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O PykoBoACTBE 1O BaJIMJALHH MPOLIECCa POM3BOACTBA JIEKAPCTBEHHEIX IIPENIapaToB 1A
MEIUIUHCKOrO IIPAMEHEHUL

Pexomennanus Komneruun EBpasuiickoif SKOHOMHYECKOW KOMHCCUU OT 26 ceHTsiops 2017
rozxa Ne 19

Konnerusa EBpa3uiickoil 5KOHOMUYECKOW KOMHCCHUM B COOTBETCTBUU CO ctaTbeil 30
JloroBopa o EBpazuiickoM 3KOHOMUYECKOM coro3e oT 29 mast 2014 roga, myHKTOM 3 cTaThu 3
Cornamienusi 0 €IMHBIX MPUHIIMIIAX W MPaBHIIaX OOpaIlleHUs JICKAPCTBEHHBIX CPEACTB B
paMkax EBpasuiickoro sxkoHOMHUuYecKOro coro3a ot 23 nekabps 2014 roma, B uensax
rapMOHU3AIMN TPEOOBAHMH, TPEABIBISIEMBIX K BAIUJIAIMN TPOIECCOB (papMarieBTUIECKOTO
MPOM3BOJICTBA, YCTAHOBJICHHBIX 3aKOHOJATEIHLCTBOM T'OCYAapCTB — 4JIEHOB EBpa3uiickoro
3KOHOMHUYECKOTO COK03a,

PEKOMEHAYET rocyaapcrBaM — wieHaM EBpasuiicKOro 3KOHOMHMYECKOI'O CO3a II0
HCTEUCHUH 6 MECAIIEB C JAaThl ONMyOIMKOBaHUs HacTosel PekoMennanuu Ha opuimaaibHOM
caiite EBpa3uiickoro 3JKOHOMUYECKOTO COK03a MPH MPOU3BOJCTBE JIEKAPCTBEHHBIX CPEICTB
JUIS. MEUIIMHCKOTO MPUMEHEHHUS, MOJrOTOBKE PETUCTPAIIMOHHBIX JOChE JICKAPCTBEHHBIX
MpenapaToB JJIsl UX PETUCTPAllMU B COOTBETCTBHHM C [IpaBriiaMu perucTpaiuu u 3KCIepTU3bI
JIEKAPCTBEHHBIX CPEJCTB JJIsI MEAUIIMHCKOTO MPUMEHEHUs, YTBEPKJICHHBIMU PeleHuem
Cosera EBpasuiickoii 5KOHOMHUYECKOW KoMHUCcCUU OT 3 HOsiOpst 2016 1. No 78, mpuBeneHun
PETUCTPALIMOHHOTO JIOChE JIEKAPCTBEHHBIX MPENAPATOB B COOTBETCTBUE C YKA3aHHBIMH
[IpaBmwiiaMu 1 UHCIEKTUPOBAHUU MTPOU3BOICTBEHHBIX TUIONIAI0OK Ha cooTBeTCTBUE [IpaBuiam
HaJJIe)Kallel TMPOU3BOJACTBEHHONW NPAaKTUKU EBpa3suiickoro SKOHOMHYECKOTO COHO3a,
yTBepxkaAeHHbIM Pemenuem CoBeta EBpa3uilckoil SKOHOMHUYECKOW KOMHUCCUU OT 3 HOSIOps
2016 1. No 77, npumeHsTh PyKOBOJICTBO MO BajdujallMyd Mpollecca IPOU3BOJICTBA
JIEKAPCTBEHHBIX MPENAPATOB JJIsI MEIUIIUHCKOTO MPUMEHEHUS COTJIACHO MPUIIOKEHUIO.

Ilpencenarens Komwneruu
EBpas3niickolf 53KOHOMHYECKOH T. CapkucsaH
KOMHCCHH
MMPUJIIOXKEHUE
Kk Pexomennmannu Komnernu
EBpa3zuiickoii 3KOHOMUYECKOW KOMUCCUHI
ot 26 centsops 2017 1. Ne 19

PYKOBOACTBO

IO BaJIHAAITUH IIpOonccca IMpOrU3BOACTBA
JICKApCTBCHHBIX ITPCIIApaTOB IJIA MCIUITHHCKOI'O IIPHMCHCHHUA

1. Beenenmne



1. Hacrosimee PykoBoIcTBO sIBIIsieTCS MpaBUIaMU MO JOKYMEHTAIBHOMY O()OpPMIICHUIO
pEe3yJIbTATOB MOJATBEPAKIACHHS TOTO, YTO MPOLIECC MPOU3BOICTBA, BBIMOJHIEMbIN B MpeEIeIax
YCTAHOBJICHHBIX TapamMeTpoB, 3OPEKTUBHO U BOCIPOU3BOIUMO OOECIEUMBACT MOIYUCHUE
JIEKapCTBEHHOI'0 Tpernapara, COOTBETCTBYIOIIETO YCTAHOBJICHHBIM cCHEIU(PUKAIUIM U
MOKa3aTeNsiM KayeCTBa, ISl UX MPEACTABICHHS B PETHCTPALIMOHHOM JI0CHE JIEKAPCTBEHHOTO
npenapara.

2. BBeaenuem HempepbhIBHOW BepuUKAIIMU IPOIEcca ONMpeeeH albTepHATUBHBIN
MOJAXO0J K BaJluJAllMU MPOILECCa HAa OCHOBE HENPEPHIBHOTO MOHUTOPUHTA IMpoliecca
MPOM3BOJICTBA. DTOT MOAX0l OCHOBAH Ha 3HAHUM MPOAYKTA U IIPOIECCA, MOJIYUYCHHOM IPU UX
pa3paboTke U (WJIM) HA OMbBITE MPEABIAYIIETO MPOou3BoAcTBa. HempepsiBHas BepuduKramms
MpoIiecca MOXKET MPUMEHSITHCS KaK MPU TPAAUIIMOHHOM, TaK U MPU PACHIUPEHHOM MOAXOJE K
(dapMmarieBTHYECKON pa3paboTke. J[7s OIeHKH mporecca MOTYT HCIOJIB30BATHCS METOMbI
HEMPEPHIBHOTO MOHUTOpPUHTa U (Wiu) KoHTpojs. [Ipenmonaraercsi, 4To COBOKYITHOCTb
MOJOXEHUW, NPUBEACHHBIX B PYKOBOACTBaX IO (apMaleBTHYECKOH pa3padboTke,
IpUHUMAEMBIX EBpa3uiicKo 3KOHOMHMYECKOM KOMHMCCHEW, U B HacTosleM PykoBoncTse,
OXBAaThIBAET BCE€ KPUTHUUYECKUE CTAJUU TEXHOJOTMYECKOTO MPOLECcca, MNOIJIEKAIINE
BKJIIOUCHUIO B PETMCTPALlMOHHOE JOChE JIEKAPCTBEHHOTO MpenapaTra s MEIUIMHCKOTO
MpUMEHEHUs, coryiacHOo mnpuiiokeHuto Ne 1 k IlpaBunam perucrpanuu ¥ SKCHIEPTU3BI
JIEKapCTBEHHBIX CPEJICTB MJI1 MEIMUIIMHCKOTO MPUMEHEHHUS, YTBEPKACHHBIM PelenneM
Cogera EBpasuiickoil 3koHOMHUYECKOW KoMuccuu oT 3 Hosops 2016 r. Ne 78 (mamee
COOTBETCTBEHHO — PETUCTPALIMOHHOE J10cke, [IpaBuiia peructpanuu u SKCIEepPTU3bI).

3. Baniupanus npoiieccoB He JA0HKHA pacCMaTpUBaThes Kak pa3oBoe coobiThe. [loaxon k
BaJIUJIAlIMM HA OCHOBE JKU3HEHHOTO ITUKJIA MPOIEeCcca BKIIOYAET B ce0s pa3pabOTKy MpoIyKTa
W Tpollecca, BaJuJaIMI0 MPOU3BOACTBEHHOr0 Mpollecca MPOMBIIUICHHOTO MaciiTaba u
MOJJEPAKAHUE TTPOIIECCA B KOHTPOJIUPYEMOM COCTOSIHUM B XOAE€ PYTUHHOT'O TPOMBIIIIIEHHOTO
IIPOU3BOJCTBA.

II. O6nmacTh mpUMEHEHUA

4. Hacrosiiee PykoBoacTBo omnpenensier coctaB HH(GOpMALUK O BaJUAallly Ipolecca,
MOJJIeKAIEH TPEICTABICHUIO MPU PETUCTPAIMH JICKAPCTBEHHOTO TMpernapara XUMUIECKOM
OPUPOABI ISl METUIIMHCKOTO mpuMeHeHus. OOuiue MpUHIUIBL, Kacalouluecs: Balualii,
NPUMEHUMBI Tak)Ke€ K aKTHBHBIM (apMaleBTHUYECKUM CcyOcTaHIusaM. lIpencraBisTh
uH(OPMALIMIO O BaJIMJAIMU Tpoliecca MPOU3BOACTBA HECTEPUIIBHBIX (hapMaIeBTUUECKUX
cyOCTaHIIMii B PEruCTPAllMOHHOM J0Che, Kak MpaBuio, He TpelOyerca. TpeboBanus k
BAJIUJIALMKA TMPOU3BOJCTBA AKTUBHBIX (hapMalleBTUUYECKUX CyOCTaHUuUU OoJjiee MOAPOOHO
U3JI0KEHBl B PYKOBOJCTBE MeEXKAyHApOIHOIO COBETa MO TapMOHU3AIMH TEXHHUYECKUX



TpeOOBaHMUIl K PErUCTPAIMH JIEKAPCTBEHHBIX MPEMapaTOB I MEIUIIMHCKOTO MMPUMEHEHus "
Pa3paboTka u mpou3BOACTBO (hapMaleBTUUYECKUX CYOCTaHIMM (XMMHUYECKUX BEIIECTB U
ounorexHomornueckux (ouonmornyeckux) coequnenuit)” (ICH Q11).

[IpuBeneHHbie B HacTosIeM PyKkoBOJICTBE MPUHIIUIBI MPUMEHUMBI K OMOJIOTHYECKUM
JIEKapCTBEHHBIM TpernaparaM. B cBs3u ¢ mpucyiei 0noaorndeckoil CyoCTaHIIuU CIOKHOCTH
Y M3MEHYMBOCTH BaJduJallMs Mpolecca NPOU3BOJICTBA TAKUX JIEKAPCTBEHHBIX IMPENApaTOB
JOJIKHA OBITH PACCMOTPEHA B MHMBUAYAJILHOM MOPSIIKE.

5. HeoOxonumasi B COOTBETCTBHH C HACTOSAIMMM PykoBOJICTBOM HWHGpOpMAaIUsL
MPEJICTABIISIETCA B PETUCTPAIMOHHOM JOChE€ HA MOMEHT I0JIauM 3asIBJICHUS O PETUCTPALUU
JIEKapCTBEHHOIO MpenapaTa B YIIOJHOMOYEHHBIM OpraH roCcy1apcTBa — wieHa EBpasuickoro
PKOHOMHUYECKOTO cor3a B cdepe oOpalieHus JEKapCTBEHHBIX CpPEIACTB (Hajee
COOTBETCTBEHHO — YIIOJIHOMOYEHHBIN OpraH, roCy1apCTBO-UJICH).

6. Bamumauuss mpou3BOJCTBEHHOTO IPOLIECCA B COOTBETCTBUU C HACTOSIIHUM
PykoBOZICTBOM paccMaTpuBaeTcsl Kak BTOPOM 3Tal KU3HEHHOTO IHUKJA npouecca. [lepbiii
sTan (pa3paboTka Mpolecca) paccMaTpUBAETCS B PYKOBOJCTBAX MO (apMaleBTHYECKON
pa3paboTke, TpeTuil stam (Tekymias Bepudukanus mnpoiecca) paccMaTpuUBaeTcs B
npuioxenuu Ne 15 k ITpaBuiiam Hajmexaniel npou3BOACTBEHHON MpakTuku EBpasuiickoro
AKOHOMHUYECKOI0 CO103a, yTBepkAeHHbIM Pemennem CoBera EBpa3uiickoil SJKOHOMUYECKON
komuccuu oT 3 HosOpst 2016 r. Ne 77 (manee — [IpaBuiia Hajjiexalie MponU3BOICTBEHHOM
IIPAKTHUKH).

III. Onpenenenns

7. dns neneit Hactosiero PykoBoACTBa UCIONB3YIOTCS MOHATHUS, KOTOPbIE 03HAYAIOT
cleytouiee:

"panmumarus mporecca" (process validation) — mokyMeHTalbHO O(QOpMIECHHOE
NOATBEPXKJEHUE TOTO, YTO TPOIECC TMPOU3BOJICTBA, BBIMOJIHAEMBIM B Tpeaenax
YCTAaHOBJICHHBIX MapamMeTpoB, 3OPEKTUBHO U BOCIPOU3BOIUMO OOECIEYMBAET MOIYUYEHUE
JICKapCTBEHHOTO Tpernapara, COOTBETCTBYIOIIETO 3apaHee YCTAaHOBJICHHBIM CIIe(DUKAIIHSIM
Y TIOKA3aTelsiM KauecTBa,

">u3HeHHbIN UK npoaykra" (product lifecycle) — Bce cTtaguu *u3HU NpPOAYyKTa OT
HayaJlbHOW pa3paboTku, mpeObiBaHUS B 000pPOTE€ M A0 MPEKpaILEHUs CYLIECTBOBAHMUS
IPOJIYKTa;

"uccrenoBaHue KkpaiiHux BapuaHtoB (OpexeTudr)" (bracketing) — U3710KEHHBIN B IJIaHE
BAJIMJAIIMM TIpOllecCa Hay4YHBII M OCHOBAHHBIM Ha OIEHKE PHUCKOB TOIXO],
00OCHOBBIBAIOIINY BO3MOKHOCTh MPH BaJUAAINK MPOIECCa UCIBITHIBATH TOJBKO CEPUU C
KpallHUMHU 3HAYEHUSIMH HEKOTOPBIX (PAaKTOPOB, HAIPUMEP, C OMPENEICHHOW JO3UPOBKOM,
pa3MepoM cepud W (WJIM) BMECTUMOCTBHIO YIMAaKOBKH. TakoW MOAXOM MpearnojiaraeT, uTo
BaTMJAIMS KaKUX-THOO MPOMEKYTOUYHBIX 3HAYCHHUH (DAKTOpOB MpEACTaBICHA Balugariuen



KpaliHux 3HadeHuil. MccneqoBanue KpailHUX BapUaHTOB MOXKET OBITh IPUMEHUMO IS psifia
JO3UPOBOK, MOJUISKAIUX BATUAALMH, €CIIM TAKKE TO3UPOBKH COBMAAIOT WIIM OYEHb OJIM3KU
M0 COCTaBy, HAMPUMED, TSI TAOJIETOK, MOTYUYECHHBIX C PA3IMYHBIM YCUIIUEM TIPECCOBAHUS U3
aHAJOTUYHOTO TPaHyJATa, WIM ISl psiAa Karcylsl ¢ pa3HOM BMECTUMOCTBIO, 3aIOJHSIEMbIX
OJIMHAKOBBIM COCTaBOM cojepkumoro. HccienoBaHue KpalHMX BapHUaHTOB MOXKET

OPUMEHSTHCA B OTHOIICHUU KOHTEWHEPOB C Pa3IUYHOM BMECTUMOCTBIO WJIM Pa3HbIM
00BEMOM HaNOJHEHUS OJHON U TOM K€ CUCTEMBI "KOHTEHHEp-yKyIopka';

"kpuTHdeckuii mapametp mpoiiecca” (critical process parameter; CPP) — mapameTtp
MpoIecca, M3MEHYMBOCTh KOTOPOTO BIMSAET HAa KPUTHUYECKUE MOKa3aTeId KayecTBa U
KOTOPBI, CIEAOBATEIBHO, MOJJIC)KUT MOHUTOPUHTY WM KOHTPOJIO IS obOecredeHus
TpeOyeMOro KauecTBa B pe3yjIbTaTe OCYIIECTBICHHUS MPOIECCa;

"kpuTHuecKkui mokaszaTenb kadecTBa" (critical quality attribute; CQA) — ¢usnueckoe,
XUMUYECKOE, OMOJIOTMYECKOE WJIM MHUKPOOMOJIOTHYECKOE CBOMCTBO WIIM XapaKTEpPUCTHUKA,
KOTOpBIE JUIsi oOecrnedyeHus HeoOXOAMMOTO KadecTBa MPOAYKTa JOJDKHBI HAaXOJIUTHCS B
COOTBETCTBYIOIIUX MpeiesiaX U JUana3oHe WK UMETh COOTBETCTBYIOIIEE PACTIPEICIICHHUE;

"Meron "B motoke" (in-line) — MeToa U3MepeHus, Mpu KOTOPoM o0pa3el] aHaAIU3UPYEeTCs
HENOCPEACTBEHHO B TEXHOJOTHYECKOM MTOTOKE U HE OTOMPAETCS U3 HETO;

"MeToq "BHE moToKa" (on-line) — MeTo1 U3MepeHust, Mpu KOTOPpoM oOpazel; oTOupaeTcs u3
TEXHOJIOTUYECKOTO TTOTOKA C BOBMOKHBIM BO3BPALIEHUEM B TEXHOJIOIMYECKUM MOTOK;

"mMeton "y motoka" (at-line) — MeTo U3MepeHus, Mpu KOTOPOM 00paszelr OTOUpaeTCs U3
TEXHOJIOTHYECKOTO MOTOKA, U30JUPYETCS OT HEr0 U aHAJIU3UPYETCS B HEMOCPEICTBEHHOU
OJIM30CTU OT MOTOKA;

"HenpepbiBHAs Bepudukanus mnpouecca" (continuous process verification) —
albTEPHATUBHBIN MOJXO0/ K BAJIUJIALIMK TIpoliecca, IPH KOTOPOM MPOU3BOACTBEHHBIN MPOLIECC
MOCTOSIHHO KOHTPOJUPYETCA U OLIEHUBAETCS;

"mpoekTHOE Tosie" (design space) — MHOTOMEpHasi KOMOWHAIUS U B3aUMOJICHCTBHE
BXOJHBIX NMEPEMEHHbIX (HANpHUMEp, MOKa3aTejied KauecTBa MaTepuajoB) M MapameTpoOB
mpoliecca, MOATBEPAUBIINE CIHOCOOHOCTh OOecnedynBaTh KayecTBO Mpoaykra. Pabora B
npejesax MPOEKTHOIO MOJs HE paccMaTpUBaeTCs Kak uM3MeHeHue. Bwixoa 3a mpenensl
MPOEKTHOTO MOJISI CYUTAETCS W3MEHEHUEM U OOBIYHO TpeOYyeT YTBEpKICHUS W3MEHEHUU
MOCJIE UX COTJIACOBAHUSI C YMOJHOMOYEHHBIM OpraHoM. lIpoekTHoe mose mpejiaraercs
JULOM, KOTOpPOE MOJAET 3asBJICHUE Ha PEruCTpalyi0 JIEKapCTBEHHOTO Ipernapara, u
MOJICIKUT OLIEHKE U YTBEPKACHUIO YIIOJTHOMOUYEHHBIM OPraHOM;

"pacmupenHsiii moaxoa" (enhanced approach) — monxosa k pa3paboTke mporiecca Ha
OCHOBE UCIIOJIb30BaHUs HAYYHBIX 3HAHUH, pe3yIbTATOB UCCIEIOBAHUI U OIIEHKH PUCKOB IS
BBISIBJICHUSI M IOHUMAHUS XapaKTepUCTUK MAaTEpUAJIOB U MapaMeTPOB IMpoliecca, BIUSIOMIUX
Ha KPUTUYECKUE NTOKA3aTeNN Ka4eCTBa MPOIyKTa;

"cTparerus KOHTpoJs" (control strategy) — MIaHUPYEMbI KOMILIEKC 3JIEMEHTOB KOHTPOJIS
, pa3pabOTaHHBIII HAa OCHOBAaHMM CYIIECTBYIOLIETO MOHUMAaHMsS MPOAYKTa W Ipolecca,



KOTOPBIN 00€cTieurnBaeT MPUroJHOCTh MpoIlecca U KaueCTBO MPOIyKTa. DIEMEHThI KOHTPOJIS
MOTYT BKJIIOUaTh B ceOS TMapaMeTphl M XapaKTEPUCTHUKHU, CBS3aHHBIC C AKTHBHBIMH
(dbapManeBTUYECKUMH CyOCTAHITUSIMA M JICKAPCTBEHHBIMH IIpenapaTaMiu, MaTepuallaMu U
KOMIIOHCHTAMH, YCIOBUSAMH  OKCIUIyaTallMd TIOMEIICHHH ©  00OpyJIOBaHHS,
BHYTPHUIIPOU3BOJCTBCHHBIM KOHTPOJIEM, CIHEeNMU(UKANUSIMA Ha TOTOBBIA TMPOIYKT,
METOJIMKaMH ¥ MePUOANYHOCTHI0O MOHUTOPUHTA U KOHTPOJIS;

"rpaguuuonHblid moaxoxd" (traditional approach) — monxona k pazpaboTke NpoayKTa, IPU
KOTOPOM YCTaHABJIMBAIOTCS 3aJaHHbIC 3HAYCHUS W padoune aHamna3oHbl IMapaMeTpOB
nporiecca st o0ecTieueHus] BOCIPOU3BOIUMOCTH;

"(hapmanieBTrueckas cuctema kadectsa" (pharmaceutical quality system; PQS) — cucrema
yIpaBJCHUS ISl HAMPABICHUS W KOHTPOJIS (papMarieBTHYECKOW KOMITAaHUU B OTHOIICHUH
KauecTBa.

IV. O0mue momoxeHus

8. HezaBucuMO OT UCIIOJIB3yEMOTO MPHU pa3pabOTKE JIEKapCTBEHHOTO IMpernapara nojaxo/a,
TPAJULIMOHHOIO WM PACIIMPEHHOI0, 10 HavYaJla peain3aliy JEKapCTBEHHOTO Mpenapara Ha
PBIHKE HEOOXOAMMO BaTUAUPOBATH MPOIIECC €r0 MPOU3BOACTBA. B HCKIIIOUUTENBHBIX CITydasx
(mpu 0co00 GIArOMPHUSATHOM COOTHOIICHHUH "TOJB3a — PUCK' IS MalMeHTa) JAOMYCKaeTCs
MPOBEJICHUE COMMYTCTBYIOIIEH BAIMAAILIMH.

9. Banupanus nporiecca A0MKHA MOATBEPAUTH, YTO MPOIIECC B paMKax pa3paboTaHHOM
CTpaTeruu KOHTPOJIA CIOCOOEH obOecreunBaTh KadyecTBO MpoaAyKTa. Bamumarus mgoipkHA
OXBaThIBaTh BCE MpeJAHA3HAUYCHHBIE ISl peau3aluy JI03UPOBKH M BCE MPOU3BOJICTBEHHbIE
Y4YaCTKH, HCHOJIb3YyEMBIE IS MPOU3BOJCTBA TOBApPHOro MNpoaykra. [ns pasnuyHbIx
JIO3UPOBOK, Pa3MEpOB CEPUUM U BMECTHUMOCTH YNAKOBKH MOXET OBITh MPUEMIIEMO
UCCJIEOBAaHNE KPallHUX BApUAHTOB, TEM HE MEHEE BaJuJallMs I10KHA BBIITOIHATHCS Ha BCEX
MpeIIaraéMbIX MPOU3BOJCTBEHHBIX yyacTkax. /laHHblE O BaJnpanuu mporecca TOJIKHbI
MOATBEPKAaTh NPUTOAHOCTh Mpoliecca I BCEX IMPOAYKTOB M Ha KaxJIOM
MPOU3BOJICTBEHHOM YyuacTKe. Banmupanuusi AOJKHA TPOBOAUTHCS B COOTBETCTBUM C
TpeboBanusMu [IpaBun Hajuiexamed Mpou3BOJACTBEHHON MPAKTUKH, MTOJTYYEHHBIE JaHHBIC
JOJDKHBI XPAHUTBCA IO MECTY MPOM3BOJACTBA U OBITh JIOCTYMHBI JJIsi MHCICKIIUH, €CIIU
MpPEACTaBICHUE WX B PETHCTPAIIMOHHOM JOChe HE TpeOyeTcs (B COOTBETCTBUU C Pa3JeioM
VIII Hactosimero PykoBoacTBa).

10. He3zaBucumo OT moaxoja, IPUHATOTO MpHU pa3pabOTKe MpoIlecca, ero Baluaanus
MO>KET BBIMOJIHATHCS TPAAUIIMOHHBIM CIIOcoO0M. JlomyckaeTcss BO3MOKHOCTh MCTIOIb30BaHUS
HENpephIBHON Bepu(UKaIIUU MPOIIECCa, €CIU ero pa3paboTKa BHITIOJHEHA C UCIIOIb30BaHUEM
pacIUIMPEHHOr0 NOAXO0Ja WM €CJIM Ha OCHOBAaHUM PETPOCHEKTUBHBIX JaHHBIX U
MIPOU3BOJICTBEHHOI'O OIBITA MOJYYeH 3HAYUTEIBHBIN 00beM 3HAHUN O MPOAYKTE U MpOoliecce.
MO’KHO HCIIONBH30BaTh COYETAHNE TPATUITMOHHON BATHIAINHA W HETIPEPHIBHOW BEPUPUKAIINH



nporecca. [ Ipumenenre npu MOHUTOPUHTE MeTO10B "B moToke", "y moToka" u "BHe moToka',
4acTO MCIIOJB3YEMbIX MPHU HENpPEPhIBHOW BepuUdUKALMHU Mpoliecca (B COOTBETCTBUMU C
moapasaenoM 2 pasnena Vo Hacrosmero PykoBojcTBa), oOecreumBaeT IOJYUYCHHUE
3HAYUTENbHO OOoJiblieil MH(pOpMaAlUK W 3HAHUW O MPOIECCE MU MOXKET CIOCOOCTBOBATH
YIY4IIEHUIO TIpoliecca.

V. Bammpanusa nponecca

1. TpamvmproHHas BaIMIAys IpoIecca

11. TpaguuroHnHas BaquaIys Mporecca, Kak MpaBUiIo, BBITOTHAETCS 0 3aBEPIICHUN
(dhapmarieBTHUECKON pa3paboTKu M (MiIH) pa3pabOTKH Mpoliecca Mociie MacIITaOupPOBaHHS
POU3BOJICTBEHHOr0 Tpoliecca M J0 Hayaja pealu3alud roToBOTO MpoaykTa. B pamkax
KU3HEHHOTO IIMKJIa TPOAYKTa HEKOTOpPHIC HCCIEAOBAHHMS IO BalMIAIMU TpoIecca
OPOU3BOJCTBA MOTYT OBITh BBINOJHEHB HA OMBITHO-MPOMBIIUIEHHBIX CEPUSIX JIO
MacmrabupoBanus mpoiecca. CienyeT OTMETHTh, YTO Pa3Mep OMBITHO-IIPOMBIIIJICHHON
CEpUU JIOJHXKEH COOTBETCTBOBATH KaK MUHUMYM 10 % OT pazmepa cepuu MPOMBIILIEHHOTO
Macmtadba (To ectb KO3()pUIMEHT MacmITaOupoBaHus NOMkKeH ObITh He Oosiee 10). [ns
TBEPJBIX TIEPOPATHHBIX JICKAPCTBEHHBIX (HOPM pasMep OMBITHO-IIPOMBIIINICHHON CEPHH, KaK
OpaBWJIO, JOJKEH COCTaBisATh He MmeHee 10 % oOT MakcUMaabHOrO pa3Mmepa Ccepuu
npomMbinuieHHoro Macmrada win 100 000 equHUI B 3aBUCUMOCTH OT TOr0, KAKOE KOJIUYECTBO
OoJbIIIe.

Ecmu npenmnonaraemeii pa3mep npomsinuieHHoW cepun meHee 100 000 emmuwm,
MPOTHOCTHYECKOE  3HAYEHUE  pEe3yJIbTaTOB  BalHWJAllMU, TIOJYYEHHBIX  Ha
OTIBITHO-TTPOMBINIJICHHBIX CEPHUSAX, MOXKET OBITh OTPAaHUYCHO, W HCIOJB30BAHHE TAaKOTO
MoJXo0/Ja JOJDKHO OBITh 000CHOBaHO. Jlisi Apyrux JeKapCTBEHHBIX (oOpM pa3Mep
OTBITHO-TIPOMBITIUICHHOW CEpHUH JTODKCH OBITh OOOCHOBAH C YYETOM pPHCKa JUIS MAIlUCHTA,
00yCJIOBIEHHOTO HECOOTBETCTBHEM KAa4eCTBA IS JAHHOU JIEKAPCTBEHHOU (DOPMBL.

12. TIpoBeneHne MOJHBIX BAJIUIALIMOHHBIX UCCIIEAOBAHUI HAa OMBITHO-IIPOMBIIIIEHHBIX
CepUsAX B IIEJIOM CUMTAETCA HEIEIeCO00pa3HbIM, MOATOMY JJISI KaXKJIOr0 JIEKAPCTBEHHOTO
npenaparta JI0JbKeH ObITh pa3paboTaH IUlaH BaluAaluu mpoliecca (B COOTBETCTBHHM C
TpeOOBAHUSIMHU COTIIACHO MPUIIOKEHHUIO Ne 1) /I moCIenyIomero BeIOTHEHUS BaTuaaluu
Ha CepUsiX MPOMBIIUICHHOTO MaciiTaba, a TakKe MOXKET ObITh MPUMEHEHO UCCIEeI0BaHUE
KpallHUX BapuaHTOB. [ll1aH Baymganuy mpoiecca T0JDKEeH ObITh BKITIOUEH B PETHCTPAIIMOHHOES
noche. B mman Banmuanuu mpoiecca BKIIOYAIOTCS OMMCaHUE TPOU3BOJACTBEHHOTO Mpoliecca,
NepeueHb BBINOJHIEMBIX UCHBITAHUN M KPUTEPUU MPUEMIEMOCTH, OINHCAHUE
JIOTIOTHATEILHBIX 3JIEMEHTOB KOHTPOJISI B TMPOIIECCE, a TAKKE JAaHHBIE, KOTOPBIC TOJIKHBI
ObITh TOoNTy4YeHbl. OOOCHOBaHUE TUTAHA BAJIMJAIMU MPOIECCa JTOHKHO ObITh MPEICTABICHO B
noapazjaene 2.3 ("OOmiee pe3tomMe MO KauyecTBY'") MOIyJs 2 PETUCTPAIMOHHOTO JIOCHE.



CBeneHus mo BaluJallMU MPOIECCA HA MOMEHT NOJAayd 3asiBIICHUS O PETUCTpAIUU
JIEKapCTBEHHOTO TMpenapaTa MpeICTaBIsAIOTCA Jid NPOU3BOJACTBEHHOrO Ipolecca B
MIPOMBITIUICHHOM MacIITade i HECTaHAaPTHBIX MPOAYKTOB (HAIIPUMED, I OMOIOTHYECKUX
(OMOTEXHONOTUYECKUX) TPOJYKTOB) WJIM B Clydae, €ClIu MpeajaraeTcs HeCTaHJIapTHBIM
METOJI MpOu3BOACTBa (B cooTBeTCTBUU ¢ pazaenoMm VIII nHacrosmero PykoBoactBa u
corJiacHO mpuioxeHuto Ne 2).

B takux ciiy4asx TaHHBIE Ha PsiJI MOCIEI0BATEIbHBIX CEpUI MTPOMBIIUIEHHOIO MaciiTada
JIOJDKHBI OBITh MPENCTABICHB B YMOJHOMOYEHHBINH OpraH (IPKCHEPTHYIO OPraHHU3alUIo)
pedepeHTHOro rocy1apcTBa, OMpeAesIIEeMOro B COOTBETCTBUU ¢ [IpaBunamu peructpaiuu u
AKCIIEPTHU3HI, B CPOK HE Oosee 14 pabounx qHEH MOCie MONMyYeHHUs 3aKITF0YSHHS TT0 MO0 3
pEerucTpaloHHOro Jocke. KonumdecTBo cepuil JOMKHO OBITh OOOCHOBAHO MCXOIs M3
M3MEHUYMBOCTH MPOILECCA, CIOXKHOCTH Ipouecca (IMpOAYyKTa), 3HAHUW O THpolecce,
NOJYyYEHHBIX B XOJi€ pa3pabOTKH, MOATBEPKIAOIIUX JAaHHBIX, TOJYUYEHHBIX B
MPOMBIIIJIEHHOM Maclutabe npu nepeHoce (TpaHcdepe) TEeXHOJIOTHd M OOIIero OmbiTa
npousBoautens. JJomKHbI OBITh MPEACTABICHBI JaHHBIC 10 BATUAAIMKU KAaK MUHUMYM 3 cepuii
MPOMBILIJIEHHOTO MaciTaba, eciiu He 000CHOBAHO MHOE YMCIO cepuil. JJaHHBIX MO OJHOU
WU JIBYM CEpHSM IMPOMBIIUICHHOTO MaciiTabda MOXKET OBITh JOCTaTOYHO MPHU HAIUYUU
JAQHHBIX MO OMBITHO-MPOMBIIUIEHHBIM CEPUAM U COOTBETCTBYIOIIETO OOOCHOBaHHUS (Kak
W3JI05KEHO BBIIIIE).

13. BanupanroHHble UCCIIEIOBaHMS JAOJKHBI BKIIOYAaTh B ce0sl KPUTUUYECKHUE CTAIUU
mpolecca, B TOM YUCIIE MTPOBEICHUE TOTOTHUTEIbHBIX UCTIBITAHUH (ITPH HEOOXOIUMOCTH).

2. HenpeprIBHAS BepHUpHUKAIHA IpOLEcca

14. B kxadecTBe ambTEpHATHUBBI TPAJUIMOHHOM BAIMIALMU IPOLECCA MOXKET
MCIIOJIb30BAaThCA HEMpPEphIBHAS BepUPUKALIMS Tpoliecca, MPU KOTOPOU MPOIECC MOCTOSIHHO
KOHTpPOJMUpPYETCsl W oueHuBaercs. HemnpepwiBHasg Bepudukauus Mporecca MOXKET ObITh
MCIT0JIB30BaHAa JOMOJHUTENIBHO K TPAJAUIIMOHHON BaIUIALMH IIPOLiecca I 3aMEHSTh €€.

HenpepriBHas Bepudukanus npouecca sBJIsieTCs HAyYHbIM U OCHOBaHHBIM Ha OLIEHKE
PHUCKOB IMOAXOJOM JIJIsl IPOBEPKHU U MOATBEPKIAEHUS B PEKUME PEATBHOTO BPEMEHHU TOTO, YTO
IpoIECC, peaau3yeMbli B paMKax YCTAaHOBJIEHHBIX MMapaMeTpOB IO YTBEPKICHHOU
JOKYMEHTAIlUH, TIOCTOSIHHO 00eCreynBaeT MOdyuyeHUEe MPOAYKTa, COOTBETCTBYIOIIETO BCEM
KPUTUYECKUM TOKa3aTeNsIM KauecTBa U TPEOOBAHUSM CTPATETUU KOHTPOJIS.

15. [lpumeHeHne HepephIBHON Bepu(UKaIUKU MpoIecca Jjisl IPOU3BOIUTENS (3asIBUTEIS)

"BHE

O3Ha4yaeT MPOBEJCHUE OOIIMPHOTO MOHUTOPHHTA Tpoliecca METoaamMu "B MOTOKe",
noroka" unu "y nmotoka" M KOHTPOJIS KadyecTBa MPOAYKTA M MPUTOAHOCTH Mpolecca it
Kaxaou cepun. HeoOXoammMo MONYYUTh COOTBETCTBYIONIME JaHHBIC IO TOKA3aTeNsaM
Ka4eCcTBa HCXOJIHBIX MaTEpPUAJIOB WM KOMIIOHEHTOB, MPOMEXKYTOUYHBIX MPOIYKTOB U

roroBOro mpoaykra. Taxxe JaHHBIC AOJIKHBI BKIIIOYAaTb B celst BepI/I(I)I/IKaHI/IIO H OLCHKY



KpUTHUYECKHUX Moka3arenen kauectBa (CQA) u kputuyeckux napamerpos npouecca (CPP), B
TOM 4YHCJIE€ OLIEHKY TeHACHIMI. B kauecTBe MHCTPYMEHTOB ISl IPAKTUYECKON peanu3aiuu
HENpepbIBHOW Bepudukanuu mporecca MOTYT ObITh HCIOJb30BaHbl  TaKue
npoleccHo-aHanuTuueckue texHosorun (PAT), kak cmnekTpockomuss B OJMKHEH
MH(pakpacHOW o00JacTH cHekTpa (HampuMmep, s OINpEeNeSeHHs OJHOPOJHOCTU MpH
CMEIIMBAHMH, ILJIOIIAA MOBEPXHOCTH T'paHyJl, OJTHOPOJHOCTH COJEpKaHUS ISl BHIOOPOK
00JBIIOrO pa3Mepa) U MHOTOMEPHBIN CTATUCTUUYECKUN KOHTPOJIb IpoueccoB (SPC).

16. MaciTab 1 cTeneHb NPUMEHEHUs! HeMPepbIBHON BepUPUKAIIUHU MPOIIEcCca 3aBUCT OT
psaa pakTopoB, BKIKOYAs CIETYIOUIUE:

a) HAJIMYUE MpeABapUTEIbHBIX 3HAHUN O pa3paboTKe U MPOU3BOJCTBE aHAJOTUYHBIX
MPOAYKTOB U (MJIM) MPOIECCaX;

0) creneHb MOHMMAaHHUS Mpollecca (IeTanu3anus U MoApoOHas JOKyMEHTallbHas
XapaKTEPUCTHUKA), MOJTYUYEHHOTO B XOJ€ UCCIEIOBaHUMN MPHU €ro pa3paboTKe U B pe3ybTaTe
OIbITa IPOU3BOJICTBA MPOMBIIIJIEHHOTO MacliTada;

B) CJIOHOCTH MPOAYKTA U (MJIM) MPOU3BOJCTBEHHOTO MPOLIECCa;

I') YPOBEHb aBTOMATU3al[MU MPOIECCOB U UCMOJIb3YEMbIX MPOIECCHO-AHATUTHYECKUX
texHonoruii (PAT);

1) CBEJICHUSI, OCHOBAaHHBIE HA KU3HEHHOM LIMKJIE MPOAYKTa, YCTOWYUBOCTHU MpoLecca U
OTIBITE MPOU3BOJICTBA B MPOMBIIIJICHHOM Maciutade AJid CYHIEeCTBYIOIIUX MPOIYKTOB (Tpu
HEO0OXOUMOCTH).

17. O6ocHOBaHME MPUTOJAHOCTH M LIETECOOOPA3HOCTH HEMPEPBHIBHONW BepupUKAIIUU
mporiecca HeoOXoAUMO BKIIOYHTH B mojpasaen 3.2.P.2. ("®apmaneBTruueckas pazpadorka')
MOJYJsL 3 PErucTpallMOHHOTO J0Ch€ WU NOATBEPAUTH JAHHBIMH JIAOOPATOPHBIX WIIU
OIIBITHO-IIPOMBILIUIEHHBIX cepuil. OmnrcaHue cucTeMbl HEPEPHIBHOM BepUPUKAIIUN IIpoLiecca
, BKIIIOYAs MOJJIeKAIlMe KOHTPOJIIO MapaMeTpbl Mpolecca U IOKa3aTeld MaTepuasos,
OpUMEHsIeMblE JJIi KOHTPOJS aHAJIMTHUYECKUE METOIUKH, JOJDKHO OBITh BKJIIOYEHO B
pPEruCTpaIMoOHHOE J0ChE C IEPEKPECTHON CChUIKOM Ha pasjaen "Bamunanus" (B COOTBETCTBUM
¢ npunoxxenrueMm Ne 1 k Hactosiemy PykoBoacTBy). dakTuueckue AaHHbIE, TOIyYaeMbIe B
X0Jle HETpEephIBHON Bepu(dUKalUU MpoIlecca MPOU3BOJICTBA MPOMBIIIUIEHHOTO MaciiTaba,
JOJKHBI OBITh JOCTYNHBI IPU MPOBEICHUU HHCIEKIMU MPOU3BOJCTBEHHOI'O YYacTKa.
3asiBUTENb JIOJDKEH ONPENEeNUTh U 00OCHOBATh BHIOOP KPUTHUECKUX CTaguil mpouecca M
3aBEPIIUTh BAIUJALMOHHBIE HCCIEOBAHUS O HaYajaa peaju3aui IpoaykTa. J{omKHO ObITh
IPECTAaBIEHO 0OOCHOBAaHUE UHWCJA CEpUl MPOAYKTa, KOTOpPble OYIyT WCIIOJIBb30BaHbI AJIS
BaJIMJAI[MU MIPOLIECCa B 3aBUCUMOCTH OT CJIIOXKHOCTH M 05KHMJIa€MOM MU3MEHYMBOCTH IIpoLiecca
U UMEIOIIErocs OmbITa Mpou3BOjAcTBa. HempepsiBHAs BepuduKalus Mpolecca CUYUTACTCS
HauboJee NOIXO0IAIUM METOI0M BallUAallMi HENPEPHIBHBIX MPOIIECCOB.

18. HenpepbiBHas Bepudukamus mpoiecca MoKeT ObITh BBEJIEHa Ha J00OM 3Tare
KU3HEHHOTO IMKJIa TMPOJIYyKTa. DTOT MOAXOJ MOXET OBITh HCIOJB30BaH B CIEAYIOIIUX
Cllyyasix: IpH MEePBOHAYAIBLHOM IPOU3BOACTBE MPOMBIIUIEHHOTO MaciuTada, uisl IPOBEPKH



BAJMIMPOBAHHBIX MPOLECCOB KaK 4YacTh MPOLEAYPHl YIPABICHUS W3MEHECHUSIMHU U B
MOJJEPKKY MPOIIECCA MOCTOSIHHOTO YJIYUYIIECHHUS.

19. BwimosHeHue HENMpEpHIBHOW BepU(UKAIUKM TMPOIEccCa OCYIIECTBISAETCS C
coOMto/iecHueM NpPUHUMIOB U Tpeboanuil [lpaBun Hajmexaie MPOU3BOJICTBEHHOM
npaktuku. PapmareBTrdeckue cuctembl kadectBa (PQS) moryt momonmHsaTs TpeGoBaHUS
IIpaBun Hajexamen Npou3BOACTBEHHON IPAKTUKU. TeM HE MEHEEe BOIIPOCHI, OTHOCSIINECS
K camoi mpouenype cobmoaenus [IpaBun Hamiexaiieil Tpou3BOJACTBEHHON MPaKTUKHU U
(dbapmaleBTHUEeCKIUX CUCTEM KadyecTBa, HE JIOJDKHBI BKIIOUATHCS B PETUCTPAIMOHHOE JIOChHE,
MOCKOJIBKY OII€HKA JTAHHBIX BOMPOCOB BBIMOJIHAETCS MPHU WHCIEKTUPOBAHUU MPOU3BOACTBA
JEKapCTBEHHBIX TIPENapaToB Ha COOTBETCTBUE TpeboBaHusaMm [IpaBun Hammexamen
MPOU3BOJCTBEHHOU MPAKTUKH.

3. KoMOuHMpOBaHHEBINH TOAXO0L

20. Jlonmyckaercsi UCIoiIb30BaHNE KOMOMHUPOBAHHOTO MOAXO0/a, 3aKIH0YAIOLIErocs B
MPUMEHEHUN TPAJUIMOHHOTO TMOAXOJa K BalWUJAlMK W HEMPEPHIBHOW BEpUDUKAIINH
npolecca i pa3iMuHbIX CTaJAuil MPOU3BOJCTBA. B perucTpaliioHHOM J10Che TOKHO OBITh
YETKO OIPEIEIIEHO, KaKOM MOAXOJ K BajdWJAllMA KCIIOJb30BAaH HAa PA3JIMYHBIX CTaIHUSAX
MPOU3BOCTBEHHOTO Tporiecca. Yucio cepuit u pazMep cepuid, TpeOyeMBbIX i BaluIaluy,
OylyT 3aBHCETh OT CTEINEHU HMCIOJIb30BaHUSI HEMPEPHIBHON Bepudukanuu npoiecca. Ecnu
U1l KPUTHUYECKUX OIepalMid HeCTaHJapTHBIX mpoleccoB (ykazaHHbIX B pazaene VIII
HacToAIero PykoBo/icTBa) HE MCIONIB3YETCsl HEMPEpbIBHAS Bepu(uUKaIus Mpolecca, K HUM
JIOJIKHBI IPUMEHSTHCS TPeOOBAHUS K BaJIUIAIMH MPOIECCa B COOTBETCTBUU C MoApa3aesiom 1
pasnena V Hacrosero PykoBojcTBa mpu OTCYTCTBUU APYTOro 000CHOBAHUS.

4. Bepuduxamys mpoeKTHOTO OIS

21. I[IpoekTHOE moJie OOBIYHO pa3padaThIBaETCS HA OCHOBE JA0OPaTOPHBIX WU
ONBITHO-MIPOMBINIITIEHHBIX cepuid. [Ipu macmTabupoBaHUU MPOMBIINUICHHBIN MPOIECC, Kak
MIPABUJIO, OCYIIECTBISIETCS U BAIMUPYETCA B COOTBETCTBYIOIIEH 00JIaCTH MPOEKTHOTO TOJIA,
KOTOpasi ONpe/elieHa KakK LIeJIeBOM MHTEpBaj WJIM HOpPMajbHbIM pabouuii auamna3oH. B
TEUEHHE )KU3HEHHOT0 [IUKJIa IPOIyKTa U3BMEHEHNE MapaMETPOB U XapaKTEPUCTHK MPOIEcca B
npejenaax MPOEKTHOTO Mmojig (TO ecTh B Ipenenax padodyux Auana3zoHOB Mpoliecca U
MoKa3aTelsiel KayeCTBa MaTepUaioB) MOKET IIPUBECTHU K MOSBIECHUIO 00JIee BHICOKUX WJIU HE
BBISIBJIEHHBIX MIPHU pa3paboTke puckoB. [lo 3Toi mpuyunHe, a Takke B 3aBUCUMOCTHU OT TOTO,
KaK HW3HayallbHO OIPEJEICHO MPOEKTHOE NO0JE€ M BaJIUIUPOBAH IPOLECC, MOXKET
MOHAI00UTHCS MOATBEPXKICHUE MPUTOJTHOCTA HOBOM O0OJACTH B paMKax MPOEKTHOTO MO (
MyTEM MPEJOCTABIEHHUS J10KAa3aTebCTB TOTO, YTO BCE MOKa3aTeIu KadyecTBa NPOAYyKTa
COOTBETCTBYIOT YCTAaHOBJICHHBIM KPUTEPHUSIM), TO €CTh BepUBUKAIIHS MPOESKTHOTO TOJIS.



22. Ecnu He ObLJI0 TTOKA3aHO, YTO MapaMeTphl, U3yYeHHbIC TIPHU pa3pabOoTKe MPOESKTHOTO
noJjsi, MacTaOMPYyIOTCs HE3aBUCMMO OT Maciitabda MpOU3BOJACTBA, a Mpolecc ObLI
BAJIUIMPOBAH C KCIOJBb30BAHUEM TPAJUIIMOHHOTO TOAXO0/a, MOTPeOyIOTCS BepudUKAIIUS
POEKTHOTO TOJIsl U BKIIIOUEHHE B PETUCTPALMOHHOE JIOChE MPOTOKOJIA TaKOW BepUuUKalUu.
[IpuMeHeHnrne HeENpepbIBHOW BepUPUKAIMU TIpoIecca MOXKET CIOCOOCTBOBATH
MOJITBEPKACHUIO MMPUTOJHOCTH MPOEKTHOTO IMOJISI B TEUCHHE KU3HEHHOTO IIUKJIa TpoaykTa. B
3TOM cily4ae Bepu(UKaus MPOEKTHOTO MO JOJKHA PacCCMaTPHUBATHCS KaK YaCTh CUCTEMBbI
HEIPEPHIBHON BepuUKAIIIHU TpoIecca.

23. B 3aBMCHMOCTH OT WU3MEHYMBOCTH MApaMETPOB M XAPAKTEPUCTUK MpoLecca U UX
MEPEMEIICHHUST TI0 MPOCKTHOMY TMOJ0 (TO €CTh KOJeOaHWUW B Tpeaesax ONTUMaTbHBIX
pabounx mMmapamMeTpoB (BaJIMAUPOBAHHBIX TMANA30HOB) WM B HOBOW 0OJACTH MPOEKTHOTO
MOJISI C TIOSIBJICHHEM 00Jiee BHICOKOTO WJIM HEM3BECTHOTO PUCKA) TUIaH BepUDUKAIIUU MOKET
BKJIIOYaTh B ceOs mokaszarenu kadectBa (QA) u mapamerpsl mporeccoB (PP’s), ne
BKJIIOUEHHBIE B CUCTEMY PYTHHHOTO KOHTPOJsSL Tpolecca (Hampumep, MOHUTOPUHT WU
ucnbiTanuga QA u PP’s, xoTopsie MOTyT 3aBUCETh OT MaciiTaba MPOU3BOJACTBA U (€ciu
MpUMEHUMO) OT oOopyaoBanusi). Her HeoOxomumocTtu BepubUIIMpPOBaTH BCe 00JIaCTU
MPOEKTHOTO TOJISl WK IOy CTUMBbIE TIPEIEeIIbI POSKTHOTO TOJIS.

24. JloixkHO OBITH BepudUIMpoBaHO OoJjiee OAHON 00JACTU MPOEKTHOTO MOJIsI, HO
MOATANHBIA TOAXOM i KOPPEKTUPOBKU YTBEPXKACHHOTO MPOCKTHOTO TOJISI B TCUCHHUE
’KU3HEHHOT'O LIUKJIA MIPOJIYKTa TAKXKE SBIIAECTCS MPUEMIIEMBIM.

VI. MacnrrabupoBanue

25. Bo uz0exaHue NOBTOPEHUS UTUTENIbHBIX U IOPOrOCTOSAIUX UCTIBITAHUNA HEOOXO0AUMO
JIOJKHBIM 00pa30oM OpraHu30BaTh cOOp MH(POPMAIMU U JAHHBIX O XOJAE UCCIEIOBAaHUN TTPU
pa3paboTke, ONTUMHM3AIMK W MacuTabupoBaHuM Tmpoiecca. JlaHHyr HHpOpMAIHUIO
MPEACTABIAIOT JJI1 000CHOBAaHUS TOTr0, YTO MAacIITaOMpPOBAHUE MpOLiEcCa MOKET OBbITh
JOCTUTHYTO 0€3 MOTepH KayecTBa MPHU MPOBEJACHUU MPOMBIIIJIEHHOTO MPOU3BOJCTBEHHOTO
npouecca. B moapaszmene 3.2.P.2 ("®dapmaneBTuueckas paszpaboTka") moxayns 3
PETHCTPAIIMOHHOTO JOChe HEOOXOIMMO 0003HAUUTD JIEMEHTHI IIPOIIecca, KOTOPhIE OKaXKYTCS
KPUTUYHBIMU TpU MaciitadbupoBanuu, B noxapasznene 3.2.P.3 ("I[Ipomecc mpousBojcTBa
JEKapCTBEHHOTO Ipenapara') Moayias 3 pEerucTpalMoOHHOTO JI0Che HMX HE00XOAUMO
0XapaKTEPHU30BaATh.

26. Ecnu pasmepsl cepuil NMpeaiararoTcss B ONPEACIICHHBIX AWana3oHaX, CICAYeT
MPUBECTU 0OOCHOBAHUE TOTO, YTO M3MEHEHHE pa3Mepa CEPUH HE OKaXKET OTPUIIATEIHHOTO
BIIMSHMS Ha KpuTudyeckue nokaszartenu kadectBa (CQA) roroBoro mpoaykra. Ilapamerpsi,
M3JI0)KEHHbIE B ILJIaHE BajuJalUu mpolecca (B COOTBETCTBUM ¢ mnpuiiokeHuem Ne 1 k



HacTosmeMy PyKoBOACTBY), Mpu M3MEHEHUU pa3Mepa CEPUH JOJDKHBI OBITh MPOBEPEHBI
IIOBTOPHO, €CJIM HE IPEIOCTaBJIEHBI JI0KA3aTEIbCTBA TOr0, YTO MPOLIECC HE3ABUCUM OT
MaciTaba, UM eclid He UCTIOJIb3yeTCsl HepephIBHAS BepUUKAIIHS TpoIecca.

VII. IlocTperncTpanOHHbIN KOHTPOIL H3MEHEHMI

27. Heo0xonuMO yCTaHOBUTH YETKHE MPOLEAYPHI JUIsl YIPABICHUS W3MEHEHUSIMU,
IpeaaracMpIMHU JJI IPOU3BOJCTBEHHOIO Ipouecca. Takue mpoueaypsl SBISIOTCS 4acThIO
TpeboBanuii [IpaBun Hamyexameld MPOU3BOJACTBEHHOM MPAKTHUKA M B PErHMCTPALMOHHOM
J0Che OOBIYHO HE yKa3blBatoTcs. [Iponeaypsl KOHTPOJIsE U3MEHEHUI JOJIKHBI 00ECIeunBaTh
MOJIyYEHHE JIOCTATOYHOIO0 KOJIMYECTBA JAHHBIX, COOPAHHBIX C MOMOILBIO YTBEPKACHHOM
CTpPaTeruy KOHTPOJSA, I HNOATBEPKIECHUS TOrO, YTO M3MEHEHHBIH IPOLIECC IO3BOJISIET
nojydaTh MPOAYKT TpeOyeMoro KadecTBa W 0O0ecrneuyuBaTh IMOJHOE U NOAPOOHOE
JOKYMEHTaIbHOE 0(OpMIICHHE U YTBEPKIACHHE BCEX DJIEMEHTOB, CBSI3aHHBIX C U3MEHEHUEM,
BKJIIOYasl OLIEHKY HEOOXOMMOCTH BHECEHUSI U3MEHEHUH B PETUCTPALIMOHHOE JIOChE.

[TonpoOnas mHbOpManuss 00 HM3MEHEHHUSX, KOTOpPhIe HEOOXOIMMO BHOCHUTH B
PETHCTPALIMOHHOE 10Che, puBeAcHA B puitoxkeHUsIX Ne 19 n 20 k IIpaBunam peructpanuu u
DKCHEPTU3BI.

VIII. CtangapTHBIE H HECTAHIapTHBIE MPOIECCH IPOMU3BOICTBA

28. ITosokeHust HaCTOSIILIETO pa3iesia IPUMEHSIOTCA TOJIBKO K ITPoLieccaM, KOTOpbIE ObLIU
BAJINIMPOBAHBI C MCIHOJIb30BAHUMEM TPAJULMOHHOTO IOAX0Ja, a HE K Ipoleccam, IJe
UCIIOJIb3YETCsl HeMpepbIBHAs BepuduKanus npouecca (B COOTBETCTBUU € nojpasjenamu 1 u 2
paznena V Hactosmero PykoBojacTBa). B cooTBercTBUM ¢ moapasaeiaoM 1 pasagena V
HacTosmero PykoBojacTBa JaHHbIE NpH MaclITaOMPOBAHUU MPOU3BOJICTBA JOJKHBI
MPEJOCTABIATECS B PETUCTPALMOHHOE JIOChE€ ISl HECTaHAAPTHBIX HIPOAYKTOB HIIH
HECTaHAAPTHBIX MPOLECCOB, BAIUANPOBAHHBIX C UCIIOJIb30BAHUEM TPAAULIIMOHHOTO MTOAXO0AA.
3asgBUTEIEM MOKET OBITh JaHO OOOCHOBAHHE, YTO MPOLECC MPOU3BOJICTBA MPOAYKTA ABIISETCS
CTaHJApPTHBIM JUJII KOHKPETHOTO IPOU3BOJCTBA (IIPOU3BOACTBEHHOI'O Y4acTKa) C YYETOM
pucCKa IJis TNalUHUeHTa, OOYCIOBJIEHHOTO HECOOTBETCTBUEM KaueCTBa JIEKAPCTBEHHOIO
npernapata i npouecca. OleHka TaKuX 000CHOBaHMM BBITIOJIHSAETCS B Ka)KJIOM KOHKPETHOM
ciiyyae, Ho UH(opMalus, IpeloCcTaBIeHHas 3asBUTENIEM (Il KaXA0ro MPOU3BOACTBEHHOTO
y4acTKa), JOJKHA BKIIIOYATh B CEOSI:

a) ombIT pabOThl C TEM K€ WM MOJAOOHBIM NMPOAYKTOM WM IMpOLeCCOM (IEpeueHb
MPOJYKTOB, 3aPETMCTPUPOBAHHBIX (pPEAM3yEMbIX) HA TEPPUTOPUSIX TOCYAAPCTB-UIEHOB, U
YHCII0 IPOU3BEACHHBIX cepUil (BKIIIOUas pa3Mep));

0) HauMMEHOBAHUE MPOAYKTOB (YMCIO PETHUCTPALMOHHBIX YIOCTOBEPEHHII) B
COOTBETCTBYIOILIEM rOCYJapCTBE-UJICHE;



B) 00bE€M 3HAaHMI, HAKOTUICHHBIN Mpu pa3paboTKe MPOAyKTa (YUCIO U pa3Mep CEepui,
MPOU3BEJCHHBIX HA KaXKOM MPOU3BOJCTBEHHOM YUYaCTKE);
I) pETPOCIEKTUBHBIE JAHHBIE O COOTBETCTBUU MPOU3BOJCTBEHHBIX YYAaCTKOB
TpeboBanusaM [IpaBun Hagnexaieid mpou3BOACTBEHHOM MPAKTUKU JJIsL TOTO THIIA MpoIlecca.
29. B 3asaBieHUN Ha PErUCTPALIMIO 3asBUTENb JTOJDKEH yKa3ath B noapasaeine 3.2.P.3.5 ("
Banunanus mnpou3BOACTBEHHOTO mpouecca W (uiM) ero oreHka") wmoayis 3
PErUCTPALIMOHHOTO JOChE KAaTErOpUI0 MPOU3BOACTBEHHOrO Ipolecca (CTaHIAapTHBIA WM
HECTaHJapTHBIN MPOIecc) 1 000CHOBATh BHIOOP yKa3aHHOM KaTErOPHH.
JononHutenbHas uHdOpMaIUsa O MPOayKTax (Iporeccax), paccMaTpUBaEMbIX Kak

HeCTaHJapTHbIC, MPUBEICHA B ITpuJioxkeHnr Ne 2 Kk HacTosiieMy PykoBoiCTBY.
TTPUJIOKEHUE Ne 1
K PykoBoACTBY 10 Banmuaauuu mpouecca
IIPONU3BOACTBA JICKAPCTBCHHBIX
mnmpenaparToB AJid MCAUIHUHCKOI'0 IPUMEHCHUA

TPEBOBAHUWSI
K IUIaHy BalUAaOyy OIpoLecca
I. TpagumyoHHas BaIMIAIHs OpoIecca

1. Ecim mpeanosiaraercss TpaguUHUOHHAS BAJIMAALMSA MpoLEcca B COOTBETCTBUM C
noxpasnenoM 1 paszmena V PykoBoacTBa 1O BajduIalMu Ipolecca MPOU3BOJCTBA
JIEKApCTBEHHBIX MPENapaTroB s MEIAULMHCKOro npuMeHeHus (nainee — PykoBoncTBO) mpu
HEJJOCTATOYHOCTH JAHHBIX, MOJYYEHHBIX Ha CEpPHUAX MPOMBIIUIEHHOTO Maciutaba, To
3asiBUTENIEM MPEJCTABISAETCS B YIIOJIHOMOUYEHHBIN OpraH rocyaapcTsa — ujieHa EBpasuiickoro
PKOHOMHUYECKOTO coro3a B cdepe oOpalleHus JEKapCTBEHHBIX CpPEACTB (naiee —
YIOJIHOMOUYEHHBIN OpraH) IJIaH BalluJaluu npouecca. B HeM yka3pIBatoTCs 00beM U MOPSA0K
BBITIOJIHEHUS BaJUAAILIMOHHBIX HCCJIEIO0BAaHUN, KOTOpble OyIyT NMPOBOAUTHCS HA CEPUSX
IPOMBIIIIEHHOT0 MaciuTada (4uciao cepuit Juisi Banuaauu OyAeT 3aBUCETh OT U3BMEHUYUBOCTU
Ipoliecca, CIOKHOCTH MPOLECCa U MPOAYKTA, & TAKXKE OT OINbITAa MPOU3BOJUTENS, HO, KaK
IpaBUJIO, COCTABIAET HE MeHee 3 TmociefoBaTeNbHbIX cepuit). MHdopmamus mno stum
UCCIEIOBAaHUSAM JOJKHA OBITh JOCTYyIIHa YIOJHOMOYEHHBIM OpraHaMm Ui
IIOCTPErUCTPALMOHHON MHCIIEKLINH.

[Inan BanMIanuu mpolecca BKIIYAETCS B PETHCTPALMOHHOE JOChE, MPEAYCMOTPEHHOE
npuinoxenueM Ne 1 k [IpaBuiiam perucTpanuy U 3KCHEPTU3BI JEKAPCTBEHHBIX CPEJICTB IS
MEIULINHCKOTO NPUMEHEHUs, YyTBepxkAcHHbIM Pemenuem CoBera EBpasuiickoi
AKOHOMHYECKOI KoMuccuu oT 3 HOsiOpst 2016 r. Ne 78 | 1 cOIepKUT B TOM YHUCTIE:

a) KpaTKoe OIMKCaHME IMpollecca ¢ yKa3aHuEeM KPUTUYECKHX CTaJuil MPOU3BOJCTBA WU
KPUTUYECKUX MApaMETPOB MpolLiecca, NOAIeKAINX KOHTPOJIIO IPU MPOBEICHNUN BaTUAI1H;

0) crienuUKalKioO Ha BRIITYCK TOTOBOTO MPOAYKTA (CCHUIKM HA COOTBETCTBYIOIIMM pa3iesn
PETUCTPAIMOHHOTO JIOChE);



B) 110ApOOHBIE CBEJCHUS 00 aHATTUTUYECKUX METOAMKAX (CCHUIKM Ha COOTBETCTBYIOLIUE
METO/IMKH, YKa3aHHbIE B PETUCTPAIIMIOHHOM JIOChE);
T') CBEJICHUS O BHYTPUIIPOU3BOJCTBEHHOM KOHTPOJIE U KPUTEPUH MPUEMIIEMOCTH;
1) CBEIEHHUS O MpeJlaraéMbIX TOTOJHHUTEIBHBIX HCIBITAHUIX (C KPUTEPHUSIMU
MPUEMJIEMOCTH U BAJIMIAIIMEN aHATTUTUYECKUX METOJIUK (TIPU HEOOXOAUMOCTH));
€) mIaH oToopa nmpood (¢ ykazaHUEeM MecTa, BpeMEeHH U criocoba oTéopa mnpoo);
) METOJIbl YUeTa U OLEHKH PE3yIbTaTOB;
3) MpeaiaraeMblii rpauK BBHITTOJIHEHUS KCCIICIOBAaHUM.

2. Pe3ynbTaThl BHIMOTHEHUS BaTUAAIMHA OQOPMIISIOTCS JOKYMEHTAIBHO, TOAMICHIBAIOTCS

YIOJIHOMOYEHHBIM Ha 3TO JIMIIOM U JIOJIKHBI OBITh IOCTYITHBI JJIS IPOBEPKHU.
3. OT4eT mo pe3yiabTaTaM BBHIMOJHEHHS BAJIUJALMK JOJKEH COJAEpKaTh CIEAYIOUIUe
JTAaHHBIC:
a) pe3yJbTaThl UCTIBITAHUS CEPUM MPOAYKTA;
0) cepTU(UKATHl aHAIHU3a IPOAYKTA;
B) IPOTOKOJIBI TPOU3BOJICTBA CEPUI TTPOYKTA;

') CBEICHUS O TMOJYYEHHBIX HEOXKUJAHHBIX PE3YNIbTaTax, OTKIOHEHHUSIX MM BHECEHHBIX

U3MEHEHUSX (C 000CHOBAHUSAMH);
1) BBIBOJIBL.

4. ITpu moTy4eHUW 3HAYUTEIBHBIX OTKIIOHEHUHN OT 0KUJIAEMBIX PE3YJIbTATOB 3asBUTEIb
He3aMeJIMTeNIbHO HHGOPMUpPYET 00 3TOM YIOJHOMOYEHHBIE OpraHbl C YKa3aHUEM
KOPPEKTUPYIOIIMX IeUCTBUM. Bee npemyiaraemMbie N3MEHEHUS B POU3BOACTBEHHOM IPOLIECCE
JIOJIKHBI MOJTYYUTh 0JI00pEHNE MTyTeM BHECEHUSI M3BMEHEHHUI B pETUCTPAIIMIOHHOE J0ChE.

I1. HempepriBHas BepudHKaIms mpoiecca

5. Ecnu mpenmnonaraercs UCIOJIb30BaHUE HEMPEPHIBHON BepuduKaium mpoiecca (B
COOTBETCTBUH C MOJIpa3iesioM 2 pazzaena V PykoBoJicTBa), 3asBUTENIEM MPEICTABISAETCS MJIaH
HEMPEepBIBHON BepUUKAIIMU IIpoIllecca, BKIOYAIONMUA B ceOs OMUCaHHME MOHHUTOPHHTA
NpoMbINUICHHBIX cepuil. I[lpencraBinennas unHdpopMainus MOJDKHA OBITH JOCTYIHA
YIIOJTHOMOYEHHBIM OpraHaM JijIsl MOCTPETUCTPAIMOHHON POBEPKH.

6. [Inan HenpepbIBHOW BepU(UKAIIUU TTPOIIEecCCa BKIFOYAETCS B PETUCTPAIIMOHHOE JJOChE U
COZIEPKUT (IIPU HEOOXOIUMOCTH) CIICTYIOITYI0 HH(POPMAIIHIO:

a) moaApoOHOE ONMHUCAHWE HUCTOJIL30BAHUS MOHUTOPHHIA JIJIE KOHTPOJISI MapaMeTpoB
nporecca Mmerogom "B notoke" ("y motoka" u "BHe MOTOKA") (B TOM YHUCJE MEPUOIUYHOCTD
MOHHUTOPHUHTA, YACIIO U Pa3MePbl IPOBEPSAEMBIX 00Pa3IOB);

0) cBefieHUs 00 aHATMTUYECKUX METOJIUKAX (CCHUIKM Ha COOTBETCTBYIOIINE METOIUKU,
yKa3aHHBIE B PETUCTPAIMOHHOM JIOChE);
B) KPUTEPUH NPUEMIIEMOCTH;



r) uHpopMaIus, BKIOYaromas B ce0d B COOTBETCTBYIONIUX CIydasix 00OCHOBaHHE
CIIOCOOHOCTH HETIPEPHIBHOUN BepU(UKAIMK MOAAEPKUBATH KOHTPOJIb BOCIPOU3BOIUMOCTH
npolecca npu NpOU3BOJICTBE NMPOAYKTa B MPOMBIIUIEHHOM MaciuTade, a TakKe CBEJICHUS O
NPUMEHSEMbIX CTATHCTUYECKUX METO/IaX 00pabOTKH JaHHBIX;

1) 000CHOBaHHE TOTO, KAKUM 00pa30M MOHUTOPHUHT OyAET CIOCOOCTBOBATH BEpU(PUKALIUU

POEKTHOIO MoJIs (Mpu pazpaboTKe MPOEKTHOTO MOJIs).

[MPUIJIOKEHUE Ne 2
K PykoBozCTBY 10 BajMJanuu npouecca
MPOU3BOJICTBA
JIEKapCTBEHHBIX MPENapaToB AJIsl MEAUIIMHCKOTO
MIPUMCHCHHUS

YKA3AHUA
IO ONPEJECIICHUIO CTAHJAPTHEIX M HECTAHJAPTHEIX IPOLIECCOB

I. OOnmue nosoxxeHus

1. OTHEceHue nporecca K CTaHJapTHOMY WM HECTAHIAPTHOMY OIIPENEISAETCS Ha OCHOBE
OLICHKH MPUPOJbI (hapMaleBTUYECKON CyOCTaHIIMM, IPUPOIAbl TOTOBOI'O MPOAYKTa, Mpouecca
IIPOU3BOJICTBA U OIIBITA IPOU3BOJUTEIIS.

Bce Ouoniornueckue npoAayKThl pacCMaTpUBAIOTCA KaK HECTaHIAapTHEHIE.

2. IlpogykTaMH WJIM MPOLECCAMHU, KOTOPBIE MOTYT PacCMaTpUBAThCS B KA4ECTBE
HECTAHJAPTHBIX U JJI1 KOTOPBIX B PETUCTPALIMOHHOM JOChE MPUBOMASTCS JAHHBIE O
BAJIMJALMN CEPUN MPOMBIIUIEHHOr0 Maciitada (IpH OTCYTCTBUU APYroro 00OCHOBaHUA),
ABJIAIOTCS B TOM YHUCIIE:

a) MPOU3BOJCTBO CNELUAIU3UPOBAHHBIX JIEKAPCTBEHHBIX (POPM;

0) BKIIFOUEHHE B OOBIYHBIN MPOIIECC HEKOTOPBIX HOBBIX TEXHOJIOTHI;

B) CHIEMATN3UPOBAHHBIE MPOLIECCHI C UCIOJIB30BAHUEM HOBBIX TEXHOJOTUN WM CIIOKHbBIE
IpOIIECChl, TpeOyIoLIe 0CO00I OCTOPOKHOCTH;

') HECTaHJJAPTHBIE METO/IbI CTEPUITU3ALINH.

3. TexHOJIOrMYECKUE ONEPALMH B MPOLIECCE TPOU3BOACTBA JEKAPCTBEHHBIX MPENAPATOB,
paHee He MPUMEHSBIINECA B paMKax EBpa3uiickoro 3JKOHOMHYECKOTO CO03a, KaK MPaBUIIO,
paccMaTpHUBaIOTCA B KAUECTBE HECTAHIAPTHBIX.

II. Crrermasmi3upoBaHHBIC JIEKApCTBEHABIE (POPMEI

4. K BU1amM NpOAYKTOB, KOTOPBIE PACCMATPUBAIOTCS B KQUECTBE CIEHHATU3UPOBAHHBIX,
OTHOCSATCS:
a) JICKapCTBEHHbIC TpenapaThl JJjisl JO3UPOBAHHOIO BBEJCHUS B JIETKUE (Hampumep,
a’pO30JIbHBIE TIO3UPYIOIINE HHTAIATOPBI U CyXUE MOPOILIKOBBIE HHTAISITOPHI);



0) CTepUJIbHBIC CYCIICH3WH, dSMYJbCUU WM JIPYyTHE TUCTICPTUPOBAHHBIC CTEPUIIbHBIC
KUJKOCTH;
B) JICKapCTBEHHBIC TIperapaThl ¢ MOIUMDHUITUPOBAHHBIM BEICBOOOKICHUEM;
') OJHO/JI030BBIC JIEKAPCTBECHHBIC MPEMAapaThl C HU3KUM COJACPKAaHHEM JICHCTBYIOIIETO
BemiecTBa (< 2 % OT cocTaBa);
1) WHBIC CIICIIMAIM3UPOBAHHBIC JICKAPCTBEHHBIE (JOPMBI (HAIpUMep, apeHTEPaIbHBIC
JIETIO Ha OCHOBE OMOpa3iaraeMpIX MOJIMMEPOB, JTUTTOCOM, MUTIEIII, HAHOYACTHII).

II. Pyrusmsie ¢papManeBTHIECKHE IPOLECCH, BKIIOYAIOMue B ce0s HOBEIC
TEXHOJIOTHH

5. Hanmnexamum o6pa3oM pa3paboTaHHbIE W YTBEpKACHHbIE PYTHUHHBIE
dbapmaleBTUYECKHE IPOLECCH MOTYT, HAlIPUMEp, BKIIIOYATh B ce0sl CTAANIO Ta0IETUPOBAHUS
C HCIIOJIb30BAaHUEM BIIAKHOHM rpaHyisinuu. BmecTte ¢ TeM BBeleHHE B OOBIYHBIN IpOLECC
HOBOM TEXHOJOTHMYECKOH orepauuu (Harmpumep, HOBOM TEXHOJOTMHM CYUIKH), OOBIYHO HE
UCMOJIb3yeMOH B (papMalieBTUUECKON MIPOMBIIIEHHOCTH, MOXKET IIPUBECTH K HEOOXOAUMOCTH
MPOBEACHUSI BCECTOPOHHEW BaJlWAAllMM HAa OCHOBE JAHHBIX, MOJYYEHHBIX MPHU pa3paboTKe
Ipolecca U MpoIyKTa.

IV. CnemuaimsnpoBaHHBIE WA KOMIUIEKCHBIC IIPOLECCHI

6. K cnernuanu3upoBaHHbIM WM KOMIUIEKCHBIM IPOIIECCaM OTHOCSTCS:

a) Mpolecchl, BKIIOYAIONIME B ce0sl TaKue KPUTUUYECKHUE CTaJMM, KaK JIMODUIn3anus,
MUKPOKATCYJIUPOBaHUE;

0) mporuiecchl, B KOTOPbIX (PU3HKO-XMMHUYECKHE CBOMCTBA aKTUBHOM (papManieBTUYECKON
cyOCTaHIMU WM KJIOYEBOIO BCIOMOTATENIBHOIO BEUIECTBAa (Hampumep, JyOpUKaHTOB,
areHToB JJI1 HaHeceHUs 00O0JIOYKM) MOTYT IPHUBECTH K TPYAHOCTSAM IpHU 00pabOTKe WU
MaclITaOMpOBAaHUM TPOU3BOJCTBA JIMOO TMpobOiemMaM, CBSI3aHHBIM C o0OecrneyeHHeM
CTaOMJIBHOCTH MPHU IPOBEJCHHUHU MIPOLiecca B IPOMBILIUIEHHOM MaciuTade;

B) aCENTUYECKHUE MPOIECCHI.

V. HecrasmapTHBIE CLIOCOOBI CTEPHIM3AIIII

7. K HecTaHIapTHBIM CrIOCO0aM CTEPHIIM3AIUA OTHOCSATCS:
a) KOHEUHAs CTEPUIM3AIlMs BIAKHBIM TEINIOM C HCIOJIb30BaHHEM HehapMaKOIEeHHBIX
PEXKUMOB CTEPUITU3AIUY;
0) KOHEYHAs CTePWIIH3AIMS HOHU3UPYIOIINM U3ITyYCHUEM MTPU BEIMYUHE MTOTJIONICHHOM
1036l MeHee 25 KI'p.
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