[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
[IpaBunaM cioBa «KOPPEKTUPYIOMIMX MEPOINPUATUI» 3aMEHUTh CIOBAMHU
«KOPPEKTUPYIOLIKX U MPEeAYyNPEKIAIOIINX TEHCTBUIN.

3.B a0Ozane tperbeM nyHkta |17 nmomonnenHuss Ne 2 k ykKa3aHHBIM
[IpaBunam croBa «KOPPEKTUPYIOIMIMX MEPOMPHUSATUN» 3aMEHHUTh CJIOBaMU
CKOPPEKTUPYIOIIMX U MPEIYITPEKIAOINX TEUCTBUI.

4. B a03aue nepoM pazzaena 3.2.3 rnassl |1l ykazannsix [IpaBun cinosa
«(KOppEKTUPYIOIIUE U MPEeAYNPEKIarolme AecTBUs, corrective action and
preventive action, CAPA KkoppekTupylole U JICeUCTBUS)» 3aMEHUTH
clioBaMH «(IJIaH KOPPEKTUPYIOIUX U MPEAyNPEeKIAONNX JICHCTBUH,
corrective action and preventive action, CAPA)»

5.B pomonnenun Ne 4 k yka3zannbiM [lpaBunmam cnoBa «Cucrema
Koppektupyromnmx (npeaynpexnaroniux) aeicteuit (KAITA)» 3amMeHUTH
cioBamu «IlmaH KOpPpEeKTUPYIOIIMX U NPEeIyNpeKIaolMnX JIeUCcTBUI
(CAPA)».

6. B mpmnoxenuun Ne 3 k ykazanapiM [IpaBuam:
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a) CJI0Ba «PAJMOAKTUBHBIX MPEIIIECTBEHHUKOBY» 3aMEHUTh CIOBaMU
«paguoapMaleBTUUECKUX  IMPEKYpPCOPOB»,  CIOBA  «PaJHOAKTUBHBIE
NpEANIECTBEHHUKW)  3aMEHUTh  CJIOBaMU  «pajanodapMalieBTUYECKUE
IPEKYPCOPBIY;

0) B MpEUIOKEHUU BTOPOM IIyHKTa 45 CJIOBO «MEPOIPUATHS
3aMEHUTH CIIOBOM «IEHCTBUSIY;

B) B pazjeine «OnpeaeieHus»:

B a03ale BTOPOM CIIOBa «PAJMOAKTUBHBIX MPEIIICCTBEHHUKOBY
3aMEHUTh CJOBaMH  «paauo(apManeBTUYECKUX MPEKYpCOpOB», CIOBa
«paguOAKTVBHBIC IPEAIICCTBEHHUKI 3aMEHUTh CJIIOBAMHU
«paguodapMaleBTUUECKUE IPEKYPCOPHI»;

B a03ale 4YeTBEepTOM CJIOBA «PAaJMOAKTUBHBIM MpPEAIIECTBEHHUK
3aMEHUTh CJIOBaMHU «paauodapMaleBTUYECKU Mpekypcop (MmpeKypcop
paanodapManeBTUYECKOr0 JIEKAPCTBEHHOT'O IIpernapaTa.

7. Ilpennioxxenue msroe u uiecroe ab3ana BToporo pasaena «[IpuHiumn»
npuwioxenuss Ne 7 k ykazanHeiM [IpaBuiiaMm 3aMEHUTh NPEASIOKEHUEM;
«YKazaHus 1o cucteMe o0ecreueHHs] KayecTBa Mo MpaBuUiiaM HaJJIeXKalllero
BBIpaIMBaHusI M cOopa pacTeHuil mnpuBeneHnl B IIpaBmimax Hammexariei
NPAKTUKU BbIpAlMBaHUs, cOOpa, 0OpabOTKM U XPAHEHUS] UCXOAHOTO ChIPhs
pPacTUTEIBHOTO IPOMUCXOXKACHUS, YyTBepKIAeHHbIX Pemennem Cosera
EBpa3uiickoil 53KoHOMHYECKON KomMuccuu OT 26 ssHBaps 2018 r. Ne 15.».

8. Ilpunoxxenne Ne 15 k ykazanHbiM [IpaBuiiaM H3JIOXKUTH B
CIEIYIOLIEN PEIAKIINN:

«ITPUJTOXXEHUE Ne 15
K [IpaBuiiam Hagnexaien

MPOU3BOJCTBCHHOW MPAKTUKH
EBpa3zuiickoro 3kOHOMHUYECKOTO COH03a
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TPEBOBAHUASA
K KBAIH(UKAINY U BaJIUAalNH

[TpuHIMn

Hacrogamue TpeboBanus coJiepxkar OITMCaHue MIPUHIIUIIOB
KBaTU(UKAIMK W BaJuJallUk, TOPUMEHHMBIX K  TOMEUICHUSM,
00OpYJIOBaHUIO U  HMHXEHEPHBIM  CHUCTEMaM, HCIOJb3YEeMbIM  JJIs
MPOU3BOJACTBA JICKAPCTBEHHBIX MPENApaToB, a TakXke K Mpoueccam
MPOU3BOJACTBA JICKAPCTBEHHBIX mpemapaTtoB. Kpome Toro, Hacrosiue
TpeboBanus MOTYT OBITH UCIIOIB30BaHbI KaK JOMOJHUTEIBHOE PYKOBOJICTBO
Ipu TPOU3BOJCTBE AaKTUBHBIX (papmaneBTHUECKUX CyOcTaHuuii 0e3
BBEJICHUA JOMOJHUTEIbHBIX TpeOoBaHMUi K yka3zaHHbIM B yacTu Il [IpaBun
HaJJIexxarieu IIPOU3BOJICTBEHHOU MPAKTUKH EBpasuiickoro
PKOHOMHMYECKOTO CO03a, YTBepxkAeHHbIX Pemenuem CoBera EBpasuiickoit
PKOHOMHUYECKOH KoMuccuu oT 3 HosiOps 2016 r. Ne 77 (nanee — [IpaBuia).

B memax peanuzanuu  TpeOoBaHuii  [lpaBui  MPOU3BOAMTEND
OCYHIECTBIIAET KOHTPOJb KPUTHYECKHMX ACIEKTOB CBOEH JEATEIbHOCTH
MOCPE/ICTBOM KBAIM(PUKALMK W BaJUJAIMUA TMPOLECCOB MPOU3BOJCTBA H
000pyZIOBaHUSI HAa BCEX CTAAUSAX >KU3HEHHOTO IMKJA (papMarleBTUYECKOM
NPOAYKIMHU (J1ajiee — MPOAYKIHSA) M Tpoliecca ee Mmpomu3BojacTBa. JItoObIe
3aIIAaHUPOBAHHBIEC U3MEHEHHS B YCTPONUCTBE MOMEIIEHUM, B 000pYyI0BaHHH,
MH)XECHEPHBIX CHUCTEMax W MpoLeccax MNPOU3BOJACTBA, KOTOPbIE MOTYT
MOBJIMATH  HAa  KA4eCTBO  MPOAYKIMH, HeoOXoaumo  oGopmiisiTh
TOKyMeHTallbHO. Takke HeoOXOJAMMO OIEHMBAaTh BIWUSHUE  TaKUX
W3MEHECHUN Ha COOTBETCTBYKOIIMM BAIUIALMOHHBIM CTAaTyC WA Ha
CTPATErUI0 KOHTPOJA. KOMIBIOTEpU3UPOBAHHBIE CUCTEMBI, UCIIOJIb3yEMbIE
IJI  TPOU3BOACTBA TOTOBOM NPOAYKIMH, IOJJICKAT BalWJaldU B

COOTBETCTBUHU C Tpe60BaHI/I$IMI/I, INPpUBCACHHBIMHU B TIPHIIOKCHUU Ne 11
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[IpaBmiiam.  Kpome  TOoro, He0OXOOMMO  yYMUTHIBaTh  yKa3aHWS,

npenycmorpennsblie riaasamu 11 u 111 gactu 111 IIpaBuo.

OO01me moI0KEHUS

Ha mnpoTsskeHMM JKM3HEHHOTO IMKJIA TMPOAYKIMH HEOOXOIUMO
NPUMEHATH MOJIXO0J YIPABJICHUS PUCKAMH ISl KauyecTBa, B TOM YHCIIE IS
KBaJIMPUKALUM U Baluaauu. PemeHus o rpaHuiiax u o0beMe npoBEICHUS
BAIMIAIMUA U KBaTU(DUKAIMU, KOTOPHIC SIBISIOTCS KOMIOHEHTAMU CHUCTEMBbI
VIPABICHUA pPUCKAMHM Ul KayecTBa, JOJDKHBI OCHOBBIBAaTHCSA Ha
00OCHOBaHHON H JOKYMEHTHUPOBAaHHOW OIIEHKE PHUCKOB B OTHOIICHUH
MOMEIIEHU, 000pYyNOBaHUSA, WHXKEHEPHBIX CHUCTEM, HCIOJIb3yEeMBIX IS
MPOU3BOJICTBA JICKAPCTBEHHBIX MPENAPATOB, & TAKXKE PUCKOB, CBSI3AHHBIX C
MpOLIECCAaMU MPOU3BOJICTBA. PETpOCHEKTUBHAS BaIUJALUS HE SABIACTCS
MpUEeMJIEMbIM MOJX0JA0M. J[aHHBIE, MOATBEPKAAIONTNE KBATU(DPUKAITMOHHBIC
yu (WIM) BaWJALMOHHBIE HMCCIEAOBAHUS M TOJYYEHHBIE U3 HCTOYHUKOB,
HaXOJSIINXCS 3a MpefelaMu COOCTBEHHOW BalWMJAlIMOHHOW MPOTPAMMBI
MPOU3BOAUTEIISI, MCIOJIB3YIOTCS MPU YCIOBUM HAIUYUS MNUCHBMEHHOTO
00OCHOBaHUS, KOTOPOE TMOJTBEPKAAET BO3MOXKHOCTh HCIOJIb30BaAHUS
TAKOTO NOAXO0JA, a TAKXKE TapaHTHUPYET BBINOJHEHHE COOTBETCTBYIOIIUX
KOHTPOJIBHBIX MEPONPUITUN Ha MPOTHKEHUH TMpolecca cOopa TaKux
naHHbIX. Takoe 000CHOBaHWE BKJIIOYACTCS B BaJIMAAIMOHHBIN MacTep-IliaH
WJIA UHBIE JOKYMEHTHI M0 BaJuJalMu. TakkKe ero JOMyCKAaeTCsl BKIOYaTh B

COCTaB PCTUCTPALTNOHHOT'O AOCHC JICKAPCTBCHHOTO IIpCIiapara.

1. OpraHmauI/m " IIJIAaHUPOBAHHUC KBaJ'II/I(l)I/IKaLII/II/I 1 BaJIyaninu

1.1. Heob6XxoauMo TUIaHUPOBATh TPOBENCHHE KBaTU(DUKAIMOHHBIX |

BaJIMAalTMOHHBIX MepOHpHHTHﬁ, a4 TakKXC IIPUHUMATb BO BHHUMAHHC
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KU3HEHHBIH 1IUKJI TIOMEIICHUW, OO0OpyIAOBaHUs, WHXECHEPHBIX CHCTEM,
MIPOIIECCOB MPOU3BOACTBA U MPOTYKIIHH.

1.2. Kpanmudukanuss ¥ Badugalus JOJDKHBI TMPOBOAUTHCS TOJBKO
0Oy4YEHHBIM MEPCOHAIOM B COOTBETCTBHUH C MIPOLIEAYPAMHU, YTBEPKICHHBIMU
MIPOU3BOIUTEIIEM JICKAPCTBEHHBIX MPEIapaToB.

1.3. Ilopsimok ~ MOMYMHEHHOCTH  TEPCOHANa,  3aHUMAIOIIETOCs
KBaTU(UKAMEH W BaduJalliei, OMNpEeNeisieTcs B COOTBETCTBHUH C
dbapmaneBTHUECKOM CHUCTeMOM KadecTBa. JlomyckaeTrcss BBITIOJHECHHUE
KBaJTM(UKALIMKM ¥ BATUJALNHN CITy>KOaMH 00€eCIIeueHHsT KaueCTBa U KOHTPOJIS
kadectBa. HeoOxoammMo oOecreunTh MpUEMIIEMbId KOHTPOJIb CO CTOPOHBI
CIIy’K0 oOecrieueHusT KauecTBa U KOHTPOJIS Ka4yeCcTBa Ha MPOTSHKEHUH BCETO
BaJIMIAIIMOHHOTO ITUKJIA.

1.4. KimtoueBble 3JIEMEHTHI MPOTrpaMMbl BalWallMU U KBalu(pUKAIIU
OpEeAnpUsATUS JOJDKHBI OBITh YETKO OmpenesieHbl U O(QOpMIIEHBI B BHJC
BaJIMIAIIMOHHOTO MacTep-IJIaHa WA SKBUBAJICHTHOTO JOKYMEHTA.

1.5. BanunanvoHHbIi MacTep-IUIaH WM SKBUBAJICHTHBIM JTOKYMEHT
JIOJDKEH OTPEeNesaTh CUCTEMY KBaM(DUKAIIMKA W BaJWIAIMK WIIH COJEPKATh
CCBUIKH Ha CIEAYyIoNre HHPOPMAIUIO U TOKYMEHTHI:

a) MOJIMTHKA KBATU(UKAIIMN U BaJHIAIINH;

b) opranusanuonHas CTPYKTYpa, peayCcMaTpUBAOIIAS
pacrpenieseHrue pojieii 1 OTBETCTBEHHOCTH IPHU MPOBEICHUHN KBaTU(DUKAIINH
Y BaJIUJIAIVH;

C) KpaTKHe XapaKTCPUCTHUKH IMOMEIICHUH, CHCTeM, OOOPYIOBaHHS H
MPOIIECCOB HAa MPEANPHUATHH U JaHHBIE O TEKYIIEM CTaTyce KBaTU(UKAINH
Y BaJIUJIAINH;

d)uadopmarists 00 ympaBieHWHM UW3MEHCHHSIMH (KOHTpOJie 32
W3MEHEHHSIMH) M YIIPaBJICHUHM OTKJIIOHCHHSMHU B TIPOIlecCe KBATM(PUKAIIUN U

BaJIUJAIINH;
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€) PyKOBO/JICTBO TI0 Pa3pabOTKe KPUTEPUEB MTPUEMIIEMOCTH;

f) cchlIKM HAa TOKYMEHTHI B 00J1aCTH KBAIM(DUKAIIMK U BaJIUIAIINN;

g)cTparerus JACATCIBHOCTH IO KBATM(PHUKAIMA ¢  BaJIUIAINH,
BKJIIOYAloiasi B cebs mHOOpMAIMI0 O TOBTOPHOM KBanudukamuu (eciu
IPUMEHHUMO).

1.6. Ilpu peanuszamuu  MacmITAOHBIX W CJIOXHBIX  IPOEKTOB
nenecooOpa3Ha pa3pabOTKa HECKOJBKUX OTACIbHBIX BaIUAAIMOHHBIX
MacTep-IJIaHOB.

1.7. IToBTOpHAsA OLEHKA PUCKOB JJISI KAYECTBA MPOBOJUTCS C YYETOM
3HaHUW ¥ UHGOPMAIIMU, TTOJTYUYEHHBIX BO BpEMs MPOCKTUPOBAHMUS MpoIecca
IPOU3BOJCTBA JICKAPCTBEHHOTO TMperapaTta M B MPOIECCe MPOU3BOJICTBA
JIEKapCTBEHHOTO Mperapara.

1.8. IIpotiecc mpuMeHEHUs OLIEHKH PUCKOB JJII KaueCTBa HEOOXO0IUMO
o(OpMUTH B KaUECTBE pa3jeia BaIuJalMOHHOTO MacTep-IljiaHa.

1.9. HeoOxonumMo BHEAPUTH KOHTPOJIh KBaTU(UKAMK U BaJWIalNH,

MO3BOJISIIONIUN 00€CTIEUUTh 1IEJIOCTHOCTh BCEX MOJYYEHHBIX JaHHbIX.

2. loxymeHnTanus

2.1. [IpaBuia HaaseKalIero JOKYMEHTAIbHOTO O(hOpPMIIEHUS SIBISIFOTCS
BaXKHBIMU JUISl TOJAJIEPKAHUS BBICOKOTO YPOBHSI YIIPABICHHS 3HAHUSIMHU Ha
IPOTSHKEHUH BCErO KU3HEHHOTO IIUKJIA TPOYKIIMH.

2.2. Bce nokymeHTsl, (hopmMupyeMmble B Tpoliecce KBalu(pukauuu u
BaJUJAIH, JOJKHBI ObITh COTJIACOBAHBI M YTBEPKJIEHbBI COOTBETCTBYIOIIUM
MEPCOHANIOM, KaK 3TO OMNpeiesieHO B (papMalieBTUUECKON CUCTEME KauecTBa B
cooTBeTCTBUU C Ty1aBoil 1 yactu | [IpaBui.

2.3. B3aumocBsi3b ~ MEXIy ~ JOKYMEHTaMH B KOMIUJIEKCHBIX

BaAJIMAAIMOHHBIX IIPOCKTAX MOJIKHA OBITH YETKO OIIpCICIICHA.
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2.4. Kputuuyeckue CHCTEMbI, IOKa3aTeld M TIapaMeTpbl, a Takke
COOTBETCTBYIOIIME KPUTEPHUHU MPUEMIIEMOCTH JOJKHBI OBITH ONpPENEIICHBI B
pa3zpabaThIBa€MbIX MPOU3BOJUTENEM  JIEKAPCTBEHHBIX npenaparoB
POTOKOJIAX BaJIMIALIMH.

2.5. IokyMeHTbl MO KBaJIU(UKAIIMKM MOTYT OBITh OOBEAMHEHBI, €CIU
3TO TIpueMJIeMO (HarpuMep, TOKYMEHTHI Mo kBanudukanuu MoHTaxa (1Q) u
kBanupukanuu pyHkurnonupoanus (0Q)).

2.6. B ciydae ecnu MpOTOKOJIBI BalUJAIMU U JIpyras JTOKyMEHTAaIIMsI
IPEIOCTABIISIFOTCS MOCTABIIMKAMH YCIYT MO BaJMJIALMU, COOTBETCTBYIOLINN
IIEPCOHAJI ITPOU3BOJCTBEHHOM IIJIOIIAIKH JIOJHKEH OATBEPANUTD IPUTOTHOCTh
IPOTOKOJIOB BAJIWJALUMA M HUX COOTBETCTBUE BHYTPEHHUM MpOLEAypaM
POU3BOAUTEINS JICKAPCTBEHHBIX IPENapaToB Mepe]l YTBEPKICHUEM TaKHX
npoToKoJIOB. [IpOoTOKOIBI BanuIalMK, MOJIYYEHHbIE OT MOCTaBUIMKOB YCIYT
[0 BaJUAALMHU, MOTYT OBITH JOIOJIHEHBI TOKyMEHTAallMe W MpPOTOKOJaMU
UCHBITAaHUHN 70 UX UCTIOIb30BAHUSI.

2.7. JItoOble 3HAUUTENbHBIE U3MEHEHUS B YTBEPXKIECHHOM IMPOTOKOJIE
BalUJalMd B TMPOLECCE €ro HUCIOJHEHUs (Hampumep, Kacaroluecs
KPUTEPUEB NPUEMIIEMOCTH, TMapaMeTpoB (YHKIMOHUPOBAHUS U T. II.)
JOJIKHBI OBITh JOKYMEHTUPOBAHbI KaK OTKJIOHEHUS! M1 HAYYHO 0OOCHOBAHBI.

2.8. Pe3ynbpTaThl, HE YAOBIIETBOPSIONINE YCTAHOBIEHHBIM KPUTEPHUSIM
OPUEMIIEMOCTH, HEOOXOJIMMO PErMCTPUPOBATH KaK  OTKJIOHEHUS U
NOJBEPraTth IOJHOMY pAacCCIEAOBaHUI0O B COOTBETCTBUM C BHYTpPEHHEU
npoueaypoil. JlroOble BO3MOXKHbBIE TMOCIEACTBUS ISl BalUAAlMK JIOJKHBI
OBITH OTPAKEHBI B OTUETE 110 BATMAALUU.

2.9. O630p mpomecca BamWAallMd MW BBIBOABI IO €ro HTOram
HEOOXOAMMO  JOKYMEHTHpoBaTh. llomydeHHble pe3ynbTaTbl  CleayeT
COMOCTAaBJIATh C KpPUTEPUAMH TMpuemieMocTu. JloOble mnociexyromme

WU3MEHEHHSI KPUTEPUEB TPUEMIIEMOCTH HEOOXOIMMO HaydYHO 000CHOBATh. 110
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UTOTaM BaJUJaAIlM{ TPEANISCTBYIOMIETO JTana JODKHBI OBITH CHEJIaHbI
OKOHYATENIbHBIE PEKOMEHJAIMA TI0 TEePeXoay K IMOCIECAYIOMEMy JTaiy
KBaTM(PUKAIIMHN ¥ BaJIHTAIIHH.

2.10. Ilepexon k mocieayromeMy dTany KBaTH(GUKAIIUA U BaJIUIAINU
JOJDKEH OBITh TOATBEPKJICH CO CTOPOHBI OTBETCTBEHHOTO TepcoHana (irbo
Ha JTare yTBEPXKJICHUS OTYeTa MO Bajdujaluu, Ju00 B (popMe OTIEIHLHOIO
oboOmaroniero JokyMeHTa). [loaTBepxaeHre nepexo/ia Ha CJIeIyOIIUI Tarl
C YCTaHOBJICHHEM JOTIOJIHUTEIBHBIX YCIIOBHM BO3MOYKHO B ClIydae, CCIIM HE
OBIM TIOJTHOCTBIO YYTEHBI KOHKPETHBIC KPUTEPUU MPUEMIIEMOCTH WU
OTKJIOHEHHUs JUIS BBIMOJHEHHOTO 3Tarna KBaJW(PUKAIMW W BaJIWJAUH, a
TakkKe HWMeeTCS JOKyMEHTadbHO OQOpPMIICHHAsS OIGHKAa OTCYyTCTBHUSA
CYIIECTBEHHOTO  BIWSHHWS HE  TMOJHOCTHIO  YYTEHHBIX  KPUTEPHCB
MPUEMJIEMOCTH WJIM OTKJIIOHCHHH Ha TMOCISAYIOMNEe MEPONPUITUHS TI0

KBaJTU(DHUKAIIMKY ¥ BT IAIIAH.

3. Craguu kBanu@uKaIuy MOMEIEHUN, 000pyI0BaHMUS,
WH)KEHEPHBIX CUCTEM H MPOIIECCOB, HCTIOJIb3YEMBbIX
JUTs TIPOM3BOJICTBA JIEKAPCTBEHHBIX MTPENapaToB
3.1. [Ipu npoBeneHnn MeponpUsATANA MO KBaTU(PUKALUU HEOOXOAUMO
MPEAyCMOTPETh BCE CTAANM KBATU(PUKAIIUU: OT pa3pabOTKH crieuUuKaum
TpeOOBaHMI TOJIH30BATENSI 7O 3aBEPIICHUS HCIOJH30BAHUS TOMEIICHUH,
000pyIOBaHUS U MHXEHEPHBIX CHUCTEM, HCIOJIb3yEeMBbIX sl MPOU3BOACTBA
JIEKapCTBEHHBIX TPENapaToB, U MPOIECCOB MPOU3BOACTBA JIEKAPCTBEHHBIX
npenaparoB. OCHOBHBIC CTaJIMU, & TAK)XKE OTICIbHBIC KPUTEPHUH (HECMOTPS
Ha TO, YTO OHHM 3aBUCAT OT KOHKPETHBIX OCOOCHHOCTEH MPOEKTa U MOTYT
pa3InyaThCsi), KOTOPhIE MOTYT OBITh BKJIIOYEHBI B KXKIYIO W3 CTaIauM,

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
ompeAcisaTh B cOenudpuKanuu TpPeOOBaHWUN Todb30BaTens U (WIH)
GyHKIIMOHATBHON  cnenuduKamuu. ODJIEMEHTHl KadecTBa, HMEIOIINE
CYIIECTBEHHOE 3HA4YCHWE, HEO0OXOAWMO TpeAycMaTpuBaTh Ha TaHHOU
CTa/INH, a JIFOObIE PUCKH JJIs Ka4eCTBa CHUXKATh IO MPUEMIIEMOTO YPOBHHI.
Cnenudukannio TpeOOBaHUHN MOJb30BaTENsl HEOOXOIMMO paccMaTpUBaTh

KaK peepeHTHYIO (3TAJOHHYIO) TOUKY KU3HEHHOTO ITUKJIa KBaTU(PUKAIUH.

KBanudukauus npoexra (DQ)

3.3. CnenyomuM  3JEMEHTOM  KBaIU(pUKAUUMU  00OpyJOBaHMUS,
MOMEIEHUH, WHXCHEPHBIX WU APYTUX CUCTEM SBISCTCS KBamu(puKarus
IpOEKTa, MO pe3yibTaTaM KOTOPOM MOATBEPKIAETCA U JOKYMEHTAIbHO
opopMIISIETCS. COOTBETCTBHE TpoekTa (Am3aitHa) TpeOoBanusiMm [IpaBui.
TpeboBanusi, cogepxaniyecs B crieliuduKauy mojab30BaTesisi, HE00X0IUMO

BepUPUIMPOBATH B X0OJI€ KBATU(PUKALIMU TPOEKTA.

[Ipuemo-cnarouHbie ucnbITaHus Ha 3aBojie-u3roroputese (FAT)
U (M) MPUEMO-CIaTOYHbIE UCTIBITaHUS y 3aKka3uuka (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 000pYyJAOBaHUs crelnupUKaiu TpeOOBaHUN IMOJIb30BATENS U
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(wnu) GYHKIUMOHATBHOM crnenu@UKAIMU  HAa IUIOMIAJKE MOCTaBIIHMKA
(mpouszBoUTENA) (€CIU IPUMEHUMO).

3.6. [IpoBepka MOKyMEHTAIlMU M OTACIbHBIC HUCHBITAHUS MOTYT OBITh
IPOBEACHBl B XOJ€ MPUEMO-CAATOYHBIX HCIBITAHUM HA NPEANPUATHH-
IPOU3BOAUTENEC WM HA APYTUX CTaJIUsIX MPOU3BOJCTBA 000OpyAOBaHUS Oe€3
HEOOXOAMMOCTH KX IOBTOPHOTO IPOBEJACHUS Ha IUIOMIAJIKE 3aKa3uhKa B
npolecce KBAUIM(PUKALMM MOHTa)xa M KBadu(pUKauuu (PyHKIHOHUPOBAHUSA,
€CJIi 3TO0 00OCHOBAHO 3aKa3YMKOM M MOKET OBITh MPUMEHEHO Ha MPaKTHKE,
OpU YCIOBUH MOIATBEPKIACHUS 3aKa3uMKOM B XOAE€ IPUEMO-CIATOYHBIX
UCTIBITAHUN OTCYTCTBUS BJIMSHUS TaKUX UCIBITAHUN HAa (yHKIMOHAIBLHOCTH
000pyI0BaHUs MOCJIE €r0 TPAHCIOPTUPOBKHU M YCTAHOBKHU.

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

HpOHBBOHCTBeHHOﬁ IJIOMAaAKEC 3aKa34HrKa.

KBanudukanus montaxa (IQ)

3.8. Kpanudukamuo  MOHTaXa  HEOOXOAMMO  MPOBOJUTH IS
000pyA0BaHUs, IOMEIICHU, MH)KCHEPHBIX W JPYTUX CUCTEM.

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

a) BeprQuKalKs MPaBUILHOCTH MOHTaXa KOMIIOHEHTOB, MPHOOPOB,
000py0BaHus, OOBSI3KM W BCIIOMOTATEJIBHBIX CHUCTEM MO OTHOIIEHUIO K
WHXXEHEPHBIM YepTeKaM U CreIuPpUuKaIUIM;

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 MaTepruaioB KOHCTPYKIIHH.

KBanuduxanus ¢pyunkiumonuponanus (OQ)

3.10. Ctagus kBanudukanuu (QyHKIIMOHUPOBAHUS MPOBOJUTCS MOCIE
CTaANM KBAIM(PUKAIMM MOHTa)Xa, OJIHAKO B 3aBUCHUMOCTH OT CTEIEHHU
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) UCIIBITaHMsI, TPOBOJAMMBIC HAa OCHOBE 3HAaHUM O TIpoIecce
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 KBJIM(PUKALIU
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  MOJECIbHOM  MPOAYKIMU €  JOKA3aHHBIMU  HKBUBAJICHTHBIMHU
XapaKTEPUCTUKaMU B OOBIYHBIX YCIIOBUSX IMPOM3BOJICTBA U TPU pazMmepe
CEepUU TPOAYKIIMHU, COOTBETCTBYIOIIEM CIICHAPUIO «HAUXYAIIETO CIydas.
YacTrora orb6opa mpod, yCTaHOBICHHAs s IOJATBEPKIACHUS KOHTPOJIS
mpoiiecca Mpou3BOJICTBA, JOJKHA 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. 3aka3zuuky ((hapMaleBTUYECKOMY MPOU3BOJUTEINI0) HEOOXOAUMO C
YCTAHOBJICHHOM WM MEPUOJUYHOCTHIO MPOBOJUTH OIEHKY OO0OpYI0BaHMUS,
MOMEILEHHUIN, UHXXEHEPHBIX M JIPYTHX CHUCTEM C OTPAKEHHEM PE3YIbTATOB
TaKOW OILIEHKH B MacTep-Qaiie MNpOU3BOACTBEHHON IUIOMIAIKHA IS
MOATBEPKICHUSI TOTO, YTO OHU OCTAIOTCS B KOHTPOJIMPYEMOM 3aKa3UMKOM
(bapMaiieBTHUECKUM MPOU3BOIUTETIEM) COCTOSTHUM.

4.2. Ecnu moBTOpHAasi KBaM(UKAIMSI HEOOXOAuMa U TMPOBOJIUTCS C
YCTAHOBJICHHOW  MEPUOJMYHOCTHIO, HEOOXOAMMO OOOCHOBAaTh  TaKyIO
NEPUOJUYHOCTD U ONPEACIUTh KpUTepun olleHKu. Kpome Toro, Heo0xXoaumo

O €HMUBATh BO3MOKHOCTHh HE3HAUYUTCIbHbBIX W3MEHEHHUM C TCUCHHEM BpPpCMCHHU.
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5. Bamumamus nporecca mpon3BoOJICTBA
O6uas nadopmanus

5.1. TpeboBaHUd M TNPUHLHUIIBI, ONKHCAHHBIE B HACTOSILEM pa3Jede,
MPUMEHSIOTCS K TIPOU3BOJACTBY BCEX JIEKAPCTBEHHBIX (POPM JIeKapCTBEHHBIX
IpenaparoB U pacHpoCTPAHAIOTCS Ha MEPBOHAYAIBHYIO BAJIMAIMIO HOBBIX
IPOLIECCOB MPOU3BOJICTBA, MOCIEAYIONIYI0 BAIUIALNIO MOIU(PUIUPOBAHHBIX
IpOLIECCOB, TpaHCPepbl MEXAY NPOU3BOACTBEHHBIMU IUIOHIAJKAMUA U
POJIOJIKAIONIYIOCS Bepuukanuio npoueccoB. [Ipu a3ToM noapasymenaercs,
YTO  BBINOJHEH TOJHOLIEHHBIM  Ipouecc  pa3pabOTKU  MPOLYKIUH,
NO3BOJISIOIINN MPOBECTU YCIEMIHYIO BaJIUAALMIO ITPOLECCa IPOU3BOACTBA.

5.2. TpeOoBaHUsI U TIPUHLMUIIBI, M3J0KEHHBIE B HACTOSIIEM pasJele,
HEOOXOAMMO TIPUMEHSTh HapsAay C TOJIOKEHUsMH PyKOBOACTBa IO
BaJUJalMy IIpollecca NPOU3BOACTBA JIEKAPCTBEHHBIX IPeNaparoB s
MEUIIMHCKOrO MpuMeHeHus (mpwioxkenue k Pexomenpannn Komterun
EBpazutickoit 3kKoHOMHUECKON KOMHUCCHHU OT 26 ceHTs0ps 2017 1. Ne 19).

5.2.1. PykoBOJICTBO, YKa3aHHOE B MyHKTE 5.2 HacToAUX TpebdoBaHuUi,
IpeIHa3HAaYeHO TOJBKO [IJIs OMHMCAHUsl CBEIECHMM, KOTOpbhlE HEOOXOJIUMO
NO/JaBaTh B PEryJSTOPHbIE Opranbl. TpeOoBaHUS K BaluJalMy Mpolecca
IPOMU3BOJCTBA, ycTaHOBJICHHbIC [IpaBwiiamu, pacHpoCTpaHSIOTCS Ha BECHh
YKU3HEHHBIN UK MPOLecca MPOU3BOACTBA.

5.2.2. llogxon K BalduaalMy Ipollecca MPOW3BOJCTBA, OMHCAHHBINA B
HACTOSAIIEM pazjiese, HE0OOXOUMO MPUMEHSTh JJIsl TOTO, YTOOBI 0OECIICUUTh
B3aMMOCBSI3b MEXKIYy pa3pabOTKOW Mpolecca MPOU3BOACTBA MPOAYKIUU U
pEalbHO  BBIMYCKAEMBIMH B OOpalieHHE MPOMBIIUICHHBIMU  CEPUSIMU
npoaykuuu. — Takod ~ moaxoAd K BaJIWJAUUM  HNPOMBIIIJIEHHOTO

IMPON3BOACTBECHHOI'O ITpOLECCa ITO3BOJISICT 00eCIIeYnTh KOHTPOJIb ITPpOLCCCOB
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IIPOMU3BOJCTBA JIEKAPCTBEHHOT'O CPEJICTBA BO BPEMS CEPUHUHOTO (PYTHHHOIO)
IPOMBILIIIEHHOTO IPOU3BO/ICTBA.

5.3. [Ipon3BOCTBEHHBIE  TIPOIECCHI  MOTYT  pa3paldaThiBaThCA €
UCIIOJIb30BAHUEM TPAIUIMOHHOTO TMOJX0Ja WM TMOAXOJa HEMpEepbIBHOU
Bepupukanuu. OAHAKO BHE 3aBUCUMOCTH OT MCIOJIB3yEMOro IMOJX0/a
HEOOXOAMMO TMOATBEPAUTh YCTOMYMBOCTH IIpolLiecca MPOU3BOACTBA U
00€ecreynTh IMOCTOSIHHOE KadyecTBO MPOAYKUMU JO TOro, Kak TOTOBas
npoaykuust Oyner BbeiylieHa B oOpamienue Ha pbiHke Coroza. Jlns
OpOLECCOB  MPOU3BOACTBA,  pa3pabOTaHHBIX  C  HKCIIOJIb30BaHUEM
TPaAUIIMOHHOTO TOAXOJa, HEOOXOJUMO TMPOBOAUTH MEPCIEKTUBHYIO
BaJUAAIMIO, TI0 BO3MOXKHOCTH Tepel cepTUPUKALUEd MNpPOAYKIUHU
(BBIIYCKOM TMpOAYKLIMHU B oOpamieHue Ha peiHke Corosza). PerpocnexktuBHas
BAJIWJIALINS HE CUYUTAETCS] TPUEMIIEMBIM OJIXOIOM.

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
(OpekeTnHra) MOXeT ObITH OOOCHOBAHO JUISI HOBBIX BHJIOB NMPOAYKIIMH 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
porpaMMoi IpoJoJKaroIIecs: BepupuKaiuu.

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
COKpAIlleHO IMyTeM NPUMEHEHHUs TMOJX0Ja BbIOOpAa KpallHMX 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 TMOAXOJ BbIOOpAa KpallHUX BapHAHTOB (OpPEKETHHr), €ciu
IPOU3BOJUTEND TPEACTABIAET NUCBMEHHOE OOOCHOBAaHHME BO3MOXKHOCTHU
TAaKOr0 MOJXO0Ja B JOKYMEHTaxX [0 BAJIWJALWHA U PETUCTPALMOHHOM J0OCHE
JIEKapCTBEHHOIO Mpernapara.

Takoll moaxoa MoOKeT ObITh MPUMEHEH [JIs Juana3oHa J03MPOBOK
JEKApCTBEHHOI'O0 CpEICTBA B Cly4yae, €CIu JO3UPOBKU HJCHTUYHBI WJIU
BeCbMa OJNM3KH JPYT IpYry MO COCTaBy (HampuMmep, AJisl JIMHEUKU TabIeToK
C Pa3IMYHON MACCOM, ONPEAECIAEMON YCUIIMEM MIPECCOBAHMUS, IMOJIYUYEHHBIX C
UCIIOJIb30BAaHUEM CXOXKEr0 HMCXOJHOrO TpaHyJjsATa, WU JMHEUKH Karcyl,
MOJIyYEHHBIX METOJIOM HAIMOJHEHHUS O000JIOYEK Karcysl 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 MPOU3BOACTBEHHYIO IIOMIA/IKY OCYIIECTBISAETCA
NEepeHoC  MPOM3BOACTBA YK€  MPOU3BOAMMON  paHee  MNPOAYKIUHU
(«HacnegyemMol MpPOAYKLUMW»), MPOLECCHl MPOU3BOJACTBA U KOHTPOJIA
JNOJDKHBI ~ TPOBOJUTBCA B COOTBETCTBUM  CO  CBEICHUSAMH U3
PErUCTPALIMOHHOIO  JOChE  TaKoro  JIEKAPCTBEHHOrO  Ipernapara W
JNEUCTBYIOIIMMHU  TPeOOBaHMUSIMU K  PErUCTpAallMM  JAHHOW  TpyMIbI
JIEKapCTBEHHBIX MpenapatoB. [Ipu TakoM mepeHoce MpOU3BOJCTBA B CIy4ae
HEOOXOJMMOCTH  BHOCATCA HW3MEHEHHS] B  PETUCTPALMOHHOE  JIOChE
JIEKapCTBEHHOIO Mpernapara.

5.7.1lpu Bamumanuu mporecca MPOM3BOJACTBA  MPOU3BOIUTEIIO
HE0OXO0AMMO KOHTPOJIUPOBATh BO3MOYKHOCTh MOCJIeIOBATEILHOTO
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 M OOeCHeYeHHUs] MPUEMIIEMOTrO0  KadyecTBa  MPOAYKIIUH.
O0ocHOBaHME TOro, Kakhe TMapaMeTphl TMpolecca MPOU3BOJACTBA U
MoKaszaTeJid KadecTBa ObUIM  ONpelneNieHbl Kak KpPUTUYECKHE  WIU
HEKPUTHUYECKHE, HEOOXOJAMMO 4YETKO JOKYMEHTHPOBATh C  Y4YE€TOM
pPE3YIbTaTOB MEPOIPUSTUI 11O OLIEHKE PUCKOB JJIsl KaueCTBa.

5.8. BamuauunoHHbIE CepuM TOJDKHBI UMETh TOT JK€ pa3Mep, 4TO U
IJJAHUPYEMBIE CEPUU MNPOAYKUHMH i1 KOMMEPYECKOTO HCIOJIb30BaHUS.
Hcnonp3oBaHue JpyruxX pa3sMEPOB BaJUIJALUOHHOW 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 I BAIMAAIMK 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
UCIIOJB3YEMOT0 TMOAXOJa JIA KaXJAOW MPOU3BOACTBEHHOW IUIONIAJKH
JOJDKHBI OBITH JTOCTYMHBI 3HAHUS O MPOIIECCE MPOU3BOJICTBA, MOJYYCHHBIC
B peE3yJbTaTe WCCICAOBAHWNA Ha JdTamne pa3pabOTKu WIM W3 JIPYTHX
UCTOYHUKOB (TIpU OTCYTCTBUM HMHOTO OOOCHOBAHMS), KOTOPHIE JIOJKHBI
CIIY>KUTh OCHOBAHUEM JIJIsI BATUJAIIMOHHBIX 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 MPOIYKIIUUA HOJKHBI
MIPOU3BOIUTHCA OOYYEHHBIM MEPCOHAIOM COTJIACHO TpeOoBaHusiM [IpaBui ¢

HCIIOJIb30BaHUCM YTBep)KILGHHOf/’I IIPOU3BOAUTCIICM NJOKYMCHTAIINH.
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5.12. Kpanudukanuss TOCTAaBIIMKOB KPUTHYECKUX HCXOTHBIX |
YIaKOBOYHBIX ~MaTEpHUaliOB MPOBOAUTCA JO Havajla TMPOU3BOJCTBA
BAJTUJAIMOHHBIX CEpUi MPOAYKIMU. B mpoTuUBHOM ciydae HEOOXOIUMO
JOKYMEHTaJIbHO 0(OPMIICHHOE 00OCHOBaHUE UX MPUTOJAHOCTHU, OCHOBAHHOE
Ha MPUMEHEHUHU PUHIIMIIOB YIPABICHUS PUCKAMU JIJIsl KauecTBa.

5.13. Inss  oOocHOBaHMS BBIOPAHHOTO MPOCTPAHCTBA MPOEKTHBIX
napaMeTpoB (€CiIM TaKoe TMPOCTPAHCTBO HCIONB3YeTCsS), a TakkKe IS
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 BaJdWAAllMM MPENOoiaraercs 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 [lpaBwi, BadWJallMOHHBIM KPUTEPHUSIM  MPUEMIIEMOCTH,
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 MPOU3BOJCTBA 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
MIPOM3BOJICTBO TPOMBIIJIEHHBIX CEpUH JIEKAPCTBEHHOr'O IIperapara 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 KPUTEPHUSIM MPUEMIIEMOCTH. Pe3ynpTaThl U BBIBOJBI JOJKHBI
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.
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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.
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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 TMPOAYKIMEH (HAmpuMep, TEIIOOOMEHHUKOB)

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

9. Banmupanus aHaIUTHYECKUX METOIUK

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

9.2. Ilpu mpoBeAeHUU MHUKPOOHOJOTMYECKUX HUCHBITAHUN NPOAYKIUU
METOJIMKa TECTUPOBAHUS JOJDKHA OBITh BAIMAMPOBAHA JIJIs TTOATBEPHKICHUS
OTCYTCTBHSI aHTUMUKPOOHOTO IEUCTBUS TIPOTYyKIIHH.

9.3. Ecniu mpoBOAUTCS MUKPOOMOJIOTHYECKUN KOHTPOJIb MOBEPXHOCTEH
YUCTBIX TOMELIEHUM, METOJUKA YKA3aHHOT'O KOHTPOJISI MOAJICKUT BallMJallUU
JUIS. TIOATBEPIKICHUSI OTCYTCTBUS aHTUMHUKPOOHOTO JEHCTBUSI CO CTOPOHBI

MOIOIIMX U JIE3UHPUITUPYIOMIUX CPECTB.

10. Banmupgaims oumucTku

10.1. Baguganust OYHMCTKM  JOJDKHA  MPOBOJHUTBCA € IEJIBIO
moATBEepKIAeHUS  A(OPEKTUBHOCTH  TPOIEAYPHl OYHUCTKHA  JJIS  BCETO

o0Opy/OBaHUs, KOHTaKTUpylOIero ¢ npoaykuuer. Ilpum  Hamuuuun
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COOTBETCTBYIOIIETO HAy4YHOTO OOOCHOBAHMS JOMYCKAETCS HCIOJIb30BAHHE
MOJICTTUPYIOIUX  BEIIECTB. [Ipy  WCHONB30BaHUUM  OJAHOTHUITHOTO
000pyOBaHUS CYIIECTBYET BO3MOXKHOCTh BBIOOpA CHENM(PUYHBIX €IUHUIL
o0OpyIOBaHUS [JIi TIPOBEACHHS BAIMAAIMM OYUCTKU TMPU HATUIUHU
COOTBETCTBYIOIIETO 0OOCHOBAHUSI.

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

10.3. B cBsi3u ¢ TeM, YTO BBINOJHEHKE TPOrpaMMBbl BaTUAAIIUU OUUCTKU
TpeOyeT OINpeAeIEHHOTO BPEMEHH, HJsi HEKOTOPbIX BHUAOB MPOAYKIIHH,
HaAIMpUMep MpenapaToB sl KITMHUYECKUX HUCIIBITAHUN, MOXKET MOTPEOOBATHCS
BaJIMIalMs ¢ BepUUKAIUEH OYMCTKHU MOCIe KaKIOW cepuu MpoaykKiuu. B
pe3ynbraTe BepU(UKAIMK TPOU3BOJCTBEHHOTO TIpollecca JODKEH OBITh
nojlydueH OOBeM  JaHHBIX, TIO3BOJIAIOMIUNA  TOATBEPAUTH  YUCTOTY
000pyAOBaHUS U BO3MOKHOCTb €0 JaJIbHEHIIETr0 UCIOIb30BaHUS.

10.4. ITpu BaJIWIALIUH HE0OXO0AMMO YUUTHIBATh YPOBEHB
aBTOMATHU3AIMK TpoIlecca OYUCTKU. [Ipu MCMoIp30BaHNM aBTOMATHUYECKOTO
mpolecca OYUCTKM JIOJDKEH OBbITh  BaluAupoBaH paldouuii  auana3zoH
apaMeTpOB MHKEHEPHBIX CUCTEM U 000PYI0BAHUS /IJIsi OUMCTKH.

10.5. lnst Bcex mpOLIECCOB OYMCTKH HEOOXOAMMO MPOBOAHTH OIICHKY
B IIEJISIX BBISIBIICHUSI M3MEHSIOMMUXCA (HPaKTOPOB, KOTOPHIE MOTYT BIUATH Ha
npoBenieHre U 3PQGEKTUBHOCTh OYUCTKHU (IIEPCOHAN, YPOBEHb JETaIN3alluu B
npoueaypax (HampuMmep, KpaTHOCTh orojackuBanuil) u 1. 1.). Ilocre
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 MPOAYKIIUU, MPOBEICHUE
KOTOpOH MPEeaycCMOTPEHO PyKOBOJCTBOM IO YCTAaHOBJIECHUIO JOMYCTHUMBIX
IpeaesioB BO3JICUCTBHS HA 3/I0POBBE B LIENSAX MIACHTU(PUKALMHU PUCKOB IMPHU
MIPOM3BOJCTBE JICKAPCTBEHHBIX CPEACTB Ha OOMIMX TMPOU3BOJICTBEHHBIX
(TEXHOJIOTUYECKNX) JIMHUAX, YTBEepXkKIAeHHbIM Pemennem  Kommerun
EBpasuiickon 3xoHOMHMYecKOM komuccnu OT 14 suBaps 2020 r. Ne 1.
O6ocHOBaHME BBHIOPAaHHBIX MPEAEIbHBIX 3HAYEHHUM JOJKHO TOKYMEHTAJIBHO
oQopMIIATECSI B paMKax OIEHKM PHUCKOB C YyKa3aHWEM CCBUIOK Ha
UCIOJIb3YEMbIE€ UCTOYHUKH JTAHHBIX. JIOMKHBI OBITH YCTAHOBJIEHBI MPEICIIbI
JUISL  TIOATBEP)KICHUS YAAICHHS JIFOOBIX HCIIONB3YEMbIX JIE€TepPTeHTOB.
Kputepun mnpuemMieMocTH JOJDKHBI —TaKXKe YYUTHIBAaTh BO3MOJKHBIN
KyMYJISITUBHBIH  93(PdEeKT Tpu  HCIOIb30BAHMHM  HECKOJbKUX  EIUHUIL
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 MPU YKa3aHHBIX 00CTOATEIHCTBAX.

10.6.2. Ecmu HEBO3MOXKHO MPOM3BECTH CHEIU(PUICCKOE TECTHUPOBAHKE
OCTaTKOB TPOAYKIIMW, JOIMYCKACTCS TPOBEICHWE KOHTPOJS JPYTUX
MIOKa3aTeIIbHBIX napaMmeTpoB, HanpuMep COJIepKaHuUs o011ero
OpPraHUYECKOTO yTIIEPOIa UITH JIEKTPOIPOBOTHOCTH.

10.7. IIpu pa3paboTKe MPOTOKOJIOB BAIHUIANNNA 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 OOOpYAOBAaHUS JOJKHO NPUHUMATHCA BO BHHUMAHHE IS
ONpENEICHUs BPEMEHU XpaHEHUs OOOpYJIOBaHUS B 3arps3HEHHOM U
OYUIIIEHHOM COCTOSIHUSIX.

10.9. Ecnu ocyuiecTBisieTcsl IpOU3BOJCTBO MO MPUHLUITY KaMIIaHUH,
HEOOXOAMMO OLIEHMBATh BO3MOXHOCTH OYMCTKM B KOHLE KammaHuu. [lpu
TOM MaKCHMaJIbHasl JJINTEIbHOCTh KaMIIaHUU (B €IMHUIIAX BPEMEHU U (UJIH)
KOJIMYECTBE CEpUN MNPOAYKUMH) JIOJDKHA YUYUTHIBATHCS IPU MPOBEACHUU
BaJIMIALUNA OYUCTKH.

10.10. Ecniu st BanuaalMM  OYMUCTKH MPUMEHSETCS TMOAXOA C
UCIIOJIb30BAaHUEM MPOAYKIMM B  YCIOBUSX  «HAWXYHALIETO0  CIydas,
HEOOXOAMMO JaThb HaydyHOe OOOCHOBaHME BbIOOpa BHUAA NPOIYKLHUH,
UCIIOJIb3YEMOTO B YCIOBUAX «HAUXYJIIEro Clly4as», a TakKe MPOBOJIUTH
OLICHKY BJIMSHHUS HOBOM MPOAYKIMHM Ha BBIOOp YCIOBUN «HAUXYAIIETO
ciydasi». Ilpu ocyiiecTBI€HMN YKa3aHHOTO BbIOOpa MOTYT MPUHUMATHCS BO
BHUMAaHUE TAKWE KPUTEPUU, KaK pacTBOPUMOCTh, JIETKOCTb OYHCTKH,
TOKCHUYHOCTb U aKTUBHOCTb.

10.11. IIpoTokoabl BadUAAllMUd OYUCTKU JOJDKHBI OMHUCHIBATH TOUYKHU
orOopa mpod WM COJEp)KaTh CCHUIKM Ha HUX, OOOCHOBBIBATH IMPHUUYHHBI
BbIOOpa JAHHBIX TOYEK, a TAKXKE OMPENEATh KPUTEPUH MPUEMIIEMOCTH IS
KaXJI0M BEIOPAaHHOW TOYKH.

10.12. ITpoObI HEOOXO0AUMO OTOMpPATh METOJOM B3SITHUS CMBIBOB C
NOBEpXHOCTEW U (Wiau) NOpo0 KUAKOCTH TIOCIE OIOJACKUBAHMS JHOO
JPYTMMH METOJIaMU B 3aBHCHUMOCTU OT TUIa 000pynoBaHus. MaTepuansl U
MeToAbl 0TOOpa MpoO HE JOJKHBI OKa3blBATh BIIMSHUS Ha MOJy4aeMbIE
pe3yabTaTel. HeoO0XoaumMo mpoIeMOHCTPUPOBAaTh BO3MOKHOCTh U3BJICUEHUS
BEIIECTB CO BCEX MAaTepuajgoB OOOpPYyJOBaHUS, KOHTAKTHPYIOLIETO C
MPOJYKIIMEH, MPU UCIIOJIb30BAaHUU BCEX MPEIYCMOTPEHHBIX METOJI0OB O0TOOpa

po0.
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10.13. Yto0s! moka3aTh, 9TO METOJl OUYMUCTKH BAJMIUPOBAH, MPOIEAYpa
OUKMCTKHU JOJDKHA OBITh BBIMIOJHEHAa COOTBETCTBYIOIIEE KOJUYECTBO pas,
OTIPE/ICIICHHOE Ha OCHOBE OIICHKH PHCKOB, M COOTBETCTBOBATH KPHUTECPHSIM
MIPUEMJIEMOCTH, YCTAaHOBJICHHBIM MTPOU3BOAUTEIIEM JIJIST OUMCTKH.

10.14. Eciiu mporniecc ouncTKH Hed(DPEKTHBEH WM HE TOAXOMUT IS
KaKoro-nubo o0opyAoBaHUs, HEOOXOJIMMO HCHOJb30BaTh CIELHAIBHO
BBIJICJIEHHOE JJIsl MPOU3BOJICTBA JICKAPCTBEHHOTO Ipernapara 000py0BaHUE
WM TIPUMEHSATHh COOTBETCTBYIOIIME MEPhI ISl KaXJIO0T0o BHIA MPOAYKIIHH
COrjlacHO yka3aHusiM riaB 3 u S yactu [ [IpaBuo.

10.15. B ciywyae WHCHOJB30BaHUS PYYHOM OYHUCTKA OOOPYIOBaHUS
HEOOXOIUMO  MOATBEPXAaTh  APPEKTUBHOCTH  TAaKOM  OYHCTKH  C
MEPUOUYHOCTHIO, 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 MPEIOKEHUS IJIAHOBOTO
U3MEHEHHS  MCXOJHBIX  MAaT€pHAIOB,  KOMIIOHEHTOB  MPOAYKIIHH,
000pyI0BaHUs, TTOMEILEHHM, MEPEUHs BBIMTYCKAaeMOU MPOAYKIIUM, TIpoIecca
MPOU3BOJICTBA WJIM METOJIMKHA TECTHUPOBAHUA, pa3Mepa CEepUU MPOIYKIIHH,
MIPOCTPAHCTBA MPOEKTHBIX MapaMeTPOB WM MHOTO U3MEHEHHS B TECUCHHE
KU3HEHHOrO0 I1IMKJa MPOAYKIHUH, KOTOPOE MOXKET OKa3aTh BIMSHUE Ha
Ka4eCTBO MPOAYKIMU WA BOCHPOU3BOJIUMOCTh IIPOIIECCa TPOU3BOJICTBRA.

11.3. Ilpy wucCHoOIB30BaHUU KOHIICMIIMK TPOCTPAHCTBA MPOECKTHBIX

apaMeTpoB MPOU3BOJUTEIO HEOOXOAUMO:



30

OIICHMBAaTh W3MEHEHUS MPOCTPAHCTBA MPOEKTHBIX MAPAMETPOB MyTEM
CpPaBHEHMSI C JJAaHHBIMU PETUCTPALIMOHHOTO JIOChE;

OLICHHUBATh HEOOXOINUMOCTD PUHATHS COOTBETCTBYIOITUX
PETYIISITOPHBIX IEHCTBUM.

11.4. JIng OLICHKHW 3alUIaHUPOBAHHBIX M3MEHEHUW, B YAaCTHOCTH ISl
ONpENCIICHUs] MOTCHI[MAJbHOIO BIMSHUA HA KauyeCTBO MPOAYKIIUH,
(dbapMalleBTUUECKHUE CHCTEMbl KadecTBa, JIOKYMEHTAIUIO, BaJIUJIAIIUIO,
PEeTyJISITOPHBIM CTaTyC, KaIuOPOBKY, OOCHy)KMBAaHHE, a TakKe Ha JIOObIe
JIPYyTUEe CUCTEMBI, C 1IEJIbIO0 MIPEIOTBPAIIEHUS] HENPEABUACHHBIX MOCIEACTBUI
Y TJIAaHUPOBAHUS HEOOXOAUMBIX JCHCTBUH 10 BAIMIANH, BepU(PUKAITUN HITH
MOBTOPHOM KBaJu(DUKAIIIU npoiiecca MIPOU3BOJICTBA JIOJDKEH
UCIIOJIb30BaThCsI MPOIIECC YIPABICHUSI PUCKAMHU JIJISI KAYECTBa.

11.5. UsmeHeHus [OJDKHBI  OBITH  COTJIACOBaHBI M YTBEP KICHBI
OTBETCTBEHHBIMHU JIUIIAMHU WJIM BBIMOJHSIONIAM COOTBETCTBYIOIINE (DYHKIIUH
MIEPCOHAJIOM COTJIaCHO (papMaIleBTUHIECKON CUCTEME KaueCcTBa.

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 pPe3yJbTAaTUBHOCTH JUISl TOJITBEPKICHUS

YCHEIIHOTO BHEAPEHUSI U3MEHEHUS (€CIIM PUMEHHUMO).

Onpenenenus

Jlns neneit Hactosimux TpeOoBaHUM UCTIONB3YIOTCS TIOHSTHS, KOTOPHIE
O3HAYaroT CICAYIOIIEE:

«BanuaIU OUYHMCTKHNY — JTOKYMEHTAJIbHO oopMIIEHHOE
JI0OKA3aTeIbLCTBO TOTO, YTO YTBEPXKICHHAs MpoIeaypa OUYMCTKH OyIeT ¢

BOCIIPONU3BOAUMbBIM pe3yjibTaToOM o0ecrneynBaTh TaKYHO OYUCTKY
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0o0Opy/I0BaHUs, TMPHU KOTOPOM KOJHMYECTBO OCTATKOB MpEIabIAYIIeH
MPOAYKIINH, MPOU3BEICHHON Ha 00OpYJI0BaHWMU, WJIM MOIOIIET0 CPEJCTBA,
UCIIOJB3YEMOT0 TP OUYUCTKE OO0OpyJdoBaHMs, OYIeT HUXKE HAYYHO
000CHOBAaHHOTO MAKCUMAJIBHO JIOMYCTUMOTO YPOBHSI IIEPEHOCA;

«BepUUKaLUS OUUCTKU» — COOp JI0OKA3aTENbCTB, MOJYUYCHHBIX IMYyTEM
XAMUYECKOTO TECTUPOBAHUS TMOCIE IMPOU3BOACTBA KAXKIOW CEepHUU
OPOAYKIIMU WA MPOBEJACHUS KaMIIaHUU U TOJITBEPKIAIOIIUX, YTO
KOJINYECTBO OCTATKOB MPEIBIAYIIEH NPOAYKIHMH HIM MOIOIIUX CPEJCTB,
OCTaBIIUXCS TOCTE MPOBEICHUS OUYHUCTKU, HIKE HAYYHO OOOCHOBAHHOTO
MaKCUMAaJIbHO JIOMYCTUMOI'O YPOBHS IIEPEHOCA;

«BBIOOp KpallHUX BapUaHTOB (OPEKETHUHT)» — MOJXOJ JJIsI BalluIaluu,
OCHOBAaHHBI HA HAyYHBIX 3HAHUSIX W 3HAHUSIX O PHUCKAX JJId KayecTBa,
pe3ysbTaTax BaIMAAUMOHHBIX HCCIEIOBAaHUM MpPU KpallHUX 3HAYEHUSX
(dbakTOpOB, OMNpPEACICHHBIX M OOOCHOBAaHHBIX 3apaHee (Hampumep,
JIO3UPOBKM JIEKAPCTBEHHOI'O Mpenapara, pa3Mepa cepu U (Wim) pa3mepa
YIaKOBKH), TakuM 0O0pa3oM, UTO BajJuJalUs BCEX MPOMEKYTOUHBIX
3HaYeHUM (HAKTOPOB MOATBEPIKIACTCS BaIUJALMEN TOJIBKO WX KpalHUX
3HAYCHUU;

«Ka4yeCTBO yepes TA3aH» — CUCTEMHBIN MOJXO0M,
npeayCMaTpPUBAIONINN OMpeeNeHne IeJel Mmepen HadajaoM pa3padoTKH
MPOAYKIUM, TOYHYK OIECHKY NPOAYKIMH W TpOolecca €€ MPOU3BOJCTBA,
a TaK)K€ KOHTPOJIb MPOILIECCAa MPOU3BOJICTBA HA OCHOBE HAYYHBIX JTAHHBIX U
MPUHIIUIIOB YIIPABJICHUS PUCKAMHU JIJISI KAUECTBA,

«KOHTPOJIb U3MEHEHUI» — (OpMaIM30BaHHAsI CUCTEMA, TOCPEICTBOM
KOTOPOM COOTBETCTBYIOIIME IKCIIEPTHI MPOBOIAT MPOBEPKY MPEATAraeM bIX
Ui (QaKTUYECKUMX  WU3MEHEHUM, KOTOphle MOTYyT TOBJUSITH  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
NOJAJIEPKaHUSI CUCTEMBI B BaJIMAUPOBAHHOM COCTOSIHUMU;

«kputnueckuit mapamerp mporecca (CPP)» — mapamerp mpoiecca
MPOU3BOJICTBA, BapUAOEIBLHOCTh KOTOPOTO OKa3bIBA€T BIUAHHE Ha
KpUTHUYECKHE  [OKa3aTeid  KadecTBa U KOTOPbII  HE0OXOAUMO
MOHUTOPUPOBaTh U KOHTPOJUPOBATH [JIsi OOEcCHeYeHHus Tpedyemoro
KadyecTBa MPOAYKIHUH;

«kpuThueckui mokazarenbp kadectBa (CQA)» — ¢dusmyeckoe,
XUMUYECKOE, OMOJIOTMYECKOEe WM MUKPOOMOJIOTMYECKOE CBOMCTBO JIMOO
XapaKTepUCTUKA, YCTAHOBJCHHBIC B 3aJaHHOM IIpelesie, IHana3oHe WU
3aIaHHOM pacnpeiesieHuu 3HaueHud g olecrnedyeHuss TpeOyeMoro
KadyecTBa MPOAYKIHUH;

«MOJeibHas MPOAYKUUS» — MaTepHalibl, KOTOpble OJU3KH 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 ce€0s BEpXHUE M HUXKHHUE MpEJeTbHbIC 3HAUYECHUS MMapaMeTpOB
mpoliecca MPOU3BOJACTBA, M CBSI3aHHBIX C HUMH (AKTOpoB (B pamKax
CTaHAAPTHBIX OINEPAlMOHHBIX MpOLENyp), KOTOpble ¢ HauOosbIIeH
BEPOSITHOCTHIO MOT'YT MPUBECTH K HECOOTBETCTBUIO MPOAYKIUU WU COOIO0 B
IpoIlecCe MO CPaBHEHUIO C HUICAJbHBIMU YCIOBUAMHU. Takue ycCaoBuUs
HE00s3aTeNIbHO MPUBOJAAT K HECOOTBETCTBUIO MNPOAYKIMU WA COOI0 B
polecce;

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

«MEepCHeKTUBHAS BajJuJalvs» — BalWAalus, MPOBOAUMAs 10 Hayaja

CEpUMHOTO MPOU3BOJICTBA MPOAYKIAH, IIPEAHAZHAYCHHOM JIJTSI pEeAIN3alliy;
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«mmpopoJKaromascs — BepuduUKanMs ~— mpolecca  IPOU3BOACTBA
(mocnenytoias Bepu@uKanus npoiecca Npou3BoACTBA)» — JOKYMEHTAIbHO
oopMIIEHHOE J0KA3aTeIbCTBO TOTO, YTO MPOIECC MPOU3BOACTBA OCTACTCS
10T KOHTPOJIEM IIPU MTPOU3BOJICTBE MIPOMBIIUICHHBIX CEPHUI MPOAYKIUH;

«COIMYTCTBYIOIAS BaJIMAAUS» — Bajdujalus, TMPOBOAWMAS B
UCKJTFOYUTEIBHBIX CIydasiX TP 00OCHOBAHUHM TOJIH3BI OT TAKOW MPOIYKITUU
JUIS TAlMeHTa, TPH KOTOPOW BAIMAAIMOHHBINM TIPOTOKOJ HCIIOJHSIETCS
OJIHOBPEMEHHO C BBIIYCKOM B oOpamenue Ha pbiHke Coro3a
BaJIMIAIIMOHHOM CEpUU TIPOIYKIINY;

«cnenudukamnus TpedoBanuii moias3osatens (URS)» — coBokymHOCTH
TpeOOBaHMI BJIAJIEINbIIA, TOJB30BATEIIS, a TAK)KE TEXHHYECKUX TPeOOBaHUH,
HEOOXOIWMBIX W JOCTAaTOYHBIX JUISI CO3JaHUS TMPHEMIIEMOTO IMPOEKTa
B COOTBETCTBHUU C MPETyCMOTPEHHBIM Ha3HAYCHUEM CUCTEMBI;

«TPAIUIIMOHHBIN MOAXOA» — MOAXOJ K pa3paboTke MPOAYKIUHU, MPHU
KOTOpPOM JJisi OO€CIIE€UYeHUs] BOCIPOU3BOJUMOCTH KadeCTBa BBIITYCKaeMOM
NPOAYKIIMM WCIOJB3YIOTCS 3aJaHHbIE 3HAUCHUS W pabdodue auarma3oHbI
apameTpoB.

NHble TOHATHS, UCHOJIB3yeMble B HacToAmMUX [peOoBaHUSX,

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




