EBPA3ZUHCKASA DKOHOMHUYECKAS KOMUCCUS
KOJUIET'US

PACIIOPAXKEHUNE

«19» mas 2021 r. Ne 77 r. MockBa

O npoekre pemenusi Cosera EBpa3uiickoil 3K0OHOMHYECKO KOMHCCHH
«O BHecenun n3meHeHunii B [lpaBuiia Haasiexkaniel Npou3BoACTBEHHOM
npakTuku EBpa3uiickoro 3x0HOMHY€eCKOro cor3a»

1. Onobpute npoekt pemenus Cosera EBpasuiickoli 3KOHOMHUUYECKON
komuccun  «O  BHeceHMM u3MeHeHudM B IlpaBuna  Hamiexaiuen
IPOU3BOJCTBEHHON NpakTUKU EBpasuickoro 3KOHOMHYECKOTO COHO3a»
(nmpumnaraercsl) ¥ NpeAcTaBUTh ero 4is paccMoTperus: CoseroM EBpasuiickont
9KOHOMHUYECKOH KOMHUCCHUHU.

2. Hacrosiuee pacrnopsikeHue BCTyNMaeT B CWIYy C JaTbl  €ro
onmyONMKOBaHUsT Ha OQUIMAIbHOM caiiTe EBpasuilckoro 3KOHOMHUYECKOro

COIO03a.

[Ipencenarens Konneruu
EBpa3uiickoii 3KOHOMUYECKONH KOMUCCUU



EBPA3UHUCKAS DJKOHOMHWYECKASA KOMHUCCUS
COBET

PEIMEHMUE

« » 20 e Ne T.

O BHecenuu usmeHenui B llpaBuna Haanekaueii npou3BOACTBEHHOM
npakTuku EBpa3uiickoro 3k0HOMHYecKOro cor3a

B cootBercTBUM co crtatbsimu 30 u 56 JloroBopa o EBpasuiickom
3KOHOMHYECKOM cor3e oT 29 wmas 2014 roma, nyHktom 14
[IpoTokosa ©0 TMNpPUMEHEHUHM CAHUTAPHBIX, BETEPUHAPHO-CAHUTAPHBIX
M KapaHTUHHBIX (UTOCAHUTApHBIX Mep (mpujokeHue Ne 12 k ykazaHHOMY
JloroBopy), ctatbeit 9 CornamieHuss o €JUHBIX MNPUHIMIAX W MpaBUjIax
oOpallleHusi  JIeKapCTBEHHBIX  CPEeACTB B paMmkax  EBpasuiickoro
SKOHOMHYECKOro coro3a oT 23 npekabps 2014 roga, nyHktamu 57 u 82
npunioxkeHuss Ne 1 k Pernamenty pabotel EBpasuiickoit skoHOMHYECKON
KOMUCCUM,  yTBepxJaeHHoMy  Pemennem  Boicuiero — EBpasuiickoro
sKOHOMHUYecKoro coseta oT 23 nekabpst 2014 r. Ne 98, Coser EBpazuiickoit
9KOHOMHUYECKOW KOMUCCHUH P € LI K JI:

1. BHectu B [lpaBuna Hamsiexailed NPOU3BOJCTBEHHON MPAKTUKU
EBpa3uiickoro sSKOHOMHYECKOr0 CO03a, yTBepxAeHHble Peiennem CoBera
EBpasuiickoii skoHOMHUYecKON KoMmuccuu oT 3 Hosiops 2016 r. No 77,

U3MCHCHUSA COIIACHO ITPHIIOKCHHUIO.



.
2.Hacrosiiee  Pemienue  BcTymaer B cuIily

) MECALECB C AAaThl €Iro O(i)I/IL[I/Ia.HI)HOI“O OHY6III/IKOBaHI/I${.

ans
Ynennl Coera EBpasuniickoii 3KOHOMHYECKOH Ka SiEnT

Ot Pecny6siuku Ot PecnnyOiiuku Ot Pecny6iuku Ot Kuprbncmﬂ\\éhﬂé’cunﬁcmoﬁ
Apmenusi beaapych Kazaxcran PecnyGsinku Denepaunn

M. T'puropsn  W. Ilerpuiienko  A.CmamioB VY. KapmbimakoB  A. OBepuyk



[TPUJIOXKEHUE

Kk Pemenuto CoBeta
EBpa3suiickoil 3KOHOMUYECKONH KOMUCCUU
OT 20 r. Neo

NU3MEHEHMN],
BHocuMbIe B IIpaBuia Haanexkanieii npon3BoACTBeHHONH NPAKTUKHU
EBpa3uiickoro 3k0HOMH4€eCKOIo ¢0x3a

1. IToapaznen 1.2 yactu Il nmocne ab3ana TpeThero AONOJHUTH ab3aleM
CJIETYIOUIETrO CO/IePXKaAHUS:

«Paznen 17 Hacrosmied uactd I[lpaBuil COAEPXKUT YyKazaHUs sl
OpraHu3alui, KOoTopble  (MOMHMO  Hpouel dbapmaleBTU4EeCKOM
JIEeSITEILHOCTH) OCYUIECTBJISIIOT JUCTPUOBIONUIO JTMOO XpaHEHHWE aKTUBHOU
dbapMaileBTHUECKOH CyOCTaHIIUU WJIM MPOMEXKYTOUHOM MPOAYKIIHH, B TOM
qucie yKa3aHus B OTHOILLIEHUU IPUHIUIIOB HaJiexanien
JUCTPUOBIOTOPCKOW  MpPaKTUKA  JUIsl  aKTHUBHBIX  (apMalleBTUYECKUX
cyOcTaHIUM, MCHOJB3yEeMBIX B  JIEKAPCTBEHHOH  MPOAYKUUH IS
MEJUIIUHCKOTrO NPUMEHEHHUSL.).

2.B paznene 5 rnasel III wactu Il aG3all miecTHaUATHIl U3JI0XKUTDH B
CJIEIYIOLIEN peNaKIuu:

«MPOCTPAHCTBO  MPOEKTHBIX MapameTpoB (design  space)» —
MHOTOMEepHasi KOMOWHALMs W B3aUMOJEHCTBUE BXOISLIUX MEPEMEHHBIX
(HampuMep, XapakTepUCTHUK MaTepuajoB U MapaMeTpoB MPOIECCOB
IpPOU3BOJICTBA, KOTOphle oOecrneunBalOT KauecTBO). (OcyliecTBIeHUE
npoliecca NPOU3BOACTBA BHYTPU MPOCTPAHCTBA MPOEKTHBIX MapaMeTPOB He

MOXECT pacCMaTpruBaTLCS Kak N3MCHCHHUC rokasareJjen Ka4ycCTBa
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JIEKapCTBEHHOrO Ipenapara. Belxos 3a npenenbl NpoCcTpaHCTBA MPOEKTHBIX
napaMeTpoB CUMTAETCS U3MEHEHHEM U OOBIYHO TpeOyeT MHHIIMHPOBAHUS
npouecca BHECEHUS MOCTPErUCTPALIMOHHBIX U3MEHEeHU N B
PETHCTPAlMOHHOE JOChe JIEKAPCTBEHHOro IMpenapara. [IpocTpaHcTBO
NPOEKTHBIX MapaMeTPOB YCTaHABIMBAETCS U OOOCHOBBIBAETCS 3asIBUTENIEM U
NOMJIEKHUT IKCIEPTHOH OLEHKE M OJOOpPEeHMIO B paMKaxX OIKCIEepPTHU3bI
PEruCTPALMOHHOIO JOChE JIEKAaPCTBEHHOTO Mpernapara;y.

3.1Ipunoxenue Ne 15 k ykaszaHHbM lIpaBunam HU3I0XUTH B
clleyrolUlel pelakuuu:

«[TPUJIOXXEHHE Ne 15

k [IpaBunam Haanexamen
[POU3BOJICTBEHHON NMPAKTUKU
EBpa3suiickoro 3KOHOMUYECKOTO CO03a

TPEBOBAHHNUASA
K KBaJH(PUKAIMH ¥ BaJHAALHA

1. ITpuHuun

1. Hacrosimiue  TpebGoBanust  coiepxaT ONUCAHME  MPUHLIMIIOB
KBUIMPUKALIMK W BalWJalMM, [PUMEHUMBIX K  [OMEUIEHHUAM,
O00OpYyJJOBAaHHWIO W  HHXXEHEPHbIM CHUCTEMaM, MCIOJAb3yeMbIM ISl
IPOU3BOJCTBA JIEKAPCTBEHHBIX [penapaTroB, a TakXke K I[poleccam
OpOU3BOJCTBA JIEKAPCTBEHHBbIX MpenapatoB. Kpome Toro, Hacrosmiue
TpeOoBaHUst MOTYT OBITH UCIIOJIB30BAHbI KaK JOMOJHUTENbHOE PYKOBOJCTBO
Opd NpOU3BOJACTBE AaKTHUBHBIX (apmaleBTUYecKUX cyOctaHuuii 0Oe3

BBEJICHUS JIOMOJHUTENbHBIX TpeOoBaHUM K ykazaHHbIM B uactu 11 IlpaBun
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HaJJIeXxauen NIPOU3BOACTBEHHOM NIPaKTUKH EBpaszuiickoro
9KOHOMMUYECKOro coro3a, yrBepxkaeHHbIX Pemenunem CoBera EBpazuiickoi
SKOHOMMUYECcKOH komMuccuu oT 3 HosiOpst 2016 r. Ne 77 (nanee — [IpaBuna).

B umensx peanuszanuum TpeboBaHud IlpaBun  mpou3BOAUTEND
OCYLUECTBJISIET KOHTPOJIb KPUTHYECKHX aCIEeKTOB CBOEH [eATeNbHOCTH
NOCPEJCTBOM KBaMMPUKALMK U BaduAalli MPOLECCOB NPOU3BOACTBA U
00OpyJOBaHUsI Ha BCEX CTaAUsIX >KU3HEHHOTo IuKiIa (apMalleBTUYeCKOH
NpOAYKIMHU (Janee — MpOAYKUHUs) M Mpoliecca ee Mpou3BoacTBa. JroOwie
3allaHUPOBAHHBIE H3MEHEHHUSI B YyCTPOMCTBE MOMELIEHUH, B 000py10BaHUH,
MHXXEHEPHBIX CHCTeMax M [poleccax MIPOU3BOJACTBA, KOTOpPbIE MOTYT
NOBJAUATH Ha  KauecTBO  NPOAYKLIHHM, Heobxoaumo  ohopMIsTh
JokyMmMeHTanbHO. Takke HeoOXOIMMO  OlleHMBaThb  BJMSHHME  TaKUX
M3MEHEHUM Ha COOTBETCTBYIOUIMM BaduAAlMOHHBIM cTaryc MM Ha
CTpaTeruo KOHTpoussi. KoMIbOTepU3UpOBaHHBIE CUCTEMBbI, UCIOJb3yEeMbIe
JUIsi  TPOM3BOJICTBA T[OTOBOW MPOAYKIMH, TMOJJeXKAT BaluAalUdd B
COOTBETCTBUHM C TpeOOBaHUSIMH, NPUBEJEHHBIMU B NpuioxeHun Ne 11 k
[IpaBunam. Kpome  TOro, HeoOXOAMMO  yYMTBIBaTb  YyKa3aHUs,

npenycMmorperHsle rnasami 11 u Il yactu III [pasua.

2. O0111e mooXeHus

2.Ha MPOTAXKEHUU IKHU3HCHHOI'O HUKJIa IMIPOAYKIHNH H€O6XOI[I/IMO
[IPUMEHSATL MMOAXOM YIPABJICHUS PUCKAMHU IJI51 Ka4Y€CTBA4, B TOM HHUCIIC IJIs
KBaIII/I(I)I/IKaLII/IId u Banujganuu. PelneHus o rpanulax “u obbeMe [TPOBEACHN
Bajlngaluy U KBaIII/ICbI/IKaLIMI/I, KOTOPBIC ABJIAKOTCA KOMIIOHEHTAMU CUCTEMBI
ypaBjJ€HUuss  pUCKaMMU  OJid  KadeCTBA, MHOOJDKHbI  OCHOBBIBATBHCA  HaA
00OCHOBaHHOW H HOKyMeHTHpOBaHHOﬁ OL€HKE pPHCKOB B OTHOLICHHHU
HOMCHICHHﬁ, 060py)101aaH1/1;1, UHXXCHCPHBIX CHCTEM, HUCIOJIb3YyCMBIX JIsd

IPpONU3BOACTBA JICKAPCTBEHHLIX IIPEIIapaTOB, 4 TAKXE PHCKOB, CBs3AHHBIX C
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npolieccaMu MpPOU3BOJACTBA. PeTpocrneKkTUBHAs BaluJalMs He SBJSETCS
NpUEMJIEMBIM MOAXOA0M. /laHHBIE, MOATBEpX)KIAONINE KBATUDUKALIMOHHBIE
1 (MIM) BaNUMAALUOHHBIE HMCCIENOBAHUS M MOJYUYEHHBIE U3 MCTOUYHUKOB,
HaXOASUIMXCs 3a MpejenamMu COOCTBEHHOH BalUAAIIMOHHOW MpPOrpaMMEI
MPOU3BOAMUTENS, HCIOJIB3YIOTCS MpPU YCJIOBUM HalU4yUsl B Macrtep-daiine
MPOU3BOJACTBEHHON IJIOIAAKH U PETUCTPALIMOHHOM JIOChE JIEKAPCTBEHHOTO
nmpernapaTa  IUMCBMEHHOro  OOOCHOBaHHUS, KOTOpOe  TOJTBEpXkaaeT
BO3MOXXHOCThH HCIIOJIb30BaHUs TaKOro MNOAXOJa, a TakXe TrapaHTHPYeT
BBITOJITHEHUE  COOTBETCTBYIOILMX  KOHTPOJIBHBIX ~ MEpPONpPHATHH  Ha

MPOTSDKEHUHU Mpoliecca cbopa TaKuX JaHHBIX.

3. OpFaHI/I3aHHH U IJIaHUPOBAHHE KBaHI/I(pI/IKaLlI/II/I " BaJilMJalluHn

3.HeobxonuMo mnaHUpoOBaTh NpOBENCHHUE KBaTU(PUKAIMOHHEIX U
BaJUMIAlMOHHBIX MEpOINPUATUH, a TakXke IMPUHUMATh BO BHHMaHHE
XKU3HEHHBIA LUK IOMEIIEHUH, O00OpYydOBaHUS, HHXXEHEPHBIX CHCTEM,
MPOLIECCOB MPOU3BOJICTBA U NPOAYKIUH.

4, Kpanudukauuss M BaluAalus JOJDKHBI MPOBOAUTLCS TOJBKO
00y4€HHBIM MEPCOHATIOM B COOTBETCTBHH C MPOLIEAYPaMH, YTBEPIKAEHHBIMHU
MPOU3BOINTEJIEM JIEKAPCTBEHHBIX NIPENapaToB.

5. Ilopsimok MIOAYUHEHHOCTU repcoHala, 3aHMMalOLLErocs
KBalM(QUKALMEd M BaluJaluel, OMpeesiseTcss B COOTBETCTBUH C
(apmaneBTHUeCKOH cucTeMOolf KkauecTBa. JIOMYCKaeTCsl BLINOJHEHHE
KBaTMUKALMK U BaJIMIALUK CIIyxOaMH oOecrneueH s KauecTBa U KOHTPOJIS
KayecTBa. HeoOxonumo obecrednuTs MpHEeMIIEMBIH KOHTPOJb CO CTOPOHEI
cliy0 obecrieueHus: KayecTBa MU KOHTPOJIsl KaueCTBa Ha MPOTSHKEHUU BCETO

BaJIMAAIIMOHHOI'O L HUKJIA.
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6. KnroueBble 3/1€MEHTBl MPOrpamMMbl BalUAalUUMUd U KBaJdu(UKALUU
NpeAnpUsITHS MOKHBI OBITb YETKO ompenefieHbl U opopmiieHbl B BHE
BaJIMJAMOHHOIO MacTep-IjlaHa UM 3KBUBAJIEHTHOTO TOKYMEHTA.

7.BanuganMoHHbIE  MacTep-TUlaH MM SKBUBaIEHTHBI JOKYMEHT
JOJ>KEH ONpeaessaiTh CUCTEMY KBAIM(DUKALKWUA U BaTUIALUN UK CONEPHKATh
CCBUIKH Ha cjiefyroude HHPopMaluo U JOKYMEHTHI:

a) MOJUTHKA KBaJU(DUKAIMK U BaJIUJALIUH;

0)opraHu3zanUoOHHasl CTPYKTYDa, npeaycMmaTpuBaroLias
pacrnpezesieH|e posel 1 OTBETCTBEHHOCTH MPH NMPOBEACHUH KBaTUUKaLUH
1 BaIUJalUU;

B) KpaTKHe XapaKTEpPUCTUKHU IOMELUEHHH, cUCTeM, O00OpYIOBaHUS U
IIPOLIECCOB Ha MPEANPUATHH U JAHHBIE O TEKYLIeM cTaTyce KBalu(pHKaLHK
U BaJlUJallu;

r)uabopmanust o0 yHpaBl€HUH U3MEHEHHUSMH (KOHTpoJie 3a
HU3MEHEHHUSIMH) U yIIPABJIEHUH OTKJIOHEHHUSIMH B Mpollecce KBaTU(DUKALMH U
BaJIMJAI1H;

1) PYKOBOJCTBO MO pa3pabOTKe KpUTEepHUEeB MPUEMIIEMOCTH;

€) CChUIKM Ha JOKYMEHTBI B 00J1aCTH KBaJIM(PUKALUU U BaJIUIALINH;

XK) CTpaTerust JAesTeJIbHOCTH 10 KBalM(DHUKAMH M  BaJMJALHUH,
BKJIIOYaoLlass B cebs mHpopMalMio O MOBTOPHOH KBalM(pHUKALUK (€C/u
IPUMEHUMO).

8.[lpu  peanuzanuu  MaclITaDHBIX W CJIOXKHBIX  MPOEKTOB
enecoobpasHa pa3zpaboTka HECKOJbKHX OTHENbHBIX BajlMJalMOHHBIX
MacTep-IJIaHOB.

9. IloBTOpHas OLEHKAa PUCKOB i KayecTBa MPOBOJUTCS C YYETOM
3HaHUH U HHPOpMALUU, NOJYYEHHBIX BO BpeMsl MPOEKTUPOBAHUs Ipoliecca
IIPOU3BOJCTBA JIEKAPCTBEHHOIrO Ipernapata U B Ipoliecce IMPOU3BOACTBA

JICKAPCTBCHHOTI'O ITpeI1iapara.
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10. I[Ipouiecc mpuMeHEeHUsl OLIEHKH PUCKOB JIJIsi KauecTBa HEOOXOJHUMO
opOopMHUTh B KauecTBe pa3jielia BaIIallMOHHOIO MacTep-IljiaHa.
11.HeoOxoaumMo BHEOPHTH KOHTPOJIh KBadubUKAMH W BaJuaalllu,

MO3BOJISTFOILIU A o0ecreyuThb HEJIOCTHOCTDh BCEX MOJTYUYCHHBIX NaHHBIX.

4. [lokymMeHTalus

12.TTpaBuna Hajjexalero JOKyMeHTaabHOro 0OpMIIEHHS SIBJSIOTCS
BOXHBIMHU I MOJAEp>KaHUs BBICOKOIO YPOBHs YIpaBJIeHUs] 3HAHUSIMH Ha
NPOTSKEHUH BCEr0 )KMU3HEHHOTO LIUKJIAa NPOLYKIHH.

13.Bce nmokymeHTbl, ¢opmHpyeMmble B Mpolecce KBalupUKAUUH U
BaJIUJALMH, JOJDKHBI OBITH COTJIaCOBaHbl U YTBEPXKJEHBI COOTBETCTBYIOUIUM
IepCOHANIOM, KaK 3TO OIpe/iesieHO B (papMalleBTUYECKOH CUCTEME KauecTBa B
cooTBeTCTBUU ¢ rnaBoit 1 wactu I [TpaBus.

14. B3aumocssi3b MeXIy  JAOKyMEHTaMu B KOMILIEKCHBIX
BaJIMJALIMOHHBIX MIPOEKTaX AOHKHA OBITh UETKO ONpe/esieHa.

15. Kputuueckue CcHCTeMBl, MOKazaTeld U MapaMeTpbl, a Takxke
COOTBETCTBYIOIIHE KPUTEPHH MPHUEMIIEMOCTH JOJDKHBI OBITH OMpe/esieHbl B
pa3palaTbiBaeMbIX  [POU3BOAMUTENEM  JIEKAPCTBEHHBIX nperapaToB
MPOTOKOJAX BaJIMAALHH.

16. JlokyMeHTBI 0 KBaJIM(UKAIIMK MOTYT ObITH 0OBbEIUHEHBI, €CIIH 3TO
npueMsaeMo (Hampumep, JOKYMEHThl Mo kBanupukanuu mMoHTaxa (I1Q) u
kBanupukauuu GyHkuonuponanus (OQ)).

17.B cnyuae ecnu MpOTOKOJBI BalMJalUUH W JApyras JOKyMeHTalus
MpeJoCTaBIsAIOTCS MOCTABIIMKAMH YCIyr MO BaJMJalMH, COOTBETCTBYIOLIHUH
MepcoHas MPOU3BOICTBEHHOHN MIOMIAIKH JODKEH MOATBEPAUTH MPUTOAHOCTD
NPOTOKOJIOB BalWAallMM M HX COOTBETCTBHE BHYTPEHHHUM IpoLELypam
MPOU3BOJIUTENSl JIEKAPCTBEHHBIX IpenaparoB Mepel yTBEpXKIEHUEM TaKHX

I[TPOTOKOJIOB. HpOTOKOHbI Ballngalluy, IMOJYYCHHBIC OT ITOCTABIIMKOB YCIIYI
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Mo BaJMJAllHH, MOTYT OBITH JOMNOJHEHBl AOKYMEHTAIled W MpOTOKOJIaAMHU
HCIIBLITAHUH [0 UX UCIOIB30BaHUSI.

18.JIroOble 3HAuUMTENbHBIE HU3MEHEHHUs] B YTBEPXKJEHHOM IPOTOKOJIE
BAIMJAIIMM B IMpollecce €ero HUCHOJIHEeHUs (HampuMmep, Kacarolluecs
KPUTEPHEB MPHEMJIEMOCTH, MapaMeTpoB (YHKUHOHHUPOBAHUS MU T. II.)
JOJDKHBI OBITH JOKYMEHTUPOBAHBI KaK OTKJIOHEHHS M HAyUYHO 0OOCHOBAHHI.

19. Pe3ynbrarel, He YIOBJIETBOPSIOLIHE YCTAaHOBJIEHHBIM KpPHUTEpPUSIM
MPUEMJIEMOCTH, HeOOXOAMMO pPErucTpUpOBaTh KaK OTKJIOHEHUS H
MOJABEpPrarh MOJHOMY pacc/eJOBaHHIO B COOTBETCTBHH C BHYTpPEHHEH
npouenypoi. JIroOble BO3MOXCHBIE MOCTAEACTBHS JJIs BalUJAlUH JOJKHBI
OBITH OTPAXXEHBI B OTYETE [0 BaJIUIALHH.

20. O630p nmpouecca BanuJalldl U BEIBOJIBI IO €r0 UTOraM HEOOXO0JUMO
JNokyMeHTHpoBaTh. [lonyyeHHBIE pe3ynbTaThl ClIEAYyeT COMOCTABISTH C
KpUTEepHUsIMU MpuemieMocTd. JIroOple mocnenyroniye H3MEeHEeHUs KpUTeprueB
MpUEeMJIEMOCTH HeoO0XoauMo Hay4yHo ob6ocHoBaTh. [lo uToram Banmumanuu
MpPEeIIEeCTBYIONIEro 3Tana JOJDKHBI OBITh  CAellaHbl  OKOHYATeJbHBIE
peKOMeHJalUUd [0 Mepexoay K IOocieaylolleMy 3Tany KBalu(pUKalUd U
BaJIM/IallMH.

21.Tlepexon x mocienyoolieMy 3Tany KBaludUKAlMK W BaduJalUd
JOJKeH OBITh MOATBEPXKJEH CO CTOPOHBI OTBETCTBEHHOro mMepcoHana (ubo
Ha JTare yTBEp)KJIEHUs OTYeTa Mo BaluAaluH, JHO0 B GopMe OTAeIBHOro
0000111a0111er0 TOKYMEHTA).

[TonTBep)xaeHue mepexoja Ha CHAEAYIOUUH 3Tal ¢ yCTaHOBJIEHUEM
JOTIOTHUTEIBHBIX YCIOBUH BO3MOXHO B CJyyae, €clid He ObUTH MOJHOCTbIO
YyUTEHbl KOHKPETHble KPUTEPHUH MPHEMJIEMOCTH HWJIM OTKJIOHEHHUS s
BBIMOJTHEHHOTO JTamna KBalupUKaUUWM H BaluaalliM, a Talkoke HMeeTcs

AOKYMCEHTAJILHO O(bOpMHeHHaSI OII€HKa OTCYTCTBHUA CYLUECTBEHHOI'O BJIUAHUSA
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HE ITIOJIHOCTBIO YUTEHHBIX KPUTEPHUEB IMPHUEMIIEMOCTH HJIHU OTKJIOHEHUH Ha

[ocJiIeAyromue MEPOIIPUATHUA 110 KBa.HI/I(I)I/IKaLII/II/I H BaJIMJalluH.

5. Craguu kBanudUKaluy MOMeILeHH, 000pyaoBaHus,
MH)XEHEPHBIX CUCTEM U MPOLIECCOB, UCIIOJIb3YEMbIX
JUTs1 TIPOU3BOJICTBA JIEKAPCTBEHHBIX IIpernapaToB
22.1lpu npoBeneHUM MepONpHUITHH Mo KBalM(UKAUUU HEOOXOAUMO
NpeJyCMOTPeTh BCe CTaIUM KBaTU(pUKaLUU: OT pa3paboTku crneupuKanim
TpeOOBaHUH MOJB30BaTeNsl OO 3aBEpIIEHMs] HCIOJIb30BaHUSl MOMEIIEeHUH,
000pYyJ0BaHUsl U WHXXEHEPHBIX CHUCTEM, UCIOJb3YEeMbIX ISl IPOU3BOJACTBA
JIeKapCTBEHHBIX MpenapaTroB, U MPOLUECCOB MPOU3BOJCTBA JIEKAPCTBEHHBIX
npenapaToB. OCHOBHBIE CTaIUU, & TAK)Xe OT/AeNbHble KpUTEepUH (HECMOTpSsI
Ha TO, YTO OHM 3aBUCST OT KOHKPETHBIX 0COOEHHOCTEH MpOoeKTa U MOTIyT

paznnanbca), KOTOpBIE MOI'YT OBITH BKJIIOUEHEI B KaXIYHO U3 CTaIIHﬁ,

OIIHCAaHbl HHUXKE.

Crneuunduxanuus TpedboBanuit nosas3osaress (URS)

23.TpeboBaHusi K NOMEIIEHUsIM, OOOPYJOBAHHUIO U HHIKEHEPHBIM
cucTeMaM, UCIOJIb3yeMbIM JUIsl IPOU3BOACTBA JIEKAPCTBEHHBIX Mpernaparos,
M K IpoueccaM MNpOU3BOJICTBA JIEKAPCTBEHHBIX IMpenapaToB HEoOXOAUMO
onpenensitb B crneuudukauud TpeOoBaHUH MoJbp30BaTeNss W (UJIN)
GyHKUMOHANBHOH  crnequdUKaluh. JJEMEHTHl KauecTBa, HMEIIUe
CYLIECTBEHHOE 3HaueHHe, HeoO0XOAUMO IpeAycMaTpuUBaTb Ha JaHHOMU
CTaJiNH, a JItoOble PUCKHU JJIsl KayecTBa CHUIKATh IO MPHEMJIEMOro ypOBHSI.
Cneundukauuo TpeOOBaHUI M0JIb30BATENsi HEOOXOJUMO paccMaTpUBaTh

Kak pedepeHTHYIO (3TAJIOHHYIO) TOUKY )XKM3HEHHOTO LMKJIa KBAIM(PUKALIUHU.
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KBanuduxanus npoekra (DQ)

24.CnegyromiuM  37eMeHTOM  kBanuduxkauuu  o6opyAoBaHHS,
MOMEUIEHUH, MHXEHEPHBIX WJIU JPYTHX CHCTEM SBJISETCS KBalH(UKallMs
NpoeKTa, M0 pe3yjbTaTaM KOTOpPOH MOATBEPXKAAETCS U JOKYMEHTaJbHO
odopmisieTcss COOTBETCTBHE MpoekTa (nu3aiiHa) TpeboBaHusiM I[IpaBmil.
TpebGoBanusi, coaepxauiecs B crieluGUKaALUN MT0JIb30BaTENs], HEOOXOIUMO

BepuULUUPOBATh B X0/1e KBAIU(PUKALUHU IPOEKTa.

[Ipuemo-cnatouHble UcnbITaHUsl Ha 3aBojae-u3roropurese (FAT)
U (WIKM) NIpUeMo-cAaTOUHbIe UCTbITaHus Y 3akazuuka (SAT)

25.TlpurogHocts obopynoBaHusi (0OCOOGHHO B cllyyae BHEJpEHUs
HOBBIX WJIM KOMIIJIEKCHBIX TEXHOJIOTHI) MOXET OLIEHUBAThCSI Ha IJIOLIAJKE
NOCTAaBIIIMKA [epe]l ero NOCTaBKOM.

26.Jlo MOMEHTa yCTaHOBKM (MOHTaxa) HEoOXOAUMO TNOATBEPAUTH
COOTBETCTBUE O0OpY/I0BaHUs creuuddpuKaluu TpeOoBaHUIM MOJb30BaTeNs U
(umu) GyHKUMOHAIBHOW creuuduUKalid Ha IUIOUIaJKe [OCTaBIIMKA
(nmpouzBoaUTENS) (€CIU MPUMEHUMO).

27.1IpoBepka AOKYMEHTAllUM U OT/AEJbHBIE HMCIBITAHUS MOTYT OBITh
NPOBEAEHbl B XOJ€ MPHEMO-CHATOYHBIX HCIBITAHWMA Ha MpEeaNpUsITHH-
MPOU3BOJIUTENE WM HAa APYrHMX CTagusX MpPOU3BOACTBA 00OpyHOBaHHS Oe3
HEOOXOJIMMOCTH HMX MOBTOPHOrO IpOBEAEHHS Ha IUJIOLIAJIKE 3aKa3uuka B
npouecce KBaqu(UKalMK MOHTaxa U KBanupukauud (QyHKIHOHUPOBAHUSI,
€CJId 3TO 0OOCHOBAHO 3aKa3UUKOM M MOXET ObITh MPUMEHEHO Ha MpaKTHKe,
IpU YCJIOBUU TMOATBEPXAEHUS 3aKa3YMKOM B XOJ€ IPUEMO-CAATOYHBIX
UCTBITAHUU OTCYTCTBHS BJIMSHHUS TaKHWX UCHBITAaHUU Ha (yHKIIHMOHAIBHOCTD
000pyI0BaHMS MOCTIE €ro TPAaHCIOPTUPOBKH U YCTaHOBKH.

28.TIpoBeieHre MPUEMO-CIATOUHBIX HCIBITAHUNA Ha MNpeANpUsITHU-

I[TPOU3BOAUTEJIE MOKET OBITh AOIIOJIHEHO IMPOBEACHHUEM TIPUEMO-CAATOUYHBIX
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HCIILITAHUM TOCTe [TOJIYYCHUA O60pyJIOBaHI/ISI H €ro YCTaHOBKH Ha

HpOPBBOI[CTBGHHOﬁ IJIOaAKE 3aKa3yHnKa.

Kpanudukauus monraxa (I1Q)

29.KBanudukanuo  MOHTaxa  HeoOXOJUMO  NPOBOAUTH s
000pyAOBaHUsl, TOMELLEHUH, UHXXEHEPHBIX WJIH APYTHX CHCTEM.

30.Craguss kBanuduKalUM MOHTaXa MOXET BKJOYaTh B ceds
ClIeyroLIe 3Tankl (HO He OrpaHH4YMBATHCS UMM ):

a) BepuduKalusl NpaBUIBHOCTH MOHTaXa KOMIIOHEHTOB, MpPUOOPOB,
000py/1I0BaHMs, OOBSI3KM M BCIIOMOTAaTeNIbHBIX CHUCTEM I10 OTHOLUEHUIO K
WHXXEHEPHBIM YepTeXkaM U crienrpUKaLUIM;

0)BepuduKanus TPaBUIBHOCTH MOHTa)a 10 OTHOLUEHUIO K
KpUTEpUSIM, NPEBAPUTENIBHO YCTAHOBJICHHBIM 3aKa34MKOM;

B)cOOp M IpoBepKa KOMIUIEKTHOCTH OIEPalMOHHBIX M pabouux
MHCTPYKLHUH [TOCTAaBIIMKOB U TpeOOBaHUil 10 00CTyKUBaAHUIO,

I') KaJMOpOBKa HHCTPYMEHTOB;

1) BepudUKalus MaTepruaoB KOHCTPYKIIUH.

Kpanudukauus ¢bynkuuonuposanus (0Q)

31.Craaus kBanuduxkauuu GHyHKIMOHUPOBAHUS TMPOBOJAUTCS IMOCHE
CTaquu KBalM(UKALMK MOHTaXa, OJHAKO B 3aBUCUMOCTH OT CTeNeHU
CJI0XKHOCTH 000pPYZ0BaHHUS 3Ta CTaUsl MOXET MPOBOJUTHCS B KOMOUHAIIUU C
kBanupukauein Montaxa (10Q).

32.Cranus kBanupukauuu (QyHKUMOHUPOBAHUSI MOXET BKJKOYATh B
cebs cnenyroue aTamnsl (HO He OrpaHUYUBATHCS UMH):

MCIIBITAHMs, TPOBOJMMBIE Ha OCHOBE 3HAHMA O Tpoliecce
NPOU3BOJACTBA, CHUCTEMax U  O0OpyAOBaHWH, JIsI  obOecredyeHus

Q)yHKHHOHHpOBaHI/Iﬂ CHUCTEMbI COINNTIACHO MPOCKTY
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MCIBITAHUS, HalpaBjieHHble Ha MOATBEP)KJAeHHE BEPXHUX U HHXKHHUX
paboyux npenesoB U (MIK) YCIOBUN «HAUXYAIIETO CIyyasiy.

33.YcneuHoe 3aBeplleHne CTaauu KBaJTUPUKALIUU
(GYHKUHOHUPOBAHUS TO3BOJISIET PUHSTH:

a) OKOHYATEJIbHYI0  pelaklMi0  CTaHJapTHBIX  OMepalMOHHBIX
Iponeayp,

0) TpeboBaHus K MPOLeypaM OUUCTKH;

B) TpeOOBaHUS K OOyUEHHIO ONEepaTOpPOB;

r) TpeOOBaHUs K TEXHUUYECKOMY 00CITY)KHBAHHIO 000pYJ0BaHMUS.

Ksanudukanus sxcrayatanuu (PQ)

34.KBanudukauuss  IKCIUTyaTallMd  clieJyeT 3a  YCIELIHBIM
3aBeplleHUeM KBTI UKALIMU MOHTaXxa u KBaJIMpUKALUH
GyHKUMOHMpOBaHUs. B  HEKOTOpBIX Cily4asX BO3MOXHO [pPOBEACHHE
KBUIM(pUKALMK  JKCIUTyaTallud  OJHOBPEMEHHO ¢  KBajnudukaiuei
(bYyHKIMOHUPOBAHMS WM BaIMAaLMel polecca Nporu3BOACTBA.

35.Cragus kBanMUKALMK 3KCIUTyaTallUd MOXET BKJIKOYaTh B ceOs B
TOM UYHCJIE UCTIBITAHHUSI C UCIIOJb30BaHHEM NTPOU3BOICTBEHHBIX MAaTEepHaOB,
NpoileanX KBaJubUKALMIO 3aMeHHUTesleld (3KBUBaJEHTHBIX MaTepHalioB)
WIA  MOJEJBHOW  MNpPOAYKUMM €  JOKa3aHHBIMH  3KBHBaJEHTHBIMH
XapaKTepUCTUKaMU B OOBIUHBIX YCJIOBHUSIX IPOM3BOJACTBA U INpPU pazMepe
CepUM MPOAYKLHUH, COOTBETCTBYIOLIEM CLEHAPUIO «HAUXYJALIEro Cciydas».
Yacrora orbopa npoO, ycTaHOBJIEHHas Uil INOATBEPXAEHUS KOHTPOJs
npoLecca Npou3BOJACTBA, AO/KHA OBITh 0OOCHOBaHA 3aKa3YMKOM Ha OCHOBE
COOTBETCTBYIOLLIEIO CTATUCTUUECKOIO aHAJIM3a PUCKOB.

VcnbiTanus JOJDKHBI OXBaThbiBaThb pabouuil JuanasoH IMpouecca

[TPOU3BOACTBA, 3a UCKIIIOYCHHEM CJIy4yacs, Korjaa AOCTYITHO
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AOKYMCEHTAJIbHOC TIOATBEPXKIACHHUEC pa60qero Aduaria3oHa CO CTadUuH

pa3paboTKH.

6. IToBTOpHas kBanuduKanus

36.3aka3uuky ((hapmalieBTUYECKOMY MPOU3BOJUTEND) HEOOXOAUMO C
YCTAaHOBJICHHOW UM MNEPUOAMYHOCTHIO MPOBOJAUTH OLIGHKY 00OpyAOBaHUS,
NOMEUIEHUH, UHXXEHEPHBIX M JPYTUX CHUCTEM C OTpPaXX€HHEM pe3yJbTaTOB
TaKOW OLIEHKM B MacTep-Qailie NpoMU3BOJCTBEHHOM MJIOIIAAKH  IJIsI
MOJATBEPXHACHUSI TOTO, YTO OHU OCTAIOTCS B KOHTPOJIHMPYEMOM 3aKa3dHMKOM
(bapMalieBTHYECKUM MPOU3BOUTENIEM) COCTOSIHUM.

37.Ecnu moBTopHas kBalMUKAUS HEOOXOAMMa M IPOBOJUTCS C
YCTAHOBJIEHHOH  [EPUOJUYHOCTBIO, HEOOXONUMO OOOCHOBATh  TaKylO
IIEPUOAUYHOCTD U ONpPEeIUTh KPUTEPHUH OlleHKH. KpoMe Toro, Heo0XoaumMo

OLIEHUBATH BO3MOXXHOCTb HE3HAUUTEJIbHBIX H3MEHEHUH C TeUeHHEM BPCMCHH.

7. Banunauus npoiecca nNpou3BoACTBa
O611as uadopmanus

38.TpeboBaHUsi W MPUHLMIBI, OMNKMCaHHbIE B HACTOsIEM pasjelie,
[IPUMEHSIOTCS K MPOU3BOJACTBY BCEX JIEKAPCTBEHHBLIX (OPM JIEKapCTBEHHBIX
NpenapaToB U PacIpOCTPaHSIOTCS Ha MEePBOHAYAIBHYH BaJUJALMI0 HOBBIX
IPOLECCOB MTPOU3BOACTBA, MOCIEAYIOLIYIO BaTUAALMI0 MOAUGUIIMPOBAHHBIX
NPOLECCOB, TpaHChepbl MeXAy TPOU3BOACTBEHHBIMH IIJIOIIAAKAMH U
NPOJOJIKAIOILYIOCS BepuuKalkio mpoueccoB. [Ipu aTom moapasymesaercs,
YTO  BBIIIOJIHEH  IIOJIHOLEHHBIM  Ipouecc  pa3paboTKd  MPOAYKIHUH,
I103BOJISIOLLMHI IPOBECTHU YCIEIIHYO BalUAALMIO MTpoliecca MPOU3BOACTBA.

39. TpeboBaHMst U NPUHLHKIBI, H3TOXEHHBIE B HACTOSIIEM pa3jelle,

H@O6XOIII/IMO [IPUMEHATL Hapiaady ¢ I[OJOXCHHAMHU PyKOBOIICTBa Ino
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BaJIMAAllMK Ipolecca MPOU3BOJCTBA JIEKAPCTBEHHBIX MpenapaToB s
MEIUIMHCKOrOo NpuMeHeHus (npuioxeHue kK Pexomenmauuu Komteruu
EBpasuiickoii akoHOMuYecKoi komuccuu ot 26 ceHtsiops 2017 r. Ne 19).

40.PykoBoAcCTBO, yka3zaHHOe B NyHKTe 39 Hactosimx TpeOoBaHUM,
NpelHa3HAaYeHO TOJIbKO JJIsi OMUCAaHUsl CBEJEHUM, KOTOpble HEOoOXOAMMO
No/laBaTh B pEryJIsiTOpHblE OpraHbl. TpeboBaHUs K BajduJalMU Ipoliecca
IPOU3BOJACTBA, YyCTaHOBJeHHble [IpaBuUiaMu, pacnpoCTpaHsIIOTCSI Ha BeCh
YKU3HEHHBIN UKJI pollecca MPOU3BOICTRA.

41.Tlogxon K Banujauuy Mpollecca MPOU3BOJACTBA, ONHUCAHHBIA B
HacTosIllleM pa3fesie, HeOOXOIUMMO MPUMEHSTh JJIs TOTO, YTOOBl 0OECIeUUTh
B3aMMOCBSI3b MeEXAY pa3paboTKoN mpoliecca MPOU3BOACTBA MPOAYKLHH H
peaJibHO BBINIyCKaeMbIMH B OOpallleHHe MNPOMBILUIEHHBIMH CEepUSIMH
npoaykuuu.  Takodl ~ moaxon — K = BaJMJAUMM  IPOMBILIIIEHHOTO
NPOU3BOACTBEHHOIO Mpoliecca MO3BOJSIET 00ECIeYUTh KOHTPOJIb MPOLECCOB
IPOU3BOJACTBA JIEKAPCTBEHHOIO CPEJCTBA BO BpeMsi CEPUMHOrO (pyTHHHOTO)
IPOMBILLIIEHHOTO MPOU3BO/ICTRA.

42.11pou3BOACTBEHHbIE  MPOLECCHl  MOTYyT  pa3pabaTheiBaTbCs  C
MCIOJIb30BaHUEM TPAAMIIMOHHOTO TMOJAXO0Ja WJIM TOAX0Ja HelpepblBHOH
Bepudukauuu. OJHAKO BHE 3aBUCHUMOCTM OT HCIOJIB3yeMOro Moaxoja
HEOOXOAMMO MOATBEPAUTH YCTOMYMBOCTH Mpollecca MPOU3BOJACTBA U
o0ecrneyuTh MOCTOSIHHOE KayecTBO MPOAYKLUMM [0 TOro, Kak TIOTOBas
npoaykuus OyaeT BhINyllleHa B oOpaiueHue Ha poiHke Coroza. [ns
MpPOLECCOB IPOM3BOACTBA,  pa3pabOTaHHBIX  C  HCIOJIb30BaHHEM
TPaAMLUMOHHOrO  MOAX0Ja, HEeoOXOAMMO MNPOBOJUTH MEPCIEKTHUBHYIO
BaJIMJAl{IO, 110 BO3MOXHOCTU Tepes cepTUhHUKALUeH MPOAYKIIHU
(BBIITYCKOM NpOAYKUMH B oOpailieHHe Ha peiHKe Coro3a). PeTpocnekTuBHas

BaJInlallusl HE CHUTACTCS ITPUEMIIEMBIM TIOAXOJ0M.
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43.Ilpu Banumauuy mpolecca Mporu3BOACTBA HOBBIX BHJIOB MPOAYKIHH
HeoOXOJUMO BKJIOYaTh B IMpollecc BajHMAalldd BCe IMpeAnojaraeMble K
peanus3allMd JO3MPOBKHM M IPOU3BOJACTBEHHBbIE IJIOlaAKku. [IpuMeHeHue
noaxoda BbIOOpa KpallHMX BapuaHTOB (OpekeTHHra) MOXeT OBITh
00OCHOBAHO [IJ1s1 HOBBIX BHJIOB MPOAYKIMH HAa OCHOBE CIELUAIbHBIX 3HAHUH
O Ipoliecce NPOU3BOACTBA, €C/IM TaKue 3HAHHUS OBUIM MOJIyYeHBI B XOJ€
papmaneBTHYECKOH  pa3pabOTKHM JIeKApCTBEHHOTO TIperapara W €ro
IIPOM3BOACTBA, B  COBOKYNHOCTH €  IpHEMJIEMOl  mporpammoi
npojoJkarouieiics: Bepuukalmi.

44. JIna BanuaaLuy npolecca Npou3BOJACTBA MPOAYKLHH, epeaaHHol
C OJHOH MNpPOU3BOACTBEHHOW IUIOIIAAKH Ha APYTyK HJIH BHYTPU OJHOU
IUIOIIAAKH, KOJIMYECTBO BaJUAAIIMOHHBIX CEpHH MPOIYKIHH MOXET OBITH
COKpallleHO IMyTeM MpHUMEeHEeHHUs MoJaXoJa BbrIOOpa KpaWHUX BapHAHTOB
(bpexerunra). CBeneHHss O MNPOAYKIMH, BKIIOYAKOLIHME JIaHHbIE O
NpeabIAyLIel BaTuAaluu, JODKHEI ObITh AOCTYNHLI. K pasHBIM 103UpOBKaM,
pasMepaMm CepHil MpOoAyKIMHU U pa3MepaM (THUIaM) YMaKOBKH MOXET TaKXkKe
NPUMEHSTBCS MOAXOX BBIOOpPAa KpaHUX BapUaHTOB (OpEKETHHT), eciu
MPOU3BOJUTENb TMPEAOCTaBIsIET MUCbMEHHOE OOOCHOBAaHHE BO3MOXKHOCTH
TAKOro IOoAXOoJa B MacTep-gaiiie MNpOU3BOJCTBEHHON IUIOIIANKH H
pPErucTpallMOHHOM J10ChE JIEKAPCTBEHHOIO Mpenapara.

Takoll moxxon MoXeT ObITH NPUMEHEH Ul Juala3oHa JO3UPOBOK
JIEKapCTBEHHOIO0 CpEeACTBa B Cjyuyae, €CJAd JO3UPOBKH HMACHTHYHBI HJIH
BecbMa OJIM3KU Apyr APYyTy MO COCTaBy (Hampumep, Ulsl JIMHEHKH TaOJeToK
C pa3jIMYHON Maccoi, ONpeAessiEMON YCUIIMEM NIPECCOBAHUS, TOJIYUEHHBIX C
HCIOJIb30BAaHUEM CXOXEero HCXOJHOr0 IpaHyJsaTa, WM JIMHEHKH Kamcyd,
IIOJyYEHHBIX METOJOM HAalOJIHEHUs 000JI0YeK Kalcys pa3HOoro pasmepa
pasIMYHBEIM 00BbeMOM ofHoro cocraBa). llogxon BeIOOpa KpalHHX

BapUaHTOB (OpPEKETHHT) TakXe MOXEeT OBbITh NPUMEHEH MJsl pPa3IHYHbIX
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pasMepoB YIAKOBKU WIIM Pa3/IMUHBIX 00bEMOB HAMOJHEHHUs OJHOTO U TOrO
K€ KOHTeHHepa.

45.B ciyyae ecny Ha NPOU3BOJICTBEHHYIO IJIOMIAAKY OCYILECTBIISETCS
IEepEeHOC  IPOU3BOACTBA  yXe€  [POU3BOAMMOM  paHee  NPOAYKLHH
(«HacjaeLyeMOH MpOAYKLMHU»), MpPOLECChl IMPOU3BOJACTBA U KOHTPOJIS
JOJDKHBl ~ NPOBOAUTBCS B COOTBETCTBUM  CO  CBEIEHUSIMU U3
PErUCTPALIMOHHOIO  JI0OChE€  TAKOro  JIEKAPCTBEHHOrO  Ipernapara U
JNEHCTBYIOILMMU  TpeOOBaHUSIMM K  pErucTpaldd  JaHHOW  I'PYIIIbI
JIEKapCTBEHHBIX MpenapaToB. [Ipu TakoM mepeHoce MPOU3BOACTBA B Cliydae
HEOOXOIMMOCTH  BHOCSTCSI HM3MEHEHHSI B  PErMCTPAlldOHHOE  [[OChE
JIEKapCTBEHHOTO Ipenapara.

46.1lpy Bamumanuu npouecca MNPOU3BOJCTBA MPOU3BOJAUTENIO
HEeo0X0aUMO KOHTPOJIUPOBATH BO3MOXHOCTD [IOCJIE0BATEILHOT O
coOJII0/IeHUsI B MpoLecce MPOU3BOJICTBA MPOMBILIUIEHHBIX CEPUM MPOTYKLMH
BCEX [IOKaszaTeJield KadecTBa M I[apaMeTpoOB Ipolecca IpOU3BOACTBA,
KOTOpbIE ONpEAE/IEHbl UM KaK BaXKHbIE I MOAAEPKAHUS BAIUAUPOBAHHOIO
COCTOSIHUSI M o0ecledyeHUsi MOpUEMJIEMOro  KayecTBa  MPOAYKIHH.
ObocHoBaHMEe TOro, Kakhe TMapaMeTphl I[pollecca MpPOU3BOJCTBA U
MokazaTeJlM KauyecTBa ObUIM  ONpeJesieHbl KakK  KpUTUYECKHE WU
HEKpUTUYECKHE, HEOoOXOJUMO UYETKO JOKYMEHTHpPOBaTb C  YYETOM
PE3YJIbTATOB MEPOIPUATUNA 10 OLIEHKE PUCKOB JJIs1 KAUeCTBa.

47. BanuaAMMOHHbBIE CEPUU OOJDKHBI MUMETh TOT € pasMep, YTO U
[JIAHUpYEMbIE CEpUM MPOAYKUMUU [JJI1 KOMMEPUYECKOTO MUCIIOJIB30BAHUS.
Wcnonp3oBaHue Apyrux pa3MepoOB BalUAAUMOHHOW CEpUH MPOAYKIIHUU
HeoOXoAMMO O00OCHOBaTh B JOKyMEHTax TMO BajduJallMd HUCXOAs U3
KPUTUYECKUX (AKTOpPOB, BIMSIOUIMX Ha [pollecc BaJluAallMM, WIH

ONpeaC/IUTL C YKAa3aHUEM CCBIJIOK Ha COOTBETCTBYHOIIUE Pa31€JIbl HpaBI/IH.
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48. IloMewlienusi, cUCTEMBbl, UH)XXEHEPHbIE CUCTEMBl U 00OpYyAOBaHHUE,
UCIOJIB30BaHHbIE JJIsl BajJWJallMM Ipolecca MPOU3BOJCTBA, JOJKHBEI OBITh
KBanM(UIUPOBaHbl. MeTONUKM HCMBITAHUA JOJKHBl NPOHTH BalUJALUIO
B COOTBETCTBHUH C UX MPEAIO0JIaraeMbIM UCIOJIb30BAHUEM.

49.B oTHOWIEHMM Bcex BHUAOB MPOAYKIUH HE3aBUCHUMO  OT
MCIOJIB3YEMOI0 MOAXOAa JUIsl KaXAOW MPOU3BOACTBEHHOH IIOILAIKH
JOJDKHBEI OBITH JOCTYIHBI 3HAHHUSA O MpolLecce MPOU3BOACTBA, MOJyUEHHBIE
B pe3yJibTaTe MCCIeNOBaHUM Ha JTane pa3paboTKM WIH U3 APYrUx
MCTOYHUKOB (IIPY OTCYTCTBUM HMHOTO OOOCHOBaHHS), KOTOpPBIE JOJDKHBEI
CIIY)KUTb OCHOBaHUEM JJIsl BAJIMIALIMOHHBIX MEPOIIPUSITHIA.

50.1Ipu 3TOM K NpPOU3BOJACTBY BalIMAALMOHHBIX CEpUH MPOAYKLHU
MO>XET NPUBJIEKAThCS NPOU3BOACTBEHHBIN NepcoHal (A1 NOHUMAHUS 3TUM
[IEPCOHAIOM OCOOEHHOCTEN MPOU3BOACTBA MPOAYKIIMH) U NEPCOHAN CITYXKOBI
pa3paboTku uiK TpaHcepa. BanmpgauumoHHble cepud MPOLYKUHH JOJIKHBI
MPOU3BOJUTECS] O0YyUEHHBIM MEPCOHANIOM corjlacHO TpeboBaHusiM [IpaBui c
UCII0JIb30BAHUEM YTBEPXKACHHON MPOU3BOJUTENEM JOKYMEHTALUH.

51.KBanudukauuss MNOCTaBUIMKOB  KPUTUYECKUX  HMCXOJHBIX U
yINaKOBOYHBIX  MaTepualioB MPOBOAUTCS [0 Hayajla MpPOU3BOACTBA
BaJIMJALIMOHHBIX CEpUMl NpoAyKUMH. B mpoTHBHOM cilyyae HEOOXOIHUMO
JOKYMEHTalIbHO O0(OpMJIEHHOE OOOCHOBAaHHME UX IPUTOJHOCTH, OCHOBAHHOE
Ha IPUMEHEHUH NIPUHIUIIOB yIPABJIEHUs] PUCKAMHU ISl Ka4ecTBa.

52.]In1  0OOCHOBaHUS BBIOpDAHHOIO NPOCTpPAHCTBA  MPOEKTHBIX
napaMeTpoB (ecid Takoe MPOCTPAHCTBO HCIOJIB3YETCs), a Takxe s
pa3pabOTKM  MaTeMaTH4yecKHuX  Mojesied,  NpeJHa3HAYeHHBIX  JJIs
MOJATBEPKAEHHUs] CTpaTerny KOHTPOJSl polLecca Npou3BOCTBa, HEOOXOAUMO
HaJlMyWe  CreuManbHbIX  3HAHUH, JeXauluXx B  OCHOBE Ipolecca

I[TPONU3BOACTBA.
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53.B ciyuyae ecnu Mnocie BalMalMK IPEANoNaraeTcst BBITYCK
BaJIMAALIMOHHON CEpUM NMPOAYKLHMU B oOpanieHue Ha peiHke Coro3a, 00 3ToM
JOJDKHO OBITh M3BECTHO [0 Hayala BaluJalid. YCJIOBUS, B KOTOPHBIX
IIPOU3BOAATCS TaKUe CEepUM, JOJDKHBI MOJHOCTBIO COOTBETCTBOBATH
TpeOoBanusM IlpaBun, BalMAAUMOHHBIM KPUTEPHUSIM IPHEMIIEMOCTH,
KPUTEPUAM HENPEPBIBHON Bepu(uUKalUM Npoliecca MPOU3BOACTBA (B cliyyae
X TNpPUMEHEHMs), a Taloke CBEJEHMsIM, YKa3aHHBIM B DPErMCTPallHOHHOM
JIOChE WM pa3pellleHuH Ha MpOoBeIeHHEe KIMHUYECKUX UCCIIeI0BaHMH.

54.Ilpy BammpauuMu mpolLecca IPOU3BOJACTBA  JIEKAPCTBEHHBIX
npenaparos JUISt KJIMHUYECKUX uccle10BaHu HE0OXO0AUMO

pykoBozcTBoBaThcs npunoxeHuem Ne 13 k [IpaBunam.

ConyTcTBylolas Balyalus

55.B UCKIIIOUMTENBHBIX ClyyasX MPU MOJOXKUTEIBHOM COOTHOIIIEHUH
«I10J1b3a — PHUCK» Ui IallMeHTa JOMNYCKAlTCs IJIJAaHOBOE IPOU3BOACTBO
NPOMBIILJIEHHBIX ~CEpUH JIEKapCTBEHHOrO Ipenapara [0 3aBeplleHUs
BaJIMAALMOHHON INpPOrpaMMel U NpOBEJEHHE COMYTCTBYIOMIEH BaIWaallMH.
Pemienre o npoBeaeHUMM COMYTCTBYIOIIEH BalWJalUMU JOJKHO OBITH
ODOCHOBAHO HCXOHsl M3 MOJIOXKEHWH MNyHKTa 56 HacTosmux TpeboBaHMiA,
BKJIFOUEHO B BaMJALMOHHBIH macTep-IijiaH U yTBEpXKAEHO
YIIOJIHOMOYEHHBIM IIEPCOHAJIOM.

56.1lpy [OpUHATAM pelleHUsT O TMPOBEJEHUU CONYTCTBYIOUIEH
BaJMAALMK JOJDKHBI ObITH [MOJIYYEHBl JlOKa3aTelbCTBA OJHOPOJHOCTH
paccMaTpuBaeMoOi BaJMAALIMOHHONW CepuU MPOAYKIMHM U €€ COOTBETCTBUS
ornpeJesieHHbIM KPUTEPUSIM MPUEMIIEMOCTH. Pe3ynbTaThl U BbIBOJbI JOJIKHBI
OBITh JOKYMEHTaIbHO O(OPMIEHBI U AOCTYIHBI [AJI1 YHNOJHOMOYEHHOIO

JiInla, YIAOCTOBEPAOLICIO0 COOTBETCTBUC TaKOM cepun Tpe60BaHI/I5{M,
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yCTaHOBJIEHHBIM MpunoxeHuemM Ne 16 k IlpaBunam, go ceprudukanuu

CEepHUHU.

TpaIII/II_lI/IOHHblﬁ moAaxoa K BaJIngJalluu

57.11pu TpaAULIMOHHOM NOJAXOJI€ ONpeeseHHOe YUCIIO CepHii rOTOBOM
NPOAYKLUHMHA IPOU3BOAUTCS B PYTHHHBIX YCJIOBHUSIX MJIsi MOATBEPIKACHHS
BOCIIPOM3BOJMMOCTH MpoLecca MPOU3BOICTBA.

58.BpiO0Op KoJMuecTBa MPOU3BOAUMBIX CepUH MPOAYKUUHU U
KOJIMYecTBa OTOMpaeMbIX MNpoO JOJDKEH OCHOBBIBaTbCS Ha MNpHHLMIAX
yIOpaBJieHUs] pUCKaMM [JIsl KadyecTBa M MO3BOJISITh YCTAHOBUTH paboOuuii
JAuana3oH Bapualudil U TeHIEeHUUH K u3MeHeHuto. [[pousBoauTento cienyer
NpelCTaBUTh MOJyYeHHble JaHHble MO paboueMy AWana3oHy Bapualuuid H
TEHJEHUMH K M3MEHEeHMI JJisi ero oOueHkd. TpeOyercss yCTaHOBUTH
KOJIMYECTBO CEpUH MPOAYKLHUH, HEOOXOAUMBIX JJIsi MOATBEPHCAEHHS TOTO,
4YTO B Ipollecce MPOU3BOJACTBA MOXET OBITh O0eclneuyeHo CTaOUJIbHOE
NoJly4yeHUe KaueCTBEHHOW MpOAYKIUHKH, U IpeJCTaBUTh 000CHOBaHNUE BbIOOpA
JAHHOT'O KOJIMYECTBA CEpUMl B pPErucTpalMOHHOM J0Cke U MacTep-(dariie
POM3BOICTBEHHOM MJIOLIAIKH.

59.11puemneMsIM 1Jisi BalWaluy mpolecca MPOU3BOACTBA CUUTAETCS
MPOM3BOJACTBO KaK MUHMMYM 3 MOCJENOBATENBHBIX CEPU MPOAYKLHH MpPH
PYTHHHBIX YCIIOBUSIX, €CJIH 3TO HE BCTyNaeT B MPOTUBOpEUHE C
MOJIOKEHUSIMU NyHKTa S8 Hactosiux TpeOGoBaHuil. MoxeT OBITh
O00OCHOBAHO MHOE€ KOJIMYECTBO Cepuil MPOAYKLMH, MPUHMMAas BO BHHMaHHE
WCIOJb30BAHME CTAHJAPTHBIX METOJOB IPOM3BOJICTBA M HAJIMUUE YiKe
NPUMEHAEMBIX Ha NPEANPUATUHA aHAJIOTMYHBIX [IPOLECCOB IPOU3BOJACTBA UIIN
AQHAJIOTMYHON NPOAYKLUHH. JIOMOJHUTENBHO K epBOHAYAILHOW Balugalluu C

UCIOJIb30BaHWEM 3 cepud MNpPOAYKLUMH MOTYT NOTpeOOBaTbCs [aHHBIE,
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NOJIy4YeHHbIe IIpU IPOU3BOJACTBE IOCIEAYIOUIMX CEepUH M  SBJISIOIIHECS
4acThIO MpoaoJpkatolleiics Bepudukaumu npoiecca.

60. lomken OBITH MOATOTOBJAEH MPOTOKOJ BalMAAlMKM Ipoliecca
NPOM3BOJCTBA, ONpeeAIoUMiA KpUuTHYeckue napamerpsl npouecca (CPP),
Kputhudeckre nokasarenu kadecrtsa (CQA) u CcBs3aHHbIE C HUMHU KPUTEPHUH
IPUEMJIEMOCTH, KOTOPbIe JOJIXKHBl OCHOBBIBATHCSI HA IaHHBIX, TOJIyYeHHBIX B
npouecce pa3pabOTKM JIeKApCTBEHHOrO IMpernapara, WM CBEAEHHSX O
npoliecce ero Npo1u3BOJCTBa, KOTOPbIe ObUIH paHee 3aJJOKyMEHTUPOBAHHI.

61.IIpoTokonbl  BanMAallMM  Mpollecca MPOM3BOJACTBA  TOJIKHBI
BKJIFOUATh B ce0s cieayrolyo nHGopMaluio (HO He OrpaHUYMBaThCs el ):

a) KpaTKoe OIlMCcaHWe Mmpollecca MPOW3BOACTBA M CChIJIKA HA 3alllCH,
Kacaroluecs: IpOU3BOJICTBA U YIIAaKOBKU CEpUU MPOTYKIIHH;

6) pyHKUMH U 00sI3aHHOCTH MepCOHaNa;

B)KpaTKuii 0030p KpUTHUYECKHUX ITOKaszaTeliell kauecTBa, TPeOYIOMIMX

HCCJICAOBAHMNSI,

I') KpaTKUH 0030p KPpUTHUYECKUX [1apamMeTpoB Ipoliecca MpOou3BOACTBA
M CBSI3aHHBIX C HUMHU MPEIEIIOB;

N)KpaTkuil 0030p Apyrux (HEKpUTHYECKHMX) IOKasarejeil u
apaMeTpoB, KOTOpble OydyT HCCIENOBAThCS HIM MOHHUTOPHPOBATHCS B
Ipolecce NpoBeAeHUs BAIMAAMU, U YKa3aHUe IPUUUH WX BKJIIOUEHHS;

€) IepeYeHb UCI0JIb3YyeMOro 000pyIOBaHMs U CHCTEM 0OOPYIAOBaHUS
(BKJIFOYasi M3MepHUTeNbHOE, 3alKchiBalolllee O0O0OpYIOBaHHE) BMECTE C
JAHHBIMH O €ro KaJuOpoBKe;

K) IIepeueHb UCIO0JIb3yeMbIX aHAMTUUECKHUX METOMUK M CBeAeHus 00
UX BaJIUJalMHU (€CIU MPUMEHUMO);

3) CBeJIeHus 0 npeaaraeMbix MEPONPUSITHSIX
BHYTPHUIIPOU3BOJCTBEHHOIO KOHTPOJII C KPUTEPHSMH TPHUEMJIEMOCTH,

a TaKkke 000CHOBaHHME NPUUUH BHIOOPA KAKIOTO TAKOTO MEPOTPHUSTHUS;
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M) CBEIeHUs] O TMPOBOJMMOM  JOMOJHUTEIBHOM TECTUPOBAHUU
(C KpUTEPUAMHU NPUEMIIEMOCTH);

K) rjiaH orbopa npob u ero o60CHOBaAHUE;

J) UCTIOJIb3yEMbIE METOAbl pPErHCTpallid MapaMeTpoB IMpoliecca
IPOU3BOJACTBA U OLIEHKHU €r0 pe3yJibTaToB;

M) IpoLEecC BBIyCKAa CEepUH MNPOAYKIMHU B oOpallleHHe Ha pBIHKE
Coro3a u BBIJIAUM cepTUUKATa HA CEPUI0 MPOAYKUHUU YINOTHOMOYEHHBIM

JIMOOM ITPOU3BOAUTEJIA.

HeﬂpeprBHaH Bepn(bnxaunﬂ Iponecca nNpou3BoaCTBa

62. Jlist npoayKUuuu, pazpaboTaHHOM ¢ MOMOLIBIO MOAX0/1a «KayeCTBO
yepe3 Au3aiiH» (B ciyyae, €ciid BO BpeMsi pa3pabOTKHM Ha OCHOBE HAyYHBIX
JAHHBIX OBUIO YCTaHOBJIEHO, 4YTO pYTHUHHBIH TIpollecC MPOU3BOJICTBA
oOecrneynBaeT BBICOKYIO CTENEHb YBEPEHHOCTH B KayecTBE MPOIYKIIMH),
B Ka4yeCTBE albTE€PHATHUBBI TPAAUIMOHHOMY MOAXOJAY BajlWAallMU Ipolecca
NIPOU3BOJICTBA UCIIOJB3YETCSl HEMpepbiBHAS BepUdUKaLKs Mpolecca.

63. HeoOxonumo omnpeaenutb METOJ HeNpepblBHONH BepUdUKaIINH
npouecca. Takke Jo/bKHA OBITH ONpeAeneHa M HayyHO OOOCHOBaHa
CTpaTerusi KOHTpoJisi JyUisi TpeOyemblX TMoKazaTeled  MocTynarolux
MaTepuasoB, KPUTUUECKHUX T[loKazaTejed KayecTBa M KPUTHYECKUX
nmapaMeTpoB Mpoliecca MPOU3BOJCTBA JUIsl TMOATBEPHAEHHUS pealn3alun
NPOJAYKIMHU, BKJOUAss OLIEHKY CTpaTerMd KOHTPOJS YIOJHOMOYEHHBIMHU
opranamu  (opraHuzanusiMi). B kadecTBe  MHCTPYMEHTOB  MOTYT
UCIIOJB30BaThCA  IpollecCHO-aHauTuyeckas  texHosjorus  (PAT) wn
MHOTOMEpHBI  CTaTUCTUYECKUH  KOHTPOJb Mpolecca MPOU3BOACTBA.
[IpousBoauTento HeOOXOOAMMO ONpPENeIUTh W B NHUCBMEHHOH dopme
000CHOBaTh BBIOOpP KOJIMUECTBA CEPUH MNPOAYKIMH, HEOOXOAUMBIX IS

IMOATBEPXKACHUA BBICOKOH CTeneHu YBEPEHHOCTH B TOM, 4YTO IIpOLECC
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IPOM3BOACTBA  IO3BOJISIET  CTAaOMJIBHO  o0ecneyuBaTh  MOJy4eHHE
KayeCTBEHHOM MpPOTyKIIUH.

64.1lpuHUMNBI, ONUCaHHbIE B MNyHKTaXx 38 — 54 HacTosIMX
TpeOoBaHul, NPUMEHSIOTCS IPU NPOBEJEHUU HENMpephIBHOW BepUPHUKAILIUH

[mpouecca nNpon3BOACTBA.

['nbpuaHbIN NOAXO0T

65.1'ubpuaHpli  moaxon,  mpeaycMaTpuUBAOLIMK  NMpUMeEHEHHe
TPaAULUMOHHOI0 MOAX0Ja B KOMOMHAalMK C HENpepblBHOH BepubUKaluei
mpoliecca MNPOM3BOJACTBA, MOXET OBITh HCHOJB30BaH MpPU HATMYUU
3HAUMUTEJIbHOrO OObeMa 3HAHWK O NPOAYKUMH, 3HAHMH W MOHUMAaHMUS
mpolecca  NPOU3BOACTBA  3TOM  MPOAYKIMH,  OCHOBAaHHBIX  Ha
NpeAIIecTBYIOLEM OMbITE MPOU3BOJICTBA U IAHHBIX O MPOU3BEJIEHHBIX paHee
CEpHsIX NPOAYKIUH.

66. [ 'MOpUIHBIR MOAXOA MOXET TaKXXe HCIOJIb30BAThCS MJISl JIOOBIX
JIEUCTBUM MO BAIUAALMU [TOCJIE U3MEHEHUN WM BO BpeMsl IPOAOIDKAIOLIEHCS
BepudHUKaAMK Mpolecca MNPOU3BOACTBA, JaXe €cld H3HA4YaJlbHO OBl

I[IPUMCHCH TpaIII/II_II/IOHHHﬁ noaxon.

[Iponomxkaroiasicsi BepuduKalus nmpolecca [1pou3BoAcTBa
B XOJI€ XXMU3HEHHOTO I[UKJIa

67.I1onoxxenust nyHKTOB 67 — 71 Hactosiiuux TpeOGoBaHMN NPUMEHUMBI
KO BceM 3 moaxoJaM K BaJIMAauuMud Ipouecca MpOU3BOJACTBA
(TpadUIIHOHHOMY TMOJXO0MAY, HENpephIBHOH BepUHUKALMW W THOPUIHOMY
NOAXOLY).

68. [IpousBoauTenssM  HEOOXOAMMO  OCYLUECTBISITb ~ MOHUTOPUHT
KayecTBa NPOAYKLMM M OLIEHMBATh peJieBaHTHblE TEHAEHUUH IMpollecca

I[MpOHU3BOACTBA B J1(SA)520.¢ obecrneyeHust rapaHTHuu NOAACPIKaHH S
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KOHTPOJIUPYEMOTO COCTOSIHUSI MPOAYKIMH Ha MPOTSHKEHUH €€ XU3HEHHOIO
LUKJIA.

69.00beM U NEpUOAUYHOCTb MpoJoJDKarollehcs BepubUKaIIH
nmpoliecca MPOU3BOJCTBA MOMAJEXAT PEryJsIpHONW OLIEHKE MPOU3BOJUTENIEM
JIEKapCTBEHHOrO Mpemnapara, Tak Kak B JI0OOOH MOMEHT >KU3HEHHOTO LMKJIa
MPOAYKUUH MOXET MOoTpeOOoBaThbCs UX H3MEHEHHEe, MCXOAs H3 HU3MEHEHHSs
MOHUMaHMs TIpoliecca MPOU3BOJACTBA, a TakXkKe MPUTOAHOCTH TIpoliecca
MPOU3BOJCTBA IIPH €ro MpooKatoIIelcs BepudrKaluy.

70. HeobxoaumMo OCYIIECTBISATh MPOAOKAIOLLYOCS BepUDUKALIUIO
npolecca NpoOU3BOCTBA B COOTBETCTBHH C YTBEPHACHHBIM MIPOTOKOJIOM HJIH
OKBUBAJIEHTHBIM JOKYMEHTOM, a TakXe pa3paboraTb Gopmy oTyera AJs
JOKYMEHTHPOBAHHMS TOJYyUEHHBIX pe3yabTaToB. Ilpw HeoOXoAMMOCTH
JOJDKHBI  OBITb  MCIOJIb30BaHbl ~ CTAaTUCTUYECKHE HMHCTPYMEHTBI IS
MOATBEPXKICHUSI BBHIBOJIOB, KacalOUIUXCsl BapHaOEIbHOCTH M BO3MOXHOCTEH
yKa3aHHOIo Mpoliecca MPOU3BOACTBA, a TaKXe AJIsi oOecreyeHusl rapaHTuu
COXpaHEeHHs! KOHTPOJIUPYEMOTI'O COCTOSIHHUSI.

71.1lponomkaroliytocst  BepupHUKaAMIO  Mpolecca MPOU3BOJACTBA
HeoOXOAMMO MCIOJIb30BaTh Ha MPOTSHKEHHH BCEro >KU3HEHHOro IHKJa
NPOAYKLUMU JUIsl TIOJJEp>KaHHUs €€ BaJIuJIMPOBAHHOTO CTaryca, KOTOPHIH
JIOJKEH OBbITh yKa3zaH B 0030pe mo kadecTBy. Kpome Toro, HeobXoaumo
paccMaTpuBaTh BOMPOCHI O BHEAPEHHM B JalibHEWIEM JOMNOJHUTEIbHBIX
M3MEHEHMH B Mpoliecc npojokaroleicss Bepudukaluu, a Takxke od olleHKe
HEOOXOJUMOCTH OCYUIECTBJIEHUs JIOMOJIHUTENbHBIX JeHCTBUIl (Hampumep,

pacliMpeHHOro oToopa npoo).

8. Bepudukanus npotiecca TpaHCIOPTUPOBKH

72.1oTtoBas JICKApCTBCHHAs NpOAYKUHSA, JICKAPCTBCHHBIC IIPEI1apaThbl

AJis1 KIMHUYCECKHUX HCCﬂeﬂOBaIJHﬁ, HepaC(l)aCOBaHHaﬂ nOpoaAyKUHUSA U O6pa3LIb]
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JIEKapCTBEHHBbIX  MPENaparoB  JOJKHBI TPaHCIIOPTUPOBATHCST  OT
POU3BOACTBEHHBIX IUIOIIAJ0K COIJIACHO YCJIOBHUSIM TPaHCIOPTHPOBKH,
yKa3aHHbIM B PErHCTPALMOHHOM JIOChE JIEKApCTBEHHOIO Ipernapara Hu
cnenuUKalK, COTIaCHO YTBEPXKIEHHOW MapKHPOBKE HJIH HHBIM YCJIOBHSIM
TPaHCMOPTUPOBKH, MapaMeTPbl KOTOPbIX 0OOCHOBAHBI IPOU3BOIUTENIEM.

73.Bepudukanus TpaHCIOPTHPOBKU MOXET ObITH MpoOJeMaTHYHOH
u3-3a OOJBIIOr0 KOJMYECTBA pa3dMYHbIX (AKTOpOB, TeM He MeHee
MapUIpyTbl TPaHCIOPTUPOBKU JOJKHBI ObITH uUeTKO omnucaHbl. Ce30HHBIE
U3MEHEHHs] U Jpyrue Hu3MeHsitonidecs ¢GakTopsl AOKHBI OBITH Taloke
paccMOTpeHBI B X0/1€ Bepu(PUKaIIUU TPAHCIIOPTUPOBKH.

74.]1n pacCMOTpeHHs BJUSIHUSI Ha [pOLEcC TPAHCIOPTUPOBKHU
U3MEHSIOIUXCs (HAKTOPOB, OTJIMYHBIX OT TeX, KOTOpble KOHTPOIUPYHOTCS
WIM  TOJBEpraloTcs  MOHHUTOPUHTY  (Hampumep,  3aJepXKU  MpH
TPaHCIIOPTUPOBKE, COOEB B YCTPOHCTBaX pErucTpaldd JaHHBIX, [10JMBa
YXHUJKOTO a30Ta, YyBCTBUTEIBHOCTH NPOAYKUMU H IPYTUX COOTBETCTBYIOUIUX
dbakTopoB), HEOOXOIUMO MPOBOAUTH OLIEHKY PUCKOB JJIsI Ka4ecTBa.

75.110CKOJIBKY B XOJl€ TPAHCIOPTUPOBKHA BO3MOXHBI H3MEHEHHsI
YyCJIOBUHM BHeElIHEH cpeapl, HEOOXOAMMO OCYUIECTBJSITh HENpepbIBHBINA
MOHUTOPUHT M PETrucTpalyio JHOOBIX KPUTHYECKHUX YCIOBUH BHelIHeH
Cpelbl, BO3IEHCTBUIO KOTOPBIX MOXET IOABEPrarbCcsi MpPOAYKLHs, €Cld

TOJIBKO IMPOU3BOAUTEIIEM HE 0OOCHOBAH 0TKa3 OT TAKOTO MOHHWTOPHHTA.

9. Banupauus npouecca yrnakoBKH

76.I3MeHeHHe  TEXHOJOrMUYECKHMX  NapaMeTpoB  0oOOpyAoBaHUS,
B OCOOEHHOCTH MapaMeTpoB 0OOpyAOBaHMs, HCIOJB3yeMOro B Mpolecce
MepBUYHOH yNaKOBKM, MOXET OKa3aTb CYIIECTBEHHOE BIIMsSHHUE Ha
LIeJIOCTHOCTh U Hajajexallee (QyHKIHMOHHpOBaHHE YIAKOBKHM (Hampumep,

6J'II/ICTepr, call€ U CTCPUJIBHLIC KOMHOHeHTbI), [MO3TOMY O60pyllOBaHI/Ie,
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KCMOJIb3yeMOe B paMKax MpOLECcCOB MEPBHYHOM M BTOPUUHOK YIAKOBKH
rOTOBOM U HepachacoBaHHON MPOAYKUMH, JOJKHO OBITh KBATU(DUUIHUPOBAHO.

77.KBanubukauuss o00pynoBaHHs, 3aJAeHCTBOBAHHOTO B IIpolecce
MEepPBUYHOM YMAKOBKH, JOJDKHA OBITh MpOBEJEHA MpPU MHUHUMAIBHBIX H
MaKCUMAaJIbHBIX 3HAUEHHUSIX, YCTAHOBJICHHBIX /JIsi KPUTHYECKUX MapameTpoB
mpoilecca, TakKUX Kak TeMIepaTypa, CKOpOCThb padoThl 00O0pyAOBaHUS,
yCHiine CKJICHKHU (3amaiiku), WiK AJs JIIOOBIX ApYrux (GakTopoB, BIMSIOLIUX

Ha Mpollecc NePBUYHOI YIaKOBKH.

10. Kpanudukanus HHXEHEpPHBIX CUCTEM

78. KauecTBO mapa, BOJbl, BO3AyXa, APYTUX ra3oB U T. M. JOJDKHO OBITH
MOATBEPXKJACHO TMPOM3BOJAMTENIEM JIEKAPCTBEHHBIX IpenaparoB IMyTeMm
BBIITOJIHEHUS] COOTBETCTBYIOIIMX HCCIAEJOBAHUN IOC/E MOHTaXa C Y4eTOM
TpeOoBaHMI K KBalM(UKALMKM, YKa3aHHBIX B paszjlene 3 HaCTOSLIMX
TpeboBaHUil.

79. InuTenbHOCTh U 00beM KBaTU(bUKALMU JOJDKHBI OTpaXkaTh JIIOObIE
Ce30HHBbIE HU3MEeHeHMsl (B clyuyae, €ClIM TaKue M3MEHEHHUs OKa3bIBaIoT
BIIMSIHME Ha OOBEKT KBalM(HUKALMHU), a TAaKXKe YUUTHIBATH MpelrosaraeMoe
Ha3HauY€HUE UHKEHEPHOH CUCTEMBI.

80. [l mpeoTBpallieHrsi BO3HHKHOBEHUs! HEMOIaI0K 000py10BaHusl B
cllyyae MOTEHUHMAJBbHOTO MNpPSIMOTr0 KOHTaKkTa ¢ MNpoAykuuei (Hampumep,
CUCTEMbl OTOIJIEHHUSl, BEHTUJISIUMKM M KOHAMLMOHUPOBAHUS BO3AyXa) WU
KOCBEHHOI0 KOHTaKTa ¢ MNpoAyKUHel (Hampumep, TermiooOMEHHUKOB)

HCO6XOI[I/IMO [IPOBOAUTH OLUCHKY PUCKOB IJIs Ka4€CTBaA.

11. Banupanus aHaluTHYECKUX METOIUK

81.Bce ananutuyeckue MeTOJUKH, HCIOJIb3yeMble sl KBaIUPHUKALIHH,

BaJIgalluu HJIK BaJJHAAllHKU OYHUCTKH, JOJIXKHBI OLITh BAJIMAHUPOBAHLEI B
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OTHOIIEHUH TpeIesIOB 0OHAPYKEHUSI U KOJIMYECTBEHHOIO ONpeesieHUsl (Ipu
HeOOXOJMMOCTH) COIJIaCHO yKa3aHUsM riiaBkl 6 yactu [ [IpaBuit.

82.1lpu npoBeAeHUH MHUKPOOUOJIOTMYECKUX HCIBITAHUN MPOSYKIUU
METOJIMKa TECTUPOBAHHUs JOJDKHA OBITH BaIMAMPOBAHA JJIsl MOATBEPIKACHUS
OTCYTCTBHSI aHTUMUKPOOHOTO IeHCTBUS POy KLIMHU.

83.Ecnu mpoBoguTCs MUKpOOUOIOrMYEeCKU KOHTPOJIb MOBEPXHOCTEH
YHUCTBIX MOMELIEHUH, METOAUKA YKA3aHHOTO KOHTPOJISI MOAJIEAKUT BaJIUJallUU
JUIsl TIOATBEPXKIAEHUS OTCYTCTBUSI aHTUMHUKPOOHOTO NEUCTBUS CO CTOPOHbI

MOIOUIUX U J1e3UH(ULIUPYIOLIUX CPEJICTB.

12. Banugaius o4YUCTKH

84.Banupanuss  OYUCTKHM  JOJDKHA  MPOBOJAUTHCS € LIEJIBIO
noaTBepxkaAeHUs: 3(PQPEeKTUBHOCTH  MPOLEAYPhl  OUUCTKH  JUJISI  BCEro
o0Opy/OBaHUs, KOHTaKTUpytowero ¢ npoaykuued. Ilpu  Hanuuuu
COOTBETCTBYIOILIET0 HAYyYHOro OOOCHOBAHMS JIOMYCKaeTCs HCIOJb30BaHUE
MOJIEJTUPYOLIUX BewectB.  [lpu HCI0JIb30BaHUU OJIHOTHUITHOTO
000pyIOoBaHHUsI CYIIECTBYET BO3MOXXHOCTh BBIOOpa cheUU(DUUHBIX €JUHHULL
o0OpyloBaHUs JUIsl TMPOBEJEHUs BaJIMJAalUUU OYUCTKM TNpPU HATUYUH
COOTBETCTBYIOLLIEr0 0OOCHOBAHMSI.

85.BusyanbHasi MpoBepKa YUCTOTHI SIBJISIETCSI BaKHBIM KpUTEpUEM
NPUEMJIEMOCTH MpPU BAIUJALMM OUYUCTKH, TEM HE MEHEe 3TOT KpUTEepUH He
JOJDKEH TMpPUMEHSTBbCS B KayecTBE €JUHCTBEHHOro. IlpuemiembiMu
CUMTAIOTCSl MOAXO/Ibl, HE UCIOJIB3YIOLIME MOBTOPHYIO OUUCTKY U MOBTOPHOE
TECTUPOBAHHWE JO MOMEHTa JOCTHUXKEHHS COOTBETCTBUSI KpPUTEPHUSIM
PUEMJIEMOCTH.

86.B cBs3U ¢ TeM, YTO BBINOJHEHHE MPOrpaMMbl BaJIMAALMK OUHUCTKH
TpeOyeT OIpeJeseHHOr0 BPEMEHH, JUIsi HEKOTOPBIX BHUJOB MMPOAYKIIUH,

HallpuMeEp nperapartoB 4JIs KIMHUYECKHUX I/ICHI)ITB.HPII\/'I, MOXET HOTp€6OBaTI>C$I
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Balujgauusl ¢ BepudHUKalued OUMCTKH MOCJe KaXJOH Cepuu MpoayKIHH.
B pesynbrare BepuduKanuu MPOU3BOACTBEHHOrO Mpolecca AO0HKEH ObITh
nojyyeH oOOBeM  JaHHbIX, T[O3BOJSIIOUIMI  MOATBEPAUTb  UYUCTOTY
000pyJ0BaHUs U BO3MOXHOCTb €ro JajbHEeHIIero uCrnojib30BaHusl.

87.1Ipu BanuaauMu HEOOXOAUMO YUUTHIBATh YPOBEHb aBTOMAaTU3aLUU
npolecca OYMCTKU. [Ipy HMCHOJNIB30BaHMM aBTOMATHMYECKOTO Ipolecca
OUUCTKM JOJDKEH OBbITh BaJMAUPOBAaH pabouMii [uana3oH [apaMeTpoB
MH)XEHEPHBIX CUCTEM U 000pYyIOBaHUS AJI1 OUUCTKH.

88.Jl1s1 Bcex MpOLECCOB OYMCTKU HEOOXOJWMO TNPOBOAUTH OLIEHKY
B LIEJISIX BBISBJICHUS] U3MEHSIOIIMXCS (PAKTOPOB, KOTOPbIE MOTYT BJMATH Ha
npoBejeHre U 3¢ HEeKTUBHOCT OYUCTKH (MI€PCOHAN, YPOBEHb JeTau3aluu B
npoueaypax (Hampumep, KpaTHOCTb oOnoJjlackuBaHui) u T. 1.). Ilocne
BBISIBJIGHHS] TakuX (aKkToOpoB [Jsi BaJWJAUUMU OYUCTKH HEO0OXOJUMO
UCII0JIb30BaTh YCJIOBUSI «HAUXYILIETO CIyyas».

89.IlpenenpHble 3HAYEHUsI MEpPEHOCAa OCTATKOB MPOAYKLMUH JOJIACHBI
OCHOBBIBATHCSI HA TOKCHKOJIOTMYECKOH OLIEHKE MNpOAYKIHMH, NPOBEJEHUE
KOTOPOH MpenlyCMOTpeHO PyKOBOACTBOM MO YCTAHOBJIEHHIO [OIMYyCTHUMBIX
IpeerioB BO3JEHCTBUS Ha 3[0pOBbE B LIESX WAEHTU(UKALMK PUCKOB MPU
MPOU3BOJCTBE JIEKAPCTBEHHBIX CpPEACTB Ha OOIIUX TNPOU3BOACTBEHHBIX
(TEXHOJIOTMYECKUX) JIMHMSX, YyTBepxAeHHbIM Pemenuem  Koserun
EBpasuiickoli sxoHOmMHYeckod komuccuu OT 14 sHBaps 2020 r. Ne 1.
O6ocHOBaHME BBIOPAHHBIX MpeebHbIX 3HAUEHUH MOJKHO JOKYMEHTAJIbHO
opopMIISITbCsT B paMKax OLIGHKM pHUCKOB C YKa3aHUEM CCbUIOK Ha
UCMOJIb3yeMble UCTOYHUKU AaHHbBIX. JIOJDKHBI ObITh YCTAHOBJIEHBI Mpeesbl
IUIs  TIOATBEPXJEHUS YyOaJleHUus JIIOOBIX MCIOJB3YEeMbIX JEeTepreHTOB.
Kputepun npuemieMOCTH JOJDKHBI —TAaKXe  yUHUTHIBaTh  BO3MO>XKHBIM
KyMYJSTHUBHBIH  3GdeKT mnpu  HCMNONB30BAaHUM  HECKOJBKUX  €UHUII

o6opy11013aH1/1;1 B TEXHOJIOTHUYECKOH cXxeme [pouecca.
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90. TepaneBTuyeckue MaKpOMOJIEKYJIBI M IENTUAbl  [OJBEPHKEHbI
Jerpajaldd M JeHaTypaluu [0J  BO3JEHCTBUEM  3KCTpPeMaJIbHBIX
3HayeHud pH u (MnM) HarpeBaHusi U CIIOCOOHBI TePATh (HapMaKOJOTUUECKY IO
aKTUBHOCTb. [lo3TOMy  TOKCUKOJOrMuUeckasi OLEHKa MOXeT ObITh
HEeMpUMEHUMA MPU YKa3aHHBIX 00CTOSATENbCTBAX.

91.Ecnmu HEBO3MOXHO MPOU3BECTH clielupUIeckoe TeCTUpOBaHUE
OCTaTKOB NPOAYKLMH, [JONYCKaeTCs IMpOBEJeHUE KOHTPOJSI JPYrux
MoKa3aTeJIbHbIX mapaMeTpoB, Hanpumep CoJIep KaHUs oO1wero
OpraHUYeCcKOro yriepoia UM 3JIEKTPOIPOBOAHOCTH.

92.1Ipu pa3paboTke MNPOTOKOJOB BaJIMAALMU OYUCTKM HEOOXOIUMO
YUUTBIBATH PUCKH MUKPOOUOJOTHYECKOro 3arpsi3HEHUs] U 3arps3HeHUs
SHJOTOKCUHAMH.

03. BnusiHue BpeMeHH XpaHeHHs 00OpyIOBaHHS IOCJe 3aBepIICHHUS
MPOU3BOACTBA IMepell OYUCTKOW M BpEeMEHH MeXIy OUUCTKOH WU
MCIIOJIb30BaHUEM O0OpYJOBaHUS NOKHO NPUHUMATHCS BO BHUMaHUE JJis
omnpeneseHuss BpeMeHM XpaHeHUs OOOpYyIOBaHMSI B 3arpsi3HEHHOM U
OUUILIEHHOM COCTOSIHUSIX.

94.Ecnu ocyuiecTBaseTcsl MPOU3BOACTBO MO MNPUHLHUIY KaMIIaHUH,
HE0OXOJJUMO OLEHHUBATh BO3MOXXHOCTU OYMCTKM B KOHLEe KamnaHuu. [lpu
3TOM MaKCHUMallbHas JJUTEIbHOCTh KaMIaHUU (B €IMHULIAX BPEMEHH U (UJIN)
KOJIMYECTBE Cepud MNPOAYKUMM) JOJDKHA YUUTBIBATHCS MPU [POBEIECHUU
BaJMAallMU OYUCTKH.

905.Ecnu  nans  BaIMJaUMU  OUYMCTKHM [PUMEHsIeTCs MOAXOJ ¢
MCIOJB30BAaHUEM  TMPOAYKIMH B  YCIOBUSX  «HAUXYIIIEro  ciydas,
HeoOXOJMMO JaTh Hay4yHoe OOOCHOBaHME BbIOOpa BHUAA M[POAYKIIMH,
UCIIOJIb3YEMOI'0 B YCJIOBUSX «HAMUXYJIIEro ciyyas», a TakXe MPOBOJHUTH
OLICHKY BJIMSIHUS HOBOM MNpPONYKLMHM Ha BBIOOpD YCIOBUH «HaWUXYJIIEro

ciayuas». IIpu ocyliecTBieHUM yKa3aHHOrO BbIOOpa MOTYT IPUHHMAThLCS BO
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BHUMaHHE TaKue KpUTEPUH, KaK pacTBOPUMOCTb, JIEIKOCTb OUYUCTKH,
TOKCUYHOCTh U aKTUBHOCTb.

96.11poToKOJIbI BaJMAALUMUA OYMCTKH JOJDKHBI OINUCHIBATH TOYKHU
orObopa nmpo0 WIA COAEpXKaThb CCBUIKM Ha HHUX, OOOCHOBBIBaTb IPHUYHUHBI
BpIOOpa aHHBIX TOYEK, & TAKXKE OMNpPEeessiTh KPUTEPUHU MPUEMIIEMOCTH MJIs
KaXJ0W BHIOpAHHOW TOYKH.

97.1IpoObl  HeoOXOoAMMO OTOMpaTh METOJOM B3SITHS CMBIBOB C
noBepxHocTed M (WM) NOpoO >KUIAKOCTH TMOcje OmnoJjlacKuBaHUs JHOO
JPYTMMH METOJAaMU B 3aBUCHMOCTH OT THIIA 000pyJoOBaHUsl. Marepualnsl u
MeToAbl O0TOOpa MpoO He JOJDKHBI OKa3blBaTh BIMSHUS Ha IOJIyyaeMble
pe3yabprarbl. HeobxoquMo npoaeMOHCTpUpPOBAaTh BO3MOXKHOCTh M3BJIEUEHUS]
BEILIECTB CO BCEX MAaTepUajoB OOOpPYNOBAHMUS, KOHTAKTHUPYIOUIETO C
NpOAYKILHEH, IPU UCIOJIB30BAHUHN BCEX MPEAYCMOTPEHHBIX METOJ0B 0TOOpa
npoo.

98.Uto0Bl 0Ka3aTh, YTO METOJA OYUCTKM BaJUAUPOBaH, Mpolerypa
OYMCTKM JOJDKHA ObIThb BBIIOJHEHa COOTBETCTBYHOLLEE KOJIMYECTBO pas,
ONpeJelIeHHOE Ha OCHOBE OLIEHKHM PUCKOB, U COOTBETCTBOBATH KPUTEPUSIM
NPUEMIIEMOCTH, YCTAaHOBJIEHHBIM TPOU3BOAUTENIEM JJIsl OYMCTKH.

99.Ecimu npouecc O4YUCTKM Hedp(EeKTHBEH WJIM He TOAXOIUT IS
KaKoro-jaubo oOopyJoBaHUsl, HEOOXOJMMO HCIOJIB30BaTh CIELHUaIbHO
BBIJIEJIEHHOE JUIsl ITPOU3BOJICTBA JIEKAPCTBEHHOrO Mpernapara o00pyAoBaHUE
WIK TPUMEHSTh COOTBETCTBYIOUIME MEpPhl Uil KXXJIOro BUAA MNPOLYyKLHH
COIVIaCHO yKa3zaHusM rnaB 3 u 5 yactu [ [TpaBui.

100.B cinyyae wucnonb3oBaHUsT PYUYHOM OUYUCTKH OOOpPYJOBaHMUS
HEOOXOAUMO  MOATBEpPXkJaTb  3(PPEKTUBHOCTH  TAKOHM  OUHUCTKH  C
EPUOANYHOCTEIO, YCTAHOBJIEHHOH Ha OCHOBE MOJIyYeHHbIX

SKCIIEPUMECHTAJIbHBIX JaHHBIX.
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13. KoHTpoJsib H3MEHEHUH Mpoliecca NpOU3BOCTBA

101.Ilpouecc paboTel € H3MEHEHUSIMH Mpouecca IPOU3BOACTBA
SIBJISIETCSl BAXKHBIM KOMIIOHEHTOM IpoLiecca YIpaBeHusl 3HaHUSMH U I0JDKEH
OCYLLIECTBJISITHCS B paMKax (papMalieBTHYECKOH CHCTEMBI KayecTBa.

102. JIo/mkHBl  OBITH JOKYMEHTHPOBAHBI MPOLEAYPHI, OMUCBHIBAIOLINE
XapakTep MAEWCTBUHM, COBEPIIAEMBIX B CJlydae IIPENJIOKEHHs IUIAHOBOIO
U3MEHEHUsSI  UCXOJIHBIX  MaTepualioB,  KOMIIOHEHTOB  MpPOAYKLHH,
o0opy0oBaHUsl, MOMEILIEHUH, NepeuHsl BbIyckaeMol MpOoAyKLHH, Mpoliecca
IPOU3BOACTBA WM METOAMKH TECTUPOBAHMS, pasMepa CepUH NpPOLYKLHH,
IPOCTPAHCTBA IPOEKTHBIX MapaMeTpOB WJIM HHOIO H3MEHEHHUs B TeueHHUe
>KU3HEHHOTO UHMK/Ja MNPOAYyKUMH, KOTOpO€ MOXET OKa3aThb BIIMSHHUE Ha
Ka4yecTBO MPOAYKLIMH HIH BOCIPOU3BOAUMOCTD IpoLecca POU3BOICTBA.

103.1Ipu ucCnonp30BaHUU KOHUENLMHU [POCTPAHCTBA IPOEKTHBIX
napamMeTpoB POU3BOJUTENIO HEOOXOIUMO:

OLIEHUBATh U3MEHEHHs] MPOCTPAHCTBA MPOEKTHBIX MapaMeTpoB IyTEM
CpPaBHEHMsI C JaHHBIMU PErMCTPALlUOHHOIO J0CHE;

OLIEHUBATH HEOOXOIUMOCTh PUHSATHUS COOTBETCTBYIOLMX
pEryJISTOPHBIX JEHCTBUH.

104. 115 OLleHKH 3aljlaHUPOBAHHBIX H3MEHEHHH, B YacCTHOCTHU IS
ONpeJeNIeHNs] TMOTEHUUAJIBHOIO BJMSHUS Ha KayecTBO  IMPOAYKLHH,
dapmalieBTHUeCKHE CHCTEMbl KadecTBa, JAOKYMEHTallMlo, BaJUJalHIo,
pEryJIITOPHBIM CTaTyc, KaJlUOPOBKY, OOCIy)XHBaHHE, a TaKXKe Ha JI00ble
Jpyrue CUCTEMBI, C LIeJIbIO NIPeAO0TBpaLlEeHNs HeNPeABUAECHHBIX NOCAeACTBUH
U MJIAaHUPOBAHUSI HEOOXOJUMBIX JEHCTBUM MO BasJaluuu, BepUPUKaALUU WU
MOBTOPHOM KBaJIUpHUKaALUH npouecca POU3BOJICTBA JOJIXKEH

HCITOJIB30BATHCA IMTPOUECC YITPABJIICHHS PUCKAMU IJIs1 KA4Y€CTBA.
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105. U3smeHeHusT JOJDKHBI  OBITH  COIJIACOBAHBl M YTBEPXKIEHBI
OTBETCTBEHHBIMHU JIMIIAMH WJIM BBIMOJHSIOUIMM COOTBETCTBYIOIIME (HYHKIIUU
[epCcoOHAIOM corjiacHo GapMaleBTUYECKOIl cucTeMe KayecTBa.

106. Heo6xoauMo MpoBOAUTE OLIEHKY MOJATBepxAatoleld HHhopMaliu
U TOKYMEHTOB B LI€JISIX BBISIBJICHUS BJIMSIHUSI U3MEHEHUs 0 €ro BBEJEHHUS B
JelcTBUeE.

107.1locne  BHeApeHUsT  U3MEHEHHMsT  JOJDKHA  MPOBOAUTHCS
JKCIIEpUMEHTaJbHasl OLEHKa €ro pe3yJIbTaTUBHOCTH MJi MOATBEPXKIEHUS

YCINEMHOIo BHEAPEHHA H3MCHCHHU (ecnn HpI/IMeHI/IMO).

14. Onpenenenus

108. Ins ueneil Hacroswux TpeOoBaHUNH MCMOJIB3YIOTCS MOHSITHUS,
KOTOpBbI€ 03HAYAIOT CleAyIolIee:

«BaJlMJAlMs ~ OYHUCTKM»  —  JOKyMeHTalbHO  0odopMIIeHHOE
JI0Ka3aTeJbCTBO TOrO, YTO YTBEpPXKIAEHHAas MpolieAypa OUYUCTKH Oyner ¢
BOCIPOU3BOJUMBIM  pe3yJbTaTOM  ofecneyuBaTh  TaKyld  OYHUCTKY
o0opyAOBaHUs, MpH KOTOPOHM KOJIMYECTBO OCTAaTKOB IMpeAblaylleit
NpPONYKLMH, MPOU3BEAEHHON Ha 00OpYyIOBaHMU, UJIM MOKOUIErO CpelCTBa,
UCIOJIB3YEMOr0 IpU OUYHUCTKE O0OOpyAOBaHUs, OyIeT HIKE HayyHO
000CHOBaHHOTO MaKCUMaJIbHO JOMYCTUMOTO YPOBHSI NEpeHoca;

«BepudUKaLUsi OUYUCTKU» — cOOp A0KA3aTeNbCTB, MOJYyUYEHHBIX MyTeM
XMMHUYECKOTO TECTUPOBAHHUs TMOcJe TMPOM3BOJACTBA KaXJJOM cepuu
NPONYKUMU WM TPOBENEHUsS KaMIaHUM U MOATBEPXKAAIOLIUX, YTO
KOJIMYECTBO OCTAaTKOB MNpeAblAylledl NpOAYKIHH HIM MOIUUX CPEACTB,
OCTaBIIIMXCSl TOCJIe MPOBENEHUS OYHUCTKH, HHUXKE HAyYHO OOOCHOBAHHOTO
MaKCUMaJIbHO JOITyCTUMOTIO YPOBHS ME€peHoca;

«BBIOOP KpaillHUX BapUaHTOB (OpPEKETHHT)» — MOAXOM MJIsl BalUJalluu,

OCHOBAHHBIM Ha Hay4HbIX 3HAHHUAX KW 3HAHUAX O pUCKaxX OJId Ka4deCTBa,
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pesysibTaTax BalWAAlUOHHBIX HCCIIENOBAaHUM NpH KpaHUX 3HAYEHHUIX
(akTOpOB, ompeneneHHbIX M OOOCHOBaHHBIX 3apaHee (Hampumep,
JO3UPOBKH JICKaPCTBEHHOrO Ipernapara, pasMepa cepud M (HJIK) pa3mepa
yMaKkoBKM), TakuM 0O0pa3oM, UYTO BaluAallUds BCEX MPOMEXKYTOYHBIX
3HaYeHUH (aKTOpOB MOATBEpXKAAETCsl BaluAalMedl TOJBKO HX KpaiHHX
3HAUeHUH;

«Ka4yecTBO yepes JH3aNH - CHCTEMHBIN NoAXOoM,
npenycMaTpUBAlOLIKK ONpese/ieHle Lejed Nepen HadajaoM pa3paboTKu
NPOAYKIHMH, TOYHYIO OLIEHKY NPOAYKLMM W Ipoliecca ee IPOU3BOJICTBA,
a Tak)Ke KOHTPOJIb Ipoliecca IPOU3BOACTBA HA OCHOBE HAyYHBIX JAaHHBIX U
NPUHIIUIIOB YIIPABJIEHUS pUCKaMU JJIsl KauecTBa;

«KOHTPOJIb U3MEHEHUI» — (OopMaNnu30BaHHasl CUCTEMa, MMOCPEACTBOM
KOTOpPOH COOTBETCTBYIOLUE IKCIIEPTHI IPOBOAST MPOBEPKY IMpe/iaraeMelxX
MIM  (QaKTHYeCKUX  H3MEHEHHUH, KOTOpble MOIYT IOBJIMSATh  Ha
BaIMJAUMOHHBEIA  CTAaTyCc IIOMELIeHWH, cucrteM, 000pyIOBaHUS WM
MpPOIECCOB  TakMM  00pa3oM, UTOOBl  OINpeAesuTh HEO0OXOIUMOCTh
BBINTOJIHEHHU S JIEUCTBUM 11 0OecledeHusl U JOKYMEHTAaIbHOTro 0popMIIEHHS
NOJJEP>KAHUS CUCTEMBI B BaJTUAMPOBAHHOM COCTOSHUU;

«KpuTHYeckuid mapameTp npouecca (CPP)» — mapamerp mpouecca
NpPOM3BOJACTBA, BapUabEIbHOCTh KOTOPOTO OKa3biBa€T BIUSHHE Ha
KpUTHYECKHE  IOKa3aTelX  KayecTBa M KOTOPBIH  HEOOXOAMMO
MOHHUTOPUPOBaTL M KOHTPOJHUPOBaTb HJsi oOecneyeHHss TpeOyemMoro
KauecTBa NPOAYyKLHH;

«KpUTHYeCKMH moxasarenb kadectBa (CQA)» —  (usHueckoe,
XHUMHYECKOe, OHOJOrMuecKoe WM MHUKPOOHOJOTHYEeCKOe CBOMCTBO JHOO
XapaKTepUCTUKA, YCTAHOBJIEHHbIE B 3aJaHHOM IMpejese, Auarna3oHe WM

3a1aHHOM pacClnpe€acICHUN 3HA4YCHUs [OJisd obecrieueHus Tpe6yeMor0

KadyeCTBa MMpOAYKUIHUHU,
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«MOJEJIbHAsT NpPOLYKLUMs» — Marepuanbl, KOTOpble OJIM3KH K
BATMAMPYEMOH MPOAYyKUUA MO ¢u3rdeckuM H (IpH HEO0OXOJAUMOCTH)
XUMHUYECKUM XapaKTepUCTUKaM (BS3KOCTH, pa3Mepy yactull, pH u T. 1.);

«HAUXYJUIMHA ciaydaid» — ycJoBHe WM Habop YCIOBHUH, KOTOpbIE
BKJTIOUAIOT B ce0s BepXHUE M HWXKHHE MpeJesibHble 3HAUCeHHs MapaMeTpoB
nmpouecca MNpPOU3BOJACTBA, U CBSI3AHHBIX ¢ HUMH (PaAKTOpoB (B pamkax
CTaHJApPTHBIX ONEPalMOHHBIX MpPOUEeAYyp), KOTOpble ¢ HaumboJbIIeh
BEPOSITHOCTHIO MOTYT IPUBECTH K HECOOTBETCTBHUIO MPOAYKIHUH UIU COOIO B
npollecce IO CpaBHEHUIO C HJealbHBIMU YCIOBUSIMHU. Takue ycioBus
Heo0s13aTeIbHO MPUBOJASIT K HECOOTBETCTBHIO MPOAYKUUHM MU cOOK B
npolecce;

«HenpepbIBHAs BepuUKalus Mpouecca» — aabTepHATUBHBIN MOAXO/
K BaJIUJIallMy Mpoliecca MpOU3BOJACTBA, IPU KOTOPOM MpOTEKaHUe Mmpoliecca
MIPOU3BOJICTBA HEMPEPHIBHO OLEHUBAETCS U MOHUTOPUPYETCS;

«MepcrneKTUBHAs BajduJalus» — BaluJalus, IpoBoAMMas A0 Haudana
CEpUIHOrO MPOU3BOACTBA IPOIYKIUH, TpeHA3HAYEHHON [Tl peann3aliu;

«mpojospkaromiasicss  Bepudukauus ~— mOpoliecca  MPOU3BOJCTBA
(mocnenyroiias BepuduKanus npoiecca MporM3BOACTBA)» — TOKYMEHTAIBHO
ogopMIIeHHOE J10Ka3aTelbCTBO TOr0, YTO MPOLECC MPOU3BOJACTBA OCTAETCS
0J1 KOHTPOJIEM MPHU [IPOU3BOJICTBE NMPOMBILIJIEHHBIX CEpUN MPOTYKIMH;

«COINYTCTBYIOLIAs Baqujanus» — BaJdujalus, MpoBoJAUMAs B
UCKIIFOUMTEIBHBIX CydasiX Mpyd 0O0CHOBAHMUM MOJIB3bI OT TAaKOW MPOAYKUKHU
JUIsT MalgMeHTa, MpU KOTOPOH BalMAALMOHHBIA IMPOTOKOJ HCIIOJHSIETCS
OJTHOBpPEMEHHO C BbIMyckoM B oOpameHue Ha poiHke Corosa
BaJIMIallMOHHON cepuu MPOAYKIHUU;

«cneuunduxanus Tpeboanuit noas3onarenss (URS)» — coBokynmHOCTb

TpeOOBaHUIl BiajeNblia, MOJb30BaTENs, a TAK)Ke TEXHUYECKUX TpeOOBaHUH,
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HEOOXONUMBIX M JOCTATOYHBIX IJIS CO3JaHHUsl MPHEMJIEMOTO IPOEKTa
B COOTBETCTBMHM C [IPEIyCMOTPEHHBIM Ha3HAUYEHHEM CHCTEMBI;
«TPaJUIIMOHHBIA MOAXOA» — MOAXOJ K pa3paboTKe MPOAYKIIHH, MPH
KOTOPOM AJisi 0oOecredeHus! BOCIPOU3BOAUMOCTH KavyecTBa BBITYCKAeMOMH
NPOAYKIHH HCIOJIB3YIOTCS 3aJaHHble 3HAYEHUS] W paboyue IHMana3oHEI
napameTpoB.
WHble MOHATHSA, HCHOJb3yeMble B  HACTOSIIMX T pebGoBaHUSIX,

I[IPUMEHAIOTCS B 3HAYCHHUAX, ONPEACICHHBIX HpaBI/IHaMI/I.».




