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O BHeceHnn n3MeHeHmi B ITpaBuia Hagrexkamei npON3BOACTBEHHON MPaKTHKA
EBpa3uiickoro 3kOHOMHYECKOI0 COI03a

Pemenne Coeta EBpasuiickoi s3xkoHOMU4Yeckor komuccuu ot 14 utosist 2021 roma Ne 65

B cootBercTBUM co crathsamu 30 u 56 JloroBopa o EBpa3zuiickoM 3KOHOMHYECKOM COIO3€
or 29 wmas 2014 roma, nynktom 14 IIpoTokojla O TNPUMEHEHUH CAHUTAPHBIX,
BETEPUHAPHO-CAHUTAPHBIX U KapaHTUHHBIX (DUTOCAHUTAPHBIX Mep (mpunoxeHue Ne 12 k
ykazaHHoMmy JloroBopy), cratbeil 9 CornameHuss O €JUHBIX NPUHIMUIIAX W MpaBHIIAX
oOpallieHusl JICKapCTBEHHBIX CPEJICTB B paMKax EBpa3uiickoro 3KOHOMHUYECKOT0 COro3a OT 23
nexkabpss 2014 roma, mynktamu 57 u 82 mpunoxenus Ne 1 k Permamenty paboThi
EBpasuiickoli JKOHOMHMYECKOM KOMMCCHUM, YTBEpXKICHHOMY Pemenuem Bricuiero
EBpasuiickoro sxonoMuueckoro coeta oT 23 nexadps 2014 r. Ne 98, Cosetr EBpaszuiickoit
AKOHOMHYECKON KOMUCCHY PEIIHIL:

1. Buectn B IIpaBmia Hammexamen NMpOU3BOJICTBEHHOM NMPAKTHKHA EBpasmicKoOro
AKOHOMMYECKOTO COI03a, yTBepkaeHHbIe Pemennem CoBeta EBpa3uiickoil 3KOHOMUYECKOM
KoMuccuu oT 3 HosiOps 2016 1. Ne 77, u3MeHEHHUs COTTIACHO MPHIIOKEHUIO.

2. Hacrosimee PemieHne BcTynaeT B CHIy IO MCTE€YEHHH 6 MECAILEB C AAThl €ro
0o(pHUIIUATIBHOTO OITYOIMKOBAHUSI.

Yneasr CoBeta

EBpasmiickoit
3KOHOMHYOCKOH
KOMHCCHN:
Ot PecnyGimmkn Ot PecyGimmkn Or PecrryGmixn Ot Ksiprei3ckoi Ot Poccwiickoit
Apmenus Bemapycs Kazaxcran Pecriy6mmxu ®enepanun
M. I'puropsia N. Ilerprmerko A. CMaunos A. Xamapos A. OBepayk
MPMJIOXEHUE
k Pemenuto Coera
EBpa3uiickoil 5KOHOMHUECKOH KOMHCCUI
ot 14 urons 2021 r. Ne 65
N3MEHEHWS,

BHOcHMEIE B IIpaBuina Hamekammel IpOU3BOACTBEHHOM IpakTHKH EBpasmiickoro
3KOHOMHYECKOTO COI03a

1. Tloppaznen 1.2 gactu Il mocne a63ana TpeThero AOMOTHUTH a03aleM CIIeIYIOIIEro
COZIEpKaHMSL:

"Paznen 17 nacrosimei yactu [IpaBuil colepKUT yKazaHus JJIsl OpraHu3aiui, KotTopsie (
MIOMUMO Mpouel papMaleBTUUECKON NESITEIBHOCTH) OCYIIECTBISAIOT JUCTPUOBIOIUIO OO
XpaHEeHHE aKTUBHOW (hapMalleBTHUECKON CyOCTaHIIMHM WM IMPOMEKYTOUYHOU MPOAYKIIUH, B
TOM YHCJIC YKa3aHUsI B OTHOIICHUY MPUHITUIIOB HAJICKAIIEH JUCTPUOBIOTOPCKOM MPAKTUKU



JUIsL aKTUBHBIX (hapMalleBTUYECKUX CYOCTaHLMM, HCIOIb3YEMbIX B JIEKapCTBEHHOU
MPOAYKIUH JUISI MEAULMHCKOTO TPUMEHEHMUS. "

2. B pazgene 5 rmasel III wactu I a63am mecTHaAATHI U3JIOKHTH B CIICAYIOIICH
penaKkiuu:

"MpOCTPaHCTBO MPOEKTHHIX apaMeTpoB (design space)" — MHOroMepHasi KOMOMHAIIMS U
B3aMMOJICHCTBUE BXOJAIIMX IEPEMEHHBIX (HAampuUMep, XapaKTepUCTHUK MaTEpUaJoB U
apamMeTpoB MPOIECCOB MPOU3BOICTBA, KOTOPBIE 00ECIEUNBAIOT KauecTBO). OCyIleCTBICHHE
mpouecca IMPOU3BOACTBA BHYTPU INIPOCTPAHCTBA IPOEKTHBIX I1APAMETPOB HE MOXKET
paccMaTpuBaThCA KaK U3MEHEHHUE M0KA3aTelIe KauecTBa JIEKApCTBEHHOT O ITpenapara. Beixon
3a TMpejebl MPOCTPAHCTBA MPOEKTHBIX MapaMeTpOB CUUTAETCS M3MEHEHHUEM M OOBIYHO
TpeOyeT HWHULMHUPOBAHUS TMpollecca BHECEHUS IMOCTPETrUCTPALMOHHBIX HW3MEHEHHH B
pPErucTpallMOHHOE JOChE JIEKAPCTBEHHOro rmnpenaparta. I[IpocTpaHCTBO MPOEKTHBIX
napamMeTpoB yCTaHABIMBAETCS M OOOCHOBBIBACTCS 3asBUTENIEM M MOJICKUT IKCIEPTHON
OLIEHKE U OJOOpPEHHI0 B paMKax 3KCHEPTU3bl PETHMCTPALMOHHOTO J0ChE JIEKAPCTBEHHOIO
npemnapara;".

3. [Ipunoxenue Ne 15 k ykazanubeim [IpaBruiaM U310KHUTH B CIEAYIOLIEN PETAKLIAN:

"TTIPUJIOXXEHME Ne 15
k [IpaBunam Hajexauniei
MIPOMU3BO/ICTBEHHOH MTPAKTHKH
EBpa3zuiickoro 3kK0HOMUYECKOTO COI03a

TPEBOBAHUA
K KBAIMUKAIWY U BaTU/AAIA

1. ITprEmMn

1. Hacrosimue TpeGoBaHusi colep:kaT OMUCAHWE MPUHIMUIIOB KBadu(ukauuu u
BAJIUJIAIINK, TMPUMEHUMBIX K TOMENIEHUSM, OOOPYJOBAaHHMIO M WHIXKEHEPHBIM CHCTEMaM,
HCTIOJIB3YEMBIM JIJISI TTPOU3BOJICTBA JIEKAPCTBEHHBIX MPENApaToB, a TaKXkKe K IMpoleccam
MIPOM3BOJICTBA JIEKAPCTBEHHBIX MpemapatoB. Kpome Toro, Hacrosmue TpeOGoBaHUS MOTYT
OBITh HUCIIOJB30BaHbI KaK JOMOJHHUTEILHOE PYKOBOJCTBO IPHU IMPOU3BOJICTBE AKTHBHBIX
(bapmareBTHUeCKnX CyOCcTaHIuii 0e3 BBEICHUSI JOTIOTHUTEIBHBIX TPEOOBAHHUN K YKa3aHHBIM
B yactu [l IlpaBun Hamiexalmeld TMPOU3BOJACTBEHHOW MNpPakTUKU EBpa3uiickoro
AKOHOMHYECKOIr0 COI03a, yTBEpkAEHHbIX Pemennem CoBera EBpa3niiCkoil 3KOHOMUYECKOMN
komuccuu oT 3 HosiOps 2016 1. Ne 77 (nanee — [IpaBuna).

B nensax peanuzanuu tpedoBanuii [IpaBusi mpou3BoAUTENL OCYHIECTBISET KOHTPOJIh
KPUTUYECKUX ACTIEKTOB CBOEH NESITEIHHOCTH MOCPEACTBOM KBaTU(UKAIMKA U BaIHUIAINH
MPOLIECCOB TMPOM3BOJCTBA U OOOpYyJOBaHHMS Ha BCEX CTAAUAX >KU3HEHHOTO IIUKJIa
(dapmareBTUYeCKON MPOIYKINH (Jjaiee — MPOAYKIIHS) U Tpoliecca ee mpou3BoAcTBa. JIroObie
3aMJIaHUPOBAHHBIE U3MEHEHHUS B YCTPOUCTBE MOMENIEHUH, B 000pYI0BAaHUU, HHKEHEPHBIX
CHUCTEMAX U MPOLECCaX MPOU3BOJCTBA, KOTOPbIE MOTYT IMOBJIMUATh HA KAYECTBO MPOIYKIHUH,



HE00X0uMO O0pOpMIIATh TOKyMEHTalIbHO. Takke HEOOXOAMMO OILCHUBATh BIUSHUE TaKHUX
M3MEHEHUN Ha COOTBETCTBYIOLIMK BAIMJALMOHHBIN CTaTyC WJIM HA CTPATETUI0 KOHTPOJIS.
KomMmnproTepu3npoBaHHbIE CUCTEMBI, UCIIOJIB3YEMBIE JUIsl POU3BOICTBA TOTOBOW MPOLYKIIMH,
nojJiexaT BaJIUJIAllMA B COOTBETCTBUM C TPEOOBAHUSIMHU, TPUBEICHHBIMU B MPUITOKEHUHN No
11 x IlpaBunam. Kpome Toro, HeoOXOAMMO YUYHUTHIBATh yKa3aHUs, MPEIYyCMOTPEHHBIC
rinaBamu I u III wactu III Ipaswi.

2. O0mue moIoXeHus

2. Ha npoTskeHuH KM3HEHHOTO ITUKIIA MPOAYKIIMU HEOOXOIUMO MPUMEHSTH TOAXO0/
yIpaBJeHUs PUCKAMM JJisi KayecTBa, B TOM 4YHUCIE JJI KBadu(PUKAUM ¥ BaIUAALUMU.
Pemennst o rpanunax m oObeMe MPOBEACHUS BaTUAANMU W KBATU(UKAIHUH, KOTOPHIC
SABIISIFOTCSI KOMIIOHEHTaMHM CHUCTEMBl YIPABICHUS PUCKAMM ISl KadyeCTBa, JOJKHBI
OCHOBBIBaThCSI Ha OOOCHOBAHHOW W JIOKYMEHTHPOBAHHOW OIIEHKE PUCKOB B OTHOIIECHUU
noMenieHu, 000Opy0BaHUs, WHKEHEPHBIX CHUCTEM, HUCIOJIb3YEMbIX JUIsl MPOU3BOJCTBA
JIEKapCTBEHHBIX MPENApaToB, a TAKXKE PUCKOB, CBSI3aHHBIX C MPOLIECCAMU MPOU3BOJACTBA.
PerpocniekTuBHas Banupanus HE SABISAETCA NPUEMIEMBIM nOAXO0noM. JlaHHBIE,
MOJTBEPKJAONIME KBATU(UKAIMOHHBIE U (WJIM) BajlUJAIMOHHBIE WCCIEIOBAaHUS U
MOJIyYEHHBbIE U3 UCTOYHUKOB, HAXOJAIIMXCS 3a MpenelaMu COOCTBEHHOM BaJlUJIallMOHHOMN
MporpaMMbl MPOU3BOJAUTENS, HCHOIL3YIOTCS MPU YCIOBUM HAJIMYMS B Mactep-daiiie
MMPOU3BOJACTBEHHOMN IUIOIIAJAKH W PETUCTPALMOHHOM JIOChE JIEKAPCTBEHHOTO IIpernapara
MMCbMEHHOT'0 00O0CHOBaHMS, KOTOPOE MOATBEPKIAET BOZMOKHOCTh MCITOIb30BaHUS TaKOTO
MOJX0/1a, @ TAKXKE FaPAaHTUPYET BBIIIOJIHEHHE COOTBETCTBYIOIINX KOHTPOJIBbHBIX MEPOIPUATHI
Ha MPOTSHKEHUU Tpoliecca coopa TaKuX JTaHHbIX.

3. Opraau3anys U INIAHAPOBaHHE KBATH(HUKAMN 1 BaITHAIHH

3. Heo6xoauMo muiaHUpOBaTh MPOBEACHUE KBATU(PUKAIMOHHBIX U BaTUAAIIMOHHBIX
MEpOINPUITUH, a TakKe NPUHUMATh BO BHUMAaHHE >KU3HEHHBIA IHUKJI TOMEIICHHH,
000pyI0BaHUs, MHXEHEPHBIX CUCTEM, MTPOIIECCOB MPOU3BOICTBA U MPOIYKIIUH.

4. Kanudukarus 1 BaTUIaNNs TOJDKHBI TIPOBOIUTHCS TOJBKO 00YUYEHHBIM IIEPCOHAIIOM B
COOTBETCTBUU C TMPOIEAypaMHU, YTBEPKICHHBIMH TPOU3BOJUTEIIEM JIEKAPCTBEHHBIX
IpernapaTos.

5. IlopsioK MOJYMHEHHOCTHU MEpCOHaNa, 3aHUMAIOIIEerocs KBanudukaueil u Banuaanuei
, OTIpeNIeNIsIeTCsl B COOTBETCTBUM € (hapMalleBTUYECKON cHCcTeMol KadecTBa. Jlomyckaercs
BBITIOJTHCHUE KBATH(UKAIIMN U BATHIANNK CITY)KOaMU OOECIeYeHUs Ka4yeCTBa M KOHTPOJIS
kadecTBa. HeoOxoaumo oOecreduTh MpUEMIIEMBIH KOHTPOJb CO CTOPOHBI CIIyXO
oOecIieueHus KaueCcTBa M KOHTPOJIS KaueCTBa Ha MPOTSHKEHUH BCETO BATHMIAIIMOHHOTO ITUKJIA.



6. KitroueBbie 1€ MEHTHI TPOTrpaMMBbl BAJIUIAIIMN U KBATU(PUKAIIUY TPEATPUSITHS TOTKHBI
OBITH YETKO OINpenesieHbl U OQopMIIEHBl B BHUAE BaJIUJAIIMOHHOTO MacTep-IjaHa WIu
HKBUBAJICHTHOTO JIOKYMEHTA.

7. BanuaanuoHHbIA MacTep-IUIaH WM SKBUBAJICHTHBINA JOKYMEHT JOJDKEH ONPEeNiTh
CUCTEMY KBanu(UKAIIMU ¥ BATHIAINA WU COJIEPKAaTh CCHUIKU Ha CIEAYIONMNEe HH()OPMAITHIO
U JIOKYMEHTBI:

a) MOJIUTUKA KBATU(UKAIIMU U BAIUIALINY;

0) opraHu3alnMoHHas CTPYKTypa, MpeIyCMaTpUBAIOINIAs PaCIpe/iesIiCHHe poyiell u
OTBETCTBEHHOCTH NP MPOBEICHUH KBATU(DUKAIINHI ¥ BAIHIAIINN;

B) KpaTKUE€ XapaKTEPUCTUKHU MOMEIICHUH, CUCTEM, 000PYyIOBaHUS U MPOILIECCOB Ha
MIPEANPUATHN U JaHHBIC O TEKYIIEM CTaTyCce KBaTM(DHUKAIIUN U BaJIUIAIHH,

r) uadopmamnus o0 ympaBIICHUHW HU3MEHCHHUSMH (KOHTPOJIE 3a M3MCHCHHSIMH) U
yIPaBJICHUH OTKJIOHEHHUSIMU B IIpoliecce KBATM(PUKALIMY U BaJTUJAIUY;

1) pYKOBOJICTBO IO Pa3pabOTKe KPUTEPUEB MPUEMIIEMOCTH;

€) CCBUIKM Ha JIOKYMEHTHI B 00JIaCTH KBaTM(DUKAIIUU U BATUIAIINH;

) CTpaTerusi ACSITEIbHOCTH MO KBaTU(UKAIMK U BaIUAAIMU, BKIIOUarOas B ceos
uH(OOPMAITUIO O TOBTOPHOM KBaIu(UKAIUK (€CITU TPUMEHUMO).

8. Ilpu peanuzanuu MacIITaOHBIX U CJIOXKHBIX MPOEKTOB Ileecoo0pa3Ha pa3zpaboTka
HECKOJBKHUX OT/ICTHHBIX BAUAAIMOHHBIX MAaCTEeP-TIJIaHOB.

9. IloBTOpHAsA OlLIEHKA PUCKOB [JIs KayecTBa MPOBOJUTCS C YYE€TOM 3HAHUH U
uHpOpMAIlUK, TOJYYECHHBIX BO BpeMs MPOSKTUPOBAHUS TIpoIlecca IMPOU3BOJCTBA
JIEKapCTBEHHOTO TIpernapara 1 B MpoIliecce MPOU3BOJICTBA JIEKAPCTBEHHOTO Mpernapara.

10. IIpouecc nmpuMeHEeHUsI OIIEHKHU PHUCKOB i1 KayecTBa HE0OX0AUMO O(QOPMUTH B
KauecTBE paz/ieia BAIUIAlIMOHHOTO MacTep-IlJIaHa.

11. HeoOxoauMo BHEIPUTH KOHTPOJIb KBUTU(UKAIMU U BaTUAAIUU, TTO3BOJISIONIUN
00€eCIeYuTh IEJOCTHOCTh BCEX MOTYYEHHBIX JaHHBIX.

4. loxymMeHTamms

12. [lpaBuna HaIeKAMETO TOKYMEHTATHBHOTO O(OPMIICHUS SIBISIOTCS BAKHBIMH IS
NOJJIEp’KaHUS BBICOKOTO YPOBHS YIIPABIICHUS 3HAHUSMU HA IPOTSHKEHUU BCETO )KU3HEHHOTO
LHKJIA TPOLYKIIUH.

13. Bce nokymeHnTsl, hopMHpyeMble B Mpoliecce KBanuUKauy U BaduAaliu, JOJIKHBI
OBITH COTJIaCOBAHbI U YTBEPXKJICHBI COOTBETCTBYIOIIUM MEPCOHANIOM, KaK 3TO OMPEACIICHO B
(dapmaneBTHYECKON CUCTEME KauyeCcTBa B COOTBETCTBHHU C riaBoil 1 wactu I [Ipasu.

14. B3aumMoCBs3b MEXAY JOKYMEHTAMH B KOMIUIEKCHBIX BAIMIALMOHHBIX MPOEKTaX
JOJKHA OBITH YETKO OMpe/IesieHa.

15. Kputnueckue CUCTEMBI, TOKa3aTen U MapaMeTphl, a TAKKE COOTBETCTBYIOIIUE
KPUTEPUH TPUEMIIEMOCTH JOJKHBI OBITh ONIPEACIICHBI B pa3padaThIBAEMbIX ITPOU3BOIUTEIIEM
JIEKapCTBEHHBIX MPENapaToB NPOTOKOJIAX BaIUJALUU.



16. JlokyMeHTHI TI0 KBAIM(PUKAIIMN MOTYT OBITh OOBEIUHEHBI, €CIU ITO MpUuemiieMo (
Hampumep, JIOKyMEHThl 1o kBadudukanuu wMoHTaxa (1Q) wu kBanudukauuu
dbynkuuonuposanus (0Q)).

17. B citydyae eciii IpOTOKOJIBI BaaUuAAIluU M apyras JOKYMEHTAIUS TPEIOCTaBIISIOTCS
MOCTABIIUKAMHU YCIIYT IO BalUJAIlHA, COOTBETCTBYIOIMIUMA TMEPCOHAT MPOU3BOJICTBEHHON
TUTOMIAJKU JAOJKEH MOATBEPAUTH MPUTOIHOCTH MPOTOKOJIOB BAJIMJAIMU U UX COOTBETCTBHE
BHYTPEHHHM TIPOIEAypaM TPOU3ZBOJAUTEINSI JICKAPCTBEHHBIX TIPEMapaToB Iepes
YTBEPKICHUEM TaKUX MPOTOKOJIOB. [IpOTOKOMNBI Bamuaaliy, MOIyYeHHbIE OT TOCTABIIIMKOB
YCIIYT TI0 BaJIUJAIIUU, MOTYT OBITh JOTIOJHEHBI JOKYMEHTAIMEH U MPOTOKOJIAMU MCTIBITAHUN
710 UX MCTIOJ30BAHMS.

18. JItoOble 3HAYMUTEIIPHBIC M3MCHCHHUS B YTBEP)KICHHOM MPOTOKOJIC BAJIMIAINHU B
MPOIIECCE €r0 UCTIOJIHeHUS (HampruMep, Kacarolrecs: KpUTEPUEB MTPUEMIIEMOCTH, ITapaMeTPOB
(GYHKIMOHUPOBAHUS U T. I1.) AOJKHBI ObITh JOKYMEHTHUPOBAHbI KaK OTKJIOHEHUS U HAYYHO
000CHOBAaHBHI.

19. Pe3ynbTaThl, HE YIOBJIETBOPSIONINE YCTAHOBICHHBIM KPUTEPUSIM MPUEMIIEMOCTH,
HEOOXOMMO PETHCTPUPOBATh KaK OTKJIOHEHHS W IMMOJBEPraTh MOJTHOMY pPacClIeOBAaHUIO B
COOTBETCTBHHM C BHyTpEeHHEH mporeaypoit. JIroObie BO3MOKHBIE TTOCIIECACTBUS JJIs BallAIAIUH
JIOJIKHBI OBITh OTPA)KEHBI B OTYETE 10 BAJIHIAIIHH.

20. OO6G30p mpomecca BalWJAMM W BBIBOABI II0 €r0 HTOTaM HEOOXOIUMO
JOKyMeHTHpOBaTh. [lonydeHHble pe3ylbTaThl CIEIYyeT COMOCTABIATh C KPUTEPUIMHU
npuemieMocTd. JIFoOble MoCIeAYIONMe U3MEHEHHUSI KPUTEPHUEB TTPUEMIIEMOCTH HEOOXO0IUMO
Hay4yHO oOocHoBaTh. [lo WTOram BaluIanuu MPEANIECTBYIONIErO 3Tamna JOJKHBI ObITH
CIeNaHbl OKOHYATEIhHBIC PEKOMEHJAIMHA 10 TMEepPeXoay K TMOCIeAYIOMEeMy JTammy
KBATM(PUKALUU U BaJTUJAIUH.

21. Tlepexoa k mocieAyrolleMy dTany KBaTU(UKAIUKW U BaJIUAAIUUA JOKEH OBITh
MOATBEPKJEH CO CTOPOHBI OTBETCTBEHHOTO TMIEpcoHaia (JIinbo Ha ATare yTBEP>KACHUS OTYETa
0 BaJuaauu, 1100 B hopMe OTIeIbHOT0 0000IIIAIOIIEro TOKYMEHTA).

[ToaTBepxaeHNE TIEpexo/ia Ha CIASAYIONIUN ATAll ¢ YCTAHOBJICHUEM JIOTIOJIHUTEIIBHBIX
YCJIOBHM BO3MOKHO B Cllydae, €CJIM He ObUIM MOJHOCTHbIO YUYTEHbl KOHKPETHBIE KPUTEPUU
MPUEMIIEMOCTH WJIM OTKJIOHEHUS JJIS BBITTOJIHEHHOTO dTarna KBaTW()UKAIUKA ¥ BaIHIAINAH, a
TaK)Xe UMEETCs IOKYMEHTaIbHO OOpMIICHHAs OIIEHKA OTCYTCTBHS CYIIECTBEHHOT'O BIMSHUS
HE TIOJIHOCTHIO YUYTEHHBIX KPUTEPHUEB MPUEMIIEMOCTH WJIM OTKJIOHEHWW Ha TOCIETyIONTHE
MEPOTIPUATHUS 110 KBATU(DHUKAIIMN U BaJTUIAIHH.

5. Cragyu xBam(puKanyy oMemeHui, 060py10BaHNA, HEXKCHEPHBIX CHCTEM H IIPOIIECCOB,
ACIIONIE3YEMBIX JJI IPOW3BO/ICTBA JIEKAPCTBEHHEIX IIPEIAPaTOB

22. IIpu npoBeieHNN MEPOIIPUATHH 110 KBaTU(UKALUKA HEOOXOIUMO MPEAYCMOTPETh BCE
CTaguu KBaTM(PUKALMHU: OT pa3pabOTKH creuupukanuu TpeOOBaHHMI MOJB30BATENS A0
3aBEPIICHUS] MCIOJb30BaHUA IOMEIICHUN, O00OpYyJOBaHUS U WHKEHEPHBIX CHUCTEM,



HCIOJIB3YEMBIX IS IIPOM3BOJCTBA JIEKAPCTBEHHBIX MPENApaToOB, U MPOLIECCOB MPOU3BOICTBA
JIeKapCTBEHHBIX IpenapaToB. OCHOBHBIC CTA/INM, a TAKXKE OT/EIbHBIC KPUTEPUHU (HECMOTPS
Ha TO, YTO OHU 3aBUCAT OT KOHKPETHBIX OCOOCHHOCTEH MPOEKTa M MOTYT Pa3IUvaThCs),
KOTOPBIE MOTYT OBITh BKJIIOUCHBI B KQXKAYIO U3 CTAJIUM, ONUCAHBI HIKE.

Cremudnkamus TpeboBanmii moimbs3oBarens (URS)

23. TpeboBaHus K MOMEUICHHUSM, OOOPYJOBAHUIO U HH)XECHEPHBIM CHUCTEMaM,
HCTOJB3YEMBIM ISl MPOU3BOJCTBA JICKAPCTBEHHBIX MpPENMapaTtoB, M K Mpoleccam
MIPOU3BOJICTBA JIEKAPCTBEHHBIX IpenapaToB HEOOXOAMMO OMPENENsiTh B cHenuduranuu
TpeboBaHM MoIb30BaTeNs U (W) QYHKIIMOHATBLHON crienuuKauu. DIeMEHThl KauecTBa,
MMEIOIIHE CYIECTBEHHOE 3HAYEHUE, He0OXOAMMO TpelycCMaTpUBaTh HA JAHHOW CTaIUH, a
Jr00ble PUCKH JIJIs1 KAa4eCTBa CHIDKATH JI0 NTpueMiieMoro ypoBHs. Crenudukaruo Tpe0oBaHMiMA
MOJTb30BaTENsI HEOOXOJMMO paccMaTpuBaTh Kak pePepeHTHYIO (PTaJOHHYIO) TOUYKY
KU3HEHHOTO [IUKJIa KBATU(UKALINH.

Ksaymduxamua mpoekra (DQ)

24. CrnenyromuM 3J€MEHTOM KBATU(PUKALUKA 000pyA0BaHUS, TOMEIICHUHN, NHXEHEPHBIX
WU JPYTHX CHCTEM SIBISETCS KBaTU(PUKAIAS TPOEKTa, MO pe3yiabTaTaM KOTOPOi
MOATBEPKIAETCS U JOKYMEHTAIbHO OGOPMISETCS COOTBETCTBUE IMPOEKTa (qu3aiiHa)
TpedoBanusm IlpaBun. TpebGoBanus, coaepkamiuecs B crenuUKaIMU TMOJIb30BaTENs,
HE00X0MMO Bepu(UIIMPOBATH B X0JI¢ KBAIU(PHUKAIINN TTPOCKTA.

ITpuemo-ciarounsie ucnbITaHuA Ha 3aBofe-usroropurene (FAT) u (wim) mpueMo-caaTo9HbIe
HCIBITaHNA y 3aKka3guka (SAT)

25. Tlpuronnocts 000pya0BaHUsI (OCOOEHHO B Cllydyae BHEIPEHHS HOBBIX WU
KOMILUIEKCHBIX TEXHOJIOTMH) MOXET OLIEHUBATHCS Ha IUIOLIAJKE IMOCTAaBIIMKA IEpe]l €ro
IIOCTABKOM.

26. Jlo MOMeHTa yCTaHOBKM (MOHTaxa) HEOOXOIUMO TMOATBEPAUTH COOTBETCTBUE
obopynoBaHus crnenudukanuy TpeOboBaHUN TMoJb30BaTeNss U (Win) (DYHKIIMOHATBHOU
crienupuKaIy Ha TUIOIIAIKE TOCTaBIIMKA (MPOU3BOAUTENS) (€CIIU IPUMEHUMO).

27. TlpoBepka TOKYMEHTAIIMU U OTJACIbHBIC UCIIBITAHKS MOTYT OBITh MPOBEJCHBI B XOJI€
IPUEMO-CJIATOYHBIX UCIBITAHUN Ha MPEANPUITUU-TPOU3BOJAUTENE WU HA JPYTUX CTaAUSIX
MIPOU3BOACTBA 000PYAOBaHUS O€3 HEOOXOAMMOCTH UX TOBTOPHOTO IPOBEICHUS HA IUIOIIAJIKE
3aKa3yvKa B Mpolecce KBATM(PUKAIUA MOHTaXa 1 KBapukanuu GyHKIIMOHUPOBAHUS, €CITH
3TO OOOCHOBAHO 3aKa3YMKOM K MOXKET OBbITh NMPUMEHEHO Ha MpPaKTHKE, MPU YCIOBUH
MOATBEPKICHUS 3aKa3YUKOM B XOJI€ TPUEMO-CIATOYHBIX UCIBITAHUN OTCYTCTBHS BIUSHUS
TaKUX WCIBITAHUNA Ha (YHKIMOHAIBHOCTH OOOPYIOBAHMS IOCJE €ro TPAHCIOPTUPOBKU U
YCTaHOBKH.



28. IIpoBeneHre MPUEMO-CIATOYHBIX UCIBITAHUN HA MPEANPUATUH-TIPOU3BOJAUTEIE
MOXET OBITh JIOTIOJHEHO MPOBEACHUEM MPUEMO-CIATOYHBIX UCIBITAHUM MOCIE MOTy4YeHUs
000pyIOBaHUS U €r0 YCTAHOBKH Ha MPOU3BOJICTBEHHOH TUIOIIA/IKE 3aKa3unKa.

Kamuaduxamus MmorTaxa (IQ)

29. Kpanudukamnuo MOHTaka HEOOXO0IUMO TTPOBOIUTH ISl 000PYIOBAHUS, TTOMEIICHHH,
WHXEHEPHBIX WIN JIPYTUX CUCTEM.

30. Ctaaus kBanudUKalMK MOHTaXa MOXKET BKJIIOUYATh B Ce0s CeAyrolue 3Tambl (HO HE
OTPaHUYMBATHLCS UMH):

a) Bepu(uKalMs NPaBUIBHOCTH MOHTaXa KOMIOHEHTOB, MpUOOPOB, 000PYyIOBaHUS,
OOBSI3KM M BCHOMOTATEIbHBIX CHCTEM [0 OTHOLIEHWIO K WH)XEHEPHBIM YepTekXaM U
crienupuKaIusM;

0) Bepu(puKaIus NpaBUILHOCTH MOHTa)Ka IO OTHOIICHHUIO K KPUTEPHUSAM, IPEIBAPUTEIHHO
YCTAHOBJIEHHBIM 3aKa34MKOM;
B) cOOp M NpOBEpKa KOMILJIEKTHOCTH OINEPAUMOHHBIX U PabOYUX HHCTPYKLHM
MOCTABIIMKOB ¥ TPeOOBaHUM IO 0OCITYKMBAHUIO;
I') KAIMOPOBKA HHCTPYMEHTOB;
1) BepupuKalys MaTepruaioB KOHCTPYKIIUH.

KBamaduxamua ¢pyakmuormpoBanms (OQ)

31. Cragus xBanudukanuu (QyHKIIMOHUPOBAHUS TPOBOJUTCS TOCIE CTaUH
KBaJTM()UKAIIMA MOHTa)Ka, OJTHAKO B 3aBUCUMOCTH OT CTETICHU CI0XHOCTH 000pyA0BaHUs dTa
CTaJusI MOXET IIPOBOJAUTHLCS B KOMOMHAINK ¢ KBanndukamnueit moaTaxa (10Q).

32. Cragus kBanudukauy QyHKIHOHUPOBAHUS MOKET BKJIIOYATh B ceOsl clieytonue
sTansl (HO HE OrPaHUYUBATHCA UMH):
UCTIBITaHUs1, IPOBOJAMMBIE HA OCHOBE 3HAHUM O MPOIECCe MPOU3BOJICTBA, CUCTEMAaX U
o0opynoBaHUH, sl oOecTieueHus] PYHKIIMOHUPOBAHUS CUCTEMBI COTJIACHO MPOEKTY;
WCIIBITAHMS, HAPABJICHHBIE HA MOATBEP)KICHUE BEPXHUX U HIKHUX pabOUUX MPEIETIOB U
(unn) ycnoBui "HauMXyuiero ciy4das'.
33. YcnemHoe 3aBepuieHue ctaauu KBadudukanuu GyHKIIMOHUPOBAHUS TO3BOJISET
PUHSTH:
a) OKOHYATEIHHYIO PEAKIIMIO CTAaHAAPTHBIX OTIEPAIIMOHHBIX MPOIIEIYD;
0) TpeboBaHUsI K TIPOIIEAYPaM OUUCTKH;
B) TpeOOBaHUs K 00YUEHHUIO ONEPATOPOB;
') TpeOOBaHUS K TEXHHUYECKOMY 00CTYKMBaHUIO 000PY/I0BAHUS.

KBamudukamus skcmoryaramm (PQ)



34. KBanudukanus 3KCIUTyaTalluy cIeAyeT 3a YCHEIIHbIM 3aBepIICHUEM KBaTU(pUKALUU
MOHTaXa W KBaIM(pUKAUUK (DYHKUMOHMpPOBAHUA. B HEKOTOpPBIX cllydasiX BO3MOKHO
NpoBeleHHEe KBadU(UKALMM HKCIUIyaTalldd OJHOBPEMEHHO C KBajdudukamuen
(YyHKUMOHUPOBAHUS WK BaJlWJaMel mpolecca Nporu3BOICTBaA.

35. Cragusa kBanuduUKaIUU SKCIUTyaTallid MOKET BKJIIOYATh B CeOS B TOM YHUCIIE
UCIIBITAHUSI C MCIHOJIb30BAaHUEM IPOU3BOJCTBEHHBIX MAaTEpPHAIOB, MPOIIEAIINX
KBATM(PUKALMIO 3aMEHHUTEIEH (3KBUBAJICHTHBIX MAaTEPUANIOB) WJIM MOJAEIBHON NPOIYKLIUU C
JOKa3aHHBIMU SKBUBAJCHTHBIMU XapaKTEPUCTUKAMU B OOBIYHBIX YCIIOBUSAX MPOU3BOJICTBA U
IIPU pa3Mepe CEepUH MPOAYKIUU, COOTBETCTBYIOUIEM CLEHAPUIO "HAMXYHALIETO ciaydas'.
Yactora otTbopa mnpoO, yCTaHOBJIEHHas sl MOATBEPXKICHUS KOHTPOJS Ipolecca
IPOU3BOACTBA, AOJKHA OBITh OOOCHOBAaHA 3aKa34MKOM Ha OCHOBE COOTBETCTBYIOIIETO
CTaTUCTUYECKOr0 aHAJIN3a PUCKOB.

HcnpiTanus AOKHBI OXBaThIBaTh pabOuMii Juanas3oH Ipoliecca NMPOU3BOJICTBA, 3a
VCKJIIOUEHHEM CJIy4aeB, KOIJa JOCTYIHO IOKYMEHTAJbHOE IOATBEPKICHHE pabodyero
JMarna3oHa co CTaAuu pa3paboTKu.

6. IToBrOpHas KBaMNpHKAIHS

36. 3aka3uuky ((papmaneBTUUECKOMY POU3BOJAUTEIN0) HEOOXOIMMO C YCTAaHOBICHHON
UM TIEPUOJUYHOCTHIO MPOBOAUTHL OICHKY OO0OpYyJAOBaHUsS, MOMENIEHUNW, WHKCHEPHBIX H
JIPYyTUX CHCTEM C OTpPaXEHHEM pe3yJbTaTOB TaKOW OIEHKH B MacTep-daiiie
NPOM3BOJACTBEHHON IUIOMIAAKU Il TOJATBEPXKIAEHUS TOTO, YTO OHM OCTalTCS B
KOHTPOJIMPYEMOM 3aKa3uyuKoM ((papMaleBTUYECKUM MPOU3BOAUTEIEM) COCTOSIHUU.

37. Ecnu moBTOpHas kBainudukaus HEOOXOAUMa U MPOBOJMUTCS C YCTAaHOBJICHHOMN
MEePUOANYHOCTHIO0, HEOOXOAMMO 00OCHOBATH TAKYIO MEPUOAUYHOCTH U OMPEACTUTH KPUTEPUU
orieHku. Kpome Toro, He00X0AMMO OIEHUBATh BO3MOKHOCTh HE3HAYUTEIHHBIX U3MEHEHUH C
TEYCHUEM BPEMEHHU.

7. Bammpanus mporecca MpoU3BOICTBA
O6mas uapopManms

38. TpeGoBaHus ¥ MPUHIMIIBI, OMMCAHHBIE B HACTOSIIEM pasjelie, TPUMEHSIOTCS K
IIPOM3BOJICTBY BCEX JIEKAPCTBEHHBIX (DOPM JIEKapCTBEHHBIX MIPENapaToB U PacCHpOCTPAHSIIOTCA
Ha MEPBOHAYAJIBHYI) BaJIWJALMI0O HOBBIX IPOLECCOB NPOU3BOACTBA, IOCIEAYIOIIYIO
BaJMJAIMI0 MOAU(MUIIMPOBAHHBIX IMPOIECCOB, TpaHCPEphl MEXKAY MPOU3BOACTBEHHBIMU
IJIOLIAJKaMH M TPOJOJKAIOILYIOCS BepUUKaluio npoieccos. [Ipu 3ToM noapaszymeBaercs,
YTO BBITIOJIHEH TMOJIHOLEHHBIN MpOoIecC pa3paboTKH MPOAYKIIMH, MO3BOJISIONINI MPOBECTH
YCIIEIIHYIO BAIUAALMIO IPOLECCa MPOU3BOICTBA.

39. TpebGoBaHus W TPUHIMIIBI, U3JT0KECHHBIE B HACTOSIIEM pasiesie, HEOOXOAUMO
IPUMEHSTH HapsIy C MOJIOKEHUSIMU PyKOBOJICTBa 1O BaJIMAAIlMU Mpoliecca MPOU3BOJICTBA



JIEKapCTBEHHBIX MpPENnapaToB s MEIUIMHCKOTO MNpUMEHEHUs (IPUIIOKEHUE K
Pexomennauuu Komnernn EBpa3uiickoil 5KOHOMUYECKOW KOMUCCUU OT 26 ceHTsiopst 2017 r.
Ne 19).

40. PykoBOACTBO, yKazaHHOE B MyHKTe 39 Hactosimux TpeboBaHMil, MpeIHA3HAUCHO
TOJBKO JIJISI OMUCAHUS CBEACHUMN, KOTOPbIE HEOOXOAUMO IMOJIaBaTh B PErYJIATOPHBIC OpPTraHbl.
TpeboBanuss K BanuAanuu TMpoliecca NPOU3BOACTBA, YycTaHOBJIeHHbIe [IpaBunamu,
PacIpOCTPaHSIOTCS HA BECh )KM3HEHHBIN IIUKJI ITpoliecca MPOU3BOICTBRA.

41. Ilogxon K BanuJalMM MpoLEcca MPOU3BOACTBA, ONMMCAHHBIA B HACTOSILIIEM pa3JIee,
HEOO0XOIMMO MPUMEHSTH ISl TOTO, YTOOBI 0OECIEUNUTh B3aUMOCBS3b MEXKIY pa3paboTKON
mpoilecca MTPOU3BOJACTBA NPOAYKIIMKM U peajbHO BBIMTYCKAEMBIMH B OOpalieHue
MIPOMBIIIUICHHBIMUA CEPUSIMHU MPOAYKIMU. Takol MOAX0a K BalUJAIUU MPOMBIINLICHHOTO
MPOU3BOJICTBEHHOT'O MPOIIECCa MO3BOJISIET 00€CTIEYUTh KOHTPOJIb MPOILECCOB MPOU3BOJICTBA
JIEKapCTBEHHOTO CpeJICTBA BO BpeMS CEpUHHOr0 (PYTUHHOIO) MPOMBIIIEHHOTO
MIPOU3BO/ICTBA.

42. Ilpou3BOACTBEHHBIE MPOIECCHI MOTYT pa3pabaThiBaThCs C HCIOJIb30BaHUEM
TPAAUIIMOHHOTO TMOAXO0Ja WM TMOJAX0Jla HeNpepbliBHOW Bepudukanuu. OJHAKO BHE
3aBUCHUMOCTH OT HCIOJIb3YEMOTr0 IOJX0/a HEOO0XOJMMO MOATBEPAUTH YCTOMYHBOCTH
mpoiecca MPOU3BOJACTBA U 00ECIEYUTh MOCTOSHHOE KauyeCTBO MPOAYKIMHU 0 TOro, Kak
roToBas MPOAYKIUs OyAeT BhINylneHa B oOpamenue Ha poiHke Coro3a. J[nms mporieccoB
IPOU3BOJICTBA, pa3pabOTaHHBIX C MCIOIB30BAHUEM TPATUIIMOHHOTO MOJIX0/1a, HEOOXOIUMO
MPOBOJUTH TEPCIEKTUBHYIO BAJIHMAAIUIO, 1O BO3MOXXHOCTH Tepen cepTudukaruen
IPOIYKIHMH (BBITYCKOM MPOAYKIMU B oOpamieHue Ha poiHke Coro3a). PerpocnexTuBHas
BaJIUJIALIS HE CUYUTACTCS MMPUEMIIEMbBIM MOIXO0JIOM.

43. Ilpu Banmmanuu mpolecca MpOU3BOACTBA HOBBIX BUOB MPOJYKIIMH HEOOXOIMMO
BKJIIOYaTh B MPOIECC BaJduJAllMU BCE MpeEIojaraeMble K peanu3aiuud JO3UPOBKU U
MPOU3BOJICTBEHHBIE IUIOMAAKU. [[puMeHeHne mnoaxoaa BHIOOpA KpallHUX BapUAHTOB (
OpekeTHHTra) MOXET OBITh OOOCHOBAHO [JIsi HOBBIX BHJOB MPOJYKIIMH Ha OCHOBE
CHEIUATBHBIX 3HAHUHA O TIPOIIECCe MMPOU3BOCTBA, €CIIA TaKWe 3HAHUS ObUTH MOJYYSHBI B XOJI€
(dbapMaiieBTUUECKON pa3pabOTKH JIEKApCTBEHHOI'O MpernapaTta M €ro IpPOU3BOJICTBA, B
COBOKYITHOCTH C MPUEMJIEMON MPOrpaMMOil pooJBKatonencs BepupuKaIuu.

44. Ina BalIuAauuM MpOLEcca MPOU3BOJCTBA MPOAYKIMU, NMEPEIAHHONW C OJIHOM
MPOU3BOJCTBEHHOM IUIONIAJIKU Ha APYTYyI0 WM BHYTPU OJHOM IUIOIIAJKH, KOJUYECTBO
BAJIMJAIIMOHHBIX CEPUN MPOIYKIIMH MOXKET OBITh COKpAIEHO MyTeM MPUMEHEHUs MOAXoa
BBIOOpA KpaltHUX BapuaHTOB (OpekeTuHra). CBeeHUs O MIPOAYKIIMH, BKIIOYAIOIIHNE JaHHBIE O
MpeAbIIyIIeH BaUIaliK, AOJKHBI OBITh AOCTYMHBI. K pa3HBIM IO3MpOBKaM, pazMepam
cepuil MPOAYKIMU M pa3MepaMm (TUIAM) YIMAKOBKH MOXET TAKXKE€ MPUMEHSTHCS MOAXOJ
BBIOOpA KpalHUX BapHaHTOB (OPEKETHHT), €CIIM MTPOU3BOAUTEIb MPEAOCTABIISICT MUCHbMEHHOE
000CHOBaHUE BO3MOKHOCTH TAKOI0 MOAX0a B MacTep-(daiisie mporu3BOACTBEHHON IJIOMIAIKH
U PETUCTPAIIMOHHOM JI0ChE JIEKAPCTBEHHOIO Mpenapara.



Takolt moaxoa MOKeT ObITh MPUMEHEH JJIsl hara30Ha J03UPOBOK JIEKAPCTBEHHOTO
CpEJICTBA B Clly4ae, €Ciu JO3UPOBKU UACHTHUYHBI WM BECbMa OJIU3KU IPYT APYTY MO COCTABY
(HampuMep, 7 JUHEHKH TaOJETOK C pPa3IUYHOW MAacCoH, OmpenensieMol yCHIHNEM
IPECCOBAHMSI, TOTYUYEHHBIX C UCIIOJIB30BAHUEM CXOXKEr0 UCXOIHOIO IPaHyIsTa, WK JTUHEHKA
KaricyJ1, MOJy4eHHBIX METO/IOM HAIOJIHEHUS 000J0UYEK Kalcysl pa3HOTo pa3Mepa pa3indHbIM
o0BeMoM oaHOro coctana). [logxon BeIOOpa KpailHMX BapruaHTOB (OPEKETHHT) TAK:KE MOKET
OBITh MPUMEHEH JIJISl PAa3JIMYHBIX PA3MEPOB YIAKOBKHU MJIU Pa3IM4YHbIX 00bEMOB HAMOJIHEHUS
OJIHOTO U TOTO K€ KOHTEHHEpa.

45. B cnyyae ecnu Ha NMPOWU3BOJCTBEHHYIO IUIOMIAJIKy OCYLIECTBISAETCA NMEPEHOC
MPOM3BOJICTBA YK€ MNPOU3BOAMMON paHee mnpoaykuuu ("HaciegyemMod mNpoayKuuu'),
MPOLIECChl TPOU3BOACTBA U KOHTPOJIS JOHKHBI IPOBOJIUTHCS B COOTBETCTBUM CO CBEJICHUSAMMU
U3 PEruCTPAalMOHHOIO JOChE TAKOI'O JIEKAPCTBEHHOI'O Npenapara M JAEHCTBYIOUIUMHU
TpeOOBaHUSMM K PErHCTpAllMU JTaHHOW TPYIIIbI JIEKapCTBEHHBIX NpenapatoB. [Ipu Takom
MIEPEHOCEe MPOU3BOJICTBA B CIIy4ae HEOOXOAMMOCTH BHOCATCS U3MEHEHHS B PETHCTPALIMOHHOE
JOChE JIEKAPCTBEHHOTO IIpenapara.

46. Ilpm Bamupmanuu Mpolecca MPOU3BOJCTBA MPOU3BOJAUTEI0 HEOOXOIMMO
KOHTPOJIMPOBATh BO3MOKHOCTb MOCJIEI0BATEIILHOTO COOIOCHHSI B MIPOLIECCE TPOU3BOJICTBA
MPOMBILJIEHHBIX CEPHUI MPOAYKIIMU BCEX MOKa3aTeleil KauecTBa M MapaMeTpoB IMpolecca
MIPOU3BOJICTBA, KOTOPHIE OMPEEIEHBI UM KaK Ba)KHbIE JIJIs TOAJICPKAHUS BAIUIHUPOBAHHOTO
COCTOSIHMSI M O0E€CriedeHHUs] IPUEeMIIEMOro KadecTBa mpoaykuuu. OO0CHOBaHUE TOTO, KaKHUe
napaMeTpbl Mpoliecca MPOU3BOJACTBA M NOKA3aTENM KadyecTBa ObLIM ONPENENICHbl Kak
KPUTHUYECKUE WIM HEKPUTHUYECKHE, HEOOXOAMMO YETKO JOKYMEHTHPOBATh C Y4YE€TOM
pPE3yNbTATOB MEPONPHUSITHI MO OILIEHKE PUCKOB JJI KA4eCTBa.

47. BanuaIuIMOHHBIE CEPUU JOJKHBI UMETh TOT K€ pa3Mep, UTO U IJIAHUPYEMBIE CEpUH
NPOAYKIUU JIsI KOMMEPYECKOrO0 HCIOJb30BaHus. Mcmonb3oBaHue Ipyrux pa3MepoB
BaJIMIALIMOHHON CEpUM MPOIYKIMH HEOOXO0AUMO OOOCHOBATh B TIOKYMEHTaX MO BaJWAalluU
UCXOJI U3 KPUTUUYECKHUX (DaKTOPOB, BIMUSIOIIMX HA MPOLIECC BAIUJALNU, WIH ONPEAEIUTD C
yKa3aHUEM CCBhUIOK Ha COOTBETCTBYIOIIKE pa3aeinsl [TpaBu.

48. ITomenieHus, CUCTEMbI, HHKEHEPHBIE CUCTEMBI U 000PYyI0BaHHUE, UCTIOIb30BAHHBIC
IUIsl BallMJAlMU MpoLEecca MPOU3BOACTBA, JOJKHBI ObITh KBaIU(UUHUPOBAHBI. METOIUKH
UCMBITAHUN JOJOKHBI NPOWTH BaJMAALUMI0O B COOTBETCTBUHM C HMX HPEINOJAaracéMbIM
HCIIOJIb30BaHUEM.

49. B oTHOLIEHNHN BCEX BUAOB IPOAYKLIHUH HE3ABUCHUMO OT HUCIIOIB3YEMOTO MOAX0AA IS
KaXJI0W MNPOU3BOJCTBEHHON IJIOMIAJAKUA JOJKHBI OBITh JOCTYNHBI 3HAHHUS O MpoIEcce
MPOU3BOJCTBA, MOJYyUYECHHBIE B pe3yJbTaTe HCCIIEIOBAaHUNA Ha 3Tane pa3pabOTKU WU U3
JIPYTUX MCTOYHUKOB (MPU OTCYTCTBUU MHOTO OOOCHOBAHMS), KOTOPBIE NOJKHBI CIYKHUTh
OCHOBAHMEM JUJIS1 BAJIMIALMOHHBIX MEPOIPUSITHIA.

50. IIpu 3TOM K IpOU3BOJCTBY BAIMJALMOHHBIX CEPUN MPOIYKIIMH MOXKET MPHUBJIEKATHCS
MPOU3BOACTBEHHBIA TMEpCOHAN (I TMOHUMAaHUS 3THUM MEPCOHAIIOM OCOOEHHOCTEHN



MPOM3BOJICTBA MPOAYKIIMH) U TEPCOHAN CHyXkObl pa3paboTku Wik TpaHcdepa.
Banunauvonusie cepu MPOIYKLUMH JOJAKHBI IMPOU3BOAUTHCS OOYYEHHBIM MEPCOHAIOM
corjgacHo TpeOoBaHusM [IpaBui C HMCHOIB30BaHHEM YTBEPKICHHON NPOU3BOJIUTEIEM
JOKYMEHTAII1H.

51. KBanudukanus nmocTaBIIMKOB KPUTHUECKUX UCXOAHBIX M YIIAKOBOUYHBIX MAaTEPHAIIOB
IPOBOJUTCA A0 Hadajla IPOM3BOJICTBA BaJUJALMOHHBIX CEpHUM MpOAyKIUH. B mpoTuBHOM
cllydyae HEOoO0XOIMMO JOKYMEHTAIbHO O(OpPMIEHHOE OOOCHOBaHME HUX MPUTOAHOCTH,
OCHOBAHHOE Ha IPUMEHEHUH IPUHIIMIIOB YIIPABJICHUS PUCKaMU JJIs Ka4ecTBa.

52. J1ns 060CHOBaHMS BEIOPAHHOTO IPOCTPAHCTBA MPOEKTHBIX MAapaMeTPOB (€CiIu TaKkoe
IMPOCTPAHCTBO HCHOJB3YETCS), a Takke Uisl pa3pabOTKM MaTeMaTHUYeCKUX MOJIeNeH,
MpeAHa3HAYCHHBIX JUISl MOATBEPXKACHUS CTpaTEerMu KOHTPOJIS Ipoliecca MPOM3BOJICTBA,
HEOOXO0MMO HAIMYHUE CTICNUaIbHBIX 3HAHUM, JeKaIINX B OCHOBE IpoIlecca MPOU3BOICTRA.

53. B ciywae eciii 1ociie BAIMJALNANA IPEATIONAraeTCs BbIIYCK BaIUAALMOHHOW CEpUU
NpoAyKIMU B oOpaieHue Ha peiHKe Coro3a, 00 3TOM JOJKHO OBITh M3BECTHO /10 Haydalia
BaJIUJJallMM. YCJIOBUS, B KOTOPBIX NPOU3BOIATCS TAKUE CEPUH, AOJIKHBI IOJHOCTBIO
COOTBETCTBOBAaTh TpeOoBaHusIM [IpaBui, BanUAAIMOHHBIM KPUTEPUSM IPUEMIIEMOCTH,
KpUTEPUSM HENPEephIBHON BepUpUKaLlMU IpoLecca MPOU3BOACTBA (B Cilydyae UX MPUMEHEHU)
, @ TaKXKe CBEJEHHUSIM, YKa3aHHbBIM B PETHCTPAMOHHOM JOCh€ WJIM pPa3pelIeHUH Ha
IIPOBEICHUE KIIMHUYECKUX UCCIIEI0BAHMIM.

54. Ilpn Basmpmanuu mpouecca IPOU3BOJCTBA JIEKAPCTBEHHBIX IPENAPATOB IS
KJIMHAYECKUX HCCIEAOBAHUN HEOOXOIMMO PYKOBOJCTBOBAaThbCs mpuiokeHuem Ne 13 k
[IpaBunam.

ConyTcTBYyronas Baldaanus

55. B UCKIIFOUUTENBHBIX CIy4asX MpPU MOJOKUTEIBHOM COOTHOIIEHUH "MOJb3a — PUCK"
I TAaOWeHTa JOIMYCKAKTCSd IJIaHOBOE MPOM3BOJACTBO IPOMBIIUIEHHBIX CEPUM
JIEKapCTBEHHOT'O IIpernapara 10 3aBEpLICHUS BaIUJAALWOHHOM NMPOTPaMMBbl U IPOBEACHHUE
COIYTCTBYIOILIEH Banauuu. Pelenue o npoBeaeHNN COMYTCTBYIOLIEN BaJuJAlUN JOJKHO
OBITh 0O00OCHOBAHO MCXOMS U3 TOJOKEHUH MyHKTa 56 HacTosmux TpeGoBaHMil, BKIIOUEHO B
BaJIMJALMOHHBIA MAaCTEP-IJIaH U YTBEPKAECHO YIIOJTHOMOUYEHHBIM MEPCOHAIOM.

56. IIpu npuHATUM PEIICHUSI O MPOBEACHUN COMYTCTBYIOIIEH BaTUJAIUU JOJIKHBI ObITh
NOJY4YEHBl J10Ka3aTeIbCTBA OJHOPOAHOCTH pacCMaTPUBAEMOW BaJWJALIMOHHONW CEpUH
IIPOAYKILHUH U €€ COOTBETCTBUS OIPENAECIECHHBIM KPUTEPUAM IPUEMIIEMOCTH. Pe3ynbTaThl n
BBIBOJIbI JIOJIKHBI OBITh JOKYMEHTAIHHO O(GOPMIICHBI U JAOCTYIHBI JJISl YIIOJHOMOYEHHOTO
JUa, YJOCTOBEPSIOIIETO0 COOTBETCTBUME TaKOW cepuu TpeOOBaHMSAM, YCTAHOBICHHBIM
npuioxeHueM Ne 16 k [IpaBunam, 1o ceprudukanum cepum.

Tpa rIOHHBIHN TOAXO0/ K BaIMAANN



57. Ilpu TpaAMLMOHHOM ITOJAXOJE ONPEACIIEHHOE YUCIIO CEPUM IOTOBOM MPOAYKIIUU
MPOU3BOUTCSL B PYTUHHBIX YCIOBHUSX JIJISl MOJTBEPKJICHHUSI BOCIIPOM3BOIUMOCTHU Mpoliecca
MIPOU3BO/ICTBA.

58. Bb10op KoJIMUeCcTBA MIPOU3BOJAMMBIX CEPUM MPOAYKIIMH U KOJIUYECTBA OTOMPAEMBIX
po0 J107>KEH OCHOBBIBATHCS HA MPUHIIUIMAX YIIPABICHUS PUCKAMU JJIsl Ka4eCTBa U MO3BOJISATh
yCTaHOBUTH pabOuyMii Juana3oH BapualMil U TEHACHIMH K u3MeHeHuto. [IpousBoaurento
CJIeyeT MPE/ICTaBUTh MOJYyUYCHHBIC JaHHBIE IO pabdoyeMy Auana3oHy Bapualuid U TCHACHIIUN
K M3MEHEHUIO JJII €r0 OILEHKU. TpedyeTcss yCTaHOBUTHh KOJIMYECTBO CEPUN MPOAYKIIWU,
HEOOXOJAUMBIX JJIsI MOATBEPKICHUS TOTO, YTO B MPOIIECCE MPOU3BOJCTBA MOXKET OBITh
o0ecrieueHo cTaduILHOE MOTyYeHNEe KaueCTBEHHON TPOYKITNHU, U TIPEJICTABUTh 0OOCHOBAHUE
BhIOOpAa JAHHOTO KOJMUYECTBAa CEpUH B PETUCTPAIlMOHHOM JOChe M MacTep-daiiie
MIPOU3BOJICTBEHHOM TJIOIIAJIKH.

59. [IpuemiieMbIM [IJIs1 BAIMIALMH TIPOLiecca TPOU3BOICTBA CUMTAETCS TPOU3BOJICTBO KaK
MUHUMYM 3 TIOCJI€AOBATEIbHBIX CEPUN MPOAYKIHUHU MPU PYTUHHBIX YCIOBHUSIX, €CIIU 3TO HE
BCTyIaeT B MPOTUBOpPEUYUE C MOJOKEHUSIMU MyHKTa 58 Hacroamux TpeGoBanuii. Moxet
ObITh OOOCHOBAHO HWHO€ KOJHUYECTBO CEpUM NPOAYKIMH, NPUHUMAST BO BHUMAaHHUE
HCIIOJIb30BAHUE CTaHIAPTHBIX METOJIOB MPOU3BOJICTBA U HAIMYUE YK€ MPUMEHSAEMBIX HA
MPEINPUITAA AHAJIOTUYHBIX TPOIECCOB IMPOU3BOJICTBA WM AHAJOTUYHOW TPOAYKIIHH.
JIONOJIHUTENBPHO K MEPBOHAYAIBHOW BaJUJAlMKU C UCIOJIB30BAaHHEM 3 CepUil MPOAYKIHUH
MOTYT MOTpeOOBaThCS JaHHBIE, MOJYYEHHBIE MPU MPOU3BOJICTBE MOCIEAYIOUIUX CEpUM U
SIBJISTFOTITMECS] 9aCThIO TPOOJIKAIOIEHCS BepuUKAITIH TPOoIecca.

60. JlomxeH ObITH MOATOTOBJIEH MPOTOKOJ BaJIWAAIlMU Tpollecca MpOU3BOJICTBA,
onmpeAensonuil Kputuueckue mnapamerpsl mnpoiecca (CPP), kputuueckue mnokazatenu
kauectBa (CQA) U CBS3aHHBIE C HUMHU KPUTEPUU NPUEMIIEMOCTH, KOTOPBIE TOJLKHBI
OCHOBBIBATHCSI Ha JJAHHBIX, MTOJTYUYEHHBIX B MIPOIECCe pa3pabOTKU JIEKapCTBEHHOTO Mpernapara,
WM CBEACHUSIX O TIPOIIECCEe €ro MPOU3BOICTBA, KOTOPBIC ObUIN paHee 3aJ0KYMEHTHPOBAHBI.

61. [IpoTokoynbl BaIMAAIIMKM MpOIECCa MPOU3BOJICTBA JOJKHBI BKIIIOYATh B CeOs
CIIeTyIONTy 0 HHGOPMAIHIO (HO HE OTPAaHUYHBATHLCS €H):

a) KpaTKO€ OINHMCaHHe Mpoliecca MPOU3BOJACTBA U CChUIKA Ha 3alUCH, Kacaroluecs
MIPOU3BOJICTBA U YIAKOBKHU CEPUU MPOAYKIUU;

0) pyHKIIMM 1 00S3aHHOCTH TIEPCOHAA;

B) KpaTKui 0030p KPUTHUYECKUX MOKa3aTesield KauecTBa, TPEOYIOIIUX UCCIIeI0BaHU;

') KpaTKuii 0030p KPUTHYECKUX MapaMeTpPOB Mpoliecca MPOU3BOJICTBA U CBA3AHHBIX C
HUMH MPEJIECTIOB;

1) KpaTKuii 0030p Apyrux (HEKPUTHUECKHX ) TTOKa3aTeliel U mapaMeTpoB, KOTOPhIC OyayT
UCCIIEIOBATHCS MM MOHUTOPHUPOBATHCS B IMPOLIECCE MPOBEACHUS BAIHUIALNU, U YKa3aHUE
MPUYUH UX BKIIIOUCHUS;

€) MepeyeHb HCIMOJIb3yeMOro OOOpYJOBAaHHMS U CUCTEM OO0OpYIOBaHUS (BKIIIOYAs
M3MEPUTEIBHOE, 3alKUChIBaIOIEee 000PYAO0BAaHNE) BMECTE C JAHHBIMU O €T0 KaMOPOBKE;



) MepeUeHb UCIOJIb3YEMbIX aHAJUTHUYECKUX METOJMK U CBeJeHUs 00 MX Baauaauuu (
€CJIM IPUMEHUMO);

3) CBEJEHUS O MpEeajaraéMblX MEPONPUATHUAX BHYTPUIIPOU3BOJACTBEHHOI'O KOHTPOJIS C
KPUTEPHUSAMHU TPUEMIIEMOCTH, a Tak)ke O0OOCHOBaHHWE MPUYMH BBIOOpA Ka)XJAOTO TaKOTO
MEPONPUSITHUS;

M) CBEJCHHUS O MPOBOAUMOM JIOMOJHUTEIBLHOM TECTUPOBAHUU (C KPUTEPUIMU
MPUEMIIEMOCTH);
K) TUTaH 0TOOpa mpob 1 ero 000CHOBAHHUE;
J1) HCTIOIh3yEeMbI€ METO/IbI PETHCTPAIIMU TTapaMeTPOB MpoIlecca MPOU3BOICTBA U OIEHKU
€ro pe3ysbTaToB;

M) TIpOIlecC BBHINyCKa CEpUU MPOAYKIMHU B oOparieHne Ha pbiHKe Cor03a M BBIIAYH

cepTu(urKaTa Ha CEPUIO MPOAYKIIMH YIOTHOMOYEHHBIM JIUIIOM MTPOU3BOIUTEIS.

HemnpepsiBHas Bepudukamus nponecca mpon3BOACTBA

62. Jlnsa npoaykuuu, pa3pab0TaHHON C TOMOIIBIO0 TOAX0/a "KauecTBO uepe3 Au3aiH" (B
cilyyae, €ClM BO BpeMs pa3paOOTKU Ha OCHOBE HAYUYHBIX JIAHHBIX OBIJIO YCTAHOBJIIEHO, YTO
PYTHHHBIN ITPOLIECC MPOU3BOACTBA 00ECIIEUMBAET BHICOKYIO CTENIEHb YBEPEHHOCTH B KAUE€CTBE
MPOAYKIHH), B KAUECTBE aJIbTEPHATHBBI TPAAULIMOHHOMY MOAXOAY BaJlUJIallMU Ipolecca
MPOU3BOICTBA UCMOJB3YETCS HEMPEPbIBHAS BepUPHUKaLKA Mpoliecca.

63. HeoOxonumo ompenennuTs METO]l HePEePhIBHON Bepu(pUKAIMU Mporiecca. Takxke
J0JKHA OBITh OIpejielieHa U HaydyHO OOOCHOBaHA CTpATErusi KOHTPOJA Jisi TpeOyeMbIX
IIOKA3aTeJIed MOCTYIAIIMKUX MATEepUAIOB, KPUTHYECKHX IIOKa3aTellel KadecTBa U
KPUTHYECKUX MapaMeTpPOB IMpOliecca MPOU3BOJACTBA [JIsI NMOATBEPKICHUS peATU3aAUU
NPOAYKIMH, BKIIOYAas OLEHKY CTpPaTEerud KOHTPOJISA YIOJHOMOYEHHBIMH OpraHamu (
opraHu3auusMu). B kayecTBe  HMHCTPYMEHTOB  MOTLYT  HMCHOJIb30BaThCA
npoleccHo-aHanutuueckas texunosnorus (PAT) u MHOrOMepHBIN CTaTUCTUUECKUN KOHTPOIb
nporecca npou3BoacTsa. [IpousBoauTento HEOOXOAUMO ONPEAEIUTh U B MUCbMEHHOU (popme
000CHOBATh BBHIOOpP KOJMYECTBA CEPUN MPOAYKUMU, HEOOXOAUMBIX A MOATBEPKACHUS
BBICOKOW CTENEHU YBEPEHHOCTH B TOM, YTO MPOLIECC MPOU3BOJCTBA MO3BOJSET CTAOMIBHO
oOecreynBaTh MOJy4YeHUE KaYECTBEHHON MPOAYKIUH.

64. IIpuHuumel, onvcaHHble B MyHKTax 38 — 54 Hacrosmux TpeboBaHuil, IPUMEHSAIOTCS
IpU MPOBEACHUHN HEMPEPHIBHON BepuPHUKaLIUU MTpoliecca MPOU3BOCTBRA.

I'mOpupEbLi TOIXOA

65. I'uOpuaHbIN MOAXO0, MPEyCMATPUBAIOIINI TPUMEHEHHE TPATUIIMOHHOTO TI0JIX0/1a B
KOMOUWHAIIMU C HENpepbIBHOM Bepudukanueil mpoiecca MPOU3BOJCTBA, MOXET OBITh



WCIIOJBb30BaH MPU HAJTUYUU 3HAYUTEILHOTO oObeMa 3HAHUU O MPOAYKIHMH, 3HAHUU U
MMOHMMAaHMS MPOLIECCa MPOU3BOJICTBA 3TOW MPOAYKIIMH, OCHOBAHHBIX HA MPEAIIECTBYIOIIEM
ONBITE IMTPOU3BOACTBA U JAHHBIX O IPOU3BEJACHHBIX PAHEE CEPUAX MPOLYKIIUU.

66. I'nOpuIHBIN MOAXO0J MOXKET TaK)Xe HCIOJIb30BAThCS ISl JTIOOBIX JAEUCTBUM 1O
BAJIMJAIANA TIOCJIE€ U3MEHCHHM WM BO BPEMsl MPOJOJDKAIOIICHCS BepudUKaAIMKA Tpoiiecca
IPOM3BOJICTBA, JJAXKE €CIIM M3HAYAIBHO ObUT MPUMEHEH TPAJAUIIMOHHBIN MOIXO/I.

ITpoxoikaromasics BepradHKanya nOporecca IPOU3BOCTBA B XO€ KA3HEHHOTO IUKIIA

67. Tlonoxenus nmyHKToB 67 — 71 HacTosuux TpeOoBaHUI TPUMEHHUMBI KO BCEM 3
MOJIX0JIaM K BaJMIalliU TMpoIlecca MPOU3BOACTBA (TPaIUIIMOHHOMY TOIXOAY, HETIPEPHIBHOM
Bepu(DUKAIIUU U THOPUITHOMY TIOJIXOTY ).

68. [Ipon3BoauTENSIM HEOOXOUMO OCYIIECTBISATh MOHUTOPUHT KauyeCTBA MPOIYKIIUU U
OLICHMBATh pPEJICBAaHTHBIE TEHJCHIMM IMpoIlecca MPOU3BOACTBA B IEISIX OOECTICUCHHS
rapaHTUU TOJAJEpP>KaHUS KOHTPOJIMPYEMOI'O0 COCTOSHHUS MPOAYKIIMM Ha MPOTSKEHUU €€
’KU3HEHHOTO LUKJIA.

69. O6beM U IEPUOIUYHOCTH MPOJOJIKAIOIIEHCS BEpUPUKALIMU MPOIEcca MTPOU3BOACTBA
MOJJIEKAT PEryJIIpHONM OLEHKE MPOM3BOJAUTEIEM JIEKAPCTBEHHOI'O Ipernapara, Tak KakK B
J1000 MOMEHT KM3HEHHOIO0 IUKJA MPOAYKIUU MOXKET MOTpeOOBaThCsd UX H3MEHEHHE,
UCXO/JIs U3 U3MEHEHHUS OHUMaHUs Mpollecca MPOU3BOJICTBA, & TAKXKE MPUTOJHOCTH IMpoliecca
IIPOM3BOJICTBA IPHU €T0 MPOJ0IIKAIOLIEICS BeprudUKaIHH.

70. Heob6xoaumMo OCYHIECTBISATh MPOAOJDKAIOUIYIOCS BepUdUKAIUIO Tpolecca
MPOU3BOJCTBA B COOTBETCTBUU C YTBEPKACHHBIM IMPOTOKOJIOM WU SKBUBAJIECHTHBIM
JOKyMEHTOM, a Takke pazpadoTaTh GopMy oTdeTa JUisl IOKYMEHTHUPOBAHMS MOTYyUYEHHBIX
pesyapTaToB. I[lpu HEOOXOAMMOCTH MAOMKHBI OBITh HCIOIB30BAaHBI CTATUCTUYECKHE
WHCTPYMEHTBI ISl TOATBEPKICHUS BBIBOJOB, KacalolmUXcs BapuabEeNbHOCTH U
BO3MOKHOCTEN YKa3aHHOTO Ipoliecca MPOU3BOACTBA, a TAKXKE JJIs1 00eCIIeUeHHUs] TapaHTHH
COXpPaHEHUsI KOHTPOJIUPYEMOTO COCTOSIHHSL.

71. Ilpomoipkaromrytocss BepuuUKanUiO Mpolecca MPOU3BOACTBA HEOOXOIUMO
MCIOJIb30BaTh Ha MPOTSHKEHUU BCETO JKU3HEHHOTO IUKJIA MPOAYKUUHU AJS MOJACpKaHUS ee
BaJIUAUPOBAHHOTO CTaTyca, KOTOPBIM JOKEH OBbITh YKa3zaH B 0030pe mo kaudectBy. Kpome
TOT0, HEOOXOMMO pacCMaTPUBATh BOMPOCH O BHEIPCHUH B JAIBHEUIIEM JOMOIHUTEIBHBIX
M3MEHEHHI B MPOIECC PO I0JDKaroIelcs BepuduKaiuu, a Takxke o0 OlleHKe He0OX0AMMOCTH
OCYUIECTBJIEHUS JOMOJIHUTENbHBIX JEHCTBUN (HAaIpUMEp, paclIUpeHHOro 0T0opa npoo).

8. Bepuukaima mporecca TpaHCIOPTHPOBKA

72. 'oToBast JeKapCTBEHHAs MPOAYKIIUSI, JEKAPCTBEHHbIE MpenapaThl ISl KIMHUYECKUX
UCCIeIoBaHnu, HepachacoBaHHAs MPOAYKIMS W 0O0pasibl JIEKAPCTBEHHBIX MPENapaToB
JOJDKHBI  TPAHCIIOPTUPOBATHCSI OT MPOU3BOJCTBEHHBIX IUIOMIAJOK COTJIACHO YCJIOBHUSIM



TPAaHCIIOPTUPOBKH, YKA3aHHBIM B PETMCTPALMOHHOM JOCHE JIEKAPCTBEHHOI'O Iperapara u
cnenudUKalMU, COTJaCHO YTBEPXKJICHHOM MapKUPOBKE WJIM HMHBIM YCJIOBHSIM
TPaHCTIOPTUPOBKH, TAPAMETPHI KOTOPHIX 000CHOBAHBI MPONU3BOUTEIIEM.

73. Bepudukamuss TpaHCIOPTUPOBKU MOXKET OBITh MPOOJIEMAaTUYHON H3-3a2 OOJIBIIOTO
KOJINUECTBA PA3IMYHBIX (PAKTOPOB, TEM HE MEHEE MapHIPYThl TPAHCIIOPTUPOBKHU HOJKHBI
ObITh YeTKO onucaHbl. Ce30HHbIC U3MEHEHHUS U JIPYyTHe U3MEHSIONIMecs (HaKTOPhI JOJIKHBI
OBITh TAKXKE PACCMOTPEHBI B X0O/I¢ BEpUPUKAIIUU TPAHCITOPTUPOBKHU.

74. JIns paccCMOTpEHUs BIHSHUS Ha MPOLECC TPAHCIOPTHUPOBKU H3MEHSIOLINXCS
(hakTOpOB, OTIIMUHBIX OT TE€X, KOTOPbIE KOHTPOJIUPYIOTCS WU MOJIBEPTatOTCsI MOHUTOPUHTY (
HaIrpuMep, 3aJepPKKU MPU TPAHCTIOPTUPOBKE, COOEB B YCTPONCTBAX PETHCTPALUU JTaHHBIX,
JOJIMBA KHUJKOTO a30Ta, YYBCTBUTEJIBHOCTH MNPOAYKIUH M APYTHUX COOTBETCTBYIOIIMX
(hakTopoB), HEOOXOAMMO MMPOBOUTH OIEHKY PHCKOB JJI KQ4eCTBa.

75. T1ockONBKY B XOJ€ TPAHCIOPTUPOBKU BO3MOKHBI U3MEHEHUS YCJIOBUN BHEUIHEU
cpebl, HEOOXOIUMO OCYIIECTBISATh HEMPEPHIBHBIA MOHUTOPUHT U PETUCTPALIMIO JTHOOBIX
KPUTUYECKUX YCJIOBUM BHEIIHEW CpeAbl, BO3JACHCTBUIO KOTOPBIX MOKET MOABEPraThCs
MPOIYKLHUS, €CIU TOJIbKO IPOU3BOAUTENEM HE OOOCHOBAH OTKa3 OT TAKOTO MOHUTOPHHTA.

9. Bampanua mpomecca yIakOBKH

76. N3MeHeHrE TEXHOJOTMYECKUX MapamMeTpoB 00OpYyIOBaHUS, B OCOOEHHOCTH
napamMeTpoB OOOpyIOBaHHS, HCIOIB3YEMOr0 B IPOILIECCE MEPBUUYHON YMAKOBKHU, MOMKET
OKa3aTh CYUIECTBEHHOE BIMAHHE Ha ILIEJIOCTHOCTh M Hajyiexaliee (yHKIIMOHUPOBAHUE
YIAaKOBKU (Hampumep, OJNHUCTEphI, calle M CTEPUJIbHbIE KOMIIOHEHTHI), MO3TOMY
0o00OpylI0BaHKE, UCTOJIb3YEMOE B paMKax MpPOLIECCOB MEPBUYHOW U BTOPUYHOM YIIaKOBKH
rOTOBOM M Hepac(hacOBAHHON MPOIYKLUNHU, JOJKHO ObITh KBaTU(ULIUPOBAHO.

77. Kpanuduxkaius 060py10BaHus, 3aI€MCTBOBAHHOTO B TIPOIIECCE IEPBUYHOM YIAKOBKH,
JOJIKHA OBITh POBEJIEHA MPYU MUHUMAJIbHBIX U MAKCUMAJIbHBIX 3HAUEHUSX, YCTaHOBJIEHHBIX
JUIsT KPUTHUYECKUX MapaMeTpoB Ipolecca, TaKUX KakK TeMmIepaTypa, CKOpOCTh pabOThI
000pyI0OBaHUs, YCUIIUE CKICHKHU (3anaiKu), WK JJI JTF0OBIX IPYrux (PakTopoB, BIAUSIOIIUX
Ha IpOLECcC NEPBUYHON YIIAKOBKH.

10. Kammuxanysa HEKEHEPHBIX CHCTEM

78. KadecTBO mapa, BOJbI, BO3yXa, IPYTUX Ta30B U T. M. JOJKHO OBITH TIOJATBEPKICHO
IPOU3BOJIUTENIEM JIEKAPCTBEHHBIX MPENapaToB IyTEM BBINOJIHEHUS COOTBETCTBYIOIUX
UCCIEIOBAaHUI IOCIEe MOHTaXa C y4eTOM TpeOOBaHMM K KBalU(PUKALMHU, YKa3aHHBIX B
paznene 3 Hactosmmx TpeOoBaHUIA.

79. AnUTenbHOCTh U 00BbEM KBadU(PUKALMU AOJKHBI OTPAXKATh JIHOObIE CE30HHbBIC
U3MEHEeHHs (B ciydae, €CJIM TaKhe HM3MEHEHUs] OKa3bIBalOT BIIMSHUE Ha OOBEKT
KBAIM(PUKALIUN), @ TAKXKE YUYUTHIBATh MPEI0JIaraeMoe Ha3HaUYeHUE HHKEHEPHON CHUCTEMBI.



80. [lns mpenoTBpalleHUs BO3HUKHOBEHHS HEIMOJIaJ0K 000pyAOBaHUS B cllydae
MOTEHUHUAJIBHOTO MPSMOro KOHTAKTa C MPOAYKIMEH (HampuMep, CUCTEMbl OTOIJICHUS,
BEHTWIALIMM U KOHIULIMOHUPOBAHUS BO3]lyXa) WIM KOCBEHHOTI'O KOHTAKTa C MPOAYKUHUEH (
Hanpumep, TEII00OMEHHUKOB) HEOOX0IMMO IPOBOJUTH OLIEHKY PUCKOB JIJIsl KAYECTBA.

11. Banmmnanmsa aHAIMTHIECKAX METOTUK

81. Bce ananuTuyeckue METOMKH, UCIIOJIb3YEMBbIE ISl KBATU(DUKALINH, BAIUALUN WIH
BaJIMJAIMU OYMCTKH, TOJKHBI ObITh BaJUAUPOBAHBI B OTHOLUIEHUH MIPENEIOB OOHAPYKEHUS U
KOJIMYECTBEHHOTO oNpe/esieHus (Ipu He0oOX0IMMOCTH) COTJIACHO YKa3aHUsM TIiaBbl 6 yacTtu |
IIpaBui.

82. Ilpu mpoBeaeHUM MHUKPOOMOJOTMUECKUX HMCHBITAHUN MPOAYKIUU METOAMKA
TECTUPOBAHUS JOJDKHA OBITh BallMAMPOBAaHA [Jisi MOATBEPKACHUS OTCYTCTBUS
aHTUMHUKPOOHOTO ACHCTBUS MPOTYKIUH.

83. Ecnu mpoBOAMTCS MHUKPOOMOJOTMYECKUH KOHTPOJIb MOBEPXHOCTEH YHUCTHIX
ITIOMEIIEHUHM, METOJINKA YKa3aHHOTO KOHTPOJIA NMOMJICKUT BAIUIALMHU IS MOATBEPKIACHUS
OTCYTCTBMSI AHTUMUKPOOHOTO JEHCTBHS CO CTOPOHBI MOIOIIUX U J€3MH(ULUPYIOUIUX
CPEACTB.

12. Banugamusa o9uCTKHA

84. Banuaanusi O4MCTKU JTOJKHA TTPOBOJIUTHCS € LIETbIO TOATBEP kK ACHUS 3P PEKTUBHOCTU
MpOLEeAYPbl OUYUCTKHU JIJII BCEro 0OOpYJIOBaHMS, KOHTAKTUPYIOIIETO ¢ Mpoaykiueit. [lpu
HaJIMYMU COOTBETCTBYIOIIETO HAYYHOTO OOOCHOBAHHUS JIOMYCKAETCA HCIOJIb30BAHUE
MOJCIUPYIONUX BemecTB. [Ipu MCTONb30BaHUN OJHOTHITHOTO 0OOPY/IOBAaHUS CYIIECTBYET
BO3MOXXHOCTh BBIOOpa cHeIM(PUUHBIX €AUHUIl 000PYAOBaHUS ISl IPOBEACHUS BaIUAAIIUN
OUYMCTKU MPHU HAJTUYUU COOTBETCTBYIOIIETO 0OOCHOBAHUSI.

85. BusyaspHas mpoBepKa YHUCTOTHI SBJISETCS BAXKHBIM KPUTEPUEM MTPUEMIIEMOCTH TPU
BAJIMIAIIMMA OYUCTKH, TEM HE MEHEE ATOT KPUTEPUM HE JOJDKEH MPUMEHSTHCS B KaueCTBE
€IMHCTBEHHOTO. [IpreMyIeMbIMM CUMTAIOTCS TOAXOAbI, HE MCIIOJb3YIOIIHE MOBTOPHYIO
OYMCTKY M MOBTOPHOE TECTUPOBAHUE JIO MOMEHTA JOCTHMXKEHHS COOTBETCTBUS KPUTEPHUSIM
MIPUEMIIEMOCTH.

86. B cBs3u ¢ TeM, 4TO BBIMOJHEHHE MPOTPAMMBbl BalUJAIUM OYUCTKU Tpelyer
OTPE/ICIICHHOTO BPEMEHH, I HEKOTOPHIX BUJIOB MPOAYKIIUM, HAPUMEP MpPENapaToB ist
KJIMHUYECKUX HUCIBITAHUH, MOXKET MOTPeOOBaThCS BamuAalds ¢ BepuUdUKAIMEH OYHUCTKH
Moclie KaxJoW cepuud mpoaykuuu. B pesynbraTe BepuUPUKALMU MPOU3BOJICTBEHHOTO
mpoiecca JA0JDKeH OBITh MOJIYy4eH 00bEeM JaHHBIX, MO3BOJISIONIUN MOATBEPAUTHh YUCTOTY
000pyI0BaHUs ¥ BO3MOXXHOCTh €T0 JaJdbHEUIIEero UCTI0JIb30BaHMUS.



87. Ilpu Basigani HEOOXOIMMO YUUTHIBATh YPOBEHb aBTOMATH3aIIMU MPOIIECCa OUUCTKU
. IIpn ucnonb30BaHUK ABTOMATHYECKOI'O IMPOIECCA OUYUCTKU JOJKEH ObITh BAJIUIUPOBAH
pabounii Tuana3oH nNapaMeTpoB UHKEHEPHBIX CUCTEM U 000PYAOBaHUS I OUHUCTKH.

88. Jlyis Bcex MpoIecCOB OUUCTKU HEOOXOIUMO MPOBOJIUTH OLIEHKY B LIEJISAX BBISBICHUS
U3MEHSIOMUXCS (aKTOPOB, KOTOpPBhIE MOTYT BJIUSATh Ha MpoBeneHue U 3¢h(HEeKTUBHOCTH
OYMCTKH (TIEpCOHAl, YpPOBEHb JeTalu3allud B TMpoleaypax (Hampumep, KpaTHOCTb
OnoJlackuBaHuii) u T. 1.). Ilocie BbISIBACHUS TakuxX (PaKTOPOB IJIs BAIMJALMU OYHUCTKHU
HE0OXO0MMO UCIIOJIb30BaTh YCIOBUSA "HAUXY/IIETO cirydas'.

89. IlpenenpHble 3HAaUEHUS EPEHOCA OCTATKOB MPOAYKIUU JAOJKHBI OCHOBBIBATHCS Ha
TOKCUKOJIOTUYECKOW OLEHKE MPOAYKLMH, IPOBEACHUE KOTOPOM MPEAyCMOTPEHO
PykoBOACTBOM MO YCTaHOBJICHHIO AOMYCTUMBIX MPEAEIIOB BO3ICUCTBHS Ha 3JJ0POBbE B LIETISAX
UJICHTU(PUKAIIMY PHUCKOB IMPU MPOHU3BOJCTBE JIEKAPCTBEHHBIX CPEJACTB Ha O0OIIMX
IPOU3BOJICTBEHHBIX (TEXHOJIOTMYECKUX) JUHUAX, yTBepkAeHHbIM Pemennem Komneruu
EBpasuiickoii skoHOMHYeckoil komuccun ot 14 suBaps 2020 r. Ne 1. OOGocHOBaHue
BBIOpAHHBIX MPECIbHBIX 3HAYEHUHN JOJIKHO IOKYMEHTAIBbHO O(DOPMIISITHCS B paMKax OICHKU
PUCKOB C YKa3aHHUEM CCBUIOK Ha HCIOJb3yE€Mbl€ MCTOYHUKHU JAaHHBIX. [[OMKHBI OBITH
YCTAHOBJICHBI MIPeEbl sl HOATBEPKIACHUS YAICHUS JIIOOBIX UCIOJIB3YEMBIX JETEPreHTOB.
Kpurepuun npremieMocTy JOJKHBI TaK)KE€ YUYUTHIBATh BO3MOKHBIM KYMYJISITUBHBIN 3D (DHEKT
IpU HCHOJb30BAaHUU HECKOJBKHX EIUHULl 000pPYIOBaHMS B TEXHOJOTUYECKOUH CXeme
nporiecca.

90. TepaneBTHYECKHME MAKpOMOJEKYJBI M MENTUABl MOABEPKEHBI JETpajaluu U
JICHATypalluu TOJ] BO3JEHCTBUEM SKCTpEMaJbHbIX 3HaueHU pH u (i) HarpeBaHus u
CHOCOOHBI TEPATH (PapMaKOJIOTUUYECKYI0 aKTUBHOCTh. [103TOMY TOKCHKOJOTHYECKasl OLEHKa
MOJKET ObITh HETIPUMEHUMA NPU YKa3aHHBIX 0OCTOSATENbCTBAX.

91. Eciii HEBO3MOKHO MPOU3BECTH CHEU(PUUECKOE TECTUPOBAHUE OCTATKOB MPOTYyKIINH,
JOMyCKaeTcsl MPOBEIECHHE KOHTPOJISL APYTHMX IIOKAa3aTeNIbHBIX [apaMeTPOB, HaIpUMEP
coJiep>KaHus OOIIET0 OPraHMYEeCKOro Yriiepoaa Uitk JIEKTPOIPOBOHOCTH.

92. Ilpu pa3paboTKe TPOTOKOJIOB BATHAANNN OYUCTKH HEOOXOIUMO YUUTHIBATH PUCKU
MUKPOOHOJIOTUYECKOTO 3arpsI3HEHUS] U 3aTrPSA3HEHUS YHIOTOKCHHAMMU.

93. Bnusinue BpeMeHU XpaHeHUsI 000pyI0BaHUS MOCTE 3aBEPIICHUS MPOU3BOCTBA MEPel
OYMCTKOW MU BPEMEHHM MEXKAY OUYHUCTKONW W HCIOJIb30BAHMEM OOOpPYIOBAHUS OJKHO
NPUHUMATBCSI BO BHHMMAaHUE Jis OINpEIEICHHUS BPEMEHU XpaHEHUs OO0OpylOoBaHUSA B
3arpsI3HEHHOM U OYHILEHHOM COCTOSTHUSX.

94. Ecnu ocyuecTBisieTcs MpOU3BOJCTBO MO NPUHUHUIYY KaMIaHUM, HEOOXOAUMO
OLICHUBAaTh BO3MOYKHOCTHM OYMCTKM B KOHIE KamnaHuu. IIpm 3TOM MakcumanbHas
JUIUTEJIbHOCTh KaMIaHuM (B €AUHUIIAX BPEMEHU M (WUJIM) KOJMYECTBE CEpUMl MPOAYKIIUH)
JOJIKHA YYUTHIBATHCS IPU MPOBEACHUY BaTUAALMH OYUCTKH.

95. Ecam aJist Banuganuy OYUCTKH MPUMEHSETCS MOJIXO0/1 C UCOJIb30BAHUEM NPOTYKIIMH B
YCIOBUSIX "HAUXYJAIIETo ciydas', He0OXOJUMO AaTh HaAy4HOEe OOOCHOBaHME BBIOOpa BHUJA



MPOAYKIUH, UCTIOJIB3YEMOTr0 B YCIOBUAX "HAUXYAIIETO Caydas', a TAKXKE MPOBOAUTH OLIEHKY
BJIMSIHUSA HOBOM IIPOJIYKIMHU Ha BBIOOpP ycnoBui "Hauxyauero ciaydas'. [Ipu ocymecTBienuu
YKa3aHHOTO BbIOOpa MOTYT MPUHUMATHCA BO BHUMaHHE TaKHe KPUTEPUHU, KaK PaCTBOPUMOCTD,
JIETKOCTh OYUCTKU, TOKCUYHOCTb U aKTUBHOCTb.

96. IIpoTOKOJIBI BaNIMAAIMU OYMCTKU JTOJHKHBI OMUCHIBATh TOUYKKM OTOOpa Mpod uiu
coJiepKaTh CCBUIKM Ha HMX, OOOCHOBBIBATH IPUYMHBI BHIOOpA JTaHHBIX TOUYEK, a TAKKE
ONPENENATh KPUTEPUU IPUEMIIEMOCTH JIsl KaX A0 BBIOPAHHON TOYKH.

97. IIpoObI HEOOXOAUMO OTOMPATH METOJOM B3SITHSI CMBIBOB C MIOBEPXHOCTEH U (MJIN)
npo0 KUJIKOCTU TMOCJE OMOJACKUBAHUA JIUOO APYTrMMHU METOAAMHU B 3aBUCHUMOCTH OT THUIIA
oOopyaoBanusi. MaTepuaibl U METOJbl 0TOOpa MPOO HE JOKHBI OKa3bIBaTh BIMSHUS Ha
noyiyyaemble pe3ysbTarbl. Heo6XoaumMo mpoaeMOHCTPUPOBATH BO3MOXKHOCTh H3BJICUCHUS
BEILIECTB CO BCEX MaTepuajoB OOOPYyJOBaHUS, KOHTAKTUPYIOLIETO C MPOAYKLUMEH, MpH
UCIOJIb30BaHUH BCEX IPETYCMOTPEHHBIX METOI0B OTOOpa MpoO.

98. UTo0Obl A0Ka3aTh, YTO METOJl OYUCTKU BaJUAUPOBAH, MPOLEAYypa OYUCTKU AOJKHA
OBITh BBINIOJHEHA COOTBETCTBYIOLEE KOJIMUYECTBO Pa3, ONPEAEIEHHOE Ha OCHOBE OLICHKHU
PHUCKOB, U COOTBETCTBOBATh KPUTEPUSIM MPHUEMIIEMOCTH, YCTAHOBJICHHBIM MPOU3BOIUTEIEM
JUISL OYUCTKHU.

99. Ecnu mponecc o4yuCTKH HEIDPEKTUBEH WM HE MOAXOAMUT IS KaKoro-iubo
00opyAOBaHMsI, HEOOXOAMMO HCIIONbH30BaTh CHEIHUATBHO BBIJCICHHOE JIA NMPOU3BOACTBA
JIEKapCTBEHHOTr'0 Ipernapara 000pyI0BaHUE WUJIM MPUMEHATH COOTBETCTBYIOIIHME MEPHI IS
Ka)XJI0r0 BUJA IPOIYKIIMHU COTJIACHO yKa3aHusAM rias 3 u S gactu | [IpaBui.

100. B ciyyae ucnosiap30BaHUs PYYHOH OUMCTKH OOOpPYJOBaHUS HEOOXOIUMO
NOATBEPXKAaTh 3(PPEKTUBHOCTh TAKOH OYUCTKH C MEPHOJUYHOCTBHIO, YCTAHOBJIEHHON Ha
OCHOBE ITOJTyYEHHBIX IKCIIEPUMEHTAIbHBIX JaHHBIX.

13. KoHTpOIIH H3MEHEHMI ITpoLecca MPOU3BOICTBA

101. TIpomiecc paboOTHl ¢ M3MEHEHHSIMHU TPOIlECCa MPOU3BOACTBA SIBISICTCS BaXKHBIM
KOMIIOHCHTOM TIpOIlecca YIPAaBJICHUS 3HAHUSMH M JIOJDKCH OCYIIECTBIISITBCS B paMKax
(hapmareBTUYECKON CUCTEMBI Ka4eCTBA.

102. JomxkHBI OBITH JOKYMEHTHPOBAHBI MIPOLIEAYPHI, OMMMCHIBAIONINE XapaKTep JCHCTBHA,
COBEpIIAEMBIX B ClIydae MPEJIOKEHUsI TUIAHOBOTO W3MEHEHUS HMCXOJTHBIX MaTepHaiOB,
KOMIIOHEHTOB TPOAYKIINU, 000pYA0BaHMs, TOMEIIEHUH, IIEPEIHS BBIITYCKAEMOU MPOTYKITUH,
mporiecca MPOU3BOJICTBA WM METOJWKHA TECTUPOBAHUsS, pa3Mepa CEpPUU MPOAYKIIHH,
MIPOCTPAHCTBA MTPOCKTHBIX MAPaAMETPOB UM UHOTO U3MEHEHHMSI B TEUCHHE KU3HEHHOTO MUK
MPOAYKIIMH, KOTOPOE MOXKET OKa3aTh BJIUSHUE Ha KA4eCTBO NPOAYKIIUU HIIH
BOCIPOU3BOAMMOCTH MpOIlecca MPOU3BOICTRA.

103. Tlpm WCIOAB30BaHUU KOHIICMIIUU IMPOCTPAHCTBA MPOCKTHBIX IMapaMeTpOB
MIPOU3BOJIUTEINIO HEOOXOAUMO:



OLICHUBATh M3MEHEHUS IMPOCTPAHCTBA NPOEKTHBIX MMAPAMETPOB ITyTEM CPAaBHEHUS C
JaHHBIMHU PErUCTPALIMOHHOTO 10ChE;
OLIEHHUBATh HEOOXOUMOCTh MPUHATHS COOTBETCTBYIOIINX PETYJISATOPHBIX IEHCTBU.

104. Ins olleHKM 3arIaHUPOBAHHBIX U3MEHEHMM, B YACTHOCTU IJisl OINpEeJeTeHUs
MOTEHIMAIBHOTO BIUSHUS HA KAYECTBO NPOLYKUNH, (papMalleBTUYECKUE CUCTEMBI KaUueCTBa,
JOKYMEHTAIMIO, BAIMJIALUIO, PETYJIATOPHBIN cTaTyc, KaIUOPOBKY, 00CITYKUBAHUE, a TAKKE
Ha JI00bIe APYrUe CUCTEMBI, C LEIbI0 MPEIOTBPAIICHUS HENPEABUIECHHBIX MOCIEACTBUIA U
IUIAaHUPOBAaHUS HEOOXOAMMBIX JEHCTBUH MO BajduAalllM, Bepu(UKAIMU WU TOBTOPHOU
KBAIM(PUKALIMU TpoLEcca NMPOU3BOACTBA JIOJDKEH HMCIOIb30BATHCS IMPOLECC YNPABICHUS
pPUCKaMH ISl KAYECTBA.

105. 3meHeHust 1OKHBI ObITh COTJIACOBAHBI U YTBEPKIAEHBI OTBETCTBEHHBIMU JTUIAMU
VI BBITIOJIHSIOIIUM COOTBETCTBYIOIINE (DYHKIIUU MEPCOHATIOM COTJIacHO (hapMaleBTHUECKON
CUCTEME KauecTBa.

106. Heo6xoauMo MpoOBOAUTH OLIEHKY MOATBEPKAAIOLIENH HHPOPMALUK U TOKYMEHTOB B
LEJIAX BBISBIICHUS BIMSHUS U3MEHEHMsI 1O €0 BBEJICHUS B JCHCTBHUE.

107. Ilocne BHEApEHHS] U3MEHEHHUSI TOJKHA MTPOBOJIUTHCS SKCIEPUMEHTANIbHAS OLIEHKA
€ro pe3yJIbTaTUBHOCTH Ul MOJATBEPKJICHMS YCHEIIHOIO BHEAPEHUS H3MEHEHUs (eciu
MPUMEHUMO).

14. Onpenenennsa

108. Jlnst neneit Hactosimux TpeGoBaHUM MCIIOIB3YIOTCS MTOHSATHS, KOTOPhIE 03HAYAIOT
Cclelytoniee:

"BaJMIalMs OYUCTKU" — JOKYMEHTaJIbHO O(POPMIIEHHOE J0Ka3aTeIbCTBO TOTO, YTO
YTBEP KJEHHAs TPOLIeAypa OYUCTKHU OYJIET C BOCIIPOU3BOIUMBIM PE3yJIbTATOM 00ECIIEYUBATH
TaKyl0 OYUCTKY OOOpYJOBaHHS, MPU KOTOPOW KOJHMYECTBO OCTATKOB MPEAbITyIICH
MPOAYKIIUU, TTPOU3BEACHHON Ha 00OpPYJOBAaHHUH, WM MOIOIIETO CPEJCTBA, UCIOIb3yEeMOTO
NpU OYKUCTKE O00O0pylOBaHUSA, OyAeT HUXKE HAYYHO OOOCHOBAHHOTO MAaKCHUMAaJIbHO
JOTTYCTUMOTO YPOBHS TIEPEHOCA;

"Bepudukaius o4ucTKu" — cOOp J0Ka3aTEIbCTB, MOJYYECHHBIX MyTEM XUMHYECKOTO
TECTUPOBAHUS MOCIIE MPOU3BOJCTBA KAXKI0M CepUU MPOAYKIMH WK MPOBEACHUS KaMITAHUU U
MOJTBEPKAAIONINX, YTO KOJUYECTBO OCTATKOB MPEIbIAYIIECH MPOAYKIIMU WU MOIOIIUX
CPEACTB, OCTABIIMXCA TOCJIE MPOBEJCHUS OYHCTKH, HUXKE€ HAYYHO OOOCHOBAHHOTO
MaKCHUMAJIbHO JJOMYCTUMOTO YPOBHS NIEPEHOCA;

"BBIOOp KpaliHUX BapuUaHTOB (OpEeKETHHT)" — MOAXOJ IJisi BaluJallMi, OCHOBAHHBIM Ha
Hay4YHbIX 3HAHUSAX M 3HAHMUSAX O PHUCKaxX JJIS KadyecTBa, pe3yJsibTaTaX BaJlUJAIllMOHHBIX
MCCJIEIOBAHMM MPU KPAMHUX 3HAYCHUSIX (PAKTOPOB, OMPEIETICHHBIX 1 000CHOBAHHBIX 3apaHee
(Hanmpumep, JO3UPOBKH JIEKAPCTBEHHOI'O Tperapara, pasmepa cepuu u (WIM) pa3Mmepa
YIAKOBKH), TaKUM 00pa3oM, 4TO BaJdUAaIlvs BCEX MPOMEXYTOUHBIX 3HAYEHUU (DaKTOpOB
MOJITBEPKAACTCS BAIMIALUEH TOJIBKO UX KpaWHUX 3HAYCHUM;



"KauecTBO uepe3 JAu3aiiH" — CUCTEMHBIA MOAXO0/I, MPEeAyCMaTPUBAIOIINI ONpeIesICHUE
1esel nepes HadajioM pa3padoTKU MPOAYKIMU, TOUHYIO OLIEHKY MPOIYKIIMHU U TMpoIecca ee
MIPOU3BOJICTBA, & TAKXKE KOHTPOJb MPOIEcca MPOU3BOJCTBA HA OCHOBE HAYUYHBIX JAHHBIX U
MPUHIIMIIOB YIIPABJICHUS PUCKAMH JIJIsI KAUeCTBa;

"KOHTPOJIb M3MEHEHUN" — (QopManu30BaHHAsI CHUCTEMa, MOCPEACTBOM KOTOPOii
COOTBETCTBYIOIIUE DKCIEPTHl MPOBOJAT MPOBEPKY MpeiaraeMbiX WM (PaKTHYECKHUX
M3MEHEHUM, KOTOphIE MOTYT TMOBIUSATH Ha BaJUJALMOHHBIN CTaTyC MOMEIICHHH, CUCTEM,
000pyI0BaHUS WM TIPOIIECCOB TAaKUM 00pa3oM, 4YTOOBI OINPENETIUTh HEO0OXOIUMOCTH
BBITIOJTHEHUS ACUCTBUM JJisi 00ecriedeHUs U JOKYMEHTAIbHOTr0 0OpPMIICHUS MOIePKAHUS
CUCTEMBI B BAIMIMPOBAHHOM COCTOSIHUM;

"kputnueckuil mapamerp npoiecca (CPP)" — mapamerp mpoiiecca mpou3BOJICTBA,
Baprua0eTbHOCTh KOTOPOTO OKAa3bIBAET BIMSHUE HAa KPUTHUYECKHE MOKA3aTENId KadecTBa U
KOTOPbI HEOOXOJAMMO MOHUTOPHPOBATH U KOHTPOJIMPOBATH JIJIsi oOecreueHus TpedyemMoro
KadecTBa MPOAYKIIUH;

"kpuTnueckui mokazarenb kaudectBa (CQA)" — ¢dusmyeckoe, Xxummueckoe,
OMOJIOrMYECKOe WJIM MUKPOOUOJIOTHYECKOE CBOMCTBO MO0 XapaKTepUCTUKA, YCTAHOBIICHHbBIC
B 33/IaHHOM TIpeJieIie, TMana3oHe Uik 3aJIaHHOM paclpeie]ICHUU 3HauYeHus [l o0ecreueHus
TpeOdyeMOoro KauecTBa MpoayKIIHH;

"MofeNIbHASI MPOAYKITHS" — MaTEPHAIIbI, KOTOPBIC OJIM3KH K BATHAUPYEMOU MPOTYKIIHH 110
¢u3ndeckuM U (Ipu HEOOXOAMMOCTH) XUMUYECKUM XapaKTepUCTUKaAM (BS3KOCTH, pa3Mepy
yactull, pH u T. 1.);

"HauxXyauui ciiydail" — ycioBue WM HA0Op YCIOBUN, KOTOPbIE BKJIIOYAIOT B CeOs
BEpXHUE M HWXKHHUE TMpENeNbHbIC 3HAUCHUS MapaMeTpOB Mpollecca MPOU3BOJCTBA, U
CBSI3aHHBIX C HUMU (DaKTOPOB (B paMKaxX CTaHJAPTHBIX OMEPAIMOHHBIX IPOLIETYP), KOTOPHIE C
HanOOJbIIeH BEPOSTHOCTHIO MOTYT MPUBECTH K HECOOTBETCTBUIO MPOAYKIHMH WU COOIO B
MPOIECCe MO CPABHEHHUIO C WACATHHBIMU YCIOBUAMH. Takue yCIOBUS HE00s3aTeIbHO
MIPUBOJISAT K HECOOTBETCTBUIO MTPOAYKIIUU UM COOIO B MPOIIECCE;

"HenmpephIBHAS BepH(HUKaAIMsA Ipolecca’ — aJbTepPHATUBHBINA ITOIXO0J] K BaIMAAIIUH
npoliecca MPOU3BOJICTBA, IPU KOTOPOM MPOTEKaHHUE MpOolecca MPOU3BOJICTBA HEMPEPHIBHO
OIICHUBAETCSI U MOHUTOPUPYETCS;

"mepcneKkTUBHAS Bajdujanus" — Badugalys, MPOBOAMMAS 10 Hayajga CEpUIHOTO
MIPOU3BOJICTBA MPOIYKIIMH, MPETHA3HAYEHHOMN ISl peallu3alliu;

"IpoIoIpKaroIascs BepupuKaIys mporecca mpou3BoACTBa (MOCIeAYIOmas BepuPpuKaius
mpoiecca MPOU3BOJACTBA)" — JOKYMEHTaJbHO O(OpMIIEHHOE J0Ka3aTeIbCTBO TOrO, YTO
MPOIIECC MTPOU3BOJICTBA OCTAETCS MO KOHTPOJIEM IIPU IPOU3BOJICTBE MPOMBIIIEHHBIX CEpUid
NPOIYKIIUU;

"comyTcTBYIOIIAs Baluaanus" — BaIUAaIus, IPOBOAUMAs B UCKIIFOUUTEIBHBIX CITydasx
npu OOOCHOBAaHUM TMOJIB3bI OT TaKOW NPOAYKIMU [Jis TMalMeHTa, NpU KOTOPOM



BaJIMJAIIMOHHBIA NPOTOKOJ HCIIOIHSIETCS OJHOBPEMEHHO C BBIIIYCKOM B OOpallleHHe Ha
peiHKe Cor03a BaJuJAlMOHHOM CEpUU MPOAYKLMU;

"cienudukanus TpeboBanuit mons3oBatenas (URS)" — coBokymHOocTh TpeOoBaHU
BJIAJleNIblla, MOJB30BATENs, a TaKXe TEXHUYECKUX TpeOOBaHUN, HEOOXOIUMBIX U
JOCTAaTOYHBIX JUIA CO3JaHMs MPUEMIIEMOTO IPOEKTAa B COOTBETCTBUHU C IPELYCMOTPEHHBIM
Ha3HAYEHUEM CHUCTEMBI,

"TpaJMUHUOHHBIA MOAX0A" — MOAXO0JA K pa3pabdoTKe MPOAYKLHH, NIPU KOTOPOM MJIS
oOecrieyeHus: BOCIPOU3BOJUMOCTH KadyecTBa BBITYCKAEMON MPOAYKIMH HCIOJNb3YIOTCS
3aJlaHHbIE 3HaYEHUs U padoyure TUana3oHbl NapaMeTpOB.

WHble MOHATHS, UCIIONIb3yEMbIe B HACTOSIIMX TpeOoBaHMSIX, IPUMEHSIOTCS B 3HAUCHUSX,
onpeneneHHbIx [IpaBunamn.".
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