIBIO
pPaIMOaKTUBHBIX TPEAIICCTBEHHNKOB. Habopwl, TreHepaTopsl W paguOaKTUBHBIC
MPEAIIECTBEHHUKH JODKHBI OBITh 3apETUCTPUPOBAHBI B YCTAHOBJICHHOM TMOPSIIKE;



"paguodapMalieBTUIECKHIE JICKAPCTBEHHBIE CpeNCTBA" - JIEKApCTBEHHBIE CPEJICTBA,
KOTOpBIE COJEp’KaT B TOTOBOM JJIsI MCHOJIb30BaHUA (opMe OOUH PaAUOHYKIUI WU
HECKOJIBKO PaIMOHYKIIMIOB (PaJuO0aKTUBHBIX U30TOIOB);

"paaroakTUBHBIN npeamecTBeHHUK" (radiopharmaceutical precursor) - paguoakTUBHOE
BEILIECTBO, MPEJIHA3HAYEHHOE U1l BBEICHUS PaJHOHYKIHIHON METKHU B JPYro€ BELIECTBO
nepes ero NPUMEHEHHEM;

"yrnonnomouennoe nuio" (qualified Person) -nuiio, Ha3HAaYEHHOE MPOU3BOUTEIIEM
JIEKapCTBEHHBIX CPEICTB, KOTOPOE OCYIIECTBIAET IOATBEPXKACHUE COOTBETCTBHUS
JIEKapCTBEHHBIX CPEACTB TpPEOOBAHUSAM, YCTAaHOBJIECHHBIM NPU HX TOCYAapCTBEHHOU
pErucTpanu, U TApaHTUPYET, YTO JEKAPCTBEHHBIE CPEICTBA IPOU3BEIEHBI B COOTBETCTBUH C
TpeboBanusiMu [lpaBun Hamiexame! NPOU3BOACTBEHHOM mpakThku EBpasuiickoro
HKOHOMUYECKOTO cot03a. O05S3aHHOCTH YITOJIHOMOYEHHOTO JIMIA JETATbHO OMHCAHbI B IJ1aBe
2 yactu | n npunoxenun Ne 16 x IIpaBriiam Hamexaiieil Mpou3BOACTBEHHON MPAKTUKU
EBpasuiickoro sxkoHOMHYECKOro coro3a.K IlpaBuiiam Hajexamed NPOU3BOJICTBEHHOU

IMPAKTUKHN EBp&BHﬁCKOFO O9KOHOMMNYCCKOI'O COIO3a.

[MPUJIOXXEHUE Ne 4
k [IpaBunam Hagnexaien
[IPOU3BOJCTBEHHOU IIPAKTUKU
EBpazuiickoro 3kKOHOMUYECKOTO COI03a

TPEBOBAHUA
K IIPOM3BOJICTBY BETEPUHAPHEIX JICKAPCTBEHHBIX CPEACTB (KpoMe
AMMYHOOHOJIOTMYECKAX BETEPHHAPHEIX JIEKAPCTBEHHEIX CPEICTB)

1. IIpu mpou3BOACTBE BETEPUHAPHBIX JEKAPCTBEHHBIX CPEACTB CIEIyET COOMI0IaTh
TpeOOBaHMsI MpaBWI HaJIeXKalle MPOU3BOJACTBEHHOM MPAKTUKH, YTBEPKIAEMBIX
EBpa3uiickoil 3KOHOMUYECKOW KOMUCCUEN (Jaee - MpaBuia).

2. HacrosimuM mnpUIIOKEHHEM YCTaHaBJIMBAIOTCS CIIEIUAIbHBIE TPEOOBAaHUS K
MIPOU3BOJICTBY OTAEIBHBIX I'PYII BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEICTB (BETEpUHAPHBIX
JIEKapCTBEHHBIX MPENapaToB MPOTUB IKTONAPAa3UTOB, BETEPUHAPHBIX JIEKAPCTBEHHBIX CPE/ICTB
coAepKaluX MEHUIWUIUHBI U BETEPUHAPHBIX JIEKAPCTBEHHBIX CPENICTB MOJJIEIKAIINX
(UHUITHON CTepUIIN3allnN).

3. IIpou3BOACTBO OCTalbHBIX TPYIN BETEPUHAPHBIX JEKAPCTBEHHBIX CPEICTB
OCYIIECTBIISIETCSI B COOTBETCTBUM C TpPEOOBAHUSIMHU, YCTAaHOBICHHBIMU JIPYTUMH
MIPUJIOKEHUSIMU K TTPaBUJIAM.

4. Ilpu npou3BOACTBE BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB MOT'YT UCIIOIb30BaThCA B
KaueCTBE MCXOJHOTO ChIphsl (hapMaIrleBTUUECKHUE CYyOCTaHIIMU, KOTOPhIE BHECEHBI B €JIUHbBIN
peecTp 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB ISl MEAUIMHCKOTO MPUMEHEHUS
EBpa3zuiickoro 3KOHOMUYECKOT0 COI03a.

ITpoU3BOACTBO JIEKAPCTBEHHBIX IPENAPAaTOB IPOTHB 3KTOIAPA3UTOB



5. HecmoTps Ha orpannuenue, ykazanHoe B nmyHkTe 3.6 yactu I [IpaBun nagnexamei
MPOU3BOJICTBEHHOW NPAaKTUKU EBPa3HHCKOrO0 3KOHOMHYECKOTO CO03a, JEKApCTBEHHBIC
npenaparsl OPOTHUB SKTONAPA3UTOB, MPEAHA3HAYEHHBIE I HAPYKHOTO MNPUMEHEHUS,
OTHOCSIIMECA K BETEpPUHAPHBIM JICKAPCTBEHHBIM CPEACTBAaM U BKJIIOUCHHBIE B JIMIICH3UIO HA
MPOU3BOACTBO, MOTYT NPOU3BOJMTHCS W HAMOJHATHCS B 30HAX, NPEIHA3HAYCHHBIX IS
IPOM3BOJICTBA NMECTULIMIOB, IO IPUHIMUITY Pa3/IEJICHHBIX BO BPEMEHHU LIMKIIOB MPOU3BOACTBA.
OnHako B 3THUX MOMEUICHUSX HE JOJKHBI MPOU3BOJIMUTHCS JPYrM€ BHUAbI BETEPUHAPHBIX
JIEKaPCTBEHHBIX CPEJICTB.

6. Jlns mpenoTBpallleHUs] MEPEKPECTHOM KOHTAMHHAIIMHM CJEIYET UCHOJIb30BaTh
COOTBETCTBYIOIINE BaJUIUPOBAHHBbIE METOAbl OYUCTKU. ClieAyeT MNPUHATH MEPHI IO
obecrieueHu0 0e30MacHOTO XpaHEHHS BETEPUHAPHBIX JICKAPCTBEHHBIX IIpernapaToB B
COOTBETCTBUU C TpeOoBanusimu IlpaBun Hamexamel MNPOU3BOJICTBEHHON NPaKTUKU
EBpa3uiickoro 3K0HOMHUYECKOTO COI03a.

ITpou3BOACTBO BETEPHHAPHBIX JIEKAPCTBEHHBIX CPEJICTB, COAEPIKAMIIX
NEHUILTAHEL

7. Ncnonp30BaHME NEHUIWUIMHOB B BETEPUHAPUU HE MPEACTABISECT TAKOTO PUCKA C
TOYKH 3PEHHUS THUIICPCEHCUOWIM3AIMU JKUBOTHBIX, KaK B CiIyd4ae WX HCIIOJIb30BaHUS
YEeJIOBEKOM. 3aperucTpUPOBAHHbIE CITydau TUIIEPCEHCUOUITH3AIMY Y JIoIIaae u cobak ObLIH
0OyCJIOBJIEHBI JAPYTMMH TOKCUYHBIMH BeNeCTBaMHU (Hampumep, HOHODOPHBIMHU
aHTHOMOTHUKAMM JUIs Jomajnei). Takue JekapcTBEHHBIE IIpernmapaThl PEKOMEHIYeTCs
MPOU3BOAUTEH B CHEIUAIBHO MPEAHA3HAYEHHBIX U30JIMPOBAHHBIX MOMEIICHUAX (IIYHKT 3.6
yactu | [IpaBui Hajmexamen nponu3BOICTBEHHONW IPAKTUKHA EBPa3uiicCKOTO 3KOHOMUAYECKOTO
CO103a), HO ATa PEKOMEHJIAINsl MOKET HE PACIPOCTPAHATHCS Ha CIydau, KOrJa MOMEIIECHUS
Mpe/IHa3HAYECHBI TOJIBKO JIJIsl MPOM3BOJICTBA BETEPUHAPHBIX JIEKAPCTBEHHBIX cpeAcTB. OqHAKO
HEOOXOJMMO MPHUHATH BCE HEOOXOJAUMBIE MEpPhl MO MPEAOTBPAILCHUIO MEPEKPECTHOU
KOHTaMUHAIIMK U 00€CTICUCHUIO0 OS30ITaCHOCTH IIePCOHaja B COOTBETCTBUHU C TPEOOBaHUAMU
[IpaBun Hajyiexamien Npou3BOICTBEHHOMN MPAKTUKK EBpa3zuiickoro 3KOHOMUYECKOTO COI03a.
[Ipu wucnosib30BaHUU OOIKUX NOMEIIEHUH MPOU3BOJICTBO MNPOAYKIHH, COJAEpKallen
NEeHUITWUTUHBI, JTIOJHDKHO OBITh OPraHM30BaHO IO MPUHIMIAM pPa3/IeICHHBIX BO BPEMEHHU
[HUKJIOB MTPOU3BOJCTBA U JIOJKHO COMPOBOXKAATHCS COOTBETCTBYIOIIMMHU BAIUANPOBAHHBIMU
METOJIMKaMH JeKOHTAMHUHAIIUM U OUYHCTKH.

XparneHue 00pasIoB

TpeOoBanus HaAcTOSIIETO pasjeia MPUMEHSIOTCS B JIONOJHEHHE K TPeOOBaHUSM,
YCTaHOBJICHHBIM MOAMYHKTOM Viil myHKTa 1.4 v mynkToMm 6.14 yactu 1 [IpaBun Hajiexamiei
MPOU3BOJICTBEHHOM MpakTHKK EBpa3zuiickoro s3kKOHOMHUYECKOTro coro3a (nainee - [IpaBuia).



8. B cBs13u ¢ 60nbIIuMU 00b€MaMH OKOHYATEIBHBIX YITAKOBOK HEKOTOPHIX BETEPHUHAPHBIX
JIEKApCTBEHHBIX CPEJCTB JIS MPOU3BOJUTEIST MOXKET OKa3aThCS HEYJOOHBIM XPaHUTh
o0pa3ibl KaKI0W cepur MPOAYKIIMHM B UX OKOHUATEIHHOU yrakoBke. OJHAKO MTPOU3BOAUTEID
JIOJDKEH 00ECIEeUUTh XpPaHEHUE JIOCTAaTOYHOIO KOJIMYECTBA apXUBHBIX OOPa3IOB KaxKJIOU
Cepuu MPOAYKIIMU B COOTBETCTBUU C TpeboBaHusiMu [Ipasu.

9. B nmobom ciyyae, ynakoBKa JJIsi XpaHEHUs apXUBHBIX 00pa3loOB JOJKHA OBITh
MPOM3BEJICHA U3 TOrO K€ MaTepralia, YTO U MEPBUYHAS YIIAKOBKA, B KOTOPOM 3TOT MPOIYKT
peanu3yeTcs Ha PhIHKE.

CrepuiibHbIE BETEPUHAPHBIC JICKAPCTBEHHBIEC CPE/ICTBA

10. Berepunapnble JIeKapCTBEHHBIE CPENICTBA, TOIJISKAIINE (PUHUIITHON CTEPUITH3AIINH,
MOTYT TPOU3BOJIUTHCA B UUCTBIX 30HAX 0OoJiee HU3KOrO Kjlacca, 4eM 3TO TpeOyeTcs B
npuioxkeHun Ne 1 k IlpaBunam Haasexkaieid mpou3BOJACTBEHHON MpakTUKU EBpasuiickoro
HKOHOMHUYECKOTO COI03a (€Ciu pelieHre 00 ATOM MPUHITO YIOJTHOMOYEHHBIM OPTraHOM),

OJTHAKO KJIACC YUCTOTHI TOMEIIEHHN TOJKEH OBITh HE HIKE D.

ITPUJIOXEHUE Ne 5
K [IpaBunam Hajexauniei
MIPOM3BOICTBEHHOH MTPAKTHKH
EBpa3zuiickoro 3kK0OHOMHUYECKOT0 CO03a

TPEBOBAHUA

K IIPOM3BOACTBY HMMYHOOHOJIOTAIECKUX BETEpUHAPHEIX
JICKapCTBEHHBIX CPEACTB

IIpuaIMT

[Tpon3BOACTBO UMMYHOOMOJIIOTHUECKUX BETEPUHAPHBIX JICKAPCTBEHHBIX CPEJICTB UMEET
psAl 0COOEHHOCTEM, KOTOpBhIE ClielyeT MPUHUMATh BO BHUMaHUE MPU BHEJIPEHUU U OIICHKE
() PEKTUBHOCTH CUCTEMBI 00CCIICUCHHUS KaueCcTBa.

N3-3a 60JbIIOr0 KOJHUYECTBA BUIOB >KMBOTHBIX M COMYTCTBYIOIIMX MATOT€HHBIX
MHUKPOOPTaHU3MOB CIIEKTP MPOAYKIIHH, POU3BOIUMON HA MPEATPHUITHH, MOXKET OBITh OYCHb
IMIUPOKHUM TPU HEOOJIBIIOM 00BbeMe MPOU3BOJICTBA. B CBSI3U € 3THUM MPOU3BOACTBO OOBIYHO
OpraHu3yeTcs MO MPUHLUMIY OTAEJIbHBIX IIUKIOB. boyee Toro, BBUAY 0COOEHHOCTEW 3TOTO
MPOU3BOJICTBA (CTaIUU KYJIHTHBUPOBAHUSA, OTCYTCTBUE (PUHUIITHOW CTEpHIM3AIMU U JIP.)
HeoOXonMMa THIaTeNbHAS 3alluTa NPOAYKIMU OT KOHTAMHUHAIIMU M MEPEKPECTHOU
KOHTamMuHanuu. [Ipom3BojACTBeHHass cpefna MOJDKHA OBITH 3alMINEHa, OCOOCHHO TpH
HCIIOJIb30BAHUM MATOTCHHBIX WJIM IK30THYECKUX MHKpoopraHu3MoB. [Ipu ucmosib30BaHUU
MHUKPOOPTaHU3MOB, MMATOTEHHBIX IS YEIOBEKa, CIEAyeT OCOOCHHO TIIATEIHHO 3aIUIIATh
paboTaromuii mepcoHai.

C yyerom 3Tux (akTOpOB, a TaKke BapuabEIbHOCTH CBOMCTB UMMYHOOMOJIOTUUECKUX
JIEKapCTBEHHBIX TMpEnapaToB U OTHOCUTEIBHO HH3KOM 3()PEKTUBHOCTH MPOBOAUMBIX
UCTIBITAHUU IS TOJYyYEeHUsl JOCTATOYHON MHGOpMALMHU O MPOAYKIUU (B YaCTHOCTH, TIPHU
KOHTpOJIE KauyecTBa TOTOBOW MPOJYKIMH) CHUCTEMa oOeclieueHusl KadecTBa MpuooOperaer



0co0eHHO BakHOE 3HaueHwue. [Ipu Mpou3BOACTBE MMMYHOOMOJIOTHYECKUX BETEPUHAPHBIX
JIEKapCTBEHHBIX CPEJCTB OCOOYIO POJIb UTPAET MOCTOSIHHBIA KOHTPOJIb 32 COOIIOEHUEM BCEX
TpeOoBaHuM, ykazaHHbIX B 4acTu | IlpaBun Hajgnexaieil mpoU3BOACTBEHHON MPAKTUKU
EBpasuiickoro skoHomuueckoro cotoza (manee - [lpaBuma) m HacrosieM JAOKYyMEHTE.
CrnenyeT mpoBOAUTH HEMPEPHIBHYIO OIIEHKY [AaHHBIX, MOJIy4aeMbIX B XOJi€ KOHTPOJIS
pPa3IMYHBIX ACMEKTOB MPOU3BOJCTBA (000pYyI0BAaHUE, MOMEIIEHUS, MPOAYKIUI U JIp.) HA
cootBeTcTBUE TpeOoBanusiM [lpaBui. Permenus u aeiicTBus, TpeANPUHSATHIE HA OCHOBaHUU
ATOM OIEHKH, TOJIKHBI ObITH O(POPMIICHBI JOKYMEHTAIIBHO.

Ilepcoran

1. Bce corpyanuku (BKIIIOYAs IEPCOHAN, 3aHUMAIOIIUICS OUYUCTKON U 0OCITYKUBAHUEM),
paboTarolue B 30HaX MPOU3BOJICTBA UMMYHOOHOJOTHYECKONU MPOAYKIIUU, JOJDKHBI TPOUTH
oOydeHue Mo JUYHON TUTHEHE W MUKPOOWOJIOTHH, a TaKKe JOMOJHUTEIHLHOE O0yUeHUE B
COOTBETCTBHH CO CHEU(UKON MPOU3BOIUMON MPOAYKIIIH.

2. JIuna, OTBETCTBEHHbIC 3a MPOU3BOJCTBO M KOHTPOJb KauyecTBa, JOIKHBI UMETh
0a30By10 MOJIFOTOBKY IO CIAEAYIOMIMM MpeaMeTaM (BCEM MM HEKOTOPHIM): 0aKTepUOJIOTus,
Oouosiorusi, OUOMETpUs, XUMHUS, UMMYHOJIOTHS, MEIUIIUHA, Mapa3utoJiorus, dapmanus,
(bapMakoJIoTHsi, BUPYCOJIOTUSI M BETEpUHAPHUSI, & TAKKE HEOOXOJUMbIC 3HAHMS IO 3aIUTE
OKPY’KarOIIEN CPEBI.

3. IlepcoHan nomKkeH OBITh 3alUIIEH OT BO3MOKHOTO 3apa’KeHHs] MUKPOOPTaHU3MaMU,
UCIIOJIb3YEMBIMH TIPU MPOU3BOACTBE. [Ipy MCIOIB30BaHNN MUKPOOPTAHU3MOB, SIBIISTFOIITUXCS
BO30OyuTeNsIMU 00JIe3HEH YeloBeKa, HEOOXOIUMO MPUHUMATH OCOOBIE MEpHI MO 3allHuTe
nepcoHaina, pabOTaIIEro € 3TUMU MHUKPOOPraHW3MaMHM WU HKCIEPUMEHTAIbHBIMU
KUBOTHBIMU.

B cnyyae HeoOX0AMMOCTH MEPCOHAN JOJDKEH MPONTH BaKIMHAIIUIO, a TaK¥Ke JOJDKEH
MPOXOJIUTh MEIMLIMHCKOE 00CIIeJOBaHUE.

4. Heob6xoauMO TPUHUMATh COOTBETCTBYIOIIME MEpbHI, HANpaBIICHHBIC HA
MpEeOTBPAIlEHUE MePeHOca MUKPOOPTaHU3MOB JIIOJIBMU 3a MPEebl MPOU3BOJICTBEHHON
30HBl. B 3aBUCHUMOCTH OT BUJAa MUKPOOPTraHU3MOB K TaKUM MEpaM OTHOCATCS MOJIHOE
nepeoieBaHre U 00s3aTeNIbHOE IPUHATHE AYIla MEePe] BHIXOJA0M U3 IPOU3BOJACTBEHHOM 30HBI

5. Ilpu mpou3BoJCTBE MMMYHOOMOJOTHYECKON MPOAYKIHH OCOOYIO OMACHOCTH
MPEACTABISIET PUCK KOHTAMHHAIIMM M TEPEKPECTHOM KOHTAMUHAILUM, BbI3BIBAEMOU
IIEPCOHAJIOM.

JInst mpenoTBpalleHus] KOHTAMUHAIIMU, BbI3BIBAEMOM MEPCOHATIOM, PEAYCMATPUBACTCS
BBITIOJTHEHUE PsA/la ME€p W TPOIEAYyp, BKIIOYAIOIMINX B CeOsl MCIOJIb30BaHUE 3AIMUTHOU
OJICK bl HA PA3JIMUHBIX CTAAMSAX TEXHOJIOTHUYECKOTO MpoIecca.

JInst mpenoTBpalleHus MEPEKPECTHON KOHTAMUHAIIMA MIEPCOHAN JOJDKEH MEPEMEIAThCS
U3 OJIHOM 30HBI B APYTYIO C COOJIIOICHUEM MPABUII, UCKITIOYAIOIINX PUCK KOHTAMUHALIUU. DTH



IpaBWJIa IOJKHBI OBITH U3JI0KEHBI B MHCTPYKLIUU. B TeyeHune pabouero BpeMeHH IepcoHall
HE JIOJKEH NEPEXOJIUTH U3 30H, /1€ BO3MOKHA KOHTAMHUHAIMS )KUBBIMU MUKPOOpPraHU3MaMu
WJIM TJI€ COAEPIKATCS KUBOTHBIE, B IOMEILEHHUS, T1€ BEAETCS paboTa ¢ APYyruMHU IPOIyKTaMu
WIM MUKpoopranusmMamu. Eciiu 3Toro n3dexarb HEeBO3MOXKHO, TIEPCOHA, 3aHATHII B TaKOM
IIPOU3BOJICTBE, JOJDKEH CIIEI0BATh YETKO YCTAHOBJICHHBIM METOAMKAM JIEKOHTAMHWHALH, B
TOM YHCJIE BBITIOJIHATH CMEHY OJIeXkbl, 00YBHU, U, IO Mepe HEOOXOIUMOCTH, MPUHUMATD JTYIIL.

Cuuraercs, 4TO MEPCOHAT HE CTAIKMUBAETCS C PUCKOM KOHTAMHHAIIMU NPU BXOJE B
M30JMPOBAHHYIO 30HY, IJ€ KYyJIbTYpbl MHUKPOOPTraHM3MOB HAXOISATCS B TE€PMETUYECKHU
3aKpBITBIX KOHTEMHEPAX, MOBEPXHOCTh KOTOPBIX MPOIIIA JEKOHTAMUHAILIUIO, €CIU B OTOM
30HE B TEYEHHE MOCIETHUX 12 4acoB HE BETUCH PAOOTHI C OTKPHITBIMU MUKPOOPraHU3MamH (
32 UCKJIFOYEHHEM pabOThI C IK30TUYECKUMHU MUKPOOPTaHU3MaMH ).

ITomemennsa

6. [Ipu nmpoekTupoBaHUM MOMEUIEHUN JTOHKHA OBITh MPEAYCMOTpPEHA 3allUTa Kak
MPOAYKIIMHA, TaK W TPOU3BOJCTBEHHOW CpEIbl. ITO MOXKET OBITh JOCTHTHYTO 3a CUET
MCIIOJIb30BAHUS M30JIMPOBAHHBIX, YUCTBIX, YACTHIX M30JIMPOBAHHBIX WM KOHTPOIUPYEMBIX
30H.

7. Onepaiyu ¢ >KUBBIMH MUKPOOPTaHU3MaMU JI0JHKHBI IPOBOJIUTHCS B U30JIUPOBAHHBIX
30Hax. YPOBEHb MU30JISIUHU JOJIKEH 3aBUCETh OT MATOTEHHOCTH MUKPOOPTaHU3MOB U OTTOTO,
OBLIIN JT OHU KJIAaCCU(PUIIUPOBAHBI KaK SK30THUECKHE.

8. Oneparuu ¢ ”HAKTUBUPOBAHHBIMA MHUKPOOPTaHU3MaMH CJICIYET TPOBOIUTH B YUCTHIX
30Hax. UucThie 30HBI CIEMyeT TaK)Ke MCIOJIB30BaTh MPHU paboTe ¢ HEMH(PHUITMPOBAHHBIMU
KJIETKaMH, BBIJICJICHHBIMUA U3 MHOTOKJIETOUYHBIX OPTaHU3MOB, U B HEKOTOPBIX CIIydasiX - MPU
pabote co cpeamu, NpOLIEAIMMU CTEPUIIU3YIONIYIO0 (PUIBTPALIUIO.

9. Onepanuu ¢ OTKPHITBIMH MPOIYKTaMH WJIM KOMIIOHEHTaMH MEPBUYHOMN yHaKOBKH,
KOTOpPBIE HE MOJICKAT NalbHEUIIEeH CTeprIn3aluy, clieyeT NPOBOAUTh B OOKce (YCTaHOBKE)
C OJTHOHAINPABJIEHHBIM (JITAMUHAPHBIM) MMOTOKOM BO3JAyXa Kijlacca A, HaxoAsUIEMCS B 30HE
Kjacca B.

10. Ecnmi mpon3BoICTBO UMMYHOOHOIOTHYECKUX BETEPUHAPHBIX JICKAPCTBEHHBIX CPE/ICTB
OCYIIECTBIIAECTCS B OJIHOM 3[IJaHUU, TO JAPYTHe ONEpaluu C KUBBIMU MHUKpOOpraHu3Mamu (
KOHTPOJIb KAa4eCTBa, WCCICAOBAHUS W JTUATHOCTHKA W JpP.) JOJKHBI BBITIOJHITHCS B
OTZIENbHBIX M30JUPOBAHHBIX MoMelieHussX. CTeneHb U30/SIUU 3aBUCUT OT MaTOT€HHOCTH
JTAHHOTO BUJIa MUKPOOPTAaHU3MOB M OTTOTO, OBLI JIM OH KIACCU(PHUIIMPOBAH KaK IK30TUUECKHM

[Ipu BBHIIOTHEHUHU AMATHOCTHYECKUX OINEpaluil CyIecTBYeT pPHCK BHECECHUS
BBICOKOTIATOTEHHBIX MUKPOOPTaHU3MOB. Y POBEHb M30JISIIUU JTOJDKEH COOTBETCTBOBATH BCEM
BBIIIIENIEPEUYUCIICHHBIM pUCKaM. M307s1us MOKET MOTpeObOBaThCS TaKKe B CIIydasiX, €Clu
KOHTPOJIb Ka4eCTBA M JPYTHE OMEPAIMH MPOBOJIATCS B 3JaHUSAX, PACIOJIOKCHHBIX BOJIM3U
MIPOU3BOICTBEHHBIX 3JJaHUH.



11. M3oaupoBaHHbIe MOMEUICHHS JOHKHBI OBITH JIETKO A€3UHGUIUPYEMBIMU U JOJKHbI
BBITIOJIHATHCS CIIEAYIOIINE TPEOOBaHUS:

a) OTCYTCTBHUE MPSIMOTO BBIX0J1a BEHTHJIMPYEMOI'O BO3/1yXa HAPYXKY;

b) Hanmuuue BEHTWISIMU C¢ oOecredeHWeM OTPUIATEIBLHOr0 mepernajaa AaBieHus (
pazpexxenus). Bo3ayx nomken ynansatees uepe3 HEPA-punbtpel. Penmpkynsanus Bo3ayxa He
JOIIyCKAeTCsl, 3@ UCKIIOUYECHHUEM CIIy4aeB PELUPKYIALHUUA B TOM K€ CaMOM 30HE IPU yCIOBUU
JOMOJIHUTENbHOW 0uncTKH Bo3ayxa HEPA-punbTpamu (0OBIYHO 3TO YCIOBUE BBINOIHAETCS
MpU TPOXOXKIACHUU PEIUPKYIUpYIoIero Bo3ayxa udepe3 nputounsie HEPA- ¢dunbtpsi,
KOTOpPbIE€ UCIOJIb3YIOTCS AJi 3TOM 30HbI). [locTynienue Bo3ayxa U3 OJHOM 30HBI B JPYTYIO
JOIyCKAETCA B CIly4ae, €CIIM BBITSIKHOW BO3AYX INPOXOAUT Yepe3 ABa MOCJIENOBATEIBHO
yctanoBieHHbIX HEPA-dunbtpa. Ilpu 3TOM IOIKHBI OBITH IPETYCMOTPEHBI HENPEPHIBHBIN
KOHTPOJb IEJIOCTHOCTU NMEPBOTO (PUIBTPA U CPEACTBA OE30MACHOTO YIAJICHUS BBITSKHOTO
BO3/yXa B CIIy4yae MOBPEXKJIECHUS 3TOro GUiIbTpa;

C) BO3YX, BBIXOJAIIUN U3 MPOU3BOJCTBEHHBIX 30H, B KOTOPBIX MPOBOAMUTCS padoTa C
HK30TMYECKUMU MUKPOOPTaHU3MaMH, JIOJDKEH IMPOXOAUTh Yepe3 2 IOCIeJ0BaTEIbHO
ycraHoBieHHbIX HEPA-¢punbTpa. Ilpu 3TOM peuupkyidnus BO3AyXa MEXIY
IIPOU3BOJICTBEHHBIMU 30HAMU HE JOIyCKaeTCs;

d) nHanmuume cuctembl cOopa W Ae3MHPEKUUU XUAKUX OTXOAO0B, BKIIOUYas
KOHTaMHUHHPOBAHHBIA KOHACHCAT U3 CTEPUIIN3aTOPOB, OMOPEAKTOPOB U Jp. TBEpIble OTXOMIbI,
B TOM YHCJI€ TPYIIbl )KUBOTHBIX, CIEAYET NE3UH(DUINPOBATh, CTEPHIN30BATh UM COKUTaTh.
KonTamuanpoBanubie GUIbTPEI HEOOXOIUMO YAANATH O€30MACHBIM CITIOCOOOM;

€) KOMHAThI JUIs [IepeoeBaHus cleAyeT NPOEKTUPOBATh U HCIIOJIb30BAaTh KaK BO3AYLIHbIE
U036l U 000PYIOBATh, TP HEOOXOJIMMOCTH, YMBIBAJIbHUKAMH U JTyIIEBBIMU KaOWHAMHU.
CxeMa mepenaja JaBieHUS BO3JyXa JOJDKHA MPENOTBPAIIATh JBM)KEHUE BO31yXa MEXKIY
paboueil 30HOU W OKpyXaromled cpeiod, a TakKe PUCK KOHTAMHUHAIUM OJCKbI,
MCITIOJIb3yeMOi BHE paboueil 30HbI;

f) s mepemeniennst 000pyAOBaHUS AOJKHA OBITH MIPEAYCMOTPEHA CUCTEMa BO3/TYIIHbIX
IUTKO30B, KOHCTPYKIMS KOTOPOU JOJDKHA MPENOTBPAIATh IBHKEHNE KOHTAMUHHUPOBAHHOTO
BO3/yXa paboyeil 30HbI BO BHEIIHIOK CPeAy M PUCK KOHTAMMHALUK O0OpYyJ0BaHUs BHYTPU
nuiro3a. PazMep muto3a JoJKEH MO3BOJIATH MPOBOAUTH 3(P(EKTUBHYIO JTEKOHTAMUHALIMIO
IIOBEPXHOCTH IIEpEMEIIAEMbIX MaTeprUalioB. PEeKOMeH1yeTcs yCTaHaBIMBATh HA JBEPHU LILII03a
TauMep, IO3BOJISIIOIIMKA KOHTPOJUPOBATh BpEMs, AOCTATOYHOE JUISI MPOBEICHUSA
2 PeKTUBHON AECKOHTAMHHAINH;

g) BO MHOTHX CiIy4yasx Jjisi 0€30MacHOro yJajeHUs OTXOAOB U MOJAaYU CTEPUIIbHBIX
IpeIMETOB HEOOXOIMMO HCIIOJIb30BATh MTPOXOJHONM aBTOKJIAB C IBYMsI IBEPSIMHU.

12. IlepenatouyHble HUIIO3BI U KOMHAThI JUISl IIEPEOJEBAHMS CIIEYyET 000pyOBaTh
OJMIOKMPYIOIIMMH WJIM JPYTUMH TOAXOASIIMUMH YCTPOHCTBAMH, MPENSTCTBYIOIIUMHU
OJIHOBPEMEHHOMY OTKpBIBaHHIO OoJjiee ueM OJHOM ABepu. B KOMHATHI ISl mepeoeBaHus
cleAyeT MojaBaTh OT(QUIBTPOBAHHBIM BO3AYX TOW K€ CTENEHU OUYHUCTKH, 4YTO W JJIs



MPOU3BOACTBEHHBIX 30H. KOMHATBl Ui TepefieBaHus JOJDKHBI OBITH 000PYHAOBaHBI
CUCTEMaMH YJaJIeHHs BO3]lyXa, OOECMeuMBaIOIIUMHU BO3yXOOOMEH, HE3aBHUCUMBIH OT
MPOU3BOJICTBEHHBIX 30H. [lepenatounble MUTIO3bI JOJKHBI, KaK MPaBUIIO, BEHTUIUPOBATHCS
TaKUM K€ 00pa30M, OJIHAKO JIOMYCKAETCSl MPUMEHSITh HEBEHTUIIUPYEMBIE IILTI03bI UITU IUTIO3bI
, 000pYI0BaHHBIE TOJIBKO MPUTOYHBIMH CHCTEMAMHM.

13. Craguu TEXHOJOTMUYECKOTO IMpolecca, MPU KOTOPBIX MOXKET NPOU30UTH
KOHTAaMHUHAIUsl NPOAYKUHH (XpaHEHHE KIJIETOK, MPUTOTOBIEHHE Cpel, KyJbTUBUPOBAHUE
BUPYCOB U Jp.), NOJKHBI BBITIOJHATHCA B OTIENbHBIX 30HaX. Ocobasi mpeaocTOpOKHOCTh
TpedyeTcs pu paboTe ¢ KUBOTHBIMU U MPOAYKTAMH KUBOTHOTO IIPOUCXOKICHUS.

14. Onepaun ¢ MUKPOOPTaHU3MaMH, MPOSIBISIIOIIMMU BBICOKYIO YCTOHYHMBOCTH K
ne3uHdexnuu (HampuMep, criopooOpasyromue OakTepuu), A0 WX WHAKTHUBAIUU CIETyeT
BBITIOJIHSATH B M30JIMPOBAHHBIX 30HAX, CMEIUATBHO TPEAHA3HAYCHHBIX JIJISl IPOBEJICHUS TAKUX
OIICpALUN.

15. B npou3BOJACTBEHHOW 30HE CiEAYyET OJHOBPEMEHHO MPOBOAUTH PabOTHI C
MUKPOOpPraHM3MaMHy TOJIBKO OJTHOTO BHJA, 3@ HCKIIOYEHUEM IIPOLECCOB CMENIMBAHUSA U
MOCJIETYIOUIEr0 HAITOJIHEHHUS.

16. Crnenyer mpoeKTUPOBATh MPOW3BOJCTBEHHBIE 30HBI TaKUM 00pa3zoM, YTOOBI
MpEeayCMOTPETh BO3MOKHOCTbH MPOBEACHUS AC3UMH(PEKUUU MPOU3BOJCTBEHHBIX 30H B
MPOMEKYTKAX MEXK]y POU3BOJICTBEHHBIMU LUKJIAMU C UCIOJIb30BAHUEM BaTUIUPOBAHHBIX
METOOB.

17. Jomyckaercs NMpOU3BOJACTBO MUKPOOPTaHW3MOB B KOHTPOJIMPYEMBIX 30HAX IPH
YCJIOBUH, YTO OHO OCYUIECTBIISETCS B MOJHOCTHIO 3aKPBITOM M TEPMUUYECKU CTEPUIIU3YEMOM
000pyI0BaHHH, a BCE COEIMHEHHUs TOCIIE 3aBepLIECHUs pabOThl U Nepea pa30OpKON Takxke
MOJIBEPratoTCA TEPMUUYECKOW CTepHIM3anuu. JlomycKaeTcs BBINOJHEHUE COCAUHEHHUM IO
JIOKaJIbHBIM JIJAMUHAPHBIM ITIOTOKOM BO3/1yXa IPH YCIOBUHU, YTO UX KOJIMYECTBO OIPaHUYEHO,
UCITOJIB3YIOTCS COOTBETCTBYIOIME aCENITUYECKHE METOJIBI U OTCYTCTBYET ONIACHOCTh YTEUKH.
[TapameTpsl mpoliecca CTEepUIU3aLMKM, HCIOIB3YyEeMOTo Iepea pa3Ooopkoill coeauHEHUH,
JOJKHBI TIPOUTU BAJIMAAIMIO JIJIi BCEX HUCIOJIb3YEMBIX MHUKpPOOpPraHu3MoB. B mpenenax
OJIHOM 30HBI pa3HbIe MPOIYKTHI MOTYT OBITh 3arpy>KEeHbI B pa3Hble OMOPEAKTOPHI TOJIBKO MpPHU
OTCYTCTBUM pHUCKa CIy4yalHOM mNepeKpecTHOW KoHTamuHauuu. OnHako paborta ¢
MUKpPOOpPTaHW3MaMH, K KOTOPBIM MPEIbSBISIOTCS 0COObIe TpeOOBaHUS M3OJSIUHU, JOJDKHA
BBINIOJIHATHCS TOJIBKO B 30HAX, CIIELIMAIIBHO BBIIECIEHHBIX ISl TAKOW MPOYKIIMH.

18. B nomenieHusx st coaep KaHusl )KUBOTHBIX, IPEHA3HAYEHHBIX I UCII0JIb30BaHMS
(WM UCTIONB3YEeMbIX) B MPOU3BOJICTBE, CIAEAYET MOJACPKUBATH PEKUM H30JIUPOBAHHOU U (
WJIM) YUCTOM 30HBI, TAKKE MOMEILICHUS CIeNyeT OTACNSATh OT MOMEIICHUMN ISl COJIepKaHUs
IpYTUX )KUBOTHBIX. [loMenienus, rae coaepxkarcs >KUMBOTHBIE, UCTIOIb3yEMBbIE ISl KOHTPOJIS
Ka4yecTBa MPOAYKUHMHU (B TOM YHUCIE C MPUMEHEHHEM MNAaTOTeHHBIX MHUKPOOPraHHU3MOB),
JOJIKHBI OBITh COOTBETCTBYIOLIUM 00pa30M U30JIMPOBAHBI.



19. JlocTyn B IpOU3BOACTBEHHBIE 30HBI MOKET UMETh TOJIBKO MEPCOHAN, UMEIOIINNA Ha
3TO0 pazpewmienre. HeoOXoaumMo HMMETh OJHO3HAYHYI0 W JAKOHUYHYI MHUCbMEHHYIO
MHCTPYKLHIO 10 PEXKHUMY JOCTYIla B IMPOU3BOJCTBEHHBIE 30HBI, KOTOPYI) PEKOMEHIYETCS
pa3MeCTUTh Ha CTEHE.

20. Texnuueckas qoKyMeHTalusi (OCHOBHOM (paiisl) mpeanpusITHs JA0JKHA COACPKATh
HEOOXOAMMBIE IaHHBIE O MPOU3BOICTBEHHBIX TOMELIEHUSX.

JomxHa ObITh oOecrieyeHa COOTBETCTBYIOLIAs ACTalHU3alus MPU OMUCAHUU
IIPOU3BOJICTBEHHBIX YYaCTKOB M 3JaHHN (IIyTEM BKIIOYEHUS IUIAHOB MOMEIIEHUN M UX
AKCIUIMKAIMH), HA3HAYEHUS U YCJIOBUN MCIOJIb30BaHUSI BCEX MOMEIICHUH, a TaKKe BUIOB
OMOJIOTUYECKUX areHTOB, C KOTOPBIMH TpoBOAUTCS pabora. JlomKHBI OBITH YETKO
0003HaYeHbI TAKXe MOTOKU JBUKEHUS MepCoHaa U MpoayKuuu. Heobxoaumo ykazatb BUIbI
KUBOTHBIX, COJAEPKAIIMUXCA B BUBAPHUAX WIM APYIMX MNOMEIICHUSIX NPEANPUATHS, a TAKKe
BUBI pa0OT, BBIMOIHIEMBIX BOJIU3U IPOU3BOJACTBEHHOIO YUaCTKa.

[InaHbl M30JMPOBAHHBIX U (MJIM) YHUCTBHIX NOMEIIEHHH M 30H JOJLDKHBI COJAEPkKATh
NPUHLIMIHAIBHYIO CXEMY BEHTUJISILMU C YKa3aHUEM MECT NMPUTOKAa U BBITSDKKH BO3AYyXa,
UCIIOJIb3YEMBIX (PUIBTPOB U MX CHEUU(PUKALMI, KPaTHOCTEN BO31yX000MeHa U NepenaaoB
nasnenus. CienyeTr yka3zaTb, MEXKIAy KaKMMH IOMEIIECHHUSIMHU MPETyCMOTPEH MOHHTOPUHT
nepenajaa JaBjaeHus: ¢ TOMOILIBI0 MAHOMETPOB.

O6opynoBanne

21. Ucnonb3zyemoe 000pyn10BaHUE TOJKHO ObITh CKOHCTPYHPOBAHO M CMOHTUPOBAHO TaK,
YTOOBI COOTBETCTBOBAThH CHEUU(PUUESCKUM TPEOOBAHUAM TSI KAXKI0I0 BH/Ia TPOTYKIIHH.

[lepen BBOJIOM 000pYAOBaHUS B AKCILTyaTaI[MIO OHO JTIOJKHO MPOUTH KBATU(PUKAIUIO U
BAJIMJALMIO, @ 3aTEM MPOXOJUTh PETYJSPHOE TEXHUYECKOE OOCIIYKMBAHHE U MOBTOPHYIO
BaJIMIALIUIO.

22. O6opynoBaHue JOJKHO 00€CIIEYUBATh YIOBJICTBOPUTEIbHYIO IEPBUYHYIO U3OJISIUIO
Ouosornueckux areHToB. KOHCTpyKIMS M MOHTaX OOOpYJOBaHMs JIOJKHBI, MpPHU
HE00X0UMOCTH, 0o0ecreuynBaTh €ro Jerkyro U 3QQPEeKTUBHYIO JEKOHTaMHHAIUI0 U (WJIN)
CTEPUIIU3ALIHIO.

23. KoHCTpYyKIIMA U MOHTa 3aKPBITOr0 000pYAOBaHUS, UCIOJIb3yEMOTO JJIs IEPBUYHON
M30JSIUUA OMOJIOTMUECKUX areHTOB, JOJIKHBI MPEIyCMaTpUBaTh MPEIOTBPAIICHUE YTEUEK,
oOpa3oBaHus Kamejib U a3p030JIeH.

BBoabI ¥ BBIBOJIBI Ta30B JIOJKHBI OBITh 3alUIIEHBI TaK, YTOOBbI 00ECIEYNBATH HYKHYIO
CTENeHb W30JSLUU, HAaIpUMEp, MyTEM HCIOJIb30BaHUS CTEPHIN3YIOMMX TUAPOGOOHBIX
(bUIBTPOB.

Jlnsg mojayu WM yJajJeHHsT MaTepHUANIOB CIEAYET MCIOJIb30BaTh CTEPHIM3YEMYIO
3aKPBITYIO0 CUCTEMY JINOO COOTBETCTBYIOUIUE YCIOBUS JaMUHAPHOIO IMOTOKA BO3yXa.

24. TIpu He0OXOAMMOCTH TEepe]] UCIOIB30BaHUEM 000PY/I0BAHHE CIIEAYET CTEPUIIN30BAThH
OPEANOYTUTEIBRHO CYXMM NApOM IMOJ JaBieHUuEM. J[pyrue mMeToasl NpUMEHHUMBI B Cllyyae,



eclu CBOMCTBa OOOPYJIOBaHMS HE JIOMYCKAaIOT €ro CTepHiM3anuio nmapoMm. BaxHo He
MPOIYCTUTH IPU 00padOTKE TaKhe BUABI 000PYJOBaHUS, KaK LIECHTPU(DYTH U BOJIIHbIE OAHH.

O06opynoBaHue, UCIIONB3YEMOE JJISI OYMCTKH, Pa3/eJeHUs] WM KOHLUEHTPUPOBAHMS,
JOJIKHO KaK MUHUMYM CTEPHIJIN30BAThCS WU AE3UH(PUIIMPOBATHCS TIPU MEPEX0/I€ OT OJHOIO
BUJA MPOJYyKTa K apyromy. HeoOxonumo uccienoBaTh BIMSHAE METOJOB CTEPUIU3ALMN HA
3¢ (HEeKTUBHOCTh U BAJIMJALMOHHBIN CTaTyc 000pYyI0BaHMsI C LEIbI0 ONPEACICHUs CPOKa E€ro
DKCIUTyaTal1H.

Bce MeToan! cTepriM3anuy JOJDKHEI OBITh BAIMIUPOBAHBL.

25. KoHcTpykius 000py0BaHMs JOJKHA UCKIIIOYATh BO3MOXKHOCTh NEpENyThIBAHUS
pa3IMYHBIX OPraHU3MOB WM MPOAYKTOB. TpyOompoBO/bI, KianaHbl U (QUIBTPHI JOJKHBI
MapKHUPOBATHCS B COOTBETCTBUU C MX HA3HAUECHHUEM.

JI71st KOHTEIHEPOB ¢ MHPUITUPOBAHHBIMUA W HEMH(PUITUPOBAHHBIMHA MaTEepUaIaMH, a TAaKKe
, KaK MpaBuiIo, JUIsl pa3IuYHbIX OPTaHU3MOB WJIM KJIETOK CJIEyeT MCIOJIb30BaTh OT/IEIbHBIC
nHKyOaTopbl. ComepxaHue B OJHOM UHKyOaTope Oosiee 1 Tuna opraHu3MOB HJIM TUIIA KJIETOK
JOTyCKAaeTCcsl TOJbKO B Cllydyae MPUHATUS HEOOXOJUMBIX MEp IO TepMEeTH3alluu,
MOBEPXHOCTHOM JIEKOHTAMUHALIMYU U Pa3JeeHHI0 KOHTelHepoB. Cocyibl ¢ KylabTypaMu U JIp.
JOJKHBI OBITh IPOMapKUPOBaHbl MHAUBUAYaIbHO. OUUCTKA U AE3UH(PEKLUS ITUX COCYI0B U
MHKY0aTOpOB MOTYT OBbITh 3aTPyIHEHBI U TPEOOBAaTH 0COOOT0 BHUMAHHUS.

KoHcTpyKLus 1 OpSAIOK SKCIUTyaTalluu 000py10BaHUs, UCIIOIb3YEMOTO JJIs XpaHESHHUsI
OMOJIOTUYECKUX areHTOB WJIM MPOAYKTOB, MTOJDKHBI MCKIIOYAaTh JI000€ BO3MOXKHOE
NepenyThIBaHUE.

Bce xpansimuecst 00pasibl JOJDKHBI UMETh YETKYI0 M OJHO3HAYHYIO MAapKHUPOBKY U
HaXOJIUThCS B KOHTEMHEPaXx, 3alMIIEHHBIX OT YTEYKU. 3aachl IOCEBHBIX KYJbTYpP KJIETOK U
OpPTraHHU3MOB JIOJKHBI XPAHUTHCS B CIIELUAIBHO IPEHA3HAYEHHOM 000pYy1I0BaHUH.

26. Hexoropsie BUIbI 000pyA0BaHus (Hanpumep, 00opyaoBaHue, TpeOyroiiee KOHTPOIIs
TEMIIepaTypbl) JOJKHBI OBbITh OCHAUIEHBl PETHCTPUPYIOMIMMHU YCTpOWCTBAMU M (WIJIM)
cUCTeMaMM curHaiauzanuu. Bo m3z0exxkaHne OTKa30B COBMECTHO C aHAJIM30M TEHJACHIMH B
PETUCTPUPYEMBIX JAaHHBIX CJIEAYEeT OpPraHu30BaTh CHCTEMY MNPO(UIAKTUIECKOTO
00CITyKUBaHMUS.

27. 3arpy3ka JUO(PUIBHBIX CYNIUIBHBIX YCTAHOBOK JIOJKHA MPOUCXOJIUTHh B YHUCTOM (
M30JMPOBAaHHON) 30HE. Omepaluu Mo pasrpys3ke JHOPWIHLHON CYHIMIBHON YCTaHOBKHU
NPUBOJAT K 3arps3HEHUIO OKpYKarolled cpeipl. B CBs3M ¢ 3TUM IpU HCHOJIB30BAHUU
JUO(PUIBHBIX CYIIUIBHBIX YCTAHOBOK, OTKPBIBAIOLIUXCS C OJHOW CTOPOHBI, YUCTOE
MOMENIEHUE JOJIKHO MPOUTH AEKOHTAMUHALIMIO 0 MEPEMEILECHUS B 3Ty 30HY JAPYTOd cepuu
MPOAYKLUH, 33 HUCKIIOYEHUEM CEPUIl C OJMHAKOBBIMM OpraHu3sMamu. J[ByCTOpOHHHE
TMOo(GUIbHBIE CYIIUJIbHBIE YCTAaHOBKHU JOJKHBI CTEPUIM30BATHCS MOCIE KaXKIOTO IMKIIA
IIPOU3BO/ICTBA, €CIIU TOJBKO OHU HE OTKPBIBAIOTCS B UHCTYIO 30HY.



Crepunuzanus JTUOQWIBHBIX CYUIMIBHBIX YCTAaHOBOK JOJKHA IPOBOJMUTHCS B
COOTBETCTBUU C MyHKTOM 24 Hactosamux TpebGoBanuii. B ciyuae opranusanuu paboT 1o
IIPUHLINAIY OTIAEIBHBIX UKIIOB IIPOU3BOICTBA UX CIIENAYET CTEPUIIN30BaTh, 110 KpanHen Mepe,
[I0CJIE KQKIOr0 LIUKJIA.

JKuBOTHBIE N BUBapUH

28. OOmue TpeboBaHUS K COACPIKAHUIO KUBOTHBIX, TOMEIICHUSIM JIJISl HUX, YXOIYy H
KApaHTHHY YCTaHaBJIMBAIOTCSI HOPMATHBHBIMU IMPABOBBIMU aKTaMU TOCYJApCTB - YJIECHOB
EBpa3suiickoro sxonomuueckoro Coro3a.

29. BuBapuu A0IKHBI OBITh H30JIMPOBAHBI OT JPYTUX MPOU3BOJCTBEHHBIX MTOMEIICHUM.
OnHu A0MKHBI OBITH CKOHCTPYHPOBAHBI C COOTIOACHIEM HEOOXOIUMBIX TPEOOBAHHMIA.

30. CaHuTapHOE COCTOSIHUE KUBOTHBIX, UCIOJIB3YEMBIX B ITPOU3BOJICTBE, HEOOXOAUMO
OLIEHUBATh, KOHTPOJMPOBATh W peructpupoBaTh. [IpaBuna oOpalleHHs ¢ HEKOTOPBIMU
BUJAaMU SKUBOTHBIX (Hampumep, JUHUU IKUBOTHBIX, CBOOOJHBIX OT MATOIE€HOB)
YCTaHaBJIMBAIOTCS B CHELUAIbHBIX PYKOBOACTBAX WM HOPMATHUBHBIX IPABOBBIX AKTaX
rocyAapcTB - WieHOB EBpa3zuiickoro 3kOHOMUYECKOT0 COI03a.

31. )KuBoTHBIE, OMOJIOTMYECKUE areHThl U IPOBOJUMBIE UCIIBITAHUS JTOJKHBI OBITH YETKO
UJACHTU(PUIUPOBAHBl B COOTBETCTBUU C YCTAaHOBJIICHHOM CHUCTEMOM BO H30€XaHHE pUCKa
MEepenyThIBaHUA U C LENbI0 KOHTPOJISL BCEX BO3MOXKHBIX BUJIOB OMACHOCTEH.

HesnHdexnms.
VY nanenme oTxo10B

32. lesundexuus u (W) yaaaeHue TBEPAbIX U )KUIKUX OTXOJ0B MOTYT UMETh OCOOEHHO
Ba)KHOE 3HAYEHHE IPH MPOU3BOICTBE UMMYHOOHOJIOTUYECKON MpoayKuuu. B cBs3u ¢ 3Tum
HEOOXOJMM TIIATENIbHBIM MOAXO0J K METOJaM MU OOOpYJOBAaHMIO, MCIOIb3YEMBIM IS
IIPEIOTBPALICHUS 3arPSI3HEHNS OKPYIKAIOIIEH Cpeibl, a TAKKE K UX BaJIHIALINH.

IIpomsBoacTBO

33. U3-3a mmpokoro pazHooOpas3usi MpOAYKIIUU, OOIBIIOTO KOJUYECTBA CTAAUN MPHU
MIPOU3BOACTBE UMMYHOOHOJIOTHIECKUX BETEPHHAPHBIX JIEKAPCTBEHHBIX CPEJICTB U XapaKTepa
OMOJOTHYECKUX MPOIECCOB 0C000€ BHUMAHHE CIEAYET YACNIATH CTPOTrOMY COOJIIOJICHUIO
BallUIUPOBAHHBIX TEXHOJOTHYECKUX TPOILECCOB, IOCTOSHHOMY KOHTPOJIO BCEX
TEXHOJIOTHYECKHUX CTaui IPOU3BOJICTBA M MPOBEACHUIO KOHTPOJIS B TIPOIECCE TPOU3BOICTBA

Ocob0oe BHHMaHHE cCIEIyeT OOpaTUTh Ha HCXOAHOE CHIPbE, MATEPHUAJIBI, CPEIbI
KyJbTUBHAPOBAHUS U UCIIOJIb30BAHUE CUCTEM IIOCEBHBIX KYJIBTYD.

HcxonHOE CHIpbE U MaTEePHAIILI



34. TpeGoBaHUs K UCXOTHOMY CBHIPBIO U MaTe€pUaiaM JIOJKHBI OBITh YETKO OIPEICIICHBI B
JTOKYMEHTAJIbHO 0(GOpPMIICHHBIX crienudukanuax. Crnernudukanuu JTOJDKHBI COACPKAThH
JAaHHBIE O TTOCTABIUKE, METOJI€ MTPOU3BOJCTBA, MECTE PACIIOJIOKEHUS TIOCTABIIUKA W BUJIAX
’KUBOTHBIX, U3 KOTOPBIX IMOJYYECHO MCXOJHOE ChIPhE M MaTepHalIbl, a TAaK¥KEe O CIocodax ero
KOHTpOJIs1. OCOOCHHYIO POJIb UTPAFOT MUKPOOHUOTOTHIECKHE METOIBI KOHTPOJIS.

35. Pe3ynbTarhl CTIBITAHUI UCXOAHOTO CHIPhS M MaTEPHAIIOB JOJIKHBI COOTBETCTBOBATh
cnenudukanusaM. Eciv nmpoBeneHrne UCTBITAHUN 3aHUMACT JTUTEIBHBIA TIEPHO]] BpEMEHH (
Harpumep, cBoOOIHbIE OT crienuduieckux natoreHoB (SPF) siia (3MOpHoOHBI) MTHIT), MOXKET
BO3HUKHYTh HEOOXOIUMOCTh OOpPaOOTKH MCXOTHOTO CBHIPbS U MaTEPHAJIOB JI0 TOJYyYCHHS
pEe3yIbTATOB AHATMTUYECKUX HCTIBITAHUN. B 3THX ciydasx moiydeHue paspenieHus Ha
BBIITYCK TOTOBOW MPOAYKIHMH 3aBUCUT OT ITOJOKUTEIBHBIX PE3YJIbTaTOB HCIBITAHUS
HCXOJTHOTO CBHIPhS ¥ MAaTEPHAJIOB.

36. Ocoboe BHUMaHHUE CIENYET yAeNsATh JaHHBIM O CHCTeMe O0OecleueHusl KauecTBa
MOCTABIIMKA TMPHU OIIEHKE COOTBETCTBHUS HWCTOYHUKOB CHIPhS M MaTEpUaiOB U OOBEMeE
UCTIBITAHUH, TPEOYEMBIX IMPHU MPOBEACHUN BXOTHOTO KOHTPOJIS KA4eCTBA.

37. Ilo BO3MOXHOCTH CJEAYyeT CTEePUIN30BATh HCXOJHOE CHIPhE M MaTepHalbl
TEPMUYECKUM METOJ0M. JlomyckaeTcs MCIOb30BaTh U JAPYTHUE BaJTUAUPOBAHHBIC METO/IBI,
HaIpUMepP, HOHU3HUPYIOIIEE U3TyUeHHE.

Cpensl

38. PocToBbIe CBOWCTBA Cpejl JOJKHBI 3apaHee MOATBEPIKAATHCS COOTBETCTBYIOIIUM
o0Opazom.

39. IlpeamodTuTenbHO, YTOOBI Cpeabl CTCPHUIM30BAIMCh HA MECTE€ WM Ha
MPOU3BOJICTBEHHONW JUHUU. [IpenrmoOYTUTEIbHBIM SBJISETCS METOJ TEePMHUYECKOMN
cTepuiau3anuu. ['a3el, Cpeabl, KHUCIOTHI, IIEIOYM, IEHOTAaCUTEIN M JPYrue BEIICCTBa,
BBOJIMMBIC B CTCPUIIBHBINH OMOPEAKTOP, JOKHBI OBITh CTEPHUIIBHBIMH.

Cucrema OCEBHBIX KYJIBTYp H 0aHKOB KJIETOK

40. Jlns mpenoTBpalleHUs] HEKEJIAaTeIbHOI0 U3MEHEHHUSI CBOMCTB, KOTOPOE MOXKET
MPOU30MTH BCJIEACTBUE MHOTOKPATHBIX MEPECEBOB WM OOJBIIOrO YHCIA TEeHEpalui,
IPOU3BOJACTBO HMMMYHOOMOJOTMUYECKUX BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEICTB,
MOJIy4aeMbIX U3 KyJIbTYyp MUKPOOPTaHU3MOB, KYJIbTYP KJIETOK, TKAHEH WM Pa3MHOKEHHEM B
AMOPHOHAX M >KMBOTHBIX, JOJDKHO OBITh OCHOBAHO Ha CHCTEME IMOCEBHBIX KYJIbTYp WIH
OAHKOB KJIETOK.

41. KonnuecTBo reHeparuii (yIBOCHUM, MMacCaKeil) MKy MOCEBHON KyJIbTYpPOH WIH
0aHKOM KJIETOK W TOTOBOM TPOAYKIUEH JOKHO COOTBETCTBOBATH TPEOOBAHUSIM
PETUCTPALMOHHOTO JJOChE.



42. TloceBHBIE KyIbTYphl U OaHKHU KJIETOK CIEIYET COOTBETCTBYIOIIMM OOpa3om
paziauyaTh M KOHTPOJHUPOBATh Ha OTCYTCTBME KOHTAMHUHAHTOB. J[JIS HOBBIX TMOCEBHBIX
KYJbTYp JIOJDKHBI OBITh YCTAHOBIICHBI KPUTEPUU TpUEMIIEMOCTH. [loceBHbBIE KyIbTYpHl U
OaHKM KJIETOK JIOJKHBI CO3/1aBAThCSI, COJIEPKATHCS M UCIIOIB30BaThCS TAKUM 00pa3oM, YTOOBI
CBECTM K MUHHMYMY PUCK MX KOHTaMHUHAIlUM WU JII0O0TOo M3MeHeHus. llpu co3nanum
MOCEBHBIX KYJbTYp WK OAHKOB KJIETOK HE JIONyCKaeTcs OJHOBpEeMEHHas paboTa B TOM ke
30HE WJIM TOTO k€ MEePCOHAIa C JPYTMMU KUBBIMU WIM UHOUIUPYIOMKUMU MaTepuaiaMu (
HaIMpuMep, BUPyCaMu WIH KJICTOYHBIMU JTUHUSIMU ).

43. Co3naHue TOCEBHOM KYJIBTYphl WM OaHKa KJIETOK HEOOXOAMMO MPOBOJUTH C
COOJIIOICHUEM YCTAaHOBJICHHBIX TPEOOBAaHUM K TPOM3BOJICTBEHHOW Cpele IS 3alluThl
MTOCEBHBIX KYyJbTYp M 0aHKa KJIETOK, a TakKe padOoTalollero ¢ HUMHU MepCcoHaia U BHEIIHEH
OKPYXaroUIEn CpeIbl.

44. I1poucxoxaeHue, hopmMa U yCIOBUSI XPAHEHUS MMOCEBHBIX KYJIbTYpP JIOJKHBI OBIThH
MOJIHOCTHIO OMHCaHbl B COOTBETCTBYIONIEH JOkyMeHTanuu. HeoOXoaumo HUMETh
JI0Ka3aTeIbCTBAa CTAOMJIBHOCTH U BOCIPOU3BOJAMMOCTH TOCEBHBIX KYJIBTYp U KIETOK.
EMkocTu st XpaHeHUsl JOJDKHBI ObITh T€PMETHYHO 3aKpPbIThl, YETKO MAapKUPOBAHBI U
XpaHUThCA TpU TpeOyemoil Temreparype. YCIoBUs XpaHEHUsS HEOOXOIUMO TOJIKHBIM
00pa3oM KOHTpoJIMpoBaTh. HeoOX0aMMO BECTH TIIATENbHBIM yYET Ka)KJO0TO XPaHSIIErocs
KOHTEMHEepA.

45. K paboTe ¢ mMarepuanoM JAOMYCKAaIOTCS TOJBbKO CIHEIUaJIbHO Ha3HAYEHHBbIE
coTpyaHuku. PaboTa poJbkHA TPOBOAUTHCA TMOJ KOHTPOJEM OTBETCTBEHHOTO JHIIA.
Pa3znuuHble moceBHBIE KYIbTYPhl U OAHKU KJIETOK CIEAYEeT XPAHUTh TaKUM 00pa3oM, 4TOObI
HE JOMyCKaTh MEpEenyThIBaHUS WM TEPEeKPECTHON KOHTaMUHAIMU. PexoMeHpgyercs
pa3zensiTh MOCEBHBIE KYJIbTYPhl U OAaHKU KJIETOK U MX Pa3HbIE YaCTU XPAHUTHh OTACIHHO BO
n30eKaHue uX MOJTHOU yTpaThl.

IIpuHaIUIEL paboTH

46. B x01e TEXHOJIOTHYECKUX MPOIECCOB CIEAyeT N30eraTh Wik CBOAUTH K MUHUMYMY
oOpa3oBaHMe Kamelb WiK neHsl. [Iporeccs neHTpudyrupoBaHus WM CMEIIMBAHUS, KOTOPbIE
MOTYT IIPUBECTH K 00pa30BaHUIO Kalleib, JOJKHBI IPOBOAUTHCS B U30JIMPOBAHHBIX EMKOCTSX
WJIA B YUCTHIX (M30JIMPOBAHHBIX) 30HAX BO M30€KaHUE TIEPEHOCA KUBBIX OPTAaHU3MOB.

47. CnyualiHble MPOJIMBBI KUJKOCTEH, OCOOEHHO COJEp KalllUX JKUBbIE OPraHU3MBI,
HEO0X0IMMO OBICTPO U 0€30MacHbIM CHOCOOOM JMKBUIMPOBATH. g Kaxaoro tumna
MHUKpPOOPTraHU3MOB CJIEIyEeT UCIOJb30BaTh BAaJIUIMPOBAHHBIE MPOLETYPbl J€KOHTAMUHALIUH.
[Ipn KUCrONB30BaHWUU PA3NUUYHBIX IITAMMOB OaKkTEepHil OJHOTO BHJa WJIM OYEHb MOXOXKHX
BHUPYCOB 3Ta IpOLEAypa MOXKET ObITh BAJIMIUPOBAHA B OTHOILIEHUHU TOJIBKO OJHOTO U3 HHX,
€CIM Y HUX HET CYHICCTBEHHBIX C HCIBITAHHBIM areHTOM pa3IMuuid B YCTOWYUBOCTH K
BO3/ICICTBUIO I€KOHTAMUHAIIIH.



48. Omneparuu, BKIIOYAIONIUE B ce0s MepeMelieHre TaKuX MaTepHalioB, KaKk CTePUIIbHbBIC
Cpelnbl, KYJIbTYpPbl HJIH MPOAYKTHI, JOJKHBI MPOBOJAUTHCSI B IMPEABAPUTEIBHO
CTEPUIN30BAHHBIX 3aKPBITHIX cUCcTeMaX. Eciii 3T0 HEBO3MOKHO, ONEpallly MO IMePEMEIICHUIO
MaTepHajoB JOJKHBI TPOBOJIUTHCS B TAMUHAPHOM ITOTOKE BO3yXa.

49. JlobGaBneHue cpen WIH KyJIbTyp B OMOpEaKkTOphl M APYTHUE COCYABI ITOJHKHO
IPOBOJUTHLCS B THIATEIIBHO KOHTPOJIMPYEMBIX YCIOBHSIX, 00ECIIEYMBAIOIINX HEBO3MOKHOCTh
BHECEHUSI KOHTaMUHAHTOB. [Ipu n00aBieHUN KyJIbTyp HEOOXOAUMO THIATEIBHO MPOBEPSATH
MPaBUILHOCTh COSIUHEHUS COCY/IOB.

50. ITpu HeoOxonaumocTu (Hampumep, korja 2 u 6osaee hepMeHTaTopa pacloNoKeHHI B 1
30HE) OTBEpCTHS IJisg oTOOpa Mpod M BHECEHUS N0OABOK M COCIUHUTEIbHBIC JICMEHTHI
JIOJDKHBI CTEPUITU30BAThCS MapoM (Tociie MOCOSAMHEHUs, TIEpe]] Mo1auei MpoyKTa U Tepe
OTCOCIMHEHHEM). B Npyrux ciaydasx MOMyCKAIOTCS XUMHUYECKas Me3WMH(GEKIUs BXOIHBIX
OTBEPCTUM U 3alllMTa COCTUHEHU MO/ JAMUHAPHBIM MIOTOKOM BO3/yXa.

51. OGopynoBanue, n1abopaTopHas MOCyJa, BHEIIHUE MOBEPXHOCTH KOHTEHHEPOB C
OPOJIYKIMEN U JIpyrue MnogoOHble MaTepuaibl mepejl mepeMenieHueM U3 MU30JIMPOBaHHOM
30HBI JOJKHBI OBITH JE3MH(UIIMPOBAHBI C UCTOJIB30BAHUEM BaJIUIMPOBAHHOTO MeTOja (B
COOTBETCTBHH C TPEOOBAaHUSMHU, YKa3aHHBIMU B MYHKTE 47 HACTOSIIETO JoKyMeHTa). Ocobyto
npo0jeMy MOXET BBI3BaTh BEJICHUE JOKYMEHTAIlMM Ha CEepHUI0 NpoAyKIuu. ToJibKO
a0COIOTHBIN MHUHHUMYM JIOKYMEHTAIlMH, HEOOXOIUMOM I COONIOJICHUS TpeOOBaHUM
[IpaBun, gomKeH NMOCTYNaTh B pabovylo 30HY W MOKUAATh ee. [Ipu ssBHOM KOHTaMUHALMH (
HaIpUMEp, KaIUISIMU WM ad’pO30JsIMU) WJIM TPU HUCHOJB30BAHUM DK30THUUYECKHUX
MUKPOOPTaHU3MOB OyMakHasi JTOKYMEHTAalMs TOJDKHA JE3MH(PUIMPOBATHCS B IUIIO3€ IS
nepeMelieHus: 000py1I0BaHUS WU TIepeaaBaThCs C UCMOJIb30BaHUEM (HOTOKONUM WK (akca.

52. Kuakue wim TBepJible OTXO/IbI, TAKKE KaK CKOPIYTa Mmocje 0T0opa MaTepuaia u3 siuil,
OJIHOPA30BBIC OYTHUIHU VISl KYJIBTYP, HEXKEJIaTeNIbHbIC KYJIbTYPhl UM OUOJOTUUECKUE areHThI
1enecoo0pa3sHo CTepUIN30BaTh WM J€3UHPUIIMPOBATH TEpe] WX yAaJICHUEM U3
M30JIMPOBAHHOM 30HBI. B HEKOTOPBIX Cllydasix MPUEMIIEMbIMH CUYUTAIOTCS U IPYTHE METOBI (
HarpuMep, UCIOIb30BaHUE TEPMETUYHBIX KOHTEIHEPOB WM TPYOOIIPOBOJIOB).

53. Heo06xoauMoO OCYIIECTBJISTH THIATEJIbHBIA KOHTPOJb 3a TE€M, YTOOBI B
MPOU3BOJICTBEHHYIO 30HY IOMAIaJIA TOJBKO T€ MPEIMEThI, UCXOJHOE ChIPhE U MaTEpHUabl, B
TOM YHCIIe JOKyMEHTAIUs, KOTOPhIE OTHOCATCA K MPOU3BOAUMOMN MPpOoXyKuuu. [1jist KOHTpos
3a COOTBETCTBUEM KOJHUYECTBA BHOCHUMBIX U BBIHOCHUMBIX MPEIMETOB M MaTEpUAIOB BO
n30exkaHne WX HAKOIUICHHS B MIPOU3BOJACTBEHHOM MTOMEIIICHUH JTOJKHA JIEHCTBOBATh CUCTEMA
y4JeTa.

54. TepMoCTOUKHE TIPEAMETHI i MATEPUANIBI TOJDKHBI TTOCTYMATh B YACTYIO HIIA YUCTYIO
U30JIMPOBAHHYIO 30HY Yepe3 MPOXOJHbIE€ AaBTOKJIABbl MIIHM CYXOXKapOBBIE TEUH.
UyBCTBUTEBHBIC K HATPEBY MPEAMETHI U MAaTEPUAIBI IOJDKHBI TTOCTYIIATh Ye€Pe3 BO3AYITHBIH
IUII03 C OJIOKUPYEMBIMU ABEPSAMHU, TJI€ ITH TPEAMETbl M MaTepHuajbl IMOJBEPTraroTCs
nesuHdeknuu. Jlonyckaercs: crepuian3aius NpeaIMeToB U MaTepUasoB B IPYroM MeCTe, ecliu



OHH TIOCTYIIAIOT Yepe3 IIUTI03 B JIBOMHON 000JI0YKE C COONIOJICHUEM HEOOXOIUMBIX MEp
MIPENOCTOPOKHOCTH.

55. Bo u30exxaHue KOHTAMHHAIIMM WM TEPEMyTHhIBAaHUS KYJIbTYp KIETOK WIIU
MHUKPOOPraHU3MOB Ha TMPOTSHKCHUU TEepUoJia MHKyOaluu HEOOXOJAMMO MPUHUMATh MEpbI
MPEIOCTOPOKHOCTH. JlOoMKHA CyIIecTBOBaTh METOAWKA OYHUCTKA U Je3WH(EKIun
uHkyOatopoB. KoHTelHephl, HaxonsdImuecs B HWHKyOaTopax, MOMKHBI OBITH YETKO U
TIIATETLHO MapKUPOBAHBI.

56. B 0lHOM MMOMEIIEHUH JOMYCKAETC OJJHOBPEMEHHOE MPOBEICHUE ONEPAIUI TOJIBKO C
1 XuBBIM OMOJIOTUUECKMM areHTOM, 3a HUCKJIIOUYEHHUEM OIlepaldii MO0 CMENIMBAHUIO U
nocieayromed (pacoBke WM TPU HMCMOIB30BAHUM TOJHOCTHIO 3aKPBITHIX CHCTEM. B
MPOMEKYTKaX MEXY OIEpalusMU C Pa3IMYHBIMU KUBBIMU OHMOJOTHYECKUMHU areHTaMu
MPOU3BOICTBEHHBIC IOMEIICHUS JOHKHBI TPOXOAUTH d(PPEKTUBHYIO Te3MHEKITHIO.

57. IIponyKThl AOJKHBI MHAKTUBUPOBATHCA MyTEM J00aBJI€HUS WHAKTHUBATOpa C
MOCJEAYIOIUM TIIATENbHBIM NepeMennBanreM. [locie 3Toro cMech 101KHA TEPEHOCUTHCS
BO 2-i1 CTEpUIBHBIA COCYJ, 3a UCKIIOYEHHUEM cCiyuyaeB, Korja ¢opma U pa3Mep cocyla
MO3BOJIAIOT €T0 JIETKO IepeBOpayMBaTh M BCTPSIXUBATh TakKUM 0O0pa3oMm, 4TOOBI BCe
BHYTPEHHHE MOBEPXHOCTH CMAYMBAIUCh KOHEUHOW CMECHIO KYJIbTYpP U MHAKTUBATOPA.

58. Cocypl, coeprkaliie MHAKTUBUPOBAHHBIN MPOAYKT, HE TOMYCKAETCS OTKPBIBATD, U3
ATUX COCYJOB TaK)Ke HE JIOMyCKaeTcs OTOMpaTh MpOOBI B 30HAX, TJI€ COACPKATCS KUBHIC
OuoJornueckue areHtol. Bero mocieayronyro o0paboTKy MHAKTUBUPOBAHHBIX MPOJYKTOB
cleayeT MPOBOAUTH B YUCTBIX 30HaX KiaaccoB A u B miam B 3aKkpbITOM 000OpyJAOBaHUH,
CIEUUAIIBHO MPEJHA3HAYEHHOM ISl ”THAKTUBUPOBAHHBIX IIPOTYKTOB.

59. Heobxonumo yaensiTb 0co00oe BHUMaHUE BAJIMIALMU METOAOB CTEpPUIU3AIUH,
ne3uH(eKInu, y1ajJeHus] 1 THAKTUBAIIMKA BUPYCOB.

60. Hanmonnenue cieayeT MpOBOJUTH B KaK MOKHO 00Jiee€ KOPOTKUH MPOMEXYTOK
BpPEMEHM TIOCII€ 3aBEpUICHUs MPOU3BOACTBEHHBIX omnepanuil. J[o Hayanma omnepanuu
HaIOJHEHHUsI EMKOCTHU ¢ Hepac(acoBaHHOU MPOAYKIIMEH TOJDKHBI ObITh TEPMETUYHO 3aKPHITHI,
COOTBETCTBYIOIIMM 00pa3oM MapKUPOBAHbI W XPAHUTHCA TMPU YCTAHOBJIEHHBIX
TEMIEPATYPHBIX YCIOBHUSX.

61. JloibkHA CylIecTBOBaTh CHCTEMA, 0OECIeUYMBarOLIas KOHTPOJb LEIOCTHOCTU U
TEPMETUYHOCTH YIIAKOBOK MOCJIE UX HAITOJTHEHUS.

62. dnakoHbl, COAEpPKAIINE KUBbIE OMOJOTMYECKUE are€HThI, JOJDKHBI ObITh 3aKPBITHI
KPBIIIIKAaMHU TaKUM 00pa3oM, 4TOOBI 00eCIieYnBaiach HEBO3MOKHOCTh KOHTAMHUHAIIMH JIPYTOM
MPOAYKIIUU WU TPOHUKHOBEHUE KUBBIX ar€HTOB B JPYTHe 30HBI WM BO BHEIIIHIOIO CPEIY.

63. Mexy HaloJIHEHUEM MEPBUYHBIX YIIAKOBOK, UX MAPKUPOBKOW M YITAKOBKOW MOKET
OpOUTH ONpENeICHHbIA TPOMEXYTOK BpeMeHHU. JloJkHBI ObITH pa3paboTaHbl U
JOKYMEHTAJIBHO O(GOpMIIEHB MOPOUEAYpPhl, OMUCHIBAIOIINE NOPAAOK XpaHEHUS
HEMApPKUPOBAHHBIX KOHTEHHEPOB, 0OECIEYNBAIOIINE HEBO3MOKHOCTh UX MEPENyThIBAaHUS U
HaJiexXalue yciaoBusi XxpaHeHusi. Oco0oe BHUMaHUE CJEAyeT YACIATh XPaAHEHUIO



TEpMOJIAOMIIBHOW M CBETOYYBCTBUTEILHOW MPOAYKIMU. Temmeparypa XpaHEHUs IOJDKHA
OBITh YCTaHOBJICHA.

64. Ha kaxa0i TEXHOJOTMYECKON CTaJWU CIEIyeT HPOBOJIUTH COIOCTABIICHUE
(aKTHYECKOT0 M 0KUJAEMOTO BbIX0JIa MPOAyKIUU. Bee cyliecTBeHHbIE OTKIOHEHUS AOKHBI
OBITH pacciieIOBaHBI.

KonTpois xagecTBa

65. B obecneueHnn CTaOMIBHOCTH KaYECTBa UMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX
CpEJICTB 0c000€ 3HAaYEeHUE MMEET KOHTPOJb B IMpoOIlecce MPOU3BOACTBA. Buibl KOHTpoOI,
KOTOpbIE UMEIOT pellarollee 3HaueHHe sl OLEHKU KadecTBa (HampuMmep, KOHTPOJIb Ha
OTCYTCTBHE BHUPYCOB), HO HE MOTYT OBITH NMPOBEACHBI HA TOTOBOM MPOAYKIIMH, TOJKHBI
BBITIOJIHATHCS] HA OJHOM U3 MPEIIIECTBYIONIUX CTa Ui IPOU3BOICTBA.

66. Jl;11 MOBTOpPEHUS WM MOATBEPXKACHUS PE3yJIbTATOB KOHTPOJISI KAUECTBA CEPUU
OPOAYKIMH MOYKET BOZHUKHYTh HEOOXOIUMOCTbh XpPaHEHUs TOCTATOYHOIO 00beMa 00pa3lioB
MIPOMEKYTOUHBIX MPOIYKTOB ITPU COOTBETCTBYIOLIUX YCIOBHSX.

67. MoeT BO3HUKHYTh HEOOXOIUMOCTb HEIIPEPHIBHOTO KOHTPOJIS IAPAMETPOB B XOJI€
npoliecca NpOU3BOACTBA (HAIPUMEP, HEMPEPHIBHOTO KOHTPOJIA (PU3HUECKUX MapaMeTpOB B
xojie (hepMeHTaIUN ).

68. PacnpocTpaHeHHON NPAKTUKON SIBISETCS HENPEPHIBHOE KYJIbTUBUPOBAHHE
ouonoruueckoil mpoxaykuuu. [Ipu Takom meroie Mpou3BOACTBA HEOOXOIUMO MPHUHITH BO

BHHUMAaHHE OCOOBIE Tp€6OBaHI/I$I K OpraHu3aiu KOHTPOJIA Ka4CCTBaA IMMPOAYKIIHH.

[MTPUIJIOXXEHUE Ne 6
k [IpaBunam Hauiekamen
MIPOU3BOJICTBEHHOM MPAKTUKU
EBpa3uiickoro 5KOHOMUYECKOT0 CO3a

TPEBOBAHUA
K IIPOM3BOZICTBY MEIWIIMHCKHUX Ia30B
IIpuaoun

[Ipou3BoACTBO MEIUIMHCKUX Ta30B, OTHOCSIIUXCS K JIEKAPCTBEHHBIM CPEACTBAM,
CIEAYET OCYIIECTBIATh B COOTBETCTBUHM C 3aKOHOJATEIBCTBOM TI'OCYIAapCTB - YJICHOB
EBpasuiickoro 3KOHOMHUYECKOTO COI03a U aKTaMu OpraHoB EBpa3uiicKoro 3KOHOMHYECKOTO
coto3a. HacTosimuii JOKyMEHT yCTaHaBJIMBaeT TPeOOBaHUSA K MPOU3BOJACTBY Ta30B Kak
aKTUBHBIX (apMmaieBTudeckux cyOcraniuii (maisee - ADC) u npousBOACTBY Tra3oB IS
METUIUHCKOTO TPUMEHEHUS.

Pasrpannuenue Mexay mnpou3BoiacTBoM ADC u JeKapCTBEHHBIX IpemnapaToB (
MEIUIMHCKUX Ta30B) JOJKHO OBITh YETKO ONMPEJEICHO B KaXKJI0M PETUCTPAIIMIOHHOM JI0ChE.
OOBIYHO CTaguM MPOU3BOACTBA M OYUCTKU Ta30B OTHOCAT K mNpou3BoAcTBY ADC. K
IPOU3BOJICTBY JIEKAPCTBEHHBIX MPENapaTOB OTHOCST Ta3bl, MOCTYIAOIINE Ha MOCIETYIONINe
ATanbl MIPOU3BOACTBA U3 KOHTEHHEPOB MEPBUYHOIO XPAHECHHUS.



[TpousBoacTso razoB kak ADC cremayer ocyIIecTBIATh B COOTBETCTBUU C TPEOOBAHUSIMH,
ykazanHeiMH B pazgeine Il [Ipasun Hagnexanieid mpou3BoACTBEHHOM npakThku EBpazuiickoro
AKOHOMHYECKOTO coro3a (manmee - IlpaBuiia), HACTOSIIUM JIOKYMEHTOM U JPYTUMH
COOTBETCTBYIOIIUMHU NMPUIOKEeHUAMH K [IpaBunam.

[Ipon3BOICTBO JEKAPCTBEHHBIX MpenapaTtoB (MEIHMIMHCKUX Ta30B) CIEAYET
OCYUIECTBJISATh B COOTBETCTBUH C TPEOOBaHUSIMU, YKa3aHHbIMU B yacTH | [IpaBus, HacTosmum
JOKYMEHTOM U JPYTMMHU COOTBETCTBYIOIIMMHU MPUIOKEHUAMH K [IpaBuiiam.

B HCKIIFOUMTENBHBIX CITydasX HENPEPBIBHBIE POLECCHI, HAUYMHAS C UCXOJHOTO CBIPbS IS
npousBoacTBa APC 10 mNpPOU3BOACTBA JEKAPCTBEHHOTO MpemnapaTra, MNpH KOTOPBIX
HEBO3MOKHO NPOMEXYTOYHOE XPaHEHME Ta3a, CIEAYeT paccMaTpHUBaTh Kak MPOU3BOJICTBO
JIEKapCTBEHHBIX MPEnapaToB. ITO JOJIKHO ObITh UETKO YKa3aHO B PETMCTPALIMOHHOM JIOCKE.

[TonoxxeHuss HACTOSAIIEr0 JOKYMEHTa HE PAcCHpOCTPAHSAIOTCS Ha MPOU3BOACTBO U
oOpaleHue MEAUIMHCKUX Ta30B B MEIUIMHCKUX YUPEKICHUSIX, €CIM TaKOW MpoIecC He
ABJISIETCS MPOMBIIIJIEHHBIM MPOU3BOJICTBOM. TeéM HE MEHee, COOTBETCTBYIOLIUE Pa3JEiibl
HACTOSIIET0 JOKYMEHTa MOTYT ObITh MCIIOb30BaHbl B KAUECTBE OCHOBBI JUIsI OpraHU3alNH
3TOM pabOTHI.

IIpon3BoACTBO ra3oB Kak aKTUBHBIX (papManeBTHIECKUX CyOCTaHITi

["a3bl KaKk akTUBHBIE (papMaLEBTUUYECKUE CYOCTAHIIMU MOTYT OBITH MOJYYEHBI yTEM
XUMHUYECKOT0 CHUHTE3a WJIM U3 HaTypaJIbHBIX HCTOYHUKOB IyTEM HUX OYUCTKH (TIpHU
HE00X0MMOCTH) (HarmpuMep, Ha 3aBOJIax IO Pa3JIeICHUIO BO3yXa).

1. TexHOJOrM4YECKHE MPOLECCHl MOJYYEHUS Ta30B 3TUMHU JBYMs METOJAMU CIIEYyET
OCYUIECTBJISITh B COOTBETCTBUM C TpeOOBaHUAMU, yKa3zaHHbIMU B yacTH Il [IpaBuin, ¢ yuerom
CJIEYIOLIETO:

a) TpeOOBaHUA K MCXOJHOMY CHIPBIO JIJISi aKTUBHBIX (DapMarieBTUYECKUX CyOCTaHIUH (
paznen 7 yactu Il IlpaBuin) He MpUMEHUMBI K MPOU3BOJCTBY aKTUBHBIX (papMalleBTUYECKUX
cyOcrannmii (nanee - ADC) - ra30B METOIOM pa3jiesieHrs BO3yXa (0JHAKO MPOU3BOINUTETh
JOJDKEH TapaHTHPOBaTh, YTO KAauye€CTBO MCIHOJB3YEMOI'0 BO3AYyXa COOTBETCTBYET
YCTAHOBJIEHHOMY M M3MEHEHMS KaueCTBa BO3/yXa W3 BHEIIHEHW cpebl HE OyayT OKa3bIBaTh
BJIMSIHUE HA KaY€CTBO ra3oB, MPOoU3BOAUMBIX Kak ADC);

b) TpeboBaHMs K HEMPEPHIBHOMY HU3YUYEHHIO CTAOMIIBHOCTH aKTUBHBIX (papMalleBTUUECKUX
cyocranumii (myHkT 11.5 gactu Il IIpaBui), ocymiecTBiaseMoMy ¢ IEIbI0 MOATBEPKIACHUS
YCJIOBUM XpAaHEHUS U CpOKa TOJIHOCTU (WJIM AaThl HOBTOPHOTO KOHTPOJs) (myHKT 11.2 yactu
IT [IpaBwmi1) HE MPUMEHSIOTCS B Cydae, €CIM B Ka4eCTBE JAHHBIX MEPBUYHOTO U3YyUCHUS
CTaOMJIBHOCTH OBLIIM MCHOJIB30BAHbBI JIUTEPATYPHbBIE JAHHBIE;

c) TpeOOBaHUS K KOHTPOJIBHBIM U apXUBHBIM oOpasiam ( myHKT 11.7 wactu I [1paBun) He
OPUMEHSAIOTCSA K ra3aM KakK aKTUBHBIM (papMalieBTUUEeCKUM CyOCTaHIUSAM, €CJIM MHOE HE
YCTaHOBJICHO.



2. CnenyeT NpOBOJAUTH MOCTOSHHBIM MOHUTOPUHI KauyecTBa ra30B KaK aKTUBHBIX
(dhapmaneBTHYECKUX CyOCTaHIIUM, MPOU3BOJUMBIX HEMPEPHIBHBIM METOJ0M (HAMpUMeED,
pazzeneHueM Bo3ayxa). Pe3ynbTaTbl MOHUTOPHHTA CIEIYET XPAaHUTh B BUJIE, TTO3BOJISIOIIEM
OCYILIECTBIISITH OIICHKY TE€HJICHIIH.

3. Kpome Toro:

a) yCJIOBUS TPAHCIIOPTHUPOBAHUS M JOCTaBKH HepachacOBaHHBIX I'a30B KaK aKTUBHBIX
(hapMalleBTUUECKUX CyOCTaHIIMNA JOJKHBI COOTBETCTBOBATH TPEOOBAHUSIM, YCTAHOBJICHHBIM
JUTSL METUITMHCKUX Ta30B ( MyHKTHI 19 - 21 HacTosAIIero J0KyMeHTa);

b) oneparuu HanoIHEHUs OATIOHOB UJIM NIEPEHOCHBIX KPUOTEHHBIX EMKOCTEHN ra3aMu Kak
aKTUBHBIMHM (DapMaIleBTHYSCKUMH CYyOCTAaHIHMSAMHU CJICAYET IMPOBOIUTH B COOTBETCTBHH C
TpeOOBaHUSIMH, YCTAHOBICHHBIMU JIJII MEIUIIMHCKUX Ta30B (IMMyHKTHI 22 - 37 HACTOSIIETO
JTOKyMeHTa), 1 TpeboBanusamu pasnena 9 gactu 1 [Tpasu.

IIpon3BoACTBO MEAMIMHCKHX Ia30B

[Ipon3BOACTBO MEIUIMHCKUX Ta30B, KaK MPABHIIO, OCYIIECTBIACTCS B 3aKPHITOM
o0opynoBanuu. B CBA3W C 3THUM pHUCK KOHTAMHUHAIIMU JaHHOW MPOAYKIUU U3
MPOU3BOJICTBEHHONW CpeIbl SABISETCS MHHUMalbHBIM. OJIHAKO CYIIECTBYET PHCK
KOHTaMUHAIMKU (UJIM NEPEeKPECTHON KOHTaMHUHAIIMKM JIPYTUMU ra3aMu) B OCOOCHHOCTHU IMpPH
MOBTOPHOM HCTIOJIb30BAaHUN €MKOCTEH.

4. TpebGoBaHnusi, mpuMeHsieMble K OajuioHaM, CIEAyeT TaKKe MPUMEHATh K rpymnmnam (
CBsSI3KaM) O0aJUIOHOB (32 HMCKJIIOYEHHEM CJIy4eB XpPAHEHUS U TPAHCHOPTHUPOBAHUS B
CHeIMATbHBIX KOHTEeHHEpax).

Ilepconan

5. Ilepconan, 3aHATHIA B MPOU3BOACTBE U PEATU3ALUN MEIUIMHCKUX Ta30B, TOJKEH
IpPOUTH COOTBETCTBYIOIee oOyueHue TpeOoBaHusiMm I[IpaBunam, cnenupuyeckuMm B
OTHOIIEHUM JAaHHOTO BHja MNpoayKiuu. [lepcoHan MOmKeH 3HATh KPUTHYECKU BaKHBIC
acleKThl M BO3MOXXHYIO OIACHOCTb, KOTOPYIO JIEKAPCTBEHHBIEC IpenapaTbl B BHUE
MEIUIIMHCKUX Ta30B MOTYT MPEJACTaBJIATh Ui MallMeHTOB. BoauTenu, oCylecTBISIONINE
MEePEBO3KY METUITMHCKHX Ta30B, TAKKE JTOJDKHBI IPOUTH COOTBETCTBYIOIIEE O0yUEHUE.

6. [lepconan moaApsTYMKOB, KOTOPBIM MOXKET OKa3aTh BIUSIHUE HA KQU€CTBO METUIIMHCKHUX
ra3oB (Hampumep, MepcoHaI, OCYIIESCTBISIONINA TEXHUIECKOE 00CTy)KUBaHNE OAITIOHOB WA
KJIAMIaHOB), IOJKEH MTPOUTH COOTBETCTBYIOIEE O0OyUEHHUE.

ITomemenns u 060pynoBaHHe
IlomMemenns

7. banjgoHbl M NEPEHOCHBIE KPUOTEHHBIE €MKOCTH HEOOXOIUMO MPOBEPATH,
NOATOTaBINBaTh, HAMOJHATH W XPaHUTh B 30HAX, OTACJIEHHBIX OT 30H pPabOTHI C



HEMEAMIMHCKUMU Ta3aMu. 3arpelaercs oOMeH OamuioHaMu (IIEpEHOCHBIMU KPUOTEHHBIMU
E€MKOCTSIMU) MEXAY 3TUMHU 30HaMH. OJTHAKO B OJHUX U TEX )K€ 30HAaX JOMYCKAIOTCs KOHTPOJIb
, TIOATOTOBKA, HAIOJHEHHWE W XpaHEHHE JPYyruX Tra3oB, €cld TpeOOBaHUS K HHUM
COOTBETCTBYIOT TpeOOBAHUSM K MEIUIMHCKUM Tra3aMm, a IpPOU3BOJCTBEHHBIC OIEpalUU
OCYULIECTBIISIIOTCSA B COOTBETCTBUU C TpeOoBaHusMHU [IpaBui.

8. [lomernieHus, B KOTOPHIX BBIMOJIHSAIOTCS OMEPAIMK MO MPOU3BOJICTBY, MPOBEICHUIO
UCIIBITAHUN U XPaHEHHUIO MEIUIIMHCKUX Ta30B, JOJHKHBI UMETh IUIONIA/lb, JOCTATOYHYIO JIJIS
UCKJIIOYEHMsI pUCKa NepenyThiBaHus. [1annpoBka nomenieHuii JomKkHa 00ecneunBarh:

a) OT/AeJIbHbIE MaPKUPOBAHHBIE 30HBI JIs1 Pa3INYHbIX [A30B;

b) omHO3HaYHOE 00O3HAUYCHHE W pa3JCICHUE MYCTHIX OANIOHOB (MEPEHOCHBIX
KPUOTEHHBIX EMKOCTEHN) U OAJIJIOHOB (IMIEPEHOCHBIX KPUOTEHHBIX €eMKOCTEH ), HAXOASAIIMXCS Ha
pa3HbIX CTaAusAX MPOU3BOJACTBA (HANMpUMEpP, HAAMUCU: "OXKUJAET KOHTpouas", "oxkujaaet
HarnoHeHus", "kapanTuH", "paspemnieH", "oTkiI0HEeH", "TOTOB K OoTMpaBke").

Crioco0, ucnoab3yeMblIi JUIsl JOCTUKEHHUS PA3IMYHbIX YPOBHEN pa3/iesieHusl, 3aBUCUT OT
XapakTepa, 00beMa U CIOXKHOCTH TEXHOJIOTHYECKOro mpoliecca. Mepamu 1o pas3ziesieHuro
MOTYT OBITh pa3MeTKa 110 30HaM Ha M0J1y, IEPEropoaKu, Oapbepbl, 0003HAUYECHUS U JP.

9. Ilocne COPTUPOBKU UM TEXHUYECKOTO 00CTYKUBaHUS ITyCThle OaJUIOHBI (IEPEHOCHBIE
KPUOTE€HHbIE €MKOCTH) M HaloOJIHEHHbIE OaJjIOHbl (IIEPEHOCHbIE KPUOTEHHBIE €MKOCTH)
CJIelyeT XpaHUTh I0J] HaBECaMH, 3alIUINAIOIIMMH WX OT HEOJarompusATHBIX MOTOIHBIX
ycioBuidl. HaronHeHnHsle 6aioHsl (IEPEeHOCHbIE KPUOTEHHbIE eMKOCTH) CIIEyeT XPaHUTh B
YCJIOBHSIX, TAPAaHTUPYIOMIMX UX AOCTABKY B YUCTOM BHUJE, KOTOPBIA OTBEYAET YCIOBUSM, B
KOTOPBIX OHU OYIyT UCIIOIH30BATHCA.

10. JomxHbl oOecrneynBaTbCs OCOOBIE YCIOBHS XPaHEHHS, COOTBETCTBYIOLIUE
TpeOOBAHUAM PETUCTPALMOHHOIO JIOChe (Hampumep, IJIs Ta3oBbIX CMeceil, B KOTOPBIX
MPOUCXOJIUT pa3ziesieHne a3 B Ciiydae 3aMOPaKUBAHUA).

O6GopynoBanne

11. ObGopynoBaHue HOMKHO OBITH CIHPOEKTUPOBAHO TaKUM OOpa3oM, YTOOBI
rapaHTHPOBATh, YTO HAJICIKAIIUM a3 HAMOJHIETCA B HAJIS)KAIUN KOHTeHep. Kak nmpaBuio
, HE JIOJDKHO OBITh COEMHEHUN MEX 1y TpyOOIIpOBOAAMHU, IO KOTOPHIM MPOXOJAAT pa3INyHbIe
ra3pl. B ciydae, eciu Takue COEAMHEHHS HEOOXOIMMBI (Hampumep, 00OpyJOBaHHE,
HCIIOJIb3yeMOE JJIs HAIlOJIHEHHMsS] CMECSIMU Ta3oB), IYTEM IPOBEACHHUS KBalu(UKaUU
HEO0O0XOJUMO rapaHTUPOBATh OTCYTCTBHE PHUCKAa MEPEKPECTHONM KOHTAMUHALMHU Pa3HbIMU
razamMy. B nononHeHue K 3TOMY pacHpeieNuTeNbHble KOJJIEKTOPhl JOJKHBI OBIThH
000pyZI0BaHbl CHEUU(PUUECKUMH COEIUHUTEIbHBIMU 3JieMeHTaMu. TpeOoBaHUS K
WCIIOJB30BAHUIO PACIPEIEIUTEIBHBIX KOJUIEKTOPOB M HMX COEIMHEHUW C KJlallaHaMHU
OQJIJTIOHOB MOTYT OBITh YCTAHOBJIEHBI B COOTBETCTBYIOIIMX HOPMATHUBHBIX MPABOBBIX AKTaX.
Hcnonp3oBanue Ha OJHOM IPOU3BOJCTBEHHOM YYacTKE COEJUHEHMH, COOTBETCTBYIOIIMX
pa3Iu4HBIM CTaHJAPTaM, CJIEAYyeT TIIATEIbHO KOHTPOIUPOBATh, TAKKE, KAK U UCIIOJIb30BAHUE



aJanTepoB, MPUMEHEHNE KOTOPHIX ObIBAET HEOOXOIUMBIM B HEKOTOPBIX CIIyYasiX COCTUHEHUS
cnenuUIecKnX CUCTEM HATIOJTHCHHUS.

12. Pe3epByapsbl 1y1si XpaHEHHS U TIEPEABUKHBIC ITUCTEPHBI JIJIS1 TOCTABKH JOJKHBI OBIThH
npeJHa3HauYeHbl TOJBKO JUISI OJHOTO BHJA Ta3a OMPEICICHHOIO KadecTBa. MeEIMIIMHCKHE
ra3bl MOTYT XPaHUTHCS W TPAHCTIOPTUPOBATHCS B TEX KE Pe3epByapax, UYTO U aHAJTIOTUYHBIC
HEMEIMIIMHCKHAE Ta3bl, IPU YCJIOBHH, YTO KA4eCTBO MOCJICIHUX II0 MEHBIICH Mepe
HKBUBAJICHTHO Ka4€CTBY MEIUIIMHCKUX Ta30B U coOmonatoTcs TpedoBanus [IpaBui. B Takux
ClTydasx JIOJDKHA OBITh OCYIIECTBIICHA U IOKYMEHTAIBHO O(OpMIICHA TIPOLIeIypa yIpaBiICHUS
PUCKaMH.

13. OOmas cucteMa pacupeelicHusl rada ¢ KOJUIGKTOpaMH MEIUIIMHCKOTO M
HEMEIUITMHCKOTO HAa3HAYCHUS UCIOJIB3YETCS JIUIIh TPU HAJTUYHH BaJUIUPOBAHHOTO METO/1a
HEJIOMyIICHUsI 00paTHOTO TMOTOKAa Ta3a W3 HEMEAUIIMHCKON CHUCTEMBI B MEIUIIMHCKYIO
CUCTEMY.

14. JlomkHBI OBITH CHICTIHABHO MPEAHA3HAYEHHBIC KOJJIEKTOPHI HAITOTHEHUS JJISI OJTHOTO
MEIUITMHCKOTO Ta3a WIM ONPEICICHHOH CMECH MEIMIIMHCKHUX Ta30B. B MCKIIFOUMTEIIBHBIX
CaydJasx JONMyCKaeTCs HAaMOJHEHHE Ta30B [JId JPYTUX MEIUIUHCKHX IeJed C
MCITIOJIb30BAaHUEM KOJIJIEKTOPOB, NIPEIHA3HAYCHHBIX JUIsI MEUIIMHCKHUX Ta30B, €CJIM JI0Ka3aHa
Takas BO3MOYKHOCTh M BECh MPOIIECC HAXOAUTCS MO KOHTPOJIeM. B 3TUX cirydasx KauyecTBO
HEMEIUIIMHCKOTO Ta3a JIOJDKHO OBITh MO KpaliHeld Mepe paBHBIM TPeOyeMOMYy KaueCTBY
MEUIIMHCKOTO Ta3a W JOJDKHBI coOMomarbes TpeboBanus I[lpaBuin. HamomHeHne M0KHO
MIPOU3BOAMUTHCS TIO IPUHITUITY OPTAHU3AIUH ITUKIIOB TIPOU3BOJICTBA.

15. PaboOTHI 110 PEMOHTY M TEXHHYECKOMY OOCIYKMBAaHUIO 000pYyaMOBaHUs (BKJIIOYAs
OYHCTKY ¥ TIPOTYBKY 00OPYIOBaHUS) HE JOHKHBI BIMATH Ha KA4€CTBO MEIUIIMHCKUX Ta30B.
B uwactHoCTH crnenmyeT pa3paboTaTh U JOKYMEHTAIBHO 0OPMUTHh MEPOIIPUATHS, TPOBOUMBIE
Moclie PEMOHTa U TEXHUYECKOro OOCHyXMBaHUA OOOpYJIOBaHUS, BKIIOYAOIINX
pasrepmeTusamnuio cucteM. OCoOEHHO BaXKHBIM SBISETCS MOJTBEPXKICHHE TOTO, YTO
obopyaoBaHHE CBOOOIHO OT 000N KOHTAMHUHAILIMM, KOTOpas MOXKET OKa3aTh BIMSHUE Ha
Ka4eCTBO TOTOBOTO MPOYKTA JI0 BBITYCKAa €0 B peain3alinio. 3amicu MpOBEeHHBIX padboT
JOJIKHBI COXPAHSATHCS.

16. Cnenyer pa3paboTaTh U JOKYMEHTAJIBHO O(OPMHUTH MPOLIEAYPHI, OCYLIECTBISIEMbIE
IpyU BO3BpaTe IHCTEPHBI HA Y4YacTOK pPabOThl ¢ MEIMIIMHCKHMMHU Ta3amMu (Tocie
TPAHCTIOPTUPOBAHUS HEMEIHMIIMHCKOTO Ta3a B YCJIOBUAX, YKa3aHHBIX B NyHKTe 12
HACTOSIIETO IOKYMEHTa, WK MOCJe ONeparuil Mo TeXHu4eckoMy obOciykuBaHuio). Takas
mporeaypa J0KHA BKIFOYATh B Ce0S aHATUTUYCCKHE HMCIBITAHHWS Ha HAJIMYHUE OCTATKOB
MPOJIyKTa.

JoxymeHTaImsa

17. JlanHble, BKJIIOYEHHBIE B JI0ChE HA KAXKAYI CEPUI0 HAIMOJHEHHBIX 0aIoHOB (
MIEPEHOCHBIX KPUOTEHHBIX €MKOCTEH), TOJDKHBI 00ECIIeunBaTh JUI KaKJI0T0 HAIOJHEHHOTO



0aJIOHa IPOCIIEKUBAEMOCTh HH(POPMALIMK O BCEX OCHOBHBIX IMapaMETPax COOTBETCTBYIOLIUX
CTauil HANOJIHEHUS. 3alKCcH, OTHOCAILIUECS K CEepUU (JI0ChE€ Ha CEpPHI0), TOJDKHBI, Kak
MIPABUIIO, COAEPKATD CIEIYIONIYI0 HH(OPMALIUIO:

a) HAMMEHOBAHKE MPOAYKIIHH;

b) HOMEp cepuu;

C) JlaTa ¥ BpeMs IPOBEICHUS ONEPaIMK 110 HAMIOJIHEHHUIO;

d) nmepcoHar, BRIMOIHABIIMI CYIIECTBEHHBIE ATAIBI MTpoliecca (HaIpUMeEpP, OUUCTKY JIMHUN
, IOJIy4YeHHUE UCXOHOTO ChIpbsS U MAaTEPUAJIOB, MOATOTOBKY JIMHHUI HAIlOJIHEHUS, IPOBEACHHE
HaIOJHEHUS U JIp.);

€) CCBUIKA Ha HOMEP CEpPHUH ra3a, KOTOPBIA UCIIOIB30BAJICS AJI ONEPALM 10 HAITOJIHEHHIO
B COOTBETCTBUHU C MYHKTOM 22 HACTOSIIETO JOKYMEHTa, BKIItoUas ero cTaTyc (pa3peuieHue K
HaIOJIHEHUIO);

f) o6opynoBanue, KOTOpOE UCHOIB30BATIOCH (HAPUMED, KOJUIEKTOP HAIOJHEHU);

g) KOJMYECTBO OAJJIOHOB (IMEPEHOCHBIX KPUOTEHHBIX €MKOCTEH) 10 omnepanuu
HAIMOJIHEHUS, BKJIIOYash UJACHTU(PUKALMOHHBIE JaHHBIE KaXJIOM EMKOCTH U ee
F€OMETPUYECKUN 00BEM;

h) onepariuu, BHIMOTHEHHBIC IO HAMOJTHEHUS (B COOTBETCTBUH C ITYHKTOM 3() HACTOSIIETO
JOKYMEHTA);

1) KJIFOUEBbIE MTapaMeTpbl, HEOOXOAUMBIE JUIs TIOATBEPKACHUS MPABUIBHOCTH MPOBEACHUS
ofepalyy MO HAMOJHEHUIO MPU CTAaHAAPTHBIX YCIOBUSIX;

j) pe3yapTaTbl COOTBETCTBYIOIIMX MPOBEPOK, TapaHTUPYIOUIUX, YTO OaIoHBI (
NEPEHOCHBIE KPUOTEHHBIE €MKOCTH) ObLIA HAIIOJHEHBL;

k) oOpazel 3STUKETKHU CEpUH;

1) cneunduxanus 1eKkapcTBEHHOIO CPEACTBA U PE3YJIbTAThl UCTIBITAHUI 1O KOHTPOIIO
KadyecTBa (BKJIOYasi CCHUIKM Ha TEKYyIIee COCTOSIHHE KaJuOpoBKM 0OO0OpyAOBaHMS,
MCIIOJIb30BAaHHOTO B X0/JI€ UCTIBITAHU);

m) KOJUYECTBO OTKJIOHEHHBIX OalJIOHOB (IMEPEHOCHBIX KPUOTEHHBIX €MKOCTEH) C
yYKa3aHUEM UX UHIUBUAYATbHBIX UACHTHU(PUKAMOHHBIX JAaHHBIX U IPUUUHBI OTKIOHEHUS;

n) MoapoOHBIE CBEACHUS O BCeX MpoOIeMax U OTKIOHEHUSAX, YTBEPKICHHOE pa3penieHnue
Ha JIF000€ OTKJIOHEHHE OT MHCTPYKIIM 110 HAIIOJIHEHHUIO;
0) pa3pelieHre yIoJHOMOYEHHOTO JIUIA Ha BBIMMYCK CEpUH, AaTa U €ro MOJIUCH.

18. JIoJ>KHBI COXpaHATHCA JOChE Ha KaXKAYI0 CEpPHIO rasa, MpeJHAa3HAYCHHYIO I
HAIOJTHEHUSI pe3epBYapoB B MEIULIMHCKUX YUpexAeHUIX. TpeOoBaHuUs K COIEPIKaHUIO TAKUX
JOChE 3aBHUCAT OT TPEOOBAHMN COOTBETCTBYIOIIMX HOPMATUBHBIX IPABOBBIX AaKTOB
rocyJapcTB - 4jeHOB EBpa3uilcKOro 3KOHOMHMYECKOI'O CO03a, HO, KaK MPABUIIO, JOChE
JOJIKHO BKJIIOYATh B CE0sI CIIEAYIONTYI0 HH(POPMAIIHIO:

a) HAMMEHOBaHUE NPOAYKIUH;
b) HOMED cepuu;



C) CChUIKA Ha WJCHTU(PUKAITMOHHBIN HOMEpP €MKOCTH (LIMCTEPHBI), B KOTOPOU cepus

paspelieHa K peanu3aluy;
d) nata u Bpemst onepanuu no HaloJHEHUIO;
€) MepPCOHA, BHITIOJIHUBIINN HATIOJTHEHNE EMKOCTH (IIUCTEPHBI);

f) undopmanus o KoHTeHHEpe, U3 KOTOPOro MPOU3BOIMIOCH HAMOJHEHUE, U O Tase,
MCIIOJIb30BABIIEMCS JJI HAITOJTHEHMUS;

g) CBeZIcHUsI 000 BCEX CYILECTBEHHBIX JIETANISAX HAIOJIHEHUS,

h) cnenudukanus Ha TOTOBBIM JIEKAPCTBEHHBIN TMpenapar U pe3yiabTaThl KOHTPOJIS
KadyecTBa (BKJIOYasi CCHUIKM Ha TEKYyIIee COCTOSIHHE KaJuOpoBKM 0OOOpyAOBaHMS,
MCIIOJIb30BAaHHOTO B X0/JI€ UCTIBITAHU);

1) moapoOHbIe cBeJeHUs 000 Bcex mpoliieMax M OTKJIOHEHUSX, YTBEPKICHHOE
paszpelieHue Ha J100e OTKIIOHEHHE OT MHCTPYKIIMIA M0 HAIMIOJIHEHUIO;
]) pa3pelilieHre yIoJHOMOYEHHOTO JIMIIa Ha BBIITYCK CEPUH, 1aTa U €ro MOAINHKCH.

IIpoussoncTBo
IlepemMemenne 1 AOCTaBKa KPHOTCHHBIX H CXXIKEHHBIX I'a30B

19. [lepeMenieHne KpUOTE€HHBIX WU CKUKEHHBIX FA30B C MECTA NEPBUYHOTO XpaHEHHUS (
BKJIIOYasl KOHTPOJIb IEpEe] IMEPEMEIICHUEM) CIEAYET OCYIIECTBISTH B COOTBETCTBHM C
BaJIMMPOBAHHBIMU MPOIEAYpPaMU, Pa3pabOTaHHBIMU C LEJIbI0 MPEJOTBPAILICHUS BO3MOKHON
KOHTaMHUHaIMu. TpyOompoBoI, 0 KOTOPOMY MEpEeMeIaeTcs Ta3, J0JKEH ObITh 000py10BaH
OoOpaTHBIM KJIallaHOM MJIM APYTUM COOTBETCTBYIOLIMM ycTpoilcTBOM. ['mOkue coequHeHus,
HECTAlHOHAPHBIE COEJUHUTEIbHbIE IUIAHTH W CpEICTBa i1 COEAUMHEHHUS Iepen
UCIOJIb30BaHUEM JIOJKHBI OBITH IPOMBITHI IOTOKOM COOTBETCTBYIOIIETO ra3a.

20. lnaHry, UCTOIB3yEMbIE JJI1 HAIOJTHEHUSI pe3€pPBYapOB U LUCTEPH, TOJKHBI ObITh
00OpyI0BaHbI CPeACTBAMH JIJIsl COEUHEHUS, CTIEUaIbHO MPEeIHa3HAYeHHBIMU JUIsl TaHHOM
npoaykuuu. Mcrnonp30oBaHME aJanTepoB, MO3BOJISIOMIUX MOAKIIOYATh pE3epByapbl U
LUCTEPHBI, JOJHKHO KOHTPOJIUPOBATHCS HAAJIEKAIIUM 00Pa30M.

21. Ilogaua rasa B pe3epByapbl, COAEpKalINe aHAJIOTHYHBINA ra3 TaKOro K€ YPOBHS
KauecTBa, MOXET OBIThb OCYIIECTBICHAa NpPH HAJIHMYUH MOJIOKUTEIBHBIX PE3yJbTaTOB
UCTBITAaHUI KauecTBa M0/1aBaeMoro rasa. McneiTyemslil 06pazer; MoKeT ObITh 0TOOpaH Kak U3
II0JIaBa€MOr0 rasa, Tak ¥ U3 pe3epByapa IociIe 3aBEpIICHUs 10Ja4y ras3a.

Oco0Oble Mepbl B OTHOIIEHUWU HAIOJIHEHUS PEe3epBYapoB, PACIHOJIOKEHHBIX Y
NOTpeOuTENeH, U3JI0KEHBI B IMYHKTE 42 HACTOALIETO JOKYMEHTA.
Hanonnenue u MapkupoBka 0amyioHOB (IEPEHOCHBIX KPUOTEHHBIX EMKOCTEH)

22. Ilepen HanosHeHUEM 0alNIOHOB (MEPEHOCHBIX KPUOTEHHBIX EMKOCTEN) cepus (cepun)
raza JOJDKHa ObITh MJICHTH(PUIMPOBAHA U MPOKOHTPOJHMPOBAHA B COOTBETCTBUHU CO
crienMpUKAUsIMU U pa3pelleHa s IPOBEACHHs HAllOJIHEHUSI.



23. B cnyyae HempepbhIBHBIX MPOIECCOB, OMPEACICHHBIX B MPUHIMIAX HACTOSILIETO
JOKYMEHTa, JJIsi 00ecreyeHusi COOTBETCTBUS ra3a ClelUH(PUKALUAM CIeIyeT yCTaHOBUTH
COOTBETCTBYIOIIHE TOYKH KOHTPOJISI MPOU3BOJICTBA.

24. bannoHsl, IEPEHOCHBIC KPUOTEHHBIE €MKOCTH M KJaIlaHbl JOJHKHBI OTBEYATh
YCTAHOBJICHHBIM TEXHUYECKUM CHEU(PUKALMUAM U TPEOOBAHUSIM PETUCTPALIMOHHOTO JOChE.
OHM AOJDKHBI OBITH TpEJHAa3HAYEHBl TOJIBKO [JIE OJHOTO MEAMIMHCKOrO Trasza Wiu
ONpENEIICHHON CMECH MEIMIIMHCKUX Ta30B. BalloHbl MOJKHBI OBITH MapKHUpPOBaHBI C
HCHOJIb30BAHUEM IIBETOBOM MAapKUPOBKM [0 COOTBETCTBYIOIIMM cTaHaapTam. Jlis
oOecreueHns] COOTBETCTBYIOIIECH 3alIUThl OT KOHTAMUHALMKU OAJUIOHBI CIEAyeT OCHAIIaTh
KJIallaHaMU yJIepKaHUs MUHUMAJIbHOTO JIaBJIICHUSI C MEXaHU3MaMU MPEI0TBPAILICHHS TOTOKA
raza B 00OpaTHOM HampaBJICHUU.

25. bannoHsl, IEPEHOCHBIE KPUOTEHHBIE EMKOCTH U KJIAMaHbl CJIEIyET MPOBEPSIThH Mepe
NEPBBIM UCIIOJI30BAHUEM B MPOU3BOJICTBE U CIEAYeT 0OCTYKUBATh HaJJIEKAIIUM 00pa3oM.
[Ipy McnoOnp30BaHUM MEAMIMHCKUX M3JEIUNA UX TEXHUYECKOE OOCIyKMBAaHHE JOJKHO
OCYILECTBIJISITECA B COOTBETCTBUU C UHCTPYKIUSIMH POU3BOAUTENS.

26. Onepanuu 1Mo MNPoOBEPKE U TEXHUUECKOMY OOCITY>KMBAHUIO HE JTOJDKHBI OKa3bIBaTh
HEraTUBHOTO BO3JICHCTBUS HA Ka4eCTBO M 0€30MacHOCTD JICKAPCTBEHHOTO mpemnapara. Bona,
UCIIOJIb3yeMast JUIsl UCIIBITAHUM OAJIJIOHOB TUJIPOCTATUYECKUM JaBICHUEM, JOJDKHA ObITh Kak
MHUHUMYM ITUTHEBOTO KaueCTBa.

27. Jlns moaTBepKACHUS OTCYTCTBUSI KOHTAMUHAIIMK BHYTPEHHEE COCTOSIHHE OaJJIOHOB
10 YCTAHOBKM KJlallaHa JOJDKHO ITOJBEPraTtbCs BU3YAIbHOMY OCMOTPY Ha HOpeaMeT
OTCYTCTBUSI OCTATKOB BOJBI UM APYTUX KOHTAMHUHAHTOB. DTY ONEPALUIO CJIEYET BHITOIHATh
KaK 4acTh MPOBEPOK M TEXHUUYECKOTO oOchmyxuBaHHs. OHAa JOJKHA OCYIUECTBIISITBCA B
CJIEIYIOIIUX CITy4YasX:

HOBBIE OaJJIOHBI BIEPBBIEC UCIIOJIB3YIOTCS ISl MEIULIIMHCKUX Ta30B;

OBLITM TIPOBEACHBI MCIBITAHUS TUIPOCTATUYCCKUM JIaBJICHUEM WIJIM SKBUBAJICHTHBIM
UCIIBITAHUEM C JIEMOHTAKEM KJlanaHa;

IPOU3BEEHA 3aMEHA KJIallaHa.

[locne ycTaHOBKM KJIallaH JOJKEH HAXOAUTHCA B 3aKPBITOM COCTOSIHUM IS
MpeNoTBpallleHuss 000 KOHTaMUHAUMU. B ciaydyae BO3ZHUKHOBEHMS JIFOOBIX COMHEHMI
OTHOCHUTEJIbHO BHYTPEHHETO COCTOSHMs OajuioHa KJamaH JOJKEH ObITh JIEeMOHTHPOBAaH, a
OaJIJIOH TOJABEPTHYT BHYTPEHHEMY OCMOTPY JI 00ECNEeYeHUs YBEPEHHOCTH B OTCYTCTBUU
KOHTAMUHALIUH.

28. [IpousBoAUTEINb JEKAPCTBEHHBIX MPENAPATOB HECET OTBETCTBEHHOCTD 38 TEXHUYECKOE
oOCIy’)KMBaHUE W PEMOHT OAJTOHOB, MEPEHOCHBIX KPUOTEHHBIX €eMKOCTeH U KiamaHoB. [Ipu
BBITIOJIHEHUHU JTUX paboT MO COIVIAIEHWI0 OHHM JOJKHBI BBIMOJHSATHCA TOJIBKO
YTBEPKJICHHBIMU UCHOJHUTENSIMU. CornalieHue A0JKHO COJIEPKAaTh TEXHUUECKUE YCIOBUS
BBITIOJIHEHUSI TakuxX paboT. CrenyeT MpOBOAWTH ayAUT HCIOJHHUTENEH Takux padoT ams
oOecrieueHus: yBEpEHHOCTH B COOJIFOICHUH UMM COOTBETCTBYIOLIUX CTaHIAPTOB.



29. lomxHa OBITh B HAJIMYUU CHCTEMA, MO3BOJISAIONIAsl 00ECIEUNUTh MPOCIEKUBAEMOCTb
0aJIOHOB, MEPEHOCHBIX KPHOTCHHBIX EMKOCTEH M KIIAMIaHOB.

30. IIpoBepka mepe onepalei HalmoJHESHHS 0 KHA BKIIOYATh B ceOs:

a) B ciydyae 0ajuIOHOB - MTPOBEPKY MO YCTAHOBJIEHHOM MPOLIEype HAIUYUS OCTATOYHOTO
M30BITOYHOTO JIABJICHUS ISl KaXI0Tr0 OaJuioHa:

eciau OayioH 0OOpYJOBaH KJAlaHOM YJAEp’KaHUS MUHUMAJIBHOTO JIaBJCHUS, MPU
OTCYTCTBHH CHUTHAJIA, CBUICTEIHCTBYIONIETO O HAJTHUYNU OCTATOYHOTO M30BITOYHOTO JABICHHUS
, IOJDKHA OBITh MPOBEJIEHA MPOBEPKa KilanaHa (€ciu KianaH GyHKIIMOHUPYET HEMPABHUIIBHO,
0aJuIOH TOJKEH OBITh OTIPABIIEH HA TEXHHUECKOE 00CITy)KHUBaHHE);

eciau OanjoH HE 00OpYJOBaH KIAMaHOM yEp)KaHUS MUHHMATbHOTO JAaBJICHUS U B
OajutoHe HEe O0HAPYKEHO OCTATOYHOT'O M30BLITOUYHOTO JIABJICHUS, TAKOW OAJIIOH JTOJKEH OBITh
OTIIpaBJICH JJISl TIPOBEJCHUS JOMOJHUTENbHBIX HCTIBITAHUHI C LIETBI0 MPOBEPKH OTCYTCTBHS
KOHTaMUHALIUU BOJION WJIM APYTMMU BEIIECTBAMH (JIOMOJIHUTEIbHBIE MEPBI MOTYT BKIIFOUATh
B ce0sl BU3yaJIbHBbII OCMOTpP BHYTPEHHETO COCTOSIHUS OajlIOHa, KOTOPBIM MPOBOJIUTCS MOCIE
OUYHMCTKH C UCTIOIH30BAHUEM BAJIUTUPOBAHHOTO METO/IA);

b) mpoBepKky IJs MOATBEPXKACHHS TOTO, YTO HIACHTU(PUKAIMOHHBIE ITUKETKU
IpebIIyIIel Cepun OTCYTCTBYIOT;
C) MPOBEPKY TOTO, YTO BCE MOBPEKICHHBIC UACHTH(PUKAIIMOHHBIC dTHKETKUA MPOIYKTa
yAaJeHbl U 3aMEHEHBI;

d) BHeLIHUI BU3yaJIbHBI OCMOTP Ka)J0ro 0ajuioHa, IEPEHOCHON KPUOTEHHON €EMKOCTH U
KJIallaHa C LEJbI0 BBISBICHUS PAKOBHUH, CBAPOUYHBIX MPOXKUTOB, JPYTHUX MOBPEXKICHUMH,
KOHTaMUHAIIMK MacjaMu U MpU HEOOXOAUMOCTHU MTPOBEJACHUE OYUCTKY;

€) IPOBEPKY COCAMHEHHUS MaTpyOKa KaKJO0ro OaioHa WU MEPEHOCHOW KPUOTEHHOU
€MKOCTH Ha COOTBETCTBHE TUITY COEMHEHUS AJIs HAIIOJIHSAEMOTO ra3a;

f) mpoBepky naThl cleayIOMEero UCIBITaHUS KianaHa (s KJIamaHoB, MOJJIEKAIINX
MePUOIMYECKON MPOBEPKE);

g) TpoBepKy OaUIOHOB WJIM TIEPEHOCHBIX KPUOTEHHBIX €MKOCTeH HJisi oO0ecredeHus
rapaHTUd TMPOBEICHUS BCEX HEOOXOAMMBIX HCHBITAHUN (HampuMep, MPOBEPKY
TUAPOCTATHYECKUM JABJICHUEM WM SKBUBAJCHTHBIM HCIIBITAHUEM) B COOTBETCTBUH C
HOPMAaTUBHBIMH MPABOBBIMH aKTaMH TOCYAApCTB - 4ieHOB EBpa3zniickoro sKOHOMHYECKOTO
COI03a U MIPOBEPKY JEHCTBUTEILHOCTH PE3YIbTATOB 3TUX UCIBITAHUIA;

h) mpoBepky LBETOBOW MapKHUPOBKM Ka)XJ0ro OajjaoHa B COOTBETCTBUM C
PETUCTPAlIMOHHBIM JOChe (IIBETOBash KOJMPOBKA YCTAHABJIMBAECTCS HOPMATHUBHBIMHU
MIPABOBBIMU aKTaMH TOCYAapCTB - WICHOB EBpa3suiickoro 5KOHOMHYECKOTO COI03a).

31. Pa3mep cepun J0KEH OBITH ONpeesieH B 3aBUCUMOCTH OT OTEpaIllii HATIOJTHEHHUS.

32. banionsl, BO3BpalllaeMble Ha MOBTOPHYIO 3aMpPaBKY, JOJKHBI ObITh TIIATEIHHO
MOATOTOBJICHBI C UEJIbI0 MHUHHUMH3AIMM PUCKAa KOHTAMUHALMU COTJIACHO TPEOOBAHHSIM
PETUCTPALIMOHHOTO 10Che. MeToIMKH, BKITIOUAIoIIKe B ce0s MPOoLeIypbl OTKAYMBAHUS U (WK
) IpPOAYBKH, JOJKHBI OBITH BAJIMUPOBAHBI.



JI71s1 cKaThIX Ta30B TEOPETUUECKOE COMIEpKaHNE MPUMECH MTpU AaBieHUH HanoJHeHus 200

0ap nomkHO coctaBiaTh He Oosee 500 o6beMubIx vacteit Ha 1 000 000 mpu 15 el Hns
JIPYTUX AaBJICHUN OMPEACIISIIOTCS DKBUBAJICHTHBIC 3HAUCHUS.

33. C uenbi0 MUHUMM3AIMU PUCKA KOHTAMUHALIMU MEPEHOCHBIE KPUOTEHHBIE EMKOCTH,
BO3BpallaeMble Ha MOBTOPHYIO 3alpaBKy, JOJDKHBI THIATEIBHO MOJATOTABINBATHCS COTJIACHO
MpoIeAypam, OMMMCAHHBIM B PETUCTPALIMOHHOM J0ChE. B 4aCTHOCTH NEepEeHOCHBIE EMKOCTH, B
KOTOpPBIX OTCYTCTBYET OCTaTOYHOE [aBJEHHUE, MJOJDKHBI OBITh MOATOTOBICHBI C
MCITOJIb30BAaHUEM BaJIUAMPOBAHHOIO METO/IA.

34. Jlns oOecrnieyeHUs] TapaHTHUU MPaBUIBHOTO HAMOJHEHUS KaXaAoro OamioHa (
MEPEHOCHON KPUOTEHHON €MKOCTH) CIIETyET IPOBOJIUTH COOTBETCTBYIOIINUE MMPOBEPKHU.

35. Kaxnpiii HamoJdHEHHBIH OaNIOH J0 YCTAaHOBKU yCTPOMCTBAa KOHTPOJS TEPBOTO
BCKpBITUS (MYHKT 36 HACTOSIIEro JOKYMEHTa) JOJDKEH ObITh MPOKOHTPOJIMPOBAH Ha
OTCYTCTBHE YTE€UYKH C UCMOJb30BAHHEM COOTBETCTBYIOIIEro Metoja. Mcmnonb3yemblil MeTon
KOHTPOJISL HE JTOJKEH MPUBOAUTH K KOHTAMHUHAIIMY TTOBEPXHOCTH NaTpyOKa Kiamnana 0ajioHa
, ¥ TI0O BO3MOKHOCTH TaKOH KOHTPOJIb TOJDKEH OCYIIECTBISATHCS MOCIe 0TOOpa BCEX 00pa3IioB
IUTs1 KOHTPOJISI KAYECTBA.

36. [locne HamoJHEHUS Ta30M MAaTPyOKHU KJIAMaHOB OAJVIOHOB JIOJKHBI OBITh 3aKPBITHI
KOJITTaYKaMu JUIsl 3allUThl OT KOHTamMuHanuu. Ha OamioHbl (IEpeHOCHBIE KPUOTEHHBIC
€MKOCTH) JIOJKHBI OBITh YCTAHOBJIEHBI YCTPONUCTBA KOHTPOJIS IEPBOTO BCKPHITHUS.

37. Kaxnpiii 6amioH (IepeHoCHas KpUOTeHHAsi EMKOCTB) JIOJIKEH OBITh MPOMAapKUPOBAH C
MTOMOIIBI0 ATUKETOK. HoMep cepun U CpoK TOJHOCTH MOTYT ObITh YKa3aHbl Ha OTACIbHOU
ATUKETKE.

38. Ilpu mpou3BOJCTBE MEAUIIMHCKUX T'a30B MyTEM CMEIIMBAaHUS JBYX WU Ooliee
Pa3JIMYHBIX Ta30B (B JUHUU JJIs1 HAMIOJTHEHUS MO0 HEMOCPEACTBEHHO B OallJIOHAX) JOJKEH
UCIIOJIb30BaThCSl BAJIUAMPOBAHHBIM METOJ CMEIIMBAHUS, KOTOPBIA TrapaHTUPYET, UYTO Ta3bl
JOJKHBIM 00pa30M CMEIIaHbl B KayKJJ0M OaJuIOHE U TOMOT€HHOCTh CMeCH 0OecreueHa.

KonTpois kagecTBa

39. Kaxxgas cepusi MEIMIIMHCKOTO Tra3a (0ajjIoHbl, IEPEHOCHbIE KPUOTEHHbIE EMKOCTH,
pe3epByapbl B MEIULMHCKUX YUPEXKICHUSAX) AOJKHA OBITh MNPOKOHTPOJIMpPOBaHA B
COOTBETCTBHUH C PETUCTPALMOHHBIM JIOChE U Ha KAXKAYI0 CEPUI0 MEAUIIMHCKOIO raza JI0KHO
OBITh MOJTYYEHO pa3pelIeHIe YIOJTHOMOYEHHOTO JIUIA Ha BBITYCK.

40. [1nan or6opa mpod U 00BEM TPOBOUMBIX UCIIBITAHUHN JTOKHBI OTBEYATh CIEAYIOIIUM
TpeOOBaHUSIM B OTHOIICHUU OAJIOHOB (€CIU B PETUCTPALIMOHHOM JIOChE HE YCTAHOBJICHO
HHOE):

a) €cJIM TOJbKO OJUH MEIUWUMHCKUN ra3 HaloJHIETCS B OAJUIOHBI C UCIOJIb30BAHUEM
KOJJIEKTOPa, K KOTOPOMY OJJTHOBPEMEHHO IMO/ICOEAUHSAIOTCS HECKOJIBKO OaJIJIOHOB, Ta3 OJIKEH
OBITh TMPOKOHTPOJMPOBAH KAaK MHUHMMYM M3 OJHOTO OajsloHa ISl YCTaHOBJICHUS



MO/JTMHHOCTH ¥ KOJIMYECTBEHHOTO onpeneneHus. O0pasiibl TOJKHBI OTOUPATHCS OT KaX 0T
IIMKJIa HAITOJIHCHHUSI TTPY 3aMEHE 0aUIOHOB, TIOJIKIIFOUCHHBIX K KOJJIEKTOPY;

b) ecau TOMBKO OJWH MEAMITMHCKUUN Ta3 HAMOJHSIETCS B OAJUIOHBI B paMKaX OJHOTO
IPOU3BOACTBEHHOTO ITUKJIA B OJIMH MPOMEXKYTOK BPEMEHH, 110 KpalHel Mepe OJuH OaJlJIoH
MPU KKJIOM HETPEPHIBHOM ITUKJIC HATIOJHEHUS JOJIKEH OBITh MPOBEPEH HA MOTMHHOCTD U
KOJMYECTBEHHOE cojepkanue. [IpuMepom HempepbIBHOTO IHMKJIA HAMOJHEHUS SBISETCS
MIPOM3BOJICTBO B TCUCHUE OJHOW CMEHBI OJTHUM M TE€M K€ MEPCOHAJIOM C MCIOJIb30BAHUEM
OJIHOTO 000PYIOBaHUS U OJIHOM CepUM rasza, KOTOPbIi pac(acoBbIBAJICS;

C) eClIi MEIUITMHCKUH Ta3 TOTOBUTCS ITyTEM CMEIIMBAaHKS B OallJIOHE IBYX WM OoJiee
Pa3IUYHBIX Ta30B U3 OJHOTO U TOTO K€ PaCHpPeJeIUTEILHOTO KOJUIEKTOPA, Ta3 U3 KaKI0TO
0ayIoHa T0JKEH OBITh MPOKOHTPOIUPOBAH HA MOAIMHHOCTD U KOJIMYECTBEHHOE COJICpIKAaHUE
BCEX KOMIIOHEHTOB Ta30BOM CMECH. B OTHOIIEHWHM BCIIOMOTATENBHBIX BEMIECTB (TIPU UX
HAJIMYKN) UCTIBITAHKWE HAa TTOJJIMHHOCTh MOXET BBITIOJHITHCS JIJIs1 OAHOTO OalljIoHa U3 UK
HAIOJTHEHUS (WU IS KaKIOTO HEMPEPHIBHOTO IMKJIa HAMMOJTHEHUs ). MEeHbIIee KOJIMIECTBO
OQJIJIOHOB MOYKET MOJIBEPraThCs UCHBITAHUSM B CIIy4ae UCIOJIb30BAHUS BAJTUAUPOBAHHBIX
aBTOMATU3UPOBAHHBIX CUCTEM HAIIOJIHCHHUS,

d) B OTHOIIEHNU Ta30B, CMEIINBAHNE KOTOPHIX MPOUCXOJUT O HATMOIHEHHUS, CIETyeT
coOJII0IaTh T€ K€ MPHUHIIMITBI, YTO ¥ B OTHOIICHHWM HAIOJHEHUS OJHUM ra3oM, Korja Ha
JUHUM OCYIIECTBIACTCS HEMPEPBIBHBIA KOHTPOJIb CMECH Ta30B, HMCIOJb3YEMbBIX IS
HATOJIHEHUS.

B oTHOmeHnn ra3oB, CMEMIMBAHWE KOTOPBHIX MPOUCXOIUT O CTAJWH HATIOJHCHWUS,
CleayeT MPUIEPKUBATHCS TEX K€ MPUHIIUIOB, KaK U IS Ta30B, CMEIIMBAHUE KOTOPBIX
MIPOBOJIUTCSA B Oa/UIOHAX, IPU OTCYTCTBHH Ha JTUHUU HEMPEPHIBHOTO KOHTPOJISI CMECH Ta30B,
MCITIOJIb3YyEeMBIX JIJIsl HATTOJIHEHHUS.

JIOIKHBI BBITTOTHATHCS UCIIBITAHUSI HA COZICPYKaHNE BOBI, €CITH HE YCTAaHOBJIICHO HHOE.

Bo3M0XHO HCTIONB30BaHUE APYTUX METOAUK OTOOpa OOpasloB M HCHBITAHWUN MPHU
HaJIMYMHA KaK MUHUMYM TaKOTO YK€ YPOBHS 00€CIICUeHUs Ka4eCTBa.

41. 3aBepiiaroniyue UCTIBITAHUS IEPECHOCHBIX KPUOTCHHBIX €MKOCTEH JOJIKHBI BKIIFOYATh
UCIBITAHMS HAa TIOJJTMHHOCTh M KOJIMYECTBEHHOE ONpEIeTICHUE MPOIYKTa B KaXkKI0M EMKOCTH,
€CIIM MHOE€ HE MPEIyCMOTPEHO B PETUCTPAIMOHHOM J0Che. BBIOOpOUYHBIN MOCEpUMHBII
KOHTPOJIb MOKET UCIOJIb30BAThCA TOJIBKO B CIIy4ae, eclid ObUIO IPOJEMOHCTPUPOBAHO, YTO
nepe 1 MOBTOPHBIM HAITOJTHEHHEM KPUTHYECKUE XapaKTEPUCTUKH OCTATOYHOTO Ta3a B KaKI0M
€MKOCTH OCTAJIUCh 0€3 N3MEHEHUH.

42. He tpeOyercs mpoBeaeHUe oTOOpa 00pas3ioB MOCIE MOBTOPHOTO HAMOJIHEHUS
KPUOTEHHBIX €eMKOCTEH OTPEOUTENICH B MECTE HCTIOIB30BaHUS (pe3epBYyaphbl B METUIIMHCKUX
YUPEKIACHUSAX WU MEPEHOCHBIE KPUOTEHHbIE €MKOCTH) U3 CHEIHUAIbHO MpeaHa3HauYeHHbIX
[UCTEPH TIPU HAJIUYUHU COMPOBOXKIAIOIIETO TOCTaBKY TOKYMEHTA, IOJITBEPIKIAIOIIETO



Ka4ecTBO HMX coaepKUMoro. OIHAKO MOCie MOCJIEN0BATEIBHBIX OBTOPHBIX HANOJHEHHM
CleqyeT YIOCTOBEPUTHCSA, UTO KayecTBO ra3a B EMKOCTSIX NOAAEPKUBAETCS Ha
YCTaHOBJICHHOM YPOBHE.
43. He TpebyeTtcsi coxpaHsTh KOHTPOJIbHBIE U apXUBHbIE 00pa3Ilbl CepUil MPOAYKIIUH,
€CJI ATO HE NMPEAYCMOTPEHO JOKYMEHTALUEH.
44. He tpebyercst npoBeJeHUE MPOAOKAIOUIETOCS M3YUYEHUsI CTaOMJIBHOCTH, €CIIU
MEPBUYHOE M3YUYEHUE CTAOMIIBHOCTHU OBLIO 3aMEHEHO OMOIHOrpapruuecKuMU JaHHBIMU.

TpaHCIOPTHPOBaHHE I'a30B

45. HanosniHeHHbIE Ta30Bble 0AIOHBI U IEPEHOCHBIE KPUOTEHHbIE EMKOCTHU JOJIKHBI OBbITh
3aIMIIEHBI BO BpEMs TPAHCIIOPTUPOBAHUS, B YACTHOCTH, JOCTABIIATHCS 3aKa34MKaM B YUCTOM
COCTOSIHUU, COOTBETCTBYIOIIEM YCIOBHSAM UX JTATbHEHIIEr0 UCIOIb30BaHMS.

TepMUHEI ¥ onpefieNCHUA

"amOynaTopHbIl kproreHHbIl cocya" (home cryogenic vessel) - mepeHOCHON TePMHUUECKU
M30JIMPOBAHHBIN KOHTEHHEP, CKOHCTPYUPOBAHHBIN IJI XPaHEHUS CKIDKEHHOTO KHUCIOPOIa U
MCTIOJIB30BaHUS ra3000pa3HOro KUCIOPOAa Ha JIOMY Y TIaIlMeHTa,;

"6amton" (cylinder) - koHTelHEP OOBIYHO HUIAMHAPUYECKON (POPMBI, TPUCTIOCOOICHHBIN
IJISL CKATOTO, CKMXKEHHOTO WJIM PACTBOPEHHOTO T'a3a M OCHAIEHHBIN IPUCIIOCOOICHUEM IS
PETYIMPOBKH CIIOHTAHHOTO BBITEKAaHWS raza MpU aTMOC(EPHOM HaBICHHUH M KOMHATHOU
TEMIIEPATYPE;

"ra3" (gas) - BEIIECTBO WJIM CMECh BEIIECTB, KOTOpbie Tipu AaBieHuu 1,013 Gap u

TeMIIepaType IIIOC 20" C HaxomATCS MONHOCTBIO B razo00pa3HOM COCTOSIHUU WJIM TIPU

TEMIIEPATYPE IUTIOC 50° C naBnenue nx napoB MpeBbIIaeT 3 dap;

"ra3 Kak akTWBHas (apmareBTuyeckas cyoctanuus" (active substance gas) - ras,
NpeAHa3HAUYCHHBIA JJIsI WCIOJB30BaHUS B KaueCTBE AaKTUBHOW (hapMareBTUUYECKON
cyOCTaHIIMU I TPOU3BO/ICTBA JIEKAPCTBEHHOTO MIpernapaTta;

"rpynna (cBsizka) 6amionoB" (cylinder bundle) - coOpanHbIe U 3aKpeIVICHHBIE BMECTE
OaIOHBI, MOJKIIOYEHHBIC Yepe3 pacpeeIUTEIbHbIA KOJUIEKTOP U TPAHCTIOPTUPYEMBIE H
UCTIOJIh3yEeMbIe KaK €IMHOE IIeII0¢;

"ucnbiTanue ruapoctatudeckum AasienueM" (hydrostatic pressure test) - ucnbiTanue,
IPOBOJIUMOE C IIeNbI0 oOecreyeHus: 0e30MacHOCTH B COOTBETCTBUU C TpPeOOBaHUAMHU
3aKOHOJATENIhCTBA TOCYJAPCTB U MEKIYHAPOIHBIX HOPM ISl POBEPKH TOTO, YTO OaIOHBI
WJIH pe3epBYyapbl MOTYT BbIAEPKATh 3aIJIAHUPOBAHHOE BHICOKOE JABJICHUE;

"knmanaH" (valve) - ycTpOHCTBO TSl OTKPBIBAHUS U 3aKphIBAHHSI KOHTEHHEPA;

"KJIanaH yJep)KaHdus OCTaTOYHOro AaBieHus" (minimum pressure retention valve) -

KJIanaH, YCTaHOBJICHHBIM Ha Oa/sIoHE W TOJJCP)KUBAIOIIMKA B HCIIOJIH30BAHHOM OaJlTOHE



JaBJIEHUE BBIIIE aTMOC(HEPHOTO C IEIbI0 MPEIOTBPAIICHUSI KOHTAMUHAIIMA BHYTPEHHETO
o0Bbema OanoHa;

"koHTelHep" (container) - KpUOTEHHBIH cocyn (0ak, MUCTEpHA WM MOOWIIbHAs
KpUOT'€HHAsl €eMKOCTb JIPYroro Tuma), 0ajyioH, CBsi3Ka 0aUIOHOB WM JI00as Apyrast yakoBKa,
KOTOpPBIE HAXOJATCS B HEMOCPEACTBEHHOM KOHTAKTE C MEIUIIMHCKUM Ta30M;

"KproreHHbIN ra3z" (cryogenic gas) - ra3, KOTOpbIN CxxukaeTcs npu gaasiaeHuu 1,013 6ap u

Temmeparype Huxke Munyc 150 0 C;

"MaKCUMaJbHBIM TEOPETUUECKUI OCTATOUYHBIN ypoBEeHb NpuMecH” (maximum theoretical
residual impurity) - razoo0pasHasi IpuMech OT BO3MOKHOTO OOpPaTHOr'O MOTOKAa Ta3oB,
OCTaBIIAsACS MOCJE MpeABAPUTEILHON 00pabOTKU 0aUIOHOB NEepe uX HanoiaHeHueM. Pacuer
MaKCUMaJbHOTO TEOPETHYECKOTO YPOBHS MPUMECU MMEET 3HAUYCHHE TOJBKO JUIS CHKATHIX
ra3oB B MPEAMOIOKECHHUH, YTO ITH Ta3bl BEAYT ce0sl KaK UAeaIbHbIC;

"MenunuHckui ra3" (medicinal gas) - mr000# ra3 WM CMeCh ra3oB, SBISIONIUECS
JIEKapCTBEHHBIMU TIperapaTaMu;

"oOpatHbIi Kaman" (non-return valve) - Ki1amaH, KOTOPBINA MO3BOJISIET TOTOKY MPOXOIUTh
TOJIbKO B OJTHOM HampaBJICHUH;

"oTkauuBaTh" (evacuate) - yJaansATh OCTATOYHBIA ra3 M3 KOHTEWHEpa (CUCTEMBI) C
ITOMOIIIBIO0 BaKyyMa JI0 J1aBjieHuss MeHbIne yem 1,013 Gap;

"MepeHoCHOM KpUOTeHHBIN cocyn" (mobile cryogenic vessel) - mepeHOCHON TepMHUUECKU
M30JUPOBAHHBIA KOHTEHHEDP, CKOHCTPYUPOBAHHBIN JJIsI XpaHEHUS B HEM BEIIIECTB B KUJKOM
COCTOSIHUH, B KOHTEKCTE HACTOSIIETO JOKYMEHTa 3TOT TSPMUH HE BKJIIOYACT B ce0s MOHATHE
"mucrepHa';

"mpoayBka" (purge) - yJlajJeHHe OCTaTOYHOTO raza M3 KOHTeiHepa (CUCTEMBbl) MyTeM
MEPBOHAYAJILHOIO HATHETAHUS JIaBJIEHUS C TOMOIIBIO UCIOJIb3YEMOr0 Ia3a ¢ MOCIeIyOIUM
copocoM nasienus raza o 1,013 Gap;

"paznenenue Bo3nyxa' (air separation) - pasjaeneHue aTMOC(hEpHOro BO3ayXa Ha
COCTaBJISIIOIIME €ro Tra3bl nyTeM (QPaKIHMOHHOW MUCTUIIAINUUA TIPU KPUOTEHHBIX
TeMIEepaTypax;

"pacnipenenurenbHblli KoyuiekTop" (manifold) - oGopymoBaHue wim yCTPOMCTBO,
CKOHCTPYMPOBAHHOE Il OJJHOBPEMEHHOTO OMOPOKHEHHUS WM HAMOJHEHHS ra30M OJHOTO
i 6oJiee KOHTEHHEPOB;

"pesepByap" (tank), "crammonapHubiii KpuoreHHbeiii cocyn" (fixed cryogenic vessel) -
CTAIMOHAPHBIA TEPMHUUYCCKU HM30JMPOBAHHBIN KOHTCWHED IS XPAaHEHUS CKIKCHHOTO WU
KPUOTEHHOTO Ta3a;

"cOpoc mamienus" (vent) - omepalus Mo yJIajJeHHI0 OCTaTOYHOTO Ta3a U3 KoHTelHepa (
CUCTEMBI) JI0 BEJIMYUHBI OcTaTouHOrO nasienus 1,013 Gap myrtem coenuHeHusi KOHTeHHepa (
CUCTEMBI) C aTMOC(EPHBIM BO3IYXOM;



"cxkateril ra3" (compressed gas) - ra3, KOTOpBIM pacacoBaH Mo AaBICHUEM C IIEJIbIO
TPAHCTIOPTUPOBAHUS M OCTACTCS MOJTHOCTHIO B Ta3000pa3HOM COCTOSIHUHM TIPU TeMIIepaType

BbIllIe MUHYC 50 0 G;

"cxmxkennbd ra3z" (liquefied gas) - ra3, koTopelii pacdacoBaH C IENBIO
TPAHCTIOPTUPOBAHUS U OCTACTCS YaCTHYHO JKHJIKUM WIIM TBEPJBIM TPHU TEMIIEpaType BBIIIE
muHyc 50 0 G;

"mucTepHa" (tanker) - TepMHUUYECKH M30JUPOBAHHBIN KOHTEHHEP, YCTAHOBIICHHBIN Ha

TPAaHCIIOPTHOC CPEACTBO AJIA IICPEBO3KU CKMKCHHOT'O NI KPUOI'CHHOI'O I'a3a.

I[MPUIJIOXXEHUE Ne 7
k [IpaBunam Hauiekauien
MIPOU3BOJICTBEHHOH MPAKTUKU
EBpa3uiickoro 5KOHOMUYECKOr0 CO3a

TPEBOBAHUA
K IIPOM3BOJICTBY JICKAPCTBEHHBIX PACTUTEIHFHEIX IPENIapaToB
IIpyamymn

JlexapCTBEHHbIE PACTUTEBHBIE ITPENAapaThl UMEIOT CIOXKHYIO PUPOAY U Pa3HOOOpa3HbIE
XapaKTepPUCTUKHU, B CBA3M C UYEM IPH MX MPOU3BOACTBE OCOOYIO POJb HTPAET KOHTPOJIb
MCXO/HBIX MaTEpUaJIOB, yCIOBUI XpaHEHUs U IEpepabOTKU.

HcxonHpIMu MaTepHaniaMu TMPU MPOU3BOJCTBE JEKAPCTBEHHBIX PACTUTEIBHBIX
mpenapaToB MOTYT ObITh HEOOpaOOTaHHBIE PACTEHHS, PACTHUTEIBHOE CBHIPhE WIIU
MPOMEXYTOYHBIE MPOIYKTHL. PacTutensHOE ChIphe AOHKHO MMETh TpebyeMoe KayecTBO, a
NOATBEPXKIAIONIME 3TO JaHHBIE [OJDKHBI OBITh MPENOCTABIEHBl MPOU3BOAUTEIIO
JICKapCTBEHHOTO PAacCTUTENBHOrO mpemnapata. s oOecnedeHus] MOCTOSHHOTO KadecTBa
PaCTUTEIHLHOTO CHIPbsI MOXKET MOTpeOoBaThCS OoJee MoapoOHast HHPOPMAIIHS O CIIOCO0e ero
nojydyeHus (BblpamuBanus). OTOOp ceMsiH, yCIOBHsI KyJbTUBUPOBaHUS U cOopa ypoxas
ABIISIIOTCS Ba)XHBIMH aCTEKTaMH KadeCTBa PACTUTEIBHOTO CHIPhS W MOTYT BIMITH Ha
MOCTOSTHCTBO KayecTBa FOTOBOTO JIEKAPCTBEHHOTO IpenapaTta. PekoMenaanuyu B OTHOLIEHUH
COOTBETCTBYIOIIEH CHUCTEMBI OOeCIedYeHus KayecTBa MO TpaBUJaM HaAJIekKaIIero
BbIpalllMBaHus U cOopa pacTeHU NMpuBEACHBI B PyKOBOJACTBE MO MpaBHUiiaM HaJIEXkKAIIEeTo
BbIpalllMBaHuA U cOOpa UCXOAHOTO ChIpbsl pacTuTeNnbHOro npoucxoxaeHus (Guideline on
Good Agricultural and Collection Practice for starting materials of herbal origin) Komurera
[OPaCTUTEIbHBIM JIEKAPCTBEHHBIM IIpenapaTaM EBponeickoro areHTcTBa 1o JeKapCTBEHHBIM
cpexnctBam (The Committee on Herbal Medicinal Products - HMPC). Jlo npunsaTHS B pamMKax
Co103a COOTBETCTBYIOIIETO aKTa PEKOMEHIyETCS M0JIb30BATHCS YKA3aHHBIM PYKOBOJCTBOM.

Hacrosmee npuiokeHHe pacmpoCTpaHsSeTCs Ha BCE HCXOJHBIE MaTepHUabl
PacCTUTEIBHOTO TPOUCXOXKIEHUS: JIEKAPCTBEHHBbIE DPACTEHHS, PACTUTEIBHOE ChIphE H
MPOMEKYTOUHBIE TPOTYKTHI U3 PACTUTEIHHOTO CHIPHSI.



WMiutroctpanysi npuMeHEHNsT pa3jnyHbIX IIpaBuil, B ToM uucie [IpaBun Hamiexamen
IIPOU3BOJACTBEHHON MNPAaKTUKU EBpa3suMCKOro 3KOHOMHYECKOIO COK3a K IIPOU3BOJCTBY
JIEKapCTBEHHBIX PACTUTENIbHBIX MIPENapaToB, MPUBEACHA B TAOIUIIE.

Yacte II IIpaBun  Yacts [ IIpaBun

[IpaBuia Hamnexamero Hajgjdexamleit HajJiexkamieu
Buner padot BEIpaIIuBaHUA W cOopa ( MPOM3BOIACTBEHHOM MPOU3BOJICTBCHHON
GACP) npakTukd EBpasmiickoro mnpaktuku EBpaswmiickoro

OKOHOMHYCCKOI'o COro3a OKOHOMHWYCCKOI'0 COro3a

KyneTuBupoBanue u c6op
pacTeHuli, BOJOPOCIEH,

rpubOB W JIHMIIAHHHUKOB,

cbop  »KccynatoB (
BBIICJICHUT)

Pe3ka u cymka pacreHui,
BOojOpociell, TrpuboB,
JWIIAHHUKOB U 3KCCYIaTOB
(BBIIETCHMIT) *

OTxXuUM pacTeHud U
meperonka**

W3mensuenune, obpaboTka
9KCCY/IaTOB, SKCTPAKIIUS U3
pacTeHui,
(¢pakuroHUpOBaHHUE,
OYHCTKaA,
KOHIIEHTPUPOBAaHUE WIIN
bepMeHTAIHA
pacTUTENBHBIX CyOCTaHIMN

HanpHeiimas obpaboTka
st MOJIy4eHU S
JIEKapCTBEHHOW (HOPMHEL,
BKJIIOYAst  yHaKOBKY
JEKapCTBEHHOTO
npenapara

*[IpousBoaUTENIN JAOJKHBI TapaHTUPOBATh, YTO JAHHBIE CTAJUHU OCYIIECTBIISIOTCS B
COOTBETCTBUU C YCTAHOBJIEHHBIMH TpeOOBaHUSAMHU. [ HayanbHBIX CTAAUN MPUMEHHUMBI
CTaHJAPThl HAJJICKAIICH MPAKTUKU BBIPAIMBAHUS M cOOpa I MCXOJHBIX MaTepuaioB
pactutenpHoro npoucxoxaeHus (GACP). IlpaBuia Hamiexamied HTPOU3BOACTBEHHOU
NpakTHKW EBpa3suiickoro 3KOHOMHUYECKOIO CO3a NPUMEHSIOTCA K IPOU3BOJACTBEHHBIM
CTaIusIM PE3KU U CYLIKH.

**B OTHOILIEHUH CTauN OTKUMaA PACTCHUH U MEPETOHKH (eci He0OXO0UMO, YTOOBI ATH
paboTHl COCTABISJIA HEOTHEMJIEMYIO YacTh ONEpalMid 3aroTOBKU C IIE€JIbI0 COXPAaHEHUS
KauecTBa MPOAYKIIMU B paMKaX YTBEP>KICHHBIX CHEU(UKALINI) CUATAETCS PUEMIIEMBIM UX
IIPOBEJICHUE B YCJIOBHUSIX 3arOTOBKH, €CJIM KYJIbTUBUPOBAHUE OCYLIECTBISIETCS B
cootBeTcTBUM ¢ GACP. Takme ycnoBus clienyeT paccMaTpUBaTh KaK HCKIIOUYEHUE U
00OCHOBBIBaTh B IOKYMEHTAX PETUCTPALMOHHOTO A0cke. [l Takux paboT, OCYIIECTBISIEMbIX



B YCJIOBHSX 3aroTOBKH, HEOOXOJMMO OOECHEYUTh COOTBETCTBYIOIIYIO JIOKYMEHTAIIHIO,
KOHTPOJIb M BaJIUJAILIMIO COTJIACHO TpuHIMNIaM [IpaBun Haaynexamen npou3BOJACTBEHHOMN
NpakTUKU EBpa3uilckoro 3KOHOMHYECKOro coro3a. Ham3opHble opranbl MOTYT MPOBOJIHUTH
MHCIIEKTUPOBAHUE TAKUX PabOT C IEJbI0 OIIEHKU COOTBeTCTBUs lIpaBumiiam Hajjexanien
IIPOU3BOICTBEHHOM NTPAaKTUKN EBpa3suiicKOro 5KOHOMHUYECKOTO COI03a.

ITomemenns u 060pyaoOBaHHE
30HEI XpaHEHHUSA

1. PacTuTenbHOE ChIpBE CIAEAYET XPaHUTh B OTJEIBHBIX 30HaX. DTH 30HBI JOJKHBI ObITh
3alUIIEHBl OT TPOHUKHOBEHHUS B HUX HACEKOMBIX M KMBOTHBIX, B OCOOEHHOCTH T'PHI3yHOB.
JlomoKHBI OBITh TPUHATH d(P(HEKTUBHBIE MEPHI MO MPEAOTBPANICHUIO PACIPOCTPAHEHUS
JOOBIX TaKUX KUBOTHBIX U MUKPOOPTaHU3MOB, IPUBHOCUMBIX C PACTUTEIBHBIM CHIPHEM, IS
npenoTBpalieHus ePMEHTALMU WM POCTA IJICCEHH, a TAK)KE MEePEKPECTHON KOHTAMUHALIUY.
Crnenyer MCcnoib30BaTh BBIACICHHBIE 30HBI ISl KAPAaHTUHA MOCTYIMAKMIEr0 PACTUTEIBHOIO
CBIPbSI M PACTUTENBHOTO CHIPbS, PA3PELUIEHHOTO JJIS1 UCITOIb30BAHUS.

2. 30Ha XpaHEHU JO0JKHA XOPOIIO BEHTUINpoBaThes. [1opsIok pa3MelieHns: yIakoBOK
HE JI0JDKEH MPEenATCTBOBATh CBOOOAHON HUPKYIISIIIUU BO3IyXa.

3. Oco0oe BHUMaHHE CIAEAYEeT YIACIATh YUCTOTE U HaAJeXKalleMy OOCITyKHUBAaHUIO 30H
XpaHEHHUsI, B 0COOCHHOCTU B MECTax 00pa30BaHUs MbLIH.

4. Ina XpaHEHHUS HCXOIAHBIX MATEPUATIOB M PACTUTEIBHBIX NPENAPATOB MOTYT
noTpeOdOBaThCsl 0COOBIE YCIOBHS B OTHOIIEHUU BIQKHOCTH, TEMIIEPATYPHI U 3aIIUTHI OT CBETA
. Takue ycnoBus cieyer ooecneunBaTb 1 KOHTPOJIUPOBATh.

IIpousBoxacTBeHHAs 30HA

5. Ilpu otGope mpoO, B3BEMIMBAHWM, CMEUIMBAHUU M JIPYTUX TEXHOJOTHUYECKHUX
ONepalMsaX C PACTUTEIBHBIM ChIPHEM U MPOMEKYTOUHBIM MPOJYKTOM, COITPOBOKIAFOIINXCS
nbUIe00Opa3oBaHUEM, CIEAYEeT MPUHUMATHL 0COOBIE MEPHI M0 MOIJICPKAHUIO YUCTOTHI, & TAKKE
[0 MPEIOTBPALICHUIO MEPEKPECTHOTO 3arpsi3HEeHUs: (yAaJeHHE TMbUIM, BBIACICHUE
CHIEIUAJIbHBIX TTOMEIIEHUN U T. 11.).

O6opynoBaane

6. OOGopynoBaHue, (QUIBTPYIOIIME MaTepUalibl U Jp., HCIOJb3yEeMbIE B
MIPOU3BOACTBEHHOM MPOLECCE, TOJKHBI OBITH COBMECTUMBI C PACTBOPUTENIEM, UCIIOJIb3YEMBIM
JUISL DKCTPAKIUU, IS MPEJOTBPAIICHUs KAaKOro-JIHOO BBIJCICHUS WM HEXKeIaTelIbHOM
a0bCcopOLMH PaCTUTEIBHOTO CHIPBS, KOTOPHIE MOTYT MOBIUATH HA TPOIYKLHUIO.

JokxymeHTaImsa
Cremurkanuy Ha HCXOTHOE CEIPHE



7. Ilpon3BOAUTENH JIEKAPCTBEHHBIX PACTUTENBHBIX IPENapaToB JOKHBI YOSAUTHCA B TOM
, UTO OHHM MCIOJIb3YIOT TOJIBKO T€ MCXOJHbIE MaTepUajbl PAaCTUTEIBLHOIO MPOUCXOKICHUS,
KOTOpPBIE MPOU3BEJACHBI B COOTBETCTBUM ¢ [IpaBuiiamu Hajexamend npoU3BOJICTBEHHOU
NpakTUKU EBpa3suiickoro SKOHOMHUYECKOrO0 COl03a M PErucTpalMOHHBIM JO0Che (B
COOTBETCTBUM C TaONMUEHd HAcTosAlero npuwioxeHus). Cienyer MMETh B HAJIWMYUU
MCYEPIIBIBAIOIIYIO JIOKYMEHTAI[MI0O KacaTeIbHO ayJIUTOB MOCTaBIIMKOB HCXOIHBIX
MaTepHUaioB PACTUTEIBHOIO MPOUCXOKIEHUS, TPOBEACHHBIX JINOO CAaMUM MPOU3BOJIUTEIEM
JIEKapCTBEHHOI'O PAaCTUTENIBHOrO Ipernaparta, 0o 1Mo ero nopy4yeHuro. Pe3ynbprarsl ayinToB
B OTHOLIEHWHM PACTUTEIBHOIO CBIPbSI SBIAIOTCS OCHOBOINOJIATAIONIMMHU JIJIsi KadecTBa
UCXOJIHBIX MatepuainoB. IIpousBoauTens NOMKEH yOeAUThCA B TOM, YTO IOCTaBIIMKH
PacTUTENILHOTO ChIphs (TIpenapaTra) paboTaroT B COOTBETCTBUM C MpaBUJIAMH HAIJICKAIIETO
BhIpamuBanus u coopa pactenuit (GACP).

8. UToOBI COOTBETCTBOBATh TPEOOBAHUSIM, yCTaHOBJIEHHBIM B riaBe 4 vactu I I[lpaBun
HaJUIC)KAIE NPOU3BOJACTBEHHOM NPAaKTUKU EBpasuiiCKOro 3KOHOMHYECKOrO COK03a, B
cnenuuKaIMu Ha PAaCTUTEIbHOE ChIphe (MpemapaThl) CIeAyeT BKIIYAaTh CIEIyIOIIne
CBEJICHUS:

Hay4yHOE Ha3BaHUE PACTEHUS B COOTBETCTBUM C OMHApHOU cucteMoi (poJ, BUM, MOABUA (
Pa3HOBUJIHOCTH), @ TaKxKe aBTOp (Hampumep, Jlunuei) (mpu HEOOXOAUMOCTH TaKKe CIEAYET
NPEACTaBUTh JIPYTYyI0 COOTBETCTBYIOLIYI0 MH(OpMaIMIO, TaKyl0 KaK Ha3BaHUE copTa U
XEMOTUITMYECKYIO Pa3HOBUIHOCTB);

NOoJIpOOHBIC JAHHBIE O MPOUCXOXKICHUU pAacTEHUs (CTpaHa WM PETHOH MPOU3pACTaHUs
100 KyJbTUBUPOBAHUS, BPEMsI M CITIOCOO 3arOTOBKH, BEPOSITHO MCTOIB30BAHHBIC MTECTULIUIBI
, BO3MOYKHOE PaJIN0aKTUBHOE 3arpsi3HEHHE U T. 1.);

MH(POPMALIMIO O TOM, KaKasl 4aCThb PacTeHMs MCIOJIb3yeTcs; HH(OpMAIUIO 0 crocobe
CYILIKH, €CJTM UCIOJIb3YIOT BBICYLIEHHBIE PACTEHUS;

ONMCAHUE PACTUTENIBHOTO CHIPbS, a TAKKE JTaHHBIE €0 MAaKpO- U MUKPOCKOIUYECKOIO
HUCCIEeIOBaHMM;

JaHHBIE 0 HEOOXOAUMBIX MCTBITAHUSAX Ha MOJIUHHOCTD, BKIIOYAs IPH HEOOXOIUMOCTH
UCIIBITAHUSL Ha TMOJJIMHHOCTh, JJISI HMHTPEAUEHTOB C M3BECTHOW TEpPaneBTUUYECKOM
AKTUBHOCTBIO WJIM MapKepoB. EciM pacTUTENbHOE ChIpbe MOXHO (PambCUPUUUPOBATH (
MOJAMEHHUTH), TO HEOOXOauMBI crenuduuHbie auddepeHIUpyONMe UcnbITaHusg. s
OnpeNieNIeHNs] TOMJIMHHOCTA B PacHopsDKEHUU JOJDKEH ObITh ayTEHTHUYHBIM oOpaszer s
CPAaBHEHUS;

co/iep>)KaHUE€ BJIard B PACTUTEIBHOM CbIPbE, OINPENENISIEMOE B COOTBETCTBUU C
(dhapmakoneiHbIMU TPEOOBAHUSMU;

METOJMKHU KOJIUYECTBEHHOTO ONPEEICHHS] KOMITIOHEHTOB C U3BECTHOW T€paneBTUYECKON

aKTUBHOCTBIO WJIH, IPU HEOOXOAMMOCTH, MAPKEPOB; METOIbI, IPUTOAHBIC JIJIsI OTPEeIICHUS



BO3MOXHOM KOHTAMMHAIIMM NMECTULMJAMU U Mpeaesbl MPUEMIIEMOCTH B COOTBETCTBUU C
(dapMakoneiHbIMU TpeOOBaHUSIMM, a MPU OTCYTCTBUU (PapMakONeHbIX TpeOOBaHUMN -
COOTBETCTBYIOIIUI BaJIUIUPOBAHHBIN METOI, €CJI HE 0O0CHOBAHO MHOE;

METOJIUKHU UCIBITAHUM 110 OMpeIeIeHUI0 TPUOKOBON U (MJIM) MUKPOOHON KOHTaMUHAIIUH,
BKJIIOYas a(raTOKCUHBI, JpyrWe MHKOTOKCHHBI W HWHBA3UIO Mapa3uTamMu, a TaKkKe
JOITyCTUMBIE MPEAEIbl, IPU HEOOXOIUMOCTH;

METOJMKHU HCIBITAHUN HAa HAJIMYKME TOKCHYHBIX METAJIOB, & TAK)KE€ HAa BO3MOKHbBIE
KOHTaMHHAHTBI U IPUMECH, TPU HEOOXOIUMOCTH;

METOJIMKHU UCTIIBITAaHUN Ha HAJTMYME UHOPOJHBIX MAaTEPHAIIOB, TPU HEOOXOUMOCTH;

JpyTUe BUJbI KOHTPOJISI B COOTBETCTBUU C (papMaKOIMEHHBIMU TPEOOBAaHUSIMHU.

JIroO6yro mpoBeAeHHYI0 00pabOTKy i CHUXKEHHS TpUOKOBOW (MUKPOOHOI)
KOHTAaMUHAIlMU WJIW APYroil MHBa3uu clieqyeT opopMIsTh NTOKyMeHTanbHO. Heobxomammo
UMETh B PACHOPSIKEHMM cHelu(PUKaluM U METOAUKH, KOTOpbIE AOJKHBI BKJIIOYATH
MOAPOOHBIE CBEJIEHUS O IMpoliecce 00pabOTKHU U UCHBITAHUAX, & TAKXKE MPEAEIIbHbIC 3HAUCHHUS
OCTaTOYHOW KOHTaMHUHALIUH.

TexHOMOrHYECKHE HHCTPYKINH

9. B TeXHOJIOTMYECKUX MHCTPYKLMIX TOJKHBI ObITh ONMUCAHBI pa3InYHbIE ONEPALINH,
OCYIIECTBIIIEMbIE C PACTUTEIBHBIM CHIPhEM (HAMpUMeEp, OYMCTKA, CYIIKa, U3MEIbUCHUE U
MPOCEUBAHNUE), a TAKXKE JaHHBIE O MPOJOJKUTEILHOCTH U TeMIepaType CYIIKA U METOAaX,
UCTIOJIB3YEMBIX ISl KOHTPOJISI pa3MepOB (PparMeHTOB KyCOUYKOB MIJTH YaCTHIL.

10. JomxHbI OBITh IPUHATHI B (JOpME MUCHbMEHHOTO JOKYMEHTAa HHCTPYKIIUU U 3aIUCH,
KOTOpPbIE TapaHTUPYIOT, YTO Ka)KJasi Tapa C PaCTUTEIbHBIM ChIPhEM MPOBEPEHA C LEIbIO
oOHapyxkeHHsl Kakou-nmubo danbcudpukanuu (MOAMEHBI) WM HAIUYUS MOCTOPOHHUX
MaTepuangoB, TaKUX Kak (PparMeHThl MeTajia WU CTEKJa, OCTATKU JKMUBOTHBIX WM UX
AKCKPEMEHTHI, KAMHHU, TIECOK U JIP., WM MPU3HAKOB THHCHHUS.

11. TexHonmornyecknue MHCTPYKIMH JOJIKHBI COJIEPKATh METO/IbI yAaJICHUS TOCTOPOHHUX
MaTepuaioB U COOTBETCTBYIOLIME METOAUKH OYUCTKH (0TOOpa) Marepuasa pacTUTEIbHOTO
MIPOUCXOXKICHHUS NIEPE]] €r0 XpaHEHHEM B KaUeCTBE Pa3pelICHHOTO PACTUTEIBHOTO ChIPhs WU
nepeJl HayaJloM IIPOU3BOJICTBA.

12. MHCTpYKUIMH TIO MPOU3BOJCTBY PACTUTEIBHBIX MPENapaTOB JIOJDKHBI BKIIOYATh
noApoOHBIE CBEIEHUS O pacTBOpUTENE, MPOJAOJDKUTEIBHOCTH U TeMIlepaType
AKCTparupoBaHusi, HHHOPMALUIO O JIOOBIX CTAAMSIX KOHIICHTPUPOBAHUS U HCIIOJIb3YEMbIX
croco0ax.

KonTtpoms kagecTBa
Ot60p pob



13. TToCcKOJIbKY pacTHTEIBHOE CHIPHE 10 CBOSH MPHUPOJIC HEOTHOPOIHO, OTOOP Mpod U3
HEro JIOJDKEH OCYILIECTBIATH MEepCOoHa, 00JIaJaloluid CrielMaibHBIMU HaBblkamMu. Kaxayro
CEepHIO cielyeT HASHTU(PHUIMPOBATH 110 JOKYMEHTALIUU Ha 3Ty CEPHIO.

14. Cnenyer coxpaHAThb KOHTPOJbHBbIE OOpa3libl PACTUTENBHOTO Chipbi. [lpu
MIPOU3BOJCTBE MOPOUIKOB CJIEAYET COXPaHATHh 00pa3lbl HEU3MEIbYEHHOTO PACTUTEIBLHOTO
CBIPBA.

15. Ilepconain, nmpoBOSIIMI KOHTPOJb KayecTBa, JAOJKEH MMETh CIEHHAJIbHYIO
MOJTOTOBKY U OMBIT PabOThI C PACTUTEIHHBIM CHIPHEM, MPOMEKYTOYHBIMHU TIPOYKTAMU HIIU
J€KapCTBEHHBIMU PACTUTEIbHBIMU TMpENapaTaMyu JJig NPOBEJCHHUS HWCHBbITAHUNA Ha
MOJJIMHHOCTh M HallM4Ue TMPUMECEH, BBIBICHHSA B MOJYYEHHOM ChIpbe pocTa IpuOOB,
3apa)keHus aMOapHBIMU BPEIUTENSIMU, BBISBICHHUS] HEOJHOPOAHOCTHU CHIPbS U JIP.

16. [ToqIMHHOCTE M Ka4€CTBO PACTUTENIBHOTO ChIPbs, IPOMEKYTOUYHBIX MPOIYKTOB H
JIEKapCTBEHHBIX PACTUTEIBHBIX MPENapaToB CJIEAyeT OMNpeIesiTh B COOTBETCTBUHU C

HOPMAaTUBHOW TOKYMEHTAIUEN.

ITPUJIOXXEHUE Ne 8
K [IpaBunam Hajexauniei
MIPOM3BOICTBEHHOH MTPAKTHKH
EBpa3zuiickoro 3kK0OHOMHUYECKOT0 CO03a

TPEBOBAHUA
K 0T00pY P06 HCXOTHBIX H YIIAKOBOYHBIX MaTepHAJIOB
IIpuamHMI

OT60p npo0 sABIAETCA BAXKHOW ONEpALME, IPU KOTOPOK OTOMpPAETCs TONbKO HEOObIIas
JacTh cepuu. JlocTOBepHBIE 3aKIIOUEHHUS IO OTHOIICHHWIO KO BCEH CEepUM HE MOTYT
OCHOBBIBAThCS Ha MCIIBITAHUSX, MPOBEICHHBIX Ha HEMpPEACTaBUTENbHBIX Mpobax. Takum
00pa3om, IpaBUIIbHBIA 0TOOP TIPOO SIBISETCS HEOTHEMIEMON YaCThI0 CHCTEMBI 00eCTICUCHUS
KauecTRa.

Ot16op npo6 paccMmaTrpuBaeTcsl B MyHKTax riaBbel 6 yactu [ IlpaBun Hajnexaiieit
IPOU3BOJICTBEHHON MpakTUKu EBpasuiickoro »sKoHOMHYECKOro cor3a. Hacrosimee
MPUIIOKEHUE COJICPKUT JIOMOJIHUTENbHBIE YKa3aHusd IO OTOOPY MNpoO0 HUCXOIHBIX U
yIaKOBOYHBIX MaTE€PHUAJIOB.

Ilepconan

1. Ilepconan, mpoBoasIIMi O0TOOpP MPOO, MTOHKEH MPONTH HadallbHOE OOy4YeHHE U B
MOCJICTYIOIEM PETYIISIPHO MTPOXOAUTHh O0OYUCHHE 110 JUCITUTUTMHAM, UMEIONTUM OTHOIIIEHNE K
paBUILHOMY O0TOOpPY Mpo6. Takoe 00yueHue JOMKHO BKIIOYATh PACCMOTPEHUE CIIEIYIONUX
BOTIPOCOB:

MOPsZIOK 0TOOpa Mpoo;
MUChbMEHHBIE HHCTPYKITUH 110 0TOOPY MPOo;
METOIbI U 000pYI0BaHKE, UCTIOJIb3yEMbIE IPU OTOOPE MPOO;



PHUCK IEPEKPECTHOM KOHTAMUHALINH;
MEpbl MPEAOCTOPOKHOCTU, KOTOPbIE HEOOXOJAMMO MNPUHUMATH B OTHOIICHUH
HECTAOWJIBHBIX U (UJTH) CTEPUIILHBIX BEIIECTB;
BOXXHOCTh MPHUHIATHSA BO BHUMAHUE PE3yJIbTaTOB BHU3yaJbHON OIEHKH BHEIIHETO BHIA
MaTepuaoB, yIAaKOBOK U ITUKETOK;
BaXKHOCTH JOKYMEHTAIBHOTO OQOpMIIEHUS JTIOOBIX HENPEIBUICHHBIX WK HEOOBIYHBIX
00CTOSITENBCTB.

Hcxonanie MaTepraIbl

2. IlonIMHHOCTh BCEUM CEpUU HMCXOJHBIX MaTepHaioB, KaK MPaBUIO, MOXKET ObITh
rapaHTUPOBAHA TOJILKO TOT/Ia, KOTJa OT/IEJbHBIE MPOOBI ObLTM OTOOPAHBI U3 BCEX EMKOCTEH U
HCIIBITAHUE HA UJICHTUYHOCTH OBLIO MPOBEICHO JJIs KaXKI0M MpoOkl. JlomyckaeTcss oTOupaTh
MpOOBI TOJIBKO M3 YaCTU €MKOCTEH, eciu pazpaboTaHa mpolieaas BajauJalnio Ipoleaypa,
rapaHTUPYIOLIas, YTO HU OJJHA €eMKOCTh C MUCXOJHBIMU MaTepuajiaMu He Oblja HePaBUIbHO
MAapKHpPOBAHA.

3. IIpu Takoil Banuganuu cIeayeT YUUThIBATh, 10 KpATHEN Mepe, CIEAYIOIINE aCIIEKThI:
JTAHHBIC O MPOU3BOJIUTEIIC U MOCTABIIMKE (UX THUIl U TEKYILEE COCTOSHUE), a TAKKE UX
noHuManue TpeboBanuii [1paBun Haaexkaieil mporu3BOACTBEHHOM MpakTUKU EBpasuiickoro
SKOHOMMYECKOTO CO032;
HAJIMYUE CUCTEMBI 00ECTIEYeHHS Ka4eCTBa y MPOU3BOIUTEINSI HCXOHBIX MAaTEPUAJIOB;
YCIIOBHSI TIPOM3BOJICTBA, MPU KOTOPBIX HCXOJHBIE MaTepHalibl MPOU3BOASAT H
KOHTPOJIUPYIOT;

XapaKTep M CBOMCTBA MCXOJHBIX MATEPHUAJIOB W JIEKAPCTBEHHBIX MPENApaToB, AJIs
MIPOU3BOJICTBA KOTOPHIX OHU OYJIET UCIIOIb30BAThCH.

[Ipu Takoit cucrteme mpoleaypa, MpoIIeanias BaIUuJallui0 U OCBOOOXKAAIoNmas OT
MPOBEJECHUS WCIBITAHUNA TOJJIMHHOCTH HCXOAHBIX MATEPUAIOB B KaXJOW MOCTyNarOLIEH
€MKOCTH, MOKET OBITh TIpHeMIIeMa JJIsl: UCXOJAHBIX MATEPHAIOB, MOCTYMAIONIUX OT OJHOTO
MIPOU3BOJUTEIISI WJIU C OAHOTO MPEANPUSITHUS;

MCXOJIHBIX MATEPHUAIOB, MOCTYIAIOIINX HEMOCPEACTBEHHO OT MPOU3BOJIUTENS WJIU B
€MKOCTH, OIE€YaTAHHOW MPOU3BOAUTENIEM, NpPU YCIOB