[MTPJIOXEHUE

K Pemmennro CoBera

EBpa3zuiickoil 5KOHOMHUYECKOW KOMUCCUU
OT 20 1. Ne

N3IMEHEHMUNA,
BHOcuMbIe B [IpaBuia Hajjiexkalmend Npou3BOACTBEHHON NPAKTUKHA
EBpa3uiicKoro 3k0HOMHUY€CKOIr0 CO3a

1. B noanyHkTe «xiv» nyHKTa 1.4 rnasel | ykazanusix IIpaBun ciioBo
«(HAIN)» UCKITKOYUTb.

2.B abzame cenpmom pasnmena 1.5 pomomHenums Ne 1 K yKa3aHHBIM
[TpaBuinaM croBa «KOPPEKTUPYIOIIUX MEPONPHITHID 3aMEHHUTH CIOBAMU
«KOPPEKTUPYIOLIUX U MPEAYIPEKIAIONTNX JECHCTBUI.

3.B a0zane Bropom mnynkTta Il.7 nomomnenust Ne 2 K yKa3aHHBIM
[IpaBunam cioBO «crnenu(puUKAIKsI» 3aMEHUTh CIOBOM «CHEIU(UKAIIUIMY,
ClIOBa «KOPPEKTUPYIOIINX MEPOTIPUITHIN 3aMEHUTh CJIOBaMH
«KOPPEKTUPYIOIIUX U MPEAYTPEKIAIONUX TCHCTBUANY.

4. B a63aue nepoM pazzaena 3.2.3 rnassl |l ykazannsix I[IpaBun cinosa
«(KOppEKTUPYIOIIUE U MPEeAYNPEKIarole AecTBUs, corrective action and
preventive action, CAPA koppektupyione W IEUCTBUSA)» 3aMEHUTH
clIoBaMH  «(IJIaH KOPPEKTUPYIOIMUX U MPEAyNPEKTAONINX JACHCTBUH,
corrective action and preventive action, CAPA)»

5.B pomonnenun Ne 4 k yka3zannbiM [lpaBunmam cnoBa «Cucrema
Koppektupyromnmx (npeaynpexnaroniux) aeicteuit (KAITA)» 3amMeHUTH
cnoBamu «llmaH KOppeKTHpPYHOIIMX U MNPEAYNPEKIAAOMMUX JIEUCTBUA

(CAPA)».
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6. B npunoxxenuu Ne 3 x ykazanueim [IpaBunam:

a) CJIOBa «PAaJIMOAKTHUBHBIX MPEJIIECTBEHHUKOB» 3aMEHUTh CJIOBaMU
«pagnodapMaleBTUUECKUX  MPEKYpCOpPOB»,  CJIOBA  «PaJMOAKTUBHBIC
NPEANIECTBEHHUKW)  3aMEHUTh  CJIOBaMU  «pajanodapMalieBTUUYECKUE
PEKYPCOPBIY;

0) B NOpEeMIOKEHUM BTOPOM TMyHKTa 45 CIOBO «MEPOIPUSTHUS
3aMEHUTH CIIOBOM «JICUCTBUS;

B)B  a0zame  4derBeproM  pazaena  «OmpenesneHus»  CloBa
«palMOaKTUBHBIMI MPEIIIECTBEHHUK 3aMEHUTH CJI0BaMu
«paarodapmareBTHICCKUI IPEKypcop (mpexypcop
paanodapmalieBTUYECKOro JEKAPCTBEHHOT O IIpenapara.

/. Ilpennoxxenue nsToe U mectoe ad3ama Broporo pasaena «lIpuHuum»
npuiioxxeHuss Ne 7 k ykasaHHbIM lIpaBunaM 3aMEHUTH NPENIOKEHUEM;
«YKazaHus 1o cucteMe o0ecleueHrs] KauyecTBa Mo MpaBuUiiaM HaJJIeKalllero
BBIpaIMBaHus M cOopa pacTeHuil mnpuBeneHnl B [IpaBmimax Hammexamiei
NPaKTUKU BbIpalIMBaHus, cOopa, 0OpabOTKM U XpaHEHUS UCXOJTHOTO ChIPhs
pPacTUTENBHOTO MPOUCXOXKIEHMs, yTBepkaeHHbIX Pemennem CoBera
EBpazuiickoil 3xoHOMHUUeCKON KoMuccuu OT 26 stHBaps 2018 r. Ne 15.».

8. Ilpunoxxeane Ne 15 k ykazanHsiM [IpaBuiaMm H3IOXKUTH B
CIEIYIOLIEN PEIAKIINN:

«ITPHUJIOXXEHMHE Ne 15

K [IpaBunam Hapnexamen
MIPOU3BOJACTBCHHOW MPAKTUKH
EBpa3niickoro 3KOHOMHYECKOTO COK03a

TPEBOBAHNUS
K KBAIM(UKAIUU U BAJTMAANUA

[TpuHIMN
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Hactosimiue  TpeOoBaHusi  cojepkar  OMHMCAaHWE  MNPUHIIUIIOB
KBaMPUKAUM W BajJuJald, MOPUMEHUMBIX K  I[OMEIICHUSIM,
o0Opy/OBaHUIO UM  MHXEHEPHBIM  CHUCTEMaM, HCIOJIb3YyeMBbIM IS
MPOU3BOJCTBA JIEKAPCTBEHHBIX IIPENMaparoB, a TakKXke K Ipoueccam
MPOU3BOJACTBA JICKAPCTBEHHBIX TmpemapaTtoB. Kpome Toro, Hacrosiue
TpeboBaHust MOTYT OBITh UCIIOJIB30BaHbBI KaK JOMOJIHUTEIBHOE PYKOBOJICTBO
Ipyd TPOU3BOJICTBE AaKTUBHBIX (hapMalleBTUUECKUX CcyOcTaHuuii 0e3
BBEJICHUS JIOTIOJIHUTEIBHBIX TpeOoBaHMI K ykazaHHbIM B 4actu Il IlpaBun
HaJUIeKaIen MIPOU3BOJICTBEHHOU MPAKTUKHU EBpasuiickoro
AKOHOMMYECKOTO COl03a, YTBepkJAeHHbIX Pemiennem CoBetra EBpasuiickoit
AKOHOMHUYECKOM Komuccuu oT 3 HOsi0pst 2016 1. Ne 77 (nanee — I[IpaBuina).

B memsax peanmuzauuu TpeOoBaHuil  IlpaBui  NpOU3BOAMTEND
OCYIIECTBIIAET KOHTPOJb KPUTHYECKHUX ACIEKTOB CBOEH JEATEIbHOCTH
MOCPEACTBOM KBaTu(UKAIMK W BaJIUAAIlMM TPOIECCOB MPOU3BOACTBA U
0o00OpyIOBaHUsI Ha BCEX CTAAUSAX >KHU3HEHHOTO IMKJIAa (papMaleBTUUECKOU
NPOAYKIMHU (Jlajiee — MPOAYKIMS) U Tpoliecca ee npousBojacTBa. JItoObie
3arIaHUPOBAHHbBIC U3MEHEHHS B YCTPONCTBE MOMEIIEHUM, B 000PYJ0BaHUH,
WH)XCHEPHBIX CHCTEMax W MpoLeccax MNPOU3BOJACTBA, KOTOPbIE MOTYT
MOBIUATH HAa  KA4eCTBO  MPOAYKIHH, HEOOXOaAuMO  Oo(QopMIIAThH
JOKYMEHTaJIbHO. Takke HEoOXOOUMO OIICHWBATh BJIUSHHUE  TaKUX
M3MEHEHUN Ha COOTBETCTBYIOIIMKA BAJIUIAUMOHHBIM CTAaTyC WKW Ha
CTpPATErui0 KOHTPOJA. KOMIbIOTEpU3NPOBAHHBIE CUCTEMBI, UCIOJIb3yEMbIE
IJI  TPOU3BOACTBA TOTOBOM NPOAYKIMH, IOJJIEKAT BalUAaldU B
COOTBETCTBUM C TpPeOOBAHUSIMHU, MPUBEACHHBIMU B TpuiioxkeHuu Ne 11 k
[IpaBmam.  Kpome  Toro, HEOOXOAMMO  yYHTHIBATH  yKa3aHWS,

npenycmorpennsie riaasaMu 11 u 111 vactu 111 TTpaBuo.
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OO01111ie TOI0XKEHUA

Ha npoTsikeHHMM KU3HEHHOTO [MKJIA MOPOAYKIUM HEO0O0XOJAUMO
IIPUMEHSATH MOJAXOJ YIPABJICHUS PUCKAMH I KayeCcTBa, B TOM YHUCIE IS
KBauUKauKu U Banuaanuu. Pemenus o rpanuiax u oo0beMe MpoBeIeHUs
BaJIMJIAlIMM ¥ KBATM(UKAIIMU, KOTOPBIE SIBISIOTCS KOMIIOHEHTAMU CHUCTEMBI
VIPABICHUA pPUCKAMM [UIS KAayecTBa, JOJDKHBI OCHOBBIBAaTHCS Ha
000OCHOBAaHHON M JIOKYMEHTHUPOBAHHON OIIEHKE PHUCKOB B OTHOLICHUU
NOMEIIEHUM, 000pYyNOBaHUSA, WHXKEHEPHBIX CHUCTEM, HCIOJIb3yEeMBbIX IS
IIPOU3BOJCTBA JICKAPCTBEHHBIX MPENAPATOB, & TAKXKE PUCKOB, CBSI3AHHBIX C
MpOLIECCaMU MPOMU3BOJACTBA. PEeTpPOCHEKTUBHAs BaIMJALUSA HE SABIACTCA
pUeMJIEMbIM MOAX0JI0OM. J[aHHBIE, MOATBEPKAAIOIINE KBUTU(UKAITUOHHbIE
u (WIK) BaJUJIAIIMOHHBIC MCCIEAOBAHUS M TOJIYyUYEHHbIE U3 HMCTOYHUKOB,
HaXOJSIIMXCS 3a MpefelaMu COOCTBEHHOW BalWJAlIMOHHOW MPOTPAMMBI
MIPOU3BOAUTEIIS,, MCIOJNB3YKOTCA MPU YCIOBUM HAIUYUSA HUCBMEHHOTO
00OCHOBaHUS, KOTOpOE TMOJTBEPKIAET BO3MOXXHOCTH HCIOIb30BAHUS
TAaKOTr0 MOAXO0JAa, a TAKXXE TapaHTHUPYET BBINOJHEHHE COOTBETCTBYIOIIMX
KOHTPOJIBHBIX MEpOIPUSITUNA Ha MNPOTSHKEHUM TIpoliecca cOopa TakHUX
naHHbIX. Takoe 000CHOBaHWE BKJIIOYACTCS B BATMAAIMOHHBIN MacTep-IUiaH
WJIA WUHBIE JOKYMEHTHI 110 BadUIAIMU. TaKKe €ro JOMYCKAETCsl BKIOYATh B

COCTaB PCTUCTPALINOHHOI'O AOCHC JICKAPCTBCHHOI'O IIpCIIapara.

1. Opranuzaius v miaHUpOBaHWE KBATU(UKAIIUY U BaTUAIUU

1.1. Heob6xoauMo MIaHUpOBaTh MPOBEACHHE KBaTU(PUKALMOHHBIX U
BAJIJIALIMOHHBIX MEPONPUATUH, a TakXKe NPUHUMATHL BO BHUMAaHHE
KU3HCHHBIA LHUKJI TOMEUICHUH, OO0OpyJdOBaHUS, WHKEHEPHBIX CHCTEM,

MPOIECCOB MTPOU3BOJICTBA U MTPOTYKIIUH.



5

1.2. Kpaymukanuss W Baduganusl JOJDKHBI TMPOBOAUTHCS TOJBKO
00YyUYE€HHBIM MEPCOHATIOM B COOTBETCTBUU C MPOIIEYPaMH, YTBEPKICHHBIMU
MPOU3BOJUTEIIEM JIEKAPCTBEHHBIX IPENAPATOB.

1.3. llopsimok ~ MOAYMHEHHOCTH  TEpPCOHANla,  3aHUMAIOIIETOCs
KBalMpuUKaMell W Baldujaluei, oOmnpeaenseTcss B COOTBETCTBUU C
dbapmaneBTUUECKOM CcUCTEeMOM KadecTBa. Jlomyckaercsi BBINIOJHEHUE
KBaJIM(PUKALUK U BATUAAIUM CITyKOaMHU 00ECIIEUeHUsI KaUeCTBA U KOHTPOJIS
kadectBa. HeoOxoammMo oOecreunuTh MpUEMIIEMbId KOHTPOJb CO CTOPOHBI
CIy>k0 oOecrnieueHus: KauecTBa U KOHTPOJISI KAaYeCTBa Ha MPOTSHXKEHUH BCETO
BAJIMIAIIMOHHOTO [IUKJIA.

1.4. KimtoueBble 3JIEMEHTHI HNPOrpaMMbl BaWJalMU U KBAIM(UKALUU
NPEANPUATUST JTOKHBI OBITh YETKO ONpeAeieHbl U O(QOpMIIEHBI B BHUIE
BAIMIAIIMOHHOTO MAaCTEP-TIJIaHa WM SKBUBAJIEHTHOTO JOKYMEHTA.

1.5. BanugauvoHHbI MacTep-IUiaH WM SKBUBAJICHTHBIM JOKYMEHT
JIOJDKEH OMpEeNsaTh CUCTEMY KBATM(DUKAIUKA W BaUJAUKN WA COJEPKATh
CCBUIKH Ha cJeaytoiue nHGOPMAIUIO U JTOKYMEHTHI:

) MOJUTUKA KBATU(DUKAIIMU U BaTUIAINH;

b) opranu3sanuonHas CTPYKTYpa, peayCcMaTpUBAOIIAS
pacrpeeneHue pojaei U OTBETCTBEHHOCTH MPU MPOBEACHUN KBATU(PUKAIIUN
Y BaJIUJALINY;

C) KpaTKHe XapaKTEPUCTUKH ITOMEIICHUHN, CUCTEM, O0OpYIOBaHUS M
MPOIECCOB HA MPEANPUATHH U JJaHHBIE O TEKYILEM CTaTyce KBaaudukauu
Y BaJIUJALINY;

d)uadopmanmss 00 ympaBieHMH W3MCHCHHSIMHU (KOHTpoJie 3a
U3MEHEHUSMU) U YIPABJICHUU OTKJIOHEHUSIMU B Tpollecce KBaTU(DUKAIIUU U
BAJIMIAINH;

€) pyKOBOJICTBO II0 pa3pabOTKe KPUTECPUEB IPUEMIICMOCTH;

) cchuIKM Ha TOKYMEHTHI B 00JIaCTH KBAIM(DUKAIIUK U BaJIMIAIUN;
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g)cTpaTterus JACSITENLHOCTH MO0 KBATH(PHUKAIMU W  BaTWJAINH,
BKJIIOYAKOIIass B ce0s1 MH(OpMalLMIO O MOBTOPHOW KBanM(pUKAUUU (€CiH
MIPUMEHHUMO).

1.6.[Ipu peanmm3amuu  MacmITAOHBIX H  CIOXKHBIX  IPOEKTOB
nenecooOpa3Ha pa3pabOTKa HECKOJbKUX OTHEJIBHBIX BaIUAAlMOHHBIX
MacTep-IUIaHOB.

1.7. IToBTOpHasi OLIECHKA PUCKOB JJIsl KayeCcTBa MPOBOJUTCA C YUYETOM
3HaHUM ¥ UHGOPMAIMU, TTOJTYUYEHHBIX BO BpEMsl MPOECKTUPOBAHMUS Mpolecca
IIPOU3BOJICTBA JIEKAPCTBEHHOTO IIpenapaTra W B IPOLECCE IPOU3BOJCTBA
JIEKapCTBEHHOTO Mpernapara.

1.8. [Ipouecc npuMeHeHUs: OLICHKU PUCKOB JIJIsl KaYeCTBa HEOOXOIUMO
0o(OpMUTH B KaUECTBE pa3zeia BaIuJallMOHHOIO MacTep-IlJiaHa.

1.9. HeoOxonumMo BHEAPUTH KOHTPOJIh KBaTU(UKAIMK U BaJWIAlNH,

HOBBOJ’IHIOHII/Iﬁ 00eCIIeUHTh OCIIOCTHOCTD BCCX ITOJIYUCHHBIX JAHHBIX.

2. JlokyMeHTaIus

2.1. IlpaBwiia HajyIeKAIIErO JOKYMEHTAIILHOTO O(DOPMIICHHUSI SBJISIIOTCS
BOKHBIMHU JUIS TIOJJICPXKAHUS BBICOKOTO YPOBHS YIIpaBJICHHUS 3HAHUSIMHU Ha
MPOTSKEHUH BCETO JKM3HEHHOTO ITUKJIa TIPOTYKITHH.

2.2. Bce noxkymeHTsl, (opmMupyemble B Tporecce KBamudukanuuu u
BaJIWJIAIMH, JOJKHBI OBITh COTJIACOBAHBI M YTBEPKIAEHBI COOTBETCTBYIOIINM
MEPCOHAJIOM, KaK 3TO OIpe/iesieHO B (hapMalleBTUUECKON CUCTEME KauecTBa B
cooTBeTCTBUU ¢ TyIaBoit 1 yactu | [IpaBui.

2.3. BzanMocBs3b MEXTY JTOKyMEHTaMH B KOMILIEKCHBIX
BaJIMJIAIIMOHHBIX MPOEKTaX JOKHA OBITh YETKO OIpEACIICHA.

2.4. Kputndeckue CHCTEMBI, ITIOKa3aTeld MW IapaMeTphl, a TaKxKe

COOTBCTCTBYIOIINC KPUTCPHUN NPUCMIICMOCTHU JOJIKHBI OBITH OIIPCHICIICHBI B
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pa3pabaThIBa€MBbIX MPOM3BOAUTEIEM  JIEKAPCTBEHHBIX pemnaparoB
MIPOTOKOJIAX BaJIHIAIIHH.

2.5. JIOKyMeHTBI 110 KBaJdu(HUKAIMK MOTYT OBITh OOBEAMHEHBI, €CIU
ATO MpHUeMIIeMO (HampuMep, TOKyMEHTHI 1o kBanudukaruu MouTaxa (I1Q) u
kBanMpukanuu pynkurnonupoanus (0Q)).

2.6. B cnydae ecny mMpOTOKOJIBI BaMJAIMKA U JIPyTas JTOKYMEHTAIIHS
MPEIOCTABIIAIOTCS MMOCTABIIMKAMH yCIYT TIO0 BaJIUAAIIMH, COOTBETCTBYIOITUI
NePCOHAJI MTPOU3BOICTBEHHOM IJIOMIAJIKU JOJIKEH MOATBEPAUTH MPUTOTHOCTD
MPOTOKOJIOB BAJIWJAIMA M WX COOTBETCTBUE BHYTPEHHHUM MpPOIEAypaM
MIPOU3BOJUTENS JICKAPCTBEHHBIX MPEMapaToB Mepesl YTBEPKIACHHEM TaKHhX
POTOKOJIOB. [IpOTOKOIBI BanmMaauy, MOJTyYECHHBIE OT IMOCTABIIUKOB YCIYT
M0 BAJIMJAINHA, MOTYT OBITH JOMOJHEHBI JTOKYMEHTAIMEH W MPOTOKOJAMHU
UCIIBITAaHUM 70 UX UCIIOJIb30BAHUA.

2.7. JIroOble 3HAUMTENbHBIE M3MEHEHHUS B YTBEPXKICHHOM IMPOTOKOJIC
BaTUJallMd B TMPOIECCE €ro HUCIOJHEHUs (Hampumep, Kacaroluecs
KPUTEPHUEB TPHEMIIEMOCTH, TapaMeTpoB (YHKIMOHUPOBAHUS W T. II.)
JOJDKHBI OBITh JOKYMEHTHPOBAHBI KaK OTKJIIOHEHUS U HAYYHO 0OOCHOBAHBHI.

2.8. Pe3ynbTaThl, HE yMOBIETBOPSIONINE YCTAHOBJICHHBIM KPUTEPHUIM
MPUEMJIEMOCTH, HEOOXOJIMMO PETHCTPUPOBATH KaK  OTKJIOHEHHUS U
MOJABEPraTh IMOJHOMY pAacCACAOBaHUI0O B COOTBETCTBMU C BHYTpPEHHEHU
nporneaypoi. JIroObie BO3MOXKHBIE MOCIEACTBUS ISl BAIMAAIMU JIOJKHBI
OBITH OTPAKEHBI B OTYETE 110 BAJTUAINH.

2.9. O630p mpolecca BamWAalldd ¥ BBIBOJABI MO €ro HUTOram
HEOOXOAMMO JOKYMEHTHpPOBaTh. [lomydeHHBIE pe3yabTaThl  CIEIYET
COTOCTaBIIATh C KPUTEPUAMH TpueMiaeMocTH. JloOble mocaexyronme
WU3MCHCHUS KPUTEPHUEB MMPUEMIIEMOCTH HEOOX0IMMO Hay9HO 000cHOBaTh. [1o

UTOraM BaJIMJallUM TIPCALICCTBYIOUICTO JTalla JOJIZKHBI OBITH CACIIaHbI
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OKOHYATENIbHBIE PEKOMEHJAIMA TI0 TEepPexXoay K IMOCIECAYIOMEMYy JTairy
KBATM(UKAIINHN ¥ BaJTHIAIHH.

2.10. Ilepexon k mocieayromeMy dTany KBaTHU(GUKAIUK U BaJIMIAIUN
JIOJDKEH OBITh MOATBEPIKICH CO CTOPOHBI OTBETCTBEHHOTO IepcoHaja (JIubo
Ha JTalre yTBEPXKJCHUS OTYEeTa MO Bajdujaluu, 100 B (popMe OTIEIHLHOIO
oboOmatoniero JokyMenTa). [loaTBepxaeHre nepexo/ia Ha ClIeTyOIIUI Tar
C YCTaHOBJICHHEM JOTIOJHUTEIHHBIX YCIOBUN BO3MOXKHO B CITydae, €Clid HE
OBUTH TIOJIHOCTHIO YYTEHBI KOHKPETHBIE KPUTEPUH MPHEMIIEMOCTH WIIH
OTKJIOHEHMS JUIsl BBINIOJIHEHHOTO JTamna KBalU(UKAIMU W BaIUAALNH, a
TakK€ HWMEETCS JOKyMEHTadbHO O(QOpPMIICHHAs OIIEHKa OTCYTCTBHUSA
CYIIECTBEHHOTO  BIHWSHHWS HE  IOJHOCTHIO  YUYTEHHBIX  KPUTEPHUEB
NPUEMJIEMOCTH WJIM OTKJIIOHGHWH Ha IOCICAYIOIMHE MEPOIPHITHS T10

KBaJTU(DHUKAIIMY ¥ BaJIAIAIIAH.

3. Craguu kBanu@uKaIuy MOMEIEHUN, 000pyI0BaHMUS,
WHXXEHEPHBIX CUCTEM U MPOLIECCOB, UCMOJIb3YEMBIX
TSl TPOU3BO/JICTBA JIEKAPCTBEHHBIX MPENAPATOB
3.1. [Ipu npoBeaeHUH MEpONPUATUNA MO KBaTU(PUKALUU HEOOXOAUMO
MPEyCMOTPETh BCE CTAIMU KBaTU(DUKAIIUU: OT pa3pabOTKu crienuduKaium
TpeOOBaHMI TOJIH30BATENS 7O 3aBEPIICHUS HCIOJBH30BAHUS TMOMEIICHUH,
000pyIOBaHUS U MHXECHEPHBIX CHUCTEM, HCIOJIb3yEeMBbIX JIsI MPOU3BOACTBA
JIEKapCTBEHHBIX MpenapaToB, U MPOLECCOB MPOU3BOJICTBA JIEKAPCTBEH HBIX
npenapaTtoB. OCHOBHBIE CTaJIUM, a TAKXKE OTIEJbHbIE KPUTEPUU (HECMOTPSI
Ha TO, YTO OHM 3aBUCAT OT KOHKPETHBIX OCOOEHHOCTEH MPOEKTa U MOTYT
pa3nuyaThCs), KOTOpPbIE MOTYT OBITh BKJIIOUYEHBI B KaXAYH W3 CTaJui,

OITMCAaHbl HUKC.
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Cnenudukanus TpedboBanuii nonap3oparens (URS)

3.2. TpeboBaHusl K TIOMENICHUSM, OOOPYAOBAaHWUIO W HH)XCHEPHBIM
CHCTEMaM, MCTOJb3YEeMbIM JJISI TTPOU3BOICTBA JICKAPCTBEHHBIX IIPETNapaToB,
U K IpoIleccaM IPOU3BOACTBA JICKAPCTBEHHBIX IPENapaToB HEOOXOIMMO
ompeAensaTh B cOenudukKanuu TpeOOBaHMM MoJib30BaTedsl U (WIJIH)
byHKIIMOHATBHON  cnenuukanmuu. OJEMEHTHl KadyecTBa, HMEIOIINE
CYIIECTBEHHOE 3HA4YCHWE, HEO0OXOAWMO TpeAycMaTpuBaTh Ha TaHHOU
CTa/INH, a JIFOObIE PUCKH JJIs Ka4eCTBa CHUXKATh IO MPUEMIIEMOTO YPOBHHI.
Cnenuduxanuio TpeOOBaHUIN MOJIB30BATENsT HEOOXOAUMO paccMaTpHUBaTh

KaK pehepeHTHYIO (3TAJOHHYIO) TOUKY >KU3HEHHOTO ITUKJIa KBATU(UKAIUH.

KBanudukauus npoexra (DQ)

3.3. CnenyomuM  3JEMEHTOM  KBaIU(pUKAUUMU  00OpyJOBaHMUS,
MOMEIEHUH, WHXCHEPHBIX WU APYTUX CUCTEM SBISCTCS KBamu(puKarus
MPOEKTa, MO pe3yJbTaTaM KOTOPOW MOATBEPKAACTCS U JTOKYMEHTAIbHO
opopMIISIETCS. COOTBETCTBHE TpoeKkTa (au3aitHa) TpeboBanusam IIpasui.
TpeboBanusi, cogepxaniyecs B crieliuduKauy mojab30BaTesisi, HE00X0IUMO

BepUPUIMPOBATH B X0OJI€ KBATU(PUKALIMU TPOEKTA.

[Ipuemo-cnarouHbie ucnbITaHus Ha 3aBojie-u3roroputese (FAT)
U (MIK) NpUEeMO-CAaTOYHbIE UCTIBITaHUs y 3aka3uuka (SAT)

3.4. Ilpurogunocth 0oOOpyaOBaHUS (OCOOCHHO B Cily4ae BHEIPEHUS
HOBBIX WJIM KOMIUJIEKCHBIX T€XHOJOTHI) MOXKET OLECHHUBATHCS HA IUIOMIAJKE
MOCTaBIUIMKA MEepe]] €ro MOCTaBKOM.

3.5. Jlo MOMeHTa YCTaHOBKHM (MOHTa)ka) HEOOXOJAUMO TOATBEPIUTH

COOTBETCTBHE 000pYyAOBaHUs crenubUKaIMU TPpeOOBAHUN IMOJIb30BATENS U
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(wnu) GYHKIUMOHATBHOM crnenu@UKAIMU  HAa IUIOMIAJKE MOCTaBIIHMKA
(mpouszBoUTENA) (€CIU IPUMEHUMO).

3.6. [IpoBepka MOKyMEHTAIlMU M OTACIbHBIE HUCTIBITAHUS MOTYT OBIThH
IPOBEACHBl B XOJ€ MPUEMO-CAATOYHBIX HCIBITAHUM HA NPEANPUATHH-
IPOU3BOAUTENEC WM Ha APYTUX CTAIUSIX MPOU3BOJCTBA 000pyAOBaHUsS O€3
HEOOXOAMMOCTH KX IOBTOPHOTO IPOBEJACHUS Ha IUIOMIAJIKE 3aKa3uhKa B
npolecce KBAIM(PUKALMM MOHTaxa M KBalu(pUKaUUd (PyHKIHMOHUPOBAHUA,
€CJIi 3TO0 00OCHOBAHO 3aKa3YMKOM M MOKET OBITh MPUMEHEHO Ha MPaKTHKE,
IpPU YCIOBUH MOIATBEPKIACHUS 3aKa3uMKOM B XOAE IPUEMO-CIATOYHBIX
UCTIBITAHUN OTCYTCTBUS BJIMSHUS TaKUX UCIBITAHUN HAa (yHKIMOHAIBLHOCTH
000pyI0BaHUS MOCJIE €r0 TPAHCHOPTUPOBKHU U YCTAHOBKH.

3.7. IIpoBeieHre MPUEMO-CIATOYHBIX HUCIBITAHUM Ha MPEeANpUSITHU-
IPOU3BOJIUTENE MOXKET OBbITh JOMOJIHEHO MPOBEACHUEM MPUEMO-CAATOYHBIX
UCOBITAHUN TIOCJIE€ TOJy4YeHUss OOOpYyNOBaHUS U €ro YCTaHOBKH Ha

HpOHBBOHCTBeHHOﬁ IJIOMAaAKEC 3aKa34HrKa.

KBanudukanus montaxa (IQ)

3.8. Kpanudukamuo  MOHTa)Xa  HEOOXOAMMO  MPOBOJUTH IS
000pyI0BaHUs, IIOMEIICHUH, MHKCHEPHBIX WU JPYTUX CHCTEM.

3.9. Cragus kBanudukarmuu MOHTakKa MOJXKET BKJIOYATh B CeOs
CJIeAyIoIIMe ATarbl (HO HE OTPAaHUYNBATHCS UMU):

a) BeprQuKalKs MPaBUILHOCTH MOHTaXa KOMIIOHEHTOB, MPHOOPOB,
000py10BaHuUsA, OOBSI3KM W BCIIOMOTATEJIBHBIX CHUCTEM MO OTHOIIECHUIO K
WHXXEHEPHBIM YepTeKaM U CreluPpuKaImsim;

b)Bepudukanys TPaBHIBHOCTH MOHTa)Xa II0 OTHOIICHUIO K
KPUTEPUSIM, TPEIBAPUTEIHLHO YCTAHOBICHHBIM 3aKa34YHUKOM;

C)cOop W MpoBEepKa KOMIUICKTHOCTH OIICPAI[MOHHBIX W paboumx

WHCTPYKIIMI MOCTABIIUKOB U TPEOOBAHUM MO 0OCITYKUBAHUIO;
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d) kannOpoBKa HHCTPYMEHTOB;

e) BepuduKaIys MaTepruasoB KOHCTPYKIIHH.

KBanuduxanus ¢pyunkiumonuponanus (OQ)

3.10. Ctagus kBanudukanuu (QyHKIIMOHUPOBAHUS MPOBOJUTCS MOCIE
CTaANM KBAIM(PUKAIMU MOHTaXa, OJHAKO B 3aBUCHUMOCTU OT CTEICHH
CJIO)KHOCTH 00OPYIOBaHMS ATa CTAIUS MOKET MPOBOIUTHCS B KOMOMHAITNH C
kBanuukanueit montaxa (10Q).

3.11. Ctagus kBamuduxkanuu GyHKIUOHUPOBAHUS MOXKET BKIIOUATh B
ceOst clieytonue Tansl (HO HE OTPAaHUYMBATHCS UMM ):

a) UCTIBITaHMsI, TPOBOJAMMBIC HAa OCHOBE 3HAaHUH O Mporecce
NpPOU3BOJCTBA, CHUCTEMaxX U  O0OpyJAOBaHMHM, JJisI  OOecreueHUs
(GYHKITMOHUPOBAHHUS CHCTEMBI COTJIACHO MPOEKTY;

b) ucnipiTaHus, HalIpaBJICHHBIC HAa MOJATBEPKICHNE BEPXHUX M HIDKHUX
pabounx npenenoB U (Mu) YCIOBUN «HAUXYIIIETO CIIyYasn.

3.12. Ycmemnoe 3aBEpILICHUE CTaJuu KBTI (pUKAITIU
(GYHKIIMOHUPOBAHUS ITO3BOJISICT MPUHSITH:

OKOHYATEIHHYIO PEJIaKIINI0 CTAaHAAPTHBIX OTIEPAITHOHHBIX MPOIIETYD;

TpeOOBaHUS K TIPOIIEAYPaM OYNCTKHU;

TpeOOBaHUs K 00YUYEHHUIO OTIEPATOPOB;

TpeOOBaHUS K TEXHUYECKOMY OOCTYKMBAaHUIO 000Dy I0BaHUA.

Kpanmudukanus sxcrnyaramnun (PQ)

3.13. Kpanudukanuus  sKciulyaTaldd  CleAyeT 3a  YCIEIIHbIM
3aBepIlICHUEM KBaTHU(UKAIIIU MOHTaXa u KBTI (PUKALIUU
GyHKIIMOHUPOBaHUSA. B HEKOTOpBIX CllydasX BO3MOXHO TMPOBEIACHHUE
KBaM(UKAIIMM ~ DKCIUTyaTallid  OJHOBPEMEHHO ¢  KBaJu(uUKaIiuei

(GyHKIMOHUPOBAHUS WM BaJIMJAllMEN MpoIecca MPOU3BOICTBA.
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3.14. Cragus kBamu$puUKaIMN KCIUTyaTallik MOYKET BKIIFOYATh B ceOs B
TOM YHCJIE:

a) HCIIBITAHUS C HCIIOJIb30BAHMEM IPOM3BOJCTBEHHBIX MaTEPHUAJIOB,
MPOIIEAIINX KBATU(DUKAIIMIO 3aMEHUTENICH (PKBUBAJICHTHBIX MaTEPHAJIOB)
UIM  MOJEIbHOM  MPONYKIMH C  JOKA3aHHBIMU  SKBHUBAJICHTHBIMU
XapaKTEPUCTUKaMU B OOBIYHBIX YCIIOBUSX IMPOM3BOJICTBA U TPU pazMmepe
CEepUU TPOAYKIIMH, COOTBETCTBYIOIIEM CIIEHAPUIO «HAUXYAIIErO CIydas».
YacTrora orb6opa mpod, yCTaHOBICHHAs s IOJATBEPKIACHUS KOHTPOJIS
mpoliecca Mpou3BOJICTBA, JOKHA OBITH 00OCHOBaHA 3aKa3YMKOM Ha OCHOBE
COOTBETCTBYIOIIETO CTATUCTUUYECKOIO aHaIu3a PHUCKOB,;

b)ucnbITaHus AOMKHBI OXBaThIBaTh pPa0OYMiA JUANa30H Ipoliecca
MPOU3BOJCTBA, 3a  HCKIKYEHHUEM CJIy4aes, Korjla  JOCTYITHO
JTOKYMEHTAJIbHOE TMOJATBEPXKIASCHHE pabdodyero jJuama3oHa CcO CTaauu

pa3paboTKu.

4. TloBTOpHAas KBaTU(UKAIIHS

4.1. 3akazuuky ((hapMaleBTUYECKOMY MPOU3BOAUTEINIO) HEOOXOIUMO C
YCTAHOBJICHHOM WM MEPUOJUYHOCTHIO MPOBOJUTH OIEHKY OO0OpYI0BaHMUS,
MOMEILEHHUIN, UHXXEHEPHBIX M JIPYTHX CHUCTEM C OTPAKEHHEM PE3YIbTATOB
TaKOW OILIEHKH B MacTep-Qaiie MNpOU3BOACTBEHHON IUIOMIAIKHA IS
MOATBEPKJICHUSI TOTO, YTO OHU OCTAIOTCS B KOHTPOJIUPYEMOM 3aKa3UUKOM
(bapMaiieBTHUECKUM MPOU3BOIUTETIEM) COCTOSTHUM.

4.2. Ecnu moBTOpHAasi KBaM(UKAIMSI HEOOXOAuMa U TMPOBOJIUTCS C
YCTAHOBJICHHOW  MEPUOJMYHOCTHIO, HEOOXOAMMO OOOCHOBAaTh  TaKyIO
NEPUOJUYHOCTD U ONPEACIUTh KpuTepuu olleHku. Kpome Toro, Heo0Xo1umo

O €HMUBATh BO3MOKHOCTHh HE3HAUYNUTCIBbHBIX N3MEHEHHUM C TCUCHUEM BpPCMCHM.
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5. Bamumamus nporecca mpon3BoOJICTBA
O6uas nadopmanus

5.1. TpeboBaHUd M TNPUHLHUIIBI, ONKHCAHHBIE B HACTOSILEM pa3Jede,
MPUMEHSIOTCS K TIPOU3BOACTBY BCEX JIEKAPCTBEHHBIX (DOPM JIEKapCTBEHHBIX
penaparoB U PacHpoCTPAHAIOTCS Ha MEPBOHAYAIBHYIO BAJIMAAIMIO HOBBIX
IPOLIECCOB MPOU3BOJICTBA, MOCIEAYIONIYI0 BAIUIALNIO MOIU(PUIUPOBAHHBIX
IpOLIECCOB, TpaHCPepbl MEXAY NPOU3BOACTBEHHBIMU IUIOHIAJKAMUA U
POJIOJDKAIONIYIOCS BepuuKanuio npoueccos. [Ipu a3TtoM noapasymenaercs,
YTO  BBIOJHEH TIOJHOLIEHHBIM  Ipouecc  pa3pabOTKM  MPOIYKLUH,
NO3BOJISIOIINN MPOBECTU YCIEMIHYIO BaJIUAALMIO ITPOLECCa IPOU3BOACTBA.

5.2. TpeOoBaHUsI U TIPUHLMUIIBI, M3J0KEHHBIE B HACTOSIIEM pasJele,
HEOOXOAMMO TIPUMEHSTh HapsAay C TOJIOKEHUsMH PyKOBOACTBa IO
BaJUJalMy IIpollecca MPOU3BOJACTBA JIEKAPCTBEHHBIX IMIPENapaTroB s
MEIUIMHCKOr0 MpuMeHeHus (mpwioxkenue k Pexomenpannm Komterun
EBpazutickoit 3kKoHOMHUECKON KOMHUCCHHU OT 26 ceHTs0ps 2017 1. Ne 19).

5.2.1. PykoBOJICTBO, YKa3aHHOE B MyHKTE 5.2 HacToAUX TpebdoBaHuUi,
IpeIHa3HAaYeHO TOJBKO [JIsi OMHMCAHUsl CBEJICHHUM, KOTOpblE HEOOXOJIMMO
NO/JaBaTh B PETyJISTOPHbIE Opranbl. TpeOoBaHWS K BaluMJalMy Mpolecca
IPOMU3BOJCTBA, ycTaHOBJICHHbIC [IpaBwiiamu, pacHpoCTpaHSIOTCS Ha BECHh
YKU3HEHHBIN UK MPOLecca MPOU3BOACTBA.

5.2.2. llogxon K Baimuaaluy Ipolecca MPOU3BOJCTBA, OMUCAHHBIN B
HACTOSAIEM pazjiese, HE0OXO0IUMO MPUMEHSITh JIJIsi TOr0, YTOOBI 0OECIICUUTh
B3aMMOCBSI3b MEXKIYy pa3pabOTKOW Mpolecca MPOU3BOACTBA MPOAYKIUU U
pEalbHO  BBIMYCKAEMBIMH B OOpalieHHE MPOMBIIUICHHBIMU  CEPUSIMU
npoaykuuu. — Takod ~ moaxoAd K BaJIWJAUUM  HNPOMBIIIJIEHHOTO

MPON3BOACTBECHHOI'O ITpOLECCa ITO3BOJISICT 00eCIIeYnTh KOHTPOJIb ITPOUCCCOB
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IIPOMU3BOJCTBA JIEKAPCTBEHHOT'O CPEJICTBA BO BPEMS CEPUHUHOTO (PYTHHHOIO)
IPOMBILIIIEHHOTO IPOU3BO/ICTBA.

5.3. [Ipon3BOCTBEHHBIE  TIPOIECCHI  MOTYT  pa3paldaThiBaThCA €
UCIIOJIb30BAHUEM TPAIUIMOHHOTO TMOJXO0Ja WM TMOAXOAa HENpPEepbIBHOU
Bepupukanuu. OAHAKO BHE 3aBUCUMOCTH OT HCIIOJb3YEMOTO MOJIX0/a
HEOOXOAMMO TMOATBEPAUTh YCTOMYMBOCTH IIpolLiecca MPOU3BOACTBA U
00€ecreynTh IMOCTOSIHHOE KadyecTBO MPOAYKUMU JO TOro, Kak TOTOBas
npoaykuus Oyner BbeilylieHa B oOpamenue Ha pbiHke Coroza. [s
OpOLECCOB  MPOM3BOACTBA,  pa3pabOTaHHBIX  C  HCIOJIb30BAaHUEM
TPaAUIIMOHHOTO TOAXOJa, HEOOXOJUMO TMPOBOAUTH MEPCIEKTUBHYIO
BaJUAAIMIO, TI0 BO3MOXKHOCTH Tepel cepTUPUKALUEd MNpPOAYKIUHU
(BBIIYCKOM TMpOAYKLIMHU B oOpamieHue Ha peiHke Corosza). PerpocnexktuBHas
BAJIWJIALINS HE CYUTAETCS TPUEMIIEMBIM MOJIXOOM.

5.4.1lpu Banmupanuu Tmpouecca MPOU3BOJCTBA HOBBIX  BHUJIOB
OPONYKIIMK  HEOOXOAMMO  BKJIIOYaTh B  MPOIECC  BalWJAllMd  BCE
npeanojiaraéMble K pealid3aluyd  JIO3UPOBKM UM IPOU3BOICTBEHHBIE
miomanku. I[lpuMmeHenue  mojaxoma  BbIOOpa  KpallHUX ~ BapHUaHTOB
(OpekeTnHIra) MOXET ObITH OOOCHOBAHO JUISi HOBBIX BHJIOB NMPOIYKIMH Ha
OCHOBE CIIEIIMATbHBIX 3HAHUHN O MPOLECCe MPOU3BOACTBA, €CIIM TAKUE 3HAHUS
OBLTM TONyYeHbl B XofAe (apmarieBTUYECKOW pa3pabOTKH JIEKapCTBEHHOTO
mpenapara M €ro INPOU3BOACTBA, B COBOKYNHOCTH C MpUEMIIEMOMN
IporpaMMoi IpoJoJKaroIecs: BepupuKaiiu.

5.5. JIns Banuaanuuy mpoiiecca Mporu3BOJICTBA MPOAYKIHUH, IEPEIAHHON
C OJIHOW MPOW3BOJACTBEHHOUN TIUIOMIAJIKU Ha APYTyl0 WA BHYTPH OJTHOU
IJIOIIA/IKM, KOJMYECTBO BAIUAAIMOHHBIX CEPUU MPOJIYKIIMU MOMKET OBITh
COKpAllleHO MyTeM NPUMEHEHUs TMOJX0/Ja BbIOOpAa KpallHUX BapUaHTOB
(Opekerunra). CBeaeHuss O MNPOAYKIUH, BKIIOYAIONIME JAHHBIE O

MpebIyIeld BAIMAAIUM, JTOKHBI ObITh TOCTYMHBI. K pa3HbIM J103UpOBKaM,
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pazMepaM CepHil MPOAYKIMHU U pa3MepaM (THIaM) YHAKOBKM MOYKET TaKKe
OPUMEHATHCS MOAXOJ BbIOOpAa KpalHUX BapHAHTOB (OPEKETHHT), €CIu
IPOU3BOJUTEND TPEACTABISIET MUCBMEHHOE OOOCHOBAHHWE BO3MOKHOCTHU
TAaKOr0 MOJXO0Ja B JOKYMEHTaxX [0 BAJIWJALWHA U PETUCTPALMOHHOM J0OCHE
JIEKapCTBEHHOIO Mpernapara.

Takoll moaxoa MoOKeT ObITh MPUMEHEH [JIs Juana3oHa J03MPOBOK
JIEKApCTBEHHOI'O0 CpEICTBA B Clly4yae, €CIM JO3UPOBKU HUICHTUYHBI WIIU
BeCbMa OJNM3KU JPYT JIpYry MO COCTaBy (Hampumep, AJs JIMHEHKN TabIeToK
C Pa3IMYHON MACCOM, ONPEAECIAEMON YCUIIMEM MIPECCOBAHMUS, IMOJIYUYEHHBIX C
UCIIOJIb30BAaHUEM CXOXKEr0 HMCXOJHOrO TpaHyJjsATa, WU JMHEUKH Karcyl,
NOJIyYEHHBIX METOJIOM HAaIlOJHEHUsI 000JIOYEK KarcCyll pa3Horo pasmepa
pa3iuyHbIM 00BeMOM OJHOro coctaBa). Ilogxom BbIOOpa KpaillHUX
BapUaHTOB (OpEKETHHI) TaK)K€ MOKET ObIThb HPUMEHEH JJIs Pa3IMYHbIX
pa3MepoB YIAKOBKU WJIM Pa3IU4YHbIX 0ObEMOB HAMOJHEHUS OJHOTO U TOTO
)K€ KOHTEHHEPA.

5.6. B cnydae eciiv Ha NPOM3BOICTBEHHYIO IJIOMIAJIKY OCYIIECTBISETCS
NEepeHoC  MPOM3BOACTBA YK€  MPOU3BOAMMON  paHee  MNPOAYKIUHU
(«HacnegyemMol MpPOAYKLUMW»), MPOLECCHl MPOU3BOJACTBA U KOHTPOJIA
JNOJDKHBI ~ TPOBOJUTBCA B COOTBETCTBUM  CO  CBEICHUSAMH U3
PErUCTPALIMOHHOTO  JOChE  TaKOro  JIEKAPCTBEHHOIO  Ipernapara W
JNEUCTBYIOIIMMHU  TpeOOBAaHUSIMU K  PEruUCTpallMM  JAHHOW  TpYMIb
JIEKapCTBEHHBIX MpenapatoB. [Ipu TakoM mepeHoce MpOU3BOJCTBA B CIy4ae
HEOOXOJMMOCTH  BHOCATCA HW3MEHEHHS] B  PETUCTPALMOHHOE  JIOChE
JIEKapCTBEHHOIO Mpernapara.

5.7.1lpu BamumanuMu mOporecca MPOM3BOJCTBA  IPOU3BOJIUTEIIO
HE0OXO0AMMO KOHTPOJIUPOBATH BO3MOXHOCTb MOCJIEIOBATEIHLHOTO
COOJIIOJICHUS B MPOLIECCE TPOU3BOJICTBA MPOMBIIIUIEHHBIX CEPUN MPOTYKIIUH

BCEX [IOKa3aTeliell KauecTBa W NapaMeTpoB IMpoliecca ITPOU3BOACTBA,
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KOTOPBIE OMNpPEIECTIEHbl UM KaK Ba)KHbIE JJIsI TOJIJICPAKAHUS BATUAUPOBAHHOTO
COCTOSIHUS U OOECHeYeHUs] MPUEMJIIEMOr0  KadecTBa  MPOIYKIIMH.
O0ocHOBaHME TOro, Kakhe TMapaMeTphl TMpolecca MPOU3BOJACTBA U
MoKaszaTeJid KadecTBa ObUIM  ONpelneNieHbl Kak KpPUTUYECKHE  WIU
HEKPUTHUYECKUE, HEOOXOJAUMO 4YETKO JOKYMEHTHPOBaTh C  Yy4E€TOM
pPE3YIbTaTOB MEPOIPUSTUI 11O OLIEHKE PUCKOB JJIsl KaueCTBa.

5.8. BanimmanuonHbie cepuy TODKHBI UMETh TOT K€ pa3Mep, 4To U
IJJAHUPYEMBIE CEPUU MNPOAYKUHMH i1 KOMMEPYECKOTO HCIOJIb30BaHUS.
Hcnonp3oBaHue Jpyrux pa3sMEPOB BaJUJALUOHHOW CEpHUM MOPOIYKIIUU
HEoOXoAMMO O00OCHOBaTH B JOKYMEHTax [0 BalWJallUd HCXOIsd U3
KPUTHYECKUX (PAKTOPOB, BIMSIONIMX HA MPOIECC BadUAalldUd, WIH
ONPEICIIUTh C YKa3aHUEM CChUIOK Ha COOTBETCTBYIOIIME pa3jienbl [IpaBui.

5.9. Ilomemnienusi, CUCTEMBI, MHXEHEPHBIE CUCTEMbI U O0OpPYIOBaHUE,
WCIIOJIb30BAaHHbBIE Il BAJIMAAIMK TIpoIiecca MPOM3BOACTBA, JOKHBI OBITH
KBaJTU(HUITMPOBAHbL. METOIUKN HCHBITAHUHM JOKHBI MPOWTH BaTHAAIUIO
B COOTBETCTBUHU C UX MPEINOIAraeMbIM UCTIOJb30BAHUEM.

5.10. B oTHomeHMM BCe€X BHJOB MPOAYKIMU HE3aBUCUMO OT
UCIIOJB3YEMOr0 TMOAXOJa JIA KaXJAOW MPOU3BOACTBEHHOW ILIONIAJKH
JOJDKHBI OBITH JTOCTYMHBI 3HAHUS O MPOIIECCE MPOU3BOJICTBA, MOJYYCHHBIC
B peE3yJbTaTe WCCICAOBAHWNA Ha JdTamne pa3pabOTKu WIM W3 JIPYTHX
UCTOYHUKOB (TIpU OTCYTCTBUM HMHOTO OOOCHOBAHMS), KOTOPHIE JIOJKHBI
CJIY>KUTh OCHOBAHUEM JIJIsI BAJTUJAIIMOHHBIX MEPOTIPUSITHH.

5.11. IIpu 3TOM K MPOU3BOACTBY BATUJALMOHHBIX CEPUM MPOAYKIUHU
MOXET MPUBJIEKATHCA MPOU3BOJICTBEHHBIA NEpCOHAN (11 MOHUMAHUS 3TUM
MIEPCOHAIOM OCOOEHHOCTEH MPOU3BOJICTBA MPOAYKIIMHN) U TIEPCOHAT CITYKOBI
pa3paboTku win TpaHcdepa. BanupanmoHHble cepuu MPOTYKIIUUA HOJKHBI
MIPOU3BOIUTHCA OOYYEHHBIM MEPCOHAIOM COTJIACHO TpeOoBaHusiM [IpaBui ¢

HCIIOJIb30BaHUCM YTBep)KILGHHOf/’I IIPOU3BOAUTCIICM NJOKYMCHTAIINH.



17

5.12. Kpanudukanuss TOCTAaBIIMKOB KPUTHYECKUX HCXOTHBIX |
YIaKOBOYHBIX ~MaTEpHUaliOB MPOBOAUTCA JO Havajla TMPOU3BOJCTBA
BAJUJAIMOHHBIX CEpUi MPOAYKIMU. B mpoTHUBHOM ciydae HEOOXOIUMO
JOKYMEHTaJIbHO 0(OPMIICHHOE 00OCHOBaHUE UX MPUTOJAHOCTHU, OCHOBAHHOE
Ha MPUMEHEHUHU PUHIIMIIOB YIPABICHUS PUCKAMU JIJIsl KauecTBa.

5.13. Inss  oOocHOBaHMS BBIOPAHHOTO MPOCTPAHCTBA MPOEKTHBIX
napaMeTpoB (€CIM TaKoe TMPOCTPAHCTBO HCIIONB3YETCA), a TakkKe [
pa3paboOTKU  MaTeMaTH4YeCKUX  MOjeNield,  MpeJHa3HAYEHHBbIX A
MOJTBEPKACHUS CTPATErMHU KOHTPOJIA Mpolecca IPOU3BOACTBA, HEOOXOAUMO
HAJIMYME CHOCHHAJIbHBIX  3HAHWM, JIeKAIUX B  OCHOBE  Mpolecca
IPOU3BOJICTBA.

5.14. B cinywae ecnu mnocie BaduAalUMU MPEINOiaraercs BbITYCK
BaJTUAIMOHHON Cepuu MPOAYKIMU B oOpaiieHue Ha peiHke Coroza, 00 3ToM
JOJDKHO OBITh HK3BECTHO JO Hayala BaJIWJAlMHA. YCIOBUA, B KOTOPBIX
OPOU3BOJATCA TaKUE€ CEepUH, JOJDKHBI TOJTHOCTBIO COOTBETCTBOBAThH
TpeboBanusiM [IpaBwi, BadWAalMOHHBIM KPUTEPHUSIM  TPUEMIIEMOCTH,
KPUTEPHUSIM HETIPEPHIBHON BepH(PHUKAIIMK TpoIecca MPOU3BOACTBA (B clydae
X TPUMEHEHHS), a TaKKe CBEICHHSIM, YKa3aHHBIM B PETHCTPALIMOHHOM
JI0ChE€ WJIM pa3pelieHUH Ha MIPOBEICHNUE KIIMHUYECKUX UCCIEI0BAHUMN.

5.15.Ilpn Banmpauuu Tpollecca MPOMU3BOJCTBA JIEKAPCTBEHHBIX
pernapaToB ISt KIIMHUYECKUX UCCJICIOBaHUH HEO00XO0IMMO

pyKoBOJCTBOBaThCs npuitokeHnem Ne 13 k [TpaBuiam.

ConyTcTByroniasi Bajavaamus

5.16. B VUCKJIIOUUTEIBHBIX  CIy4asX  [PH  IOJOKUTEIbHOM
COOTHOUICHUM «II0Jb3a — PUCK» IS TMAUEHTa JOMYCKAaITCsS IUIAHOBOE
MPOM3BOJICTBO TPOMBIIIJIEHHBIX CEpUH JIEKAPCTBEHHOr'O IIpernapara Jo

3aBCPIICHUA BaJIHI[aHHOHHOfI nporpaMmbl 1 IIPOBCACHUC COHYTCTBYIOIHGI\/JI
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BAIManMK. Pemienne o MpoBEIECHUH CONYTCTBYIOIIEH BAIMAALMU JTOJKHO
ObITh OOOCHOBAaHO HCXOJS W3 TMOJOXKEHUNW mnyHKTa S5.17 HacTOSIIMX
TpeboBanuii, BKIIOYEHO B BAJMJAIMOHHBIA MacTep-IUIaH M YTBEPKIACHO
YIIOJIJHOMOYEHHBIM IIEPCOHAIOM.

5.17.1lpy TpuUHATAKM pEHIEHUs O TMPOBEICHUHU COMYTCTBYIOLIEH
BaJUJALMU JIOJDKHBI OBITh TIOJYyYEHbl JI0KA3aTEIbCTBA OJHOPOJIHOCTH
paccMaTpuBacMOW BaJIUJALMOHHOW CEPUM NPOAYKIMU U €€ COOTBETCTBHS
OIPEJEICHHBIM KPUTEPUSIM MPUEMIIEMOCTH. Pe3ynpTaThl U BBIBOJBI JOJIKHBI
ObITh JTOKYMEHTAJIbHO O(GOPMIIEHBI M AOCTYHHBI ISl YHOJHOMOYEHHOTO
JWIA, YJIOCTOBEPSIOIIEIO0 COOTBETCTBUE TaKOW cepuu TpeOOBaHUSM,
yCTaHOBJIEHHBbIM TmpuioxkeHuem Ne 16 k IlpaBunam, no cepruduxanuu

cepuu.

TpaauIMOHHBIA NOAXO/ K BAIMALIUN

5.18.Ilpu TpaAMIIMOHHOM TOAXOJE OIPEACICHHOE YHCIO CEpHid
rOTOBOM  MPOAYKIMM MPOUZBOAUTCA B  PYTHHHBIX  YCIOBHSIX IS
MOATBEPKIESHUSI BOCITPOU3BOAMMOCTH MIPOIEcca MPOU3BOJICTRA.

5.19. BeiOop KoJMYEeCTBa MPOU3BOAMMBIX CEpUM MPOAYKUHH U
KOJIMYECTBA OTOMpaeMbIX MpoO JOKEH OCHOBBIBATHCS Ha MPHUHIIUAIMAX
yOpaBJICHUS PUCKAMHU JUIsl KadecTBa W TO3BOJISITH YCTAaHOBUTH pabouunii
JIATa30H Bapualuid U TCHACHIMA K U3MEHEHU0. [Ipon3BoauTENO ClIeAyeT
MPEJCTaBUTh TOJIYyUYCHHBIC JaHHBIE MO paboueMy Juana3oHy Bapualui u
TeHJICHIIUH K W3MEHEHMIO JJIS €ro OIeHKU. Tpedyercss yCTaHOBHUTh
KOJIMYECTBO CEPUM MPOIYKIIMU, HEOOXOIUMBIX IJIsI TOATBEPKACHUS TOTO,
YTO B TMPOLIECCE MPOU3BOJCTBA MOXET OBITb O00ECHE4YeHO CTaOMIbHOE
MOJIydeHUE Ka4eCTBEHHOHN MPOAYKIUH, U MPEICTABUTH 00OCHOBAHHUE BHIOOpA
JAHHOTO KOJIMYECTBA CEPUN B PETUCTPAIIMOHHOM JOChE WJIM B JIOKYMEHTaX

10 BAJIUJIALINN.
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5.20. IlpuemmemMplM IS BaduJgalldMl  IIporecca  IMPOHU3BOJICTBA
CUMTACTCS TPOM3BOJCTBO KaK MHHHUMYM 3 TIOCJIEIOBAaTEIbHBIX CEpHUi
OPONYKIMK TPU PYTUHHBIX YCIOBMSX, €CIM OTO HE BCTyNaeT B
IPOTUBOpPEUYUE C TMOJOXKEHUsIMHU MyHKTa 5.19 Hacrosumx TpeOoBaHwMii.
MoseT ObITh 0OOCHOBAaHO MHOE KOJMYECTBO CEPUMl MPOAYKIMH, MPUHUMAs
BO BHHMAaHHE WCIIOJb30BaHWE CTAaHIAPTHBIX METOJOB IPOU3BOJCTBA U
HAJIMYHE YK€ TMPUMEHSIEMBIX Ha MPEANPHUSATAN aHAJOTHYHBIX TPOIECCOB
NPOU3BOACTBA WJIM  AHAJOTUYHOM  MPOAYKIMHU. JOMOJHUTENBHO K
NepBOHAYAILHOW BAJIMJAIMU C UCIIOJIB30BAHUEM 3 CEPHil MPOIYKIIUA MOTYT
noTpeOoBaThbCsl JaHHBIC, MOJYYECHHbIC MPU MPOU3BOJACTBE IMOCIEIYIOIINUX
CepUil U SBJISIIOIIMECS YaCThIO MPOJI0JIKAIOIIECsl Bepu(uKaIMy mpolecca.

5.21. JlomxkeH OBbITh MOJATCOTOBJIEH MPOTOKOJ BajduJalluM IIpoiiecca
MPOU3BOJICTBA, ONPEACISIONINN KpuThueckue napameTpsl npouecca (CPP),
Kputndeckue nokasarenu kadectBa (CQA) U CBSI3aHHBIE C HUMU KPUTEPHUH
MPUEMIIEMOCTH, KOTOPBIE JOJKHBI OCHOBBIBATHCS HA JAHHBIX, MOJYUYECHHBIX B
npoiiecce pa3pabdOTKM JIEKAPCTBEHHOTO TMpernapara, WKW CBEACHUSAX O
MPOIIECCe €ro MPOU3BOJICTBA, KOTOPhIE ObLIN paHee 3aI0KyMEHTUPOBAHBI.

5.22. TlpoToKoabl BadWJAMK MpOIlECCa TPOU3BOACTBA  JTOJKHBI
BKJIIOYATh B Ce0s CIEAYIONTYI0 HHpOpMaIuio (HO He OTpaHUIMBATHCS ei):

a) KpaTKoe OMHMCAaHHWE IMpOoIlecca MPOU3BOJCTBA M CChIJIKA Ha 3aIlUCH,
Kacaromyecsl IPOU3BOJICTBA U YIAKOBKH CEPUH MPOTyKIIHH;

b) byHKIMK ¥ 00s3aHHOCTH MEpCOHAA;

C) KpaTKuii 0030p KPUTHYECKUX IOKa3aTeled KadyecTBa, TPEOYIOMIUX
WCCIICJIOBAHMS;

d) kpaTkuii 0030p KPUTHYECKUX MApaMETPOB IMpoIlecca MPOU3BOJICTBA

H CBA3aHHBIX C HUMHU IIPCACIIOB;
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e)KpaTkuii  0030p Jpyrux (HEKPUTUYCCKUX) IIOKa3aTeled U
napaMeTpoB, KOTOpbIE OYIyT HCCIEIOBATHCS HWIM MOHUTOPHUPOBATHCS B
npoiiecce MPOBEICHUs BaTUJallN, U YKa3aHUE IPUYNH UX BKIIIOUCHUS;

f) mepevenp McCHoOaB3yeMOro 00OpYAOBaHUS M CUCTEM O0OPYIOBAaHHUS
(BKJIIOUAsT M3MEPUTENIbHOE, 3aluchiBaroliee OOOpYyJIOBAaHHE) BMECTE C
JTAHHBIMU O €r0 KaJIMOpOBKE;

g) mepeyeHb MCIOJIb3YEMbIX aHATUTHYCCKUX METOJHMK M CBEACHUSA 00
WX BaIMAAIIUA (€CTM TPUMEHUMO);

h) cBencHuMs 0 peiaracMbIX MEPOTIPUATHIX
BHYTPHUIIPOU3BOJCTBEHHOTO KOHTPOJII C KPUTEPUSIMU MPUEMIIEMOCTH,
a Takke 000CHOBAaHHE MPUYHH BHIOOPA KaXOTO TAKOTO MEPOTIPHUATHS;

1) cBelecHUsT O  TPOBOJMMOM  JOMOJHUTEIBHOM  TECTHPOBAHHH
(C KpUTEPUAMU TPUEMIIEMOCTH);

J) ian oTOopa npod u ero 000CHOBAHUE;

K)ucnonb3yeMbie  METOJBI  PErMCTpPAIlMU  [apaMeTpoB  Ipolecca
IIPOM3BOJICTBA U OIICHKH €r0 Pe3yJIbTaTOB;

|) mpouiecc BbBINyCKa cepuu MNPOAYKIMH B OOpalleHHWE Ha pPBIHKE
Coro3a u BbIJauu cepTUdUKaTa Ha CEPHUI0 MPOAYKIIMU YIOJTHOMOUYCHHBIM

JIMIIOM IIPOU3BOAUTCIIA.

HenpepriBHas Bepudukaims mpoiecca mponu3BoICTBA

5.23. Jlns mpoaykiuu, pa3pabOTaHHOM C TOMONIIBIO  TOAXOJIa
«Ka4ecTBO yepe3 Au3aiiH» (B ciydae e€ciid BO BpeMs pa3padOTKu Ha OCHOBE
HAay4YHBIX JaHHBIX OBUIO  YCTAaHOBJIEHO, YTO PYTHHHBIM  Mpolecc
MIPOU3BOJICTBA 00ECIIEUNBACT BBICOKYIO CTETICHb YBEPEHHOCTH B KA4ECTBE
OpOAYKIMHU), B KAueCTBE aJbTEPHATUBBI TPAJUIHOHHOMY TMOAXOTY
BaJIUJIAlIMM  TIpollecca  IPOU3BOJCTBA  HUCIIOJB3YETCS  HENpepbIBHAS

BepuduKaIus rnpoiecca.
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5.24. HeoO6XxoauMo OmNpenenuTh METOJ] HEeNpephIBHOW BepUUKAIIUU
nporecca. Takke JomkHA OBITH OINpEJeiIeHa W HaydHo OO0OCHOBaHa
CTpaTerus KOHTpOJid s TpeOyeMblX IOKa3aTeledl  MOCTyHarolux
MaTepuaioB, KPUTHYECKUX TIIOKa3aTejlell KadecTBa U KPUTUUYECKHUX
napaMeTpoB Ipollecca MPOM3BOJCTBA ISl TMOJATBEPKICHUS PpeaU3aluu
NPOAYKIMU, BKJIIOYAs OIEHKY CTpPaTeruud KOHTPOJIA YIMOJIHOMOYEHHBIMU
opranamu  (opranuzanusmMu). B KadecTBE  MHCTPYMEHTOB  MOTYT
UCIIOJIb30BaThCs  MpollecCHO-aHanmuTuyeckass  TexHonorus (PAT) wu
MHOTOMEPHBI  CTaTUCTHYECKUM KOHTPOJIb  Mpolecca MPOU3BOICTBA.
[IpousBoguTento HEOOXOAUMO OMNPEACIUTh W B MNHUCHBbMEHHOU (opme
000CHOBaTh BBIOOP KOJIMYECTBA CEPUM MPOAYKIIUH, HEOOXOIUMBIX JIJIs
MOATBEPKICHUSI BBICOKOM CTENEHU YBEPEHHOCTH B TOM, 4YTO TMPOIECC
NpPOU3BOJICTBA  TO3BOJSIET  CTaOWMJIBHO  OOECleYuBaTh  IOJY4YEHUE
KaQ4ECTBEHHOW MPOAYKIIHH.

5.25. [lpuHnmnel, omucaHHble B myHKTax 5.1 — 5.14 Hacrosmmx
TpeOGoBanuii, MPUMEHSIIOTCSA MPU MPOBEACHUN HENPEPBHIBHOW BepuUKaIUU

npounecca mMponu3BoACTBA.

I'uGpuaHbIi TOIX0N

5.26. T'uOpunHpli  TOAXOM, MPEAYCMATPUBAIONINN  NPUMEHEHHUE
TPAJUIIMOHHOTO IMOJIX0Ja B KOMOWHAIIMK C HENPEPHIBHOW BepHpHUKAIUEH
mpoiecca MPOU3BOJICTBA, MOXET ObITh HCIOJb30BAaH NPU  HAIUYUU
3HAYUTEIPHOTO O00BbEMa 3HAHWW O NPOAYKIMU, 3HAHUM U TOHUMAHUS
npoiecca MIPOU3BOJICTBA 9TOM MPOAYKIIUH, OCHOBAHHBIX Ha
MPEJIIIECTBYIONIEM OIBITE MPOU3BOACTBA U JAHHBIX O MPOM3BEICHHBIX paHEe
CepHUSIX MPOIYKIIUH.

5.27. T'uOpUaHBIA MOIX0/I MOXKET TaKXKEe MCIOJIb30BATHCS ISl JIFOOBIX

JIEUCTBUI 110 BAJIUIALMU T1OCIIE U3MEHEHUN UJIM BO BPEMS MPOIOJLKAIOIIENUCS
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Bepu(HKaMKA Tpolecca IMPOU3BOJACTBA, MNAKE €CIM HM3HAYAIBbHO ObLI

MPUMEHEH TPAAULIUOHHBIN TOAXO.

[Iponomxatomasicsi Bepudukaius npoiecca nporu3BoACTBa
B X0JI€ JKM3HEHHOTO ITUKJIa

5.28. Ilonoxxenuss myHKTOB 5.28 — 5.32 mnHacrosmux TpeboBaHuit
OPUMEHUMBI KO BCeM 3 MOAXOJaM K BajWJallMMd Tpoliecca MPOU3BOACTBA
(TpaIMLMOHHOMY TMOAXOAY, HENPEPbIBHOW BepU(DHUKAUIUA U TUOPUIAHOMY
MOJX0TY).

5.29. TlpousBoautenssM HEOOXOAMMO OCYIIECTBIATbH MOHUTOPUHT
KauecTBa MPOAYKIMA U OIEHUBATh PEJIEBAHTHBIC TEHJCHIUMU MpoIecca
NPOM3BOACTBA B  IENAX  OOECNeYeHUs  TapaHTUd  TOJAJASp KaHHs
KOHTPOJIUPYEMOTO COCTOSIHHS TPOIYKIIMH Ha TPOTSHKEHUH €€ JKM3HEHHOTO
IIUKIIA.

5.30. O6beM © MEPUOIUYHOCTH MPOJOJDKAIOIICHCS BepudUKauu
mpoiiecca MPOU3BOACTBA MMOJICKAT PETYJSIPHONW OLIEHKE MPOU3BOJUTEIIEM
JIEKapCTBEHHOT'0 TperapaTra, Tak Kak B JIOOOW MOMEHT >KH3HEHHOTO IMKIIa
MPOIYKIIMK MOYKET TOTPeOOBaThCS WX H3MEHEHHE, MCXOII W3 W3MEHEHUS
MOHMMAaHMsI TIpoIlecca TMPOM3BOJACTBA, a TaKXKE MPUTOJHOCTH TIpolecca
MPOU3BOJICTBA MIPH €0 MPOIOJIKAIOIICHCS BepuDUKAIUH.

5.31. HeoO6xoauMoO OCYIIECTBIATh MPOJIOKAIONIYIOCS BEPHUDHUKAIINIO
mpolecca Mpou3BOACTBA B COOTBETCTBUU C YTBEPIKIACHHBIM MPOTOKOJIOM HITH
OKBUBAJICHTHBIM JOKYMEHTOM, a Takxke pa3pabotarh (opmy otuera mjs
JOKYMEHTHPOBAHUS IIOJYyYEHHBIX pe3ysibTraroB. llpm HeoOxomaumocTh
JOJDKHBI ~ OBITh  WICTIOJIB30BAaHBI ~ CTAaTUCTUYECKUE HMHCTPYMEHTHI IS
MOATBEPKICHUSI BBIBOJIOB, KACAIOMINXCS BapHaOEIbHOCTH W BO3MOKHOCTEH
YKa3aHHOTO Tpollecca MPOU3BOJICTBA, a TaKXKe Il 00ECIIeUeHUs TapaHTUU

COXpPAaHCHU KOHTPOJIUPYCMOT'O COCTOAHUA.
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5.32. [Ipogomxaromrytocs BepuUKAIIMIO TIpollecca MPOU3BOJCTBA
HEOOXOAMMO HCIOJIb30BaTh HA TPOTSHKEHWHM BCEro JKM3HEHHOTO ITMKJIA
NPOAYKIIUU IS TIOJJICpXKAHUS €€ BaJWJIMPOBAHHOTO CTaTyca, KOTOPBIN
JOJDKEH OBITh yKa3zaH B 0030pe 1o kadecTBy. Kpome Toro, HeoOXomammo
paccMaTpuBaTh BOMPOCHI O BHEAPCHUU B JAJIbHCHIIEM JIOMOJHUTEIBHBIX
W3MEHEHHUH B TIPOIIECC TIPOI0JDKAIOIICHCS BepupUKaIny, a Takke 00 OICHKE
HEOOXOIMMOCTH OCYIICCTBIICHHUS JOTOJHUTEIbHBIX JCUCTBHIA (HampuMmep,

pacIIMpeHHOro 0Toopa Mpoo).

6. Bepuduxanus npoiiecca TpaHCIIOPTUPOBKH

6.1. ['oToBass nexkapcTBEHHasi MPOJYKLUs, JEKAPCTBEHHbIE Mpenaparhbl
JUISl KIIMHUYECKUX HCCIE0BaHUM, Hepac(hacoBaHHAs MPOAYKLMS U 00pa3iibl
JEKAapCTBEHHBIX  MpenaparoB  JODKHBI  TPAaHCIOPTUPOBATBHCS  OT
IPOU3BOJICTBEHHBIX IUIOLIAJ0K COIJIACHO YCJIOBHUSIM TPAHCHOPTUPOBKH,
YKa3aHHBIM B PETUCTPAIMIOHHOM JIOCh€ JIEKapCTBEHHOrO Ipenapara u
crelu(pUKalrU, COTJIACHO YTBEPKACHHON MapKUPOBKE WM UHBIM YCIOBHUSIM
TPAHCTIOPTHPOBKH, TTAPAMETPhI KOTOPHIX 00OCHOBAHBI MPOU3BOAUTEIIEM.

6.2. Bepudukanus TpaHCHOPTUPOBKU MOXKET OBITH MPOOJIEMAaTUYHON
u3-3a OOJIBIIOTO KOJMYECTBA PAa3IUYHBIX (PAKTOPOB, TEM HE MeHee
MapuIpyThl TPAHCHIOPTUPOBKHU AODKHBI OBITh 4eTKO omucaHbl. Ce30HHBIE
U3MEHEHUS U JApyrue u3MeHsomuecs QakTopbl AOKHBI OBITh TaKkKe
paccMOTpEHbI B X0/ BEpUPHUKAIIUU TPAHCIIOPTUPOBKHU.

6.3. lms paccMOTpeHHs BIMSHHS Ha TPOLECC TPaHCIOPTUPOBKHU
U3MEHSIOMMUXCSL (PaKTOPOB, OTJIUYHBIX OT TE€X, KOTOPHIE KOHTPOJIUPYIOTCS
WIM  TIOJIBEprarOTCsS  MOHUTOPUHTY  (Hampumep,  3aepKKd  IpHU
TPAHCIIOPTHPOBKE, COOEB B YCTPOWMCTBAX pErucCTpalid JaHHBIX, JOJUBA
AKHUJIKOTO a30Ta, YyBCTBUTEIHHOCTH MPOIYKIIUU U IPYTUX COOTBETCTBYIOIINX

q)aKTOpOB), HCO6XOI[I/IMO MMPOBOJNUTH OLCHKY PUCKOB IJIsI KAa4YCCTBA.



24

6.4. [TockonbKky B XOJ€ TPAHCIOPTHPOBKH BO3MOXKHBI H3MEHEHUS
YCIOBHM BHEIIHEH Cpelbl, HEOOXOJUMO OCYLIECTBIATh HEMPEPHIBHBIN
MOHHUTOPUHI M PETUCTPALMIO JIOOBIX KPUTHYECKUX YCJIOBHM BHEUIHEH
Cpenbl, BO3JACHUCTBUIO KOTOPBIX MOYKET IIOABEPrarbCA NPOMYKIUSA, €CIIU

TOJIBKO IIPOU3BOAUTCIICM HEC 000CHOBaH O0TKa3 OT TaKOI'0 MOHHUTOpHUHTA.

/. Banunaius npoiiecca yrakoBKH

7.1. I3MeHeHre  TEXHOJOTHYECKMX [apaMeTpoB  00OpyAOBaHUS,
B OCOOEHHOCTM MapaMeTpoB OOOPYIOBaHMs, HCIOJIb3YEMOIO B IIpOLECCEe
NEPBUYHOM YIIAKOBKH, MOXKET OKa3aTb CYLIECTBEHHOE BIUSHHE Ha
LEJIOCTHOCTh M Hajuiexkaliee (yHKIMOHUPOBAHWE YNAKOBKHU (HampHUMep,
OJIMCTEphl, callle U CTEPUIIbHBIE KOMIIOHEHTHI), MO3TOMY OOOpYJIOBaHUE,
UCIIOJIb3YEMOE B paMKax IPOLIECCOB IIEPBUYHOW U BTOPUYHOU YIIAKOBKHU
TOTOBOM U HepachacoOBaHHON MPOTYKIINH, TOJKHO OBITh KBATU(UIIUPOBAHO.

7.2. Kpanmudukanuss obopyaoBaHus, 3aJeHCTBOBAHHOTO B Mpollecce
NEPBUYHOM YMAKOBKH, JOJKHA OBITh MpOBEJAEHA IMPU MHUHUMAIBHBIX U
MaKCUMaJlbHbIX 3HAYEHHUSX, YCTAHOBJIECHHBIX ISl KPUTHUYECKUX MMapaMeTpoB
mporecca, TaKuX Kak TeMIeparypa, CKOpoCcTh paboThl 000pyAOBaHUS,
yCUJIME CKJICHKM (3amaiKu), Uiy AJid JO0BIX APYrux (PakTOpOB, BIMSIIOIIMX

Ha MPOLECC TEPBUYHON YIIAKOBKH.

8. KBanudukarus WHXEHEPHBIX CUCTEM

8.1. KauectBo mapa, BOJibl, BO3/lyXa, APYTUX ra30B U T. I1. JJOJDKHO OBITh
MOJATBEPKIACHO MPOU3BOJUTEIEM JICKAPCTBEHHBIX [MpENapaToB MyTEM
BBITOJIHEHUSI COOTBETCTBYIOIIMX MCCIEIOBAaHUN IMOCIE€ MOHTaXa C y4€TOM
TpeOOBaHMI K KBalu(UKAIMK, YyKa3aHHBIX B pas3fene 3 HACTOSIIUX

TpeboBaHuUiA.



25

8.2. JInutenpbHOCTh B 00beM KBaTU(DUKAIIMHU JTOKHBI OTPaKaTh JIO0BIS
CE30HHBIC W3MCHCHHS (B Clly4ae, €CIM TaKhe W3MCHCHHsI OKa3bIBAIOT
BIIMSIHUE Ha OOBEKT KBaIM(UKAIIMM), a TAKKE YUHUTHIBATh MPEAIOIaracMoe
Ha3HAYEHHUE WH)XCHEPHON CHCTEMBI.

8.3. /s mpemoTBpalieHuss BOSHUKHOBEHHUS HETOJIAA0K 000pya0BaHUS
B ClIy4ae TOTCHIIMAIBHOTO MPSIMOTO0 KOHTAKTa C MPOAYKIMEH (Hampumep,
CHUCTEMbI OTOTUICHHS, BEHTWISIIMM W KOHIWIIMOHUPOBAHUSA BO3IyXa) WU
KOCBEHHOT'O KOHTaKTa C TMPOAYKIHMEH (Hampumep, TEmI000MEHHHUKOR)

H€O6XO,HI/IMO IMPOBOJAUTH OLCHKY PUCKOB JJIXI KAQUCCTBaA.

9. Banmupanus aHaIUTUYECKUX METOIUK

9.1. Bce aHAJINTUYCCKHE METOJHKH, UCII0JIb3YEMBIC VIS
KBaTU(DUKAIMY, BaIUJAllMd WM BaJUJAIMU OYUCTKU, JOJDKHBI OBIThH
BaJUUPOBAHbl B OTHOIIICHUM MPEJCIOB OOHAPYKEHUS U KOJIUYECTBEHHOTO
ompeaeseHus (Mpu HEOOXOIUMOCTH) COTJIACHO yKa3aHUsIM TjiaBbl 6 dacTu |
[IpaBui.

9.2. Ilpu mpoBeAeHUU MHUKPOOHOJOTMYECKUX HUCHBITAHUN NPOAYKIUU
METOJIMKa TECTUPOBAHUS JOJDKHA OBITh BAIMAMPOBAHA JIJIs TTOATBEPHKICHUS
OTCYTCTBUS aHTUMUKPOOHOTO JACHCTBHS TPOAYKIUU.

9.3. Ecniu mpoBOAUTCS MUKPOOMOJIOTHYECKUN KOHTPOJIb MOBEPXHOCTEH
YUCTBIX TOMELIEHUM, METOANKA YKA3aHHOT'O KOHTPOJISI OJICKUT BaTUJAlUN
JUIS. TIOATBEPIKICHUSI OTCYTCTBUS aHTUMHUKPOOHOTO JEHCTBUSI CO CTOPOHBI

MOIOIIMX U JIE3UHPUITUPYIOMIUX CPECTB.

10. Banmupgaims oumucTku

10.1. Baguganust OYHMCTKM  JOJDKHA  MPOBOJHUTBCA € IEJIBIO
noATBEepKIAeHUS A(OPEKTUBHOCTH  IPOIEAYPHl  OYHUCTKH I BCETO

o0Opy/OBaHUs, KOHTaKTUpylOIero ¢ npoaykuuer. Ilpum  Hamuuuun
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COOTBETCTBYIOIIETO HAy4YHOTO OOOCHOBAHMS JOMYCKAETCS HCIOJIb30BAHHE
MOJETUpYyIOmUX  BemecTtB.  [Ipy  UCHONB30BaHUM  OAHOTHUITHOTO
000pyOBaHUS CYIIECTBYET BO3MOXKHOCTh BBIOOpA CHENM(PUYHBIX €IUHUIL
o0OpyIOBaHUS [JIi TPOBEACHUS BaIWAAMM OYMCTKU TMpPU HAIWYUHU
COOTBETCTBYIOIIETO 0OOCHOBAHUSI.

10.2. BusyanpHasi poBEpKa YHCTOTHI SIBIISETCS BaXXHBIM KPUTEPHEM
IPUEMJIEMOCTH TP BaJUJAlUA OYUCTKU, TEM HE MEHEEe TOT KPUTEpUMl He
JOJDKEH TPUMEHATHCS B KauyecTBE EIUHCTBEHHOro. IlpuemiieMbiMu
CUMTAIOTCA MOAXO0/bI, HE UCIOJIb3YIOIINE TOBTOPHYIO OYUCTKY U MOBTOPHOE
TECTUPOBAHWE JO MOMEHTAa JOCTIDKCHHS COOTBETCTBUSI KPUTEPHUSIM
IPUEMJIIEMOCTH.

10.3. B cBsi3u ¢ TeM, YTO BBINOJHEHKE TPOrpaMMBbl BaTUAAIIUU OUUCTKU
TpeOyeT OINpeAeIEHHOTO BPEMEHH, [Js HEKOTOPbIX BHJOB MPOIYKLHH,
HaAIMpUMep MpenapaToB sl KITMHUYECKUX HUCIIBITAHUN, MOXKET MOTPEOOBATHCS
BaJIMJIalMs ¢ BepU(UKAIIMEH OYUCTKHU TOCIIEe KaXJIOW cepud MpoAyKuuu. B
pe3ynbraTe BepU(UKAIMK TPOU3BOJCTBEHHOTO TIpollecca JODKEH OBITh
nmojiyueH OOBEM  JaHHBIX, TO3BOJIIOMIMKA  TOATBEPAMTH  YUCTOTY
000pyAOBaHUS U BO3MOKHOCTb €0 JaJIbHEHIIETr0 UCIOIb30BaHUS.

10.4. ITpu BaJIWIALIUH HE0OXO0AMMO YUUTHIBATh YPOBEHB
aBTOMATHU3AIMH TMpoIlecca OYUCTKH. [Ipu MCOIp30BaHUM aBTOMATHYECKOTO
mpolecca OYUCTKM JIOJDKEH OBbITh  BaluAupoBaH paldouuii  auana3zoH
apaMeTpOB MHKEHEPHBIX CUCTEM U 000PYI0BaHUS JIsi OUHCTKH.

10.5. lnst Bcex mpOLIECCOB OYMCTKH HEOOXOAMMO MPOBOAHTH OIICHKY
B IIEJISIX BBISBIICHUS] M3MEHSIOMMXCA (HAKTOPOB, KOTOPHIE MOTYT BIIUSTH Ha
npoBenieHre U 3PQGEKTUBHOCTh OYUCTKHU (IIEPCOHAN, YPOBEHb JETaIN3alluu B
npoueaypax (HampuMmep, KpaTHOCTh orojackuBaHui) u 1. 1.). [locre
BBISIBJICHHS TakuX (AKTOpPOB IS BaJlWJallUd OYUCTKH HEOOXOIUMO

HCIIOJIBb30BATh YCIIOBHA «HAUXYALICTO CJIydasi.
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10.6. [IpenenpHBIC 3HAYEHUS TIEPEHOCA OCTATKOB MPOMYKIMH JOJIKHBI
OCHOBBIBAaTbCSl HA TOKCHUKOJOTHYECKOW OIICHKE MPOAYKIHUU, MPOBEICHHUE
KOTOpOH MPEeaycCMOTPEHO PyKOBOJCTBOM IO YCTAaHOBJIECHUIO JOMYCTHUMBIX
IpeaesioB BO3JICUCTBHS HA 3/I0POBBE B LIENSAX MIACHTU(PUKALMHU PUCKOB IMPHU
MIPOM3BOJCTBE JICKAPCTBEHHBIX CPEACTB Ha OOIMMX TPOU3BOJICTBEHHBIX
(TEXHOJIOTUYECKNX) JIMHUAX, YTBEepXkKIAeHHbIM Pemennem  Kommerun
EBpasuiickon 3xoHOMHMYecKOM komuccnu OT 14 suBaps 2020 r. Ne 1.
O6ocHOBaHME BBHIOPAaHHBIX MPEAEIbHBIX 3HAYEHHUM JOJKHO TOKYMEHTAJIBHO
opopMIIATECSI B paMKax OIEHKM PHUCKOB C YKa3aHHEM CCBUIOK Ha
UCIOJIb3YEMbIE€ UCTOYHUKH JTAHHBIX. JIOMKHBI OBITH YCTAHOBJIEHBI MPEICIIbI
JUISL  TIOATBEP)KICHUS YAAJICHHS JIFOOBIX HCIIOJB3YEMBIX JI€TEPTCHTOB.
Kputepun mnpuemMieMocTH JOJDKHBI —TaKXKe YYUTHIBAaTh BO3MOJKHBIN
KyMYJSTUBHBIH  9(PGEeKT Tpu  HCIOIb30BAHUM  HECKOJBKUX  €IUHUIIL
00OpyZ0BaHUSI B TEXHOJIOTUYECKOM cXeMe IpoLecca.

10.6.1. TepaneBTH4eCKHEe MaKPOMOJIEKYJbl W TENTHABl MOJBEPKEHBI
JAerpajaliii W JIGHATypallud TOJl  BO3JCHCTBHEM  AKCTPEMalbHBIX
3HaueHu PH u (unu) HarpeBaHusi U CIIOCOOHBI TEPATH (PAPMaAKOIOTUUYECKYIO
aKTUBHOCTh. [l03TOMy  TOKCHKOJIOTMYECKasi OIlEHKa MOXET  OBbITh
HEMPUMEHNMA MPHU yKa3aHHBIX 00CTOSTENbCTBAX.

10.6.2. Ecmu HEBO3MOXKHO MPOM3BECTH CHEIU(PUICCKOE TECTHUPOBAHKE
OCTaTKOB TPOAYKIIMH, JOIMYCKAeTCS TPOBEICHHE KOHTPONIS  JIPYTHUX
MIOKa3aTeIIbHBIX napaMmeTpoB, HanpuMep COJIepKaHuUs o011ero
OpPraHUYECKOTO yTIIEPOIa UITH JIEKTPOIPOBOTHOCTH.

10.7. IIpu pa3paboTKe MPOTOKOJIOB BAIUIANNUA OYUCTKA HEOOXOIMMO
YYUTHIBATh PHUCKA MHUKPOOMOJOTHYECKOTO 3arpsi3HCHHUS W 3arps3HEHUs
9H/IOTOKCHHAMH.

10.8. Biiusinue BpeMeHM XpaHEHUsi 000pYyJO0BaHHUS IMOCIE 3aBEPILICHUS

MPOU3BOACTBA MEPEI OUYUCTKOM M BPEMEHH MEXKAYy OYUCTKOM U
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UCIIOJIb30BaHUEM OOOpYAOBAHUS JIOJHKHO NPUHUMATHCA BO BHHUMAHHUE IS
ONpENEICHUs BPEMEHU XpaHEHUs OOOpYJIOBaHUS B 3arps3HEHHOM U
OYUIIICHHOM COCTOSIHUSIX.

10.9. Ecnu ocyuiecTBisieTcsl IpOU3BOJCTBO MO MPUHLUITY KaMIIaHUH,
HEOOXOAMMO OLEHMBATH BO3MOKHOCTH OYMCTKM B KOHIE KammaHuu. [Ipum
TOM MaKCHMaJIbHasl JJINTEIbHOCTh KaMIIaHUU (B €IMHUIIAX BPEMEHU U (UJIH)
KOJIMYECTBE CEpUN MNPOAYKUMHU) JIOJDKHA YUYUTHIBATHCS MpPU MPOBEICHUU
BaJIMIALUNA OYUCTKH.

10.10. Ecniu st BanuaalMM  OYMUCTKH MPUMEHSETCS TMOAXOA C
UCIIOJIb30BAHUEM MPOAYKLUMU B  YCIOBUSAX «HAHUXYALIETO  CIydash,
HEOOXOAMMO JaThb HaydyHOe OOOCHOBaHME BbIOOpa BHUAA NPOIYKLHUH,
UCIIOJIb3YEMOTO B YCIOBUAX «HAUXYJIIEro cllydyas», a TakKe MPOBOJIUTH
OLICHKY BJIMSHHUS HOBOM MPOAYKIMHM Ha BBIOOp YCIOBUN «HAUXYAIIETO
ciydasi». Ilpu ocyiiecTBI€HMN YKa3aHHOTO BbIOOpAa MOTYT MPUHUMATHCS BO
BHUMAaHUE TAKWE KPUTEPUU, KaK pacTBOPUMOCTh, JIETKOCTb OYHCTKH,
TOKCHUYHOCTb U aKTUBHOCTb.

10.11. IIpoTokoabl BadUAAlMd OYUCTKH JOJDKHBI OMHUCHIBATH TOUYKHU
orOopa mpod WM COJEp)KaTh CCHUIKM Ha HUX, OOOCHOBBIBATH IMPHUUYHHBI
BbIOOpa JaHHBIX TOYEK, a TAKXKE ONPENEISITh KPUTEPUU MPUEMIEMOCTH IS
KaXJI0M BEIOPAaHHOW TOYKH.

10.12. ITpoObI HEOOXO0AUMO OTOMpPATh METOJOM B3SITHUS CMBIBOB C
NOoBEpXHOCTEW H (MiaM) NOpo0 KUAKOCTH TOCIE OIOJACKUBAHMS JHOO
JPYTMMH METOJIaMU B 3aBHCHUMOCTU OT TUIa 000pynoBaHus. MaTepuansl U
MeToAbl O0TOOpa MpoO HE JOJDKHBI OKa3blBaTh BIMSHUS HA IOJIy4aeMble
pe3yabTaTel. HeoO0XoaumMo mpoIeMOHCTPUPOBAaTh BO3MOKHOCTh U3BJICUEHUS
BEIIECTB CO BCEX MAaTepUajoB O0OpPYJOBaHUSA, KOHTAKTUPYIOLIETO C
MPOJYKIIMEH, MPU UCIIOJIb30BAaHUU BCEX MPEIYCMOTPEHHBIX METOJI0OB O0TOOpa

po0.
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10.13. Yto0Os! moka3aTh, 9TO METOJ OYHUCTKH BAJTMIUPOBAH, MPOIEAYpa
OUKMCTKHU JOJDKHA OBITh BBIMIOJHEHAa COOTBETCTBYIOIIEE KOJUYECTBO pas,
OTIPE/ICIICHHOE Ha OCHOBE OIICHKU PHCKOB, U COOTBETCTBOBATH KPHUTEPHUSIM
MIPUEMJIEMOCTH, YCTAaHOBJICHHBIM MTPOU3BOAUTEIIEM JIJIST OUMCTKH.

10.14. Eciiu mporiecc ouncTKu HEA(D(PEKTUBEH WIM HE MOIXOIUT IS
KaKoro-nubo o0opyAoBaHUs, HEOOXOJIMMO HCHOJb30BaTh CIELHAIBHO
BBIJICJIEHHOE JJIsl MPOU3BOJICTBA JICKAPCTBEHHOTO Ipernapara 000py0BaHKE
WM TIPUMEHSATHh COOTBETCTBYIOIIME MEPhI ISl KaXJIO0T0o BHIA MPOAYKIIHH
corjlacHo yka3anusiM riaB 3 u S yactu [ [Ipasui.

10.15. B ciywyae WHCHOJB30BaHUS PYYHOM OYHUCTKA OOOPYIOBaHUS
HEOOXOIUMO  MOATBEPXAaTh  APPEKTUBHOCTH  TAaKOM  OYHCTKH  C
MEPUOJUYHOCTEIO, YCTaHOBJICHHOM Ha OCHOBE MOJTYYEHHBIX

OKCIICPUMCHTAJIbHBIX JAHHbIX.

11. KoHTpoJsib U3BMEHEHUH MpOolLIecca MPOU3BOJICTBA

11.1. IIpomiecc paboTBl € HU3MEHEHUSMH TIpoOIlecca TPOU3BOACTBA
SIBJISIETCS BAXKHBIM KOMIIOHEHTOM IPOIecca YIIPABJICHUS 3HAHUSIMU U JIOJDKEH
OCYILIECTBIISATHCS B paMKax (hapMalieBTUUECKOM CUCTEMbI KaUeCTBA.

11.2. JomxHBI OBITh HOKYMEHTHPOBAHBI MPOIEAYPHI, ONUCHIBAIOIIHE
XapakTep JEWCTBUW, COBEPIIAEMBIX B Cllydae MPEIJIOKEHUSI IJIAHOBOTO
U3MEHEHHS  MCXOJHBIX  MAaT€pHAIOB,  KOMIIOHEHTOB  MPOAYKIIHH,
000pyI0BaHUs, TTOMEILEHHM, MEPEUHs BBIMTYCKAaeMOU MPOAYKIIUM, TIpoIecca
MPOU3BOJICTBA WJIM METOJIMKHA TECTHUPOBAHUA, pa3Mepa CEepUU MPOIYKIIHH,
MPOCTPAHCTBA MPOEKTHBIX MapaMeTPOB WM WHOTO WU3MEHEHUsS B TEUCHUE
KU3HEHHOrO0 IMKJa MPOAYKIHH, KOTOPOE€ MOXKET OKa3aTh BIMSHUE Ha
Ka4eCTBO MPOAYKIMU WA BOCHPOU3BOJIUMOCTh IIPOIIECCa TPOU3BOJICTBRA.

11.3. Ilpy wucCHoOIB30BaHUU KOHIICMIIMK TPOCTPAHCTBA MPOECKTHBIX

apaMeTpoB MPOU3BOJUTEIO HEOOXOAUMO:
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OIIEHMBATh W3MEHEHMS IMPOCTPAHCTBA MPOEKTHHIX MMapaMeTPOB IyTeM
CpPaBHEHMSI C JJAaHHBIMU PETUCTPALIMOHHOTO JIOChE;

OLICHHUBATh HEOOXOINUMOCTD PUHATHS COOTBETCTBYIOITUX
PETYIISITOPHBIX IEHCTBUM.

11.4. JIng OLICHKHW 3alUIaHUPOBAHHBIX M3MEHEHUW, B YAaCTHOCTH ISl
OMNpE/CJICHUs] MOTCHIMAJbHOIO BIMSHUS HA KauyeCTBO  MPOIAYKIIHH,
(dbapMalleBTUUECKHUE CHCTEMbl KadecTBa, JIOKYMEHTAlUIO, BaJIUJIAIIMIO,
PEeTyJISITOPHBIM CTaTyC, KaIuOPOBKY, OOCHy)KMBAaHHE, a TakKe Ha JIOObIe
JIPYyTUEe CUCTEMBI, C 1IEJIbIO0 MIPEIOTBPAIIEHUS] HENPEABUACHHBIX MOCIEACTBUI
Y TJITAaHUPOBAHUS HEOOXOIUMBIX ACHCTBUH 110 BAIMIANHU, BEpU(PUKAIIUNA HITH
MOBTOPHOM KBaJu(UKaIu npoiiecca MIPOU3BOICTBA JIOJDKEH
UCIIOJIb30BaThCsI MPOIIECC YIPABICHUSI PUCKAMHU JIJISI KAYECTBa.

11.5. UsmeHeHus [OJDKHBI  OBITH  COTJIACOBaHBI M YTBEP KICHBI
OTBETCTBEHHBIMHU JIUIIAMHU WJIW BBITTOJHSIONIAM COOTBETCTBYIOIIHNE (DYHKITUN
MIEPCOHAJIOM COTJIACHO (papMalleBTUYECKOM CUCTEME KaueCTRa.

11.6. HeoOxoaumo MIPOBOJIUTH OLICHKY MOITBEPKAAOIIEN
uH(popMaIuy U TOKYMEHTOB B 1IEJISIX BBISBICHUS BIUSHUS U3MEHEHHUS JI0 €ro
BBEJICHUS B JECTBUE.

11.7. Ilocne BHEJIPECHUS W3MEHECHUS IOJDKHA MIPOBOAUTHCSA
AKCIIEPUMEHTAJIbHASI OIIEHKA €ro pPe3yJIbTATUBHOCTH JJIsi TMOJTBEPKICHUS

YCHEIIHOTO BHEAPEHUSI U3MEHEHUS (€CIIM PUMEHHUMO).

Onpenenenus

Jlns neneit Hactosimux TpeOoBaHUM UCTIONB3YIOTCS TIOHSTHS, KOTOPHIE
O3HAYaroT CICAYIOIIEE:

«BanuaIU OUYHMCTKHNY — JTOKYMEHTAJIbHO oopMIIEHHOE
JI0KA3aTeIbCTBO TOTO, YTO YTBEPXKJACHHAs MpOIEAypa OYUCTKH OYAET C

BOCIIPONU3BOAUMbBIM pe3yjibTaToOM o0ecrneynBaTh TaKYHO OYUCTKY
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0o0Opy/I0BaHUs, TMPHU KOTOPOM KOJHMYECTBO OCTATKOB MpEIabIAYIIeH
MPOAYKIINH, MPOU3BEICHHON Ha 00OpYJI0BaHWMU, WJIM MOIOIIET0 CPEJCTBA,
UCIIOJB3YEMOT0 TIPU OUYUCTKE O00OpyJoBaHus, OyIeT HWXKE HAy4YHO
000CHOBAaHHOTO MaKCUMAJIBHO JIOMYCTUMOTO YPOBHSI IIEPEHOCA;

«BepUUKaLUS OUUCTKU» — COOp JI0OKA3aTENbCTB, MOJYUYCHHBIX IMYyTEM
XAMUYECKOTO TECTUPOBAHUS TMOCIE IMPOU3BOACTBA KAXKIOW CEepHUU
OPOAYKIIMU WA MPOBEJACHUS KaMIaHUM U TOATBEPXKAAIOIINX, YTO
KOJIMYECTBO OCTAaTKOB MPEIbIAYUIEH MPOAYKIMUA WA MOKOUIUX CPEACTB,
OCTaBIIUXCS TOCTE MPOBEICHUS OUYHUCTKU, HIKE HAYYHO OOOCHOBAHHOTO
MaKCUMAaJIbHO JIOMYCTUMOI'O YPOBHS IIEPEHOCA;

«BBIOOp KpallHUX BapUaHTOB (OPEKETHUHT)» — MOJXOJ JJIsI BalluIaluu,
OCHOBAaHHBI HAa HAYYHBIX 3HAHUAX W 3HAHUSIX O PUCKAX JJIs KA4ecCTBa,
pe3ysbTaTax BaIMAAUMOHHBIX HCCIEIOBAaHUM MpPU KpallHUX 3HAYEHUSX
(dbakTOpOB, OMNpPEACICHHBIX M OOOCHOBAaHHBIX 3apaHee (Hampumep,
JIO3UPOBKM JIEKAPCTBEHHOI'O Mpenapara, pa3Mepa cepu U (Wim) pa3mepa
YIAaKOBKH), TakUM 00pa3oM, 4YTO BaJduJalUsl BCEX MPOMEXYTOUHBIX
3HaYeHUM (HAKTOPOB MOATBEPIKIACTCS BaIUJALMEH TOJIBKO WX KpallHUX
3HAYCHUU;

«Ka4yeCTBO yepes TA3aH» — CUCTEMHBIN MOJXO0M,
npeayCMaTpPUBAIONINN OMpeeNeHne IeJel Mmepen HadajaoM pa3padoTKH
MPOAYKIUHM, TOYHYK OIEHKY NPOAYKIMH W Tpollecca €€ MPOU3BOJICTBA,
a TaK)Ke€ KOHTPOJIb MPOILIECCa MPOU3BOJACTBA HA OCHOBE HAYUYHBIX HAHHBIX U
MPUHIIUIIOB YIIPABJICHUS PUCKAMHU JIJISI KAUECTBA,

«KOHTPOJIb U3MEHEHUI» — (OpMaIM30BaHHAsI CUCTEMA, TOCPEICTBOM
KOTOPOM COOTBETCTBYIOIIME 3KCIEPTHI MPOBOAAT MPOBEPKY MPEAIaracMbIX
uni  (aKTUYECKUX  WU3MEHEHHUM, KOTOphle MOTYyT TOBJUITH  Ha
BAIMJIAIMOHHBIN  CTaTyC TMOMEIIECHUH, CHUCTeM, OOOpyJIOBaHUS WJIU

MpPOILIECCOB  TakuM  00pa3oM, 4YTOOBI  ONpPEACIUTh HEOOXOJIUMOCTh
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BBIITOJTHEHU JICHCTBHM 1Sl 0OecniedeHus U JOKYMEHTAIbHOTO 0(hOpMIIEHHUS
NOAJEPKAHUS CUCTEMBI B BATUAUPOBAHHOM COCTOSIHUM;

«kputndyeckui mapamerp npouecca (CPP)» — mapamerp mnpouecca
MPOU3BOJICTBA, BapUAOEIBLHOCTh KOTOPOTO OKa3bIBA€T BIUAHHE Ha
KpUTHUYECKHE  [OKa3aTeid  KadecTBa U KOTOPbII  HE0OXOAUMO
MOHUTOPUPOBaTh U KOHTPOJUPOBATH [JIsi OOEcCHeYeHHus Tpedyemoro
KadyecTBa MPOAYKIUH;

«kpuThueckuit mokazarenbp kadectBa (CQA)» — ¢usuyeckoe,
XUMUYECKOE, OMOJIOTMYECKOEe WM MUKPOOMOJIOTMYECKOE CBOMCTBO JIMOO
XapaKTepUCTUKA, YCTAHOBJCHHBIC B 3aJaHHOM IIpelesie, IHana3oHe WU
3aIaHHOM paclpeeneHun 3HayeHus s obOecnedeHus TpedyeMoro
KadyecTBa MPOAYKIHUH;

«MOJelbHAsl MPOAYKUUS» — MaTepHalbl, KOTOpble OJM3KU K
BaTUAUPYEMON MPOAYKIUU MO (PU3HUECKUM U (IpU HEOOXOIUMOCTH)
XUMHUYECKUM XapaKTEPUCTUKAM (BA3KOCTH, pa3mepy yactull, pH u 1. 11.);

«HAUXYJIIUWA ciy4yaidl» — YCIIOBHE€ WM HAa0Op YCJIOBUM, KOTOpHIE
BKJIIOYAIOT B c€0s BEpXHUE M HUKHHE MpEJeIbHbIE 3HAUYEHUSI MapaMeTpoB
mpoliecca MPOU3BOJACTBA, M CBSI3aHHBIX C HUMH (AKTOpoB (B pamKax
CTaHAAPTHBIX OINEPAlMOHHBIX MpOLENyp), KOTOpble ¢ HauOosbIIeH
BEPOSITHOCTHIO MOT'YT MPUBECTH K HECOOTBETCTBUIO MPOAYKIUU WU COOIO0 B
IpoIecCe MO CPABHEHMIO C UJIACATbHBIMU YCIOBUAMH. Takue ycraoBus
HE00s3aTeNIbHO MPUBOJAAT K HECOOTBETCTBUIO MNPOAYKIMU WA COOI0 B
porecce;

«HEeTIpepbIBHAsL BepUUKAIUS MPOIECCa» — albTePHATUBHBIA MOAXO0]
K BaJIUJIALIMM [IpOLEcca IPOU3BOJICTBA, IPU KOTOPOM MPOTEKAHUE MPOLEcca
MPOU3BOJICTBA HEMPEPHIBHO OI[EHUBAETCS U MOHUTOPUPYETCS;

«MEepCHeKTUBHAS BaJuJallus» — BalIWAalus, MPOBOAUMAs 10 Hayaja

CEpUMHOTO MPOU3BOJICTBA MPOAYKIAH, IIPEAHAZHAYCHHOM JIJTSI pEeAIN3alliy;
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«mmpopoJKaromascs — BepuduUKanMs ~— mpolecca  IPOU3BOACTBA
(mocnenytoiiasi Bepu@uKalus mpoiecca Mporu3BOJICTBA)» — JOKYMEHTAIbHO
oopMIIEHHOE J0KA3aTeIbCTBO TOTO, YTO MPOIECC MPOU3BOICTBA OCTACTCS
10T KOHTPOJIEM IIPU MTPOU3BOJICTBE MIPOMBIIUICHHBIX CEPHUI MPOAYKIUH;

«COIMYTCTBYIOIAS BaJIMAAUS» — Bajdujalus, TMPOBOAWMAS B
UCKJTFOYUTEIBHBIX CIydasiX TP 000CHOBAHUHM TOJIB3BI OT TAKOW MPOIYKIIHH
JUIS TAlMeHTa, TPH KOTOPOW BAIUIAIMOHHBIA IPOTOKOJ WCIOJHICTCS
OJIHOBPEMEHHO C BBIIYCKOM B oOpamenue Ha pbiHke Coro3a
BaJIMIAIIMOHHOM CEpUU TIPOIYKIINY;

«cnenudukamnus TpedoBanuii moias3osatens (URS)» — coBokymHOCTH
TpeOOBaHMI BJIaJIEINbIIa, TOJB30BATENSA, 4 TAK)KE TEXHUUECKUX TpeOOBaHUH,
HEOOXOIUMBIX W JOCTATOYHBIX JUIS CO3JaHHUs TIPUEMJIEMOTO MPOEKTa
B COOTBETCTBHUU C MPETyCMOTPEHHBIM Ha3HAYCHUEM CUCTEMBI;

«TPAIUIIMOHHBIN MOAXOA» — MOAXOJ K pa3paboTke MPOAYKIUHU, MPHU
KOTOpPOM JJIsi OO€CTIEYeHHUs] BOCIPOU3BOJUMOCTH KAdECTBA BBIMTYCKAEMOM
MPOAYKIIMY KCIOJIB3YIOTCS 3aJaHHbIE 3HaueHHWS W pabouyne auara3oHbI
apameTpoB.

NHble TOHATHS, UCHOJIB3yeMble B HacToAmMUX [peOoBaHUSX,

INPUMCHAIOTCA B 3BHAYCHUAX, OIIPCACICHHBIX HpaBI/IJ'IaMI/I.».




