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BBenenue
JlaHHO€ pyKOBOJICTBO OCHOBaHO Ha msToM naparpade cratsu 47 J{upextussl 2001/ 83/EC™.

B cootBercTBUM co Bropsim maparpadom cratbu 46(f) dupextusst 2001/83/EC nepxatensb
JIMIIEH3UU Ha MPOU3BOJICTBO JIOJDKEH 00ECIIEUHUTh MPUTOTHOCTH BCIIOMOTATENILHBIX BEIIECTB IS
MIPOM3BOJICTBA JICKAPCTBEHHBIX CPEJCTB, yCTAHOBUB 00beM BHeApeHus mpasuia GMP.

Tpe6oBanust GMP 1151 BcmomorateabHBIX BEIECTB, MPEeIHA3HAUYCHHBIX IS TIPOU3BOJICTBA
JIEKapCTBEHHBIX CPEJCTB JUIsl YEIOBEKA, JOJKHBI OCHOBBIBATHCS Ha (POPMAJIM3OBAHHON OIIEHKE
PHCKOB B COOTBETCTBHUU C JAHHBIM PYKOBOJCTBOM. lIpu olieHKe PHUCKOB Cile[yeT Y4YUThIBAaTb
TpeOOBaHUS IPYTUX OTHOCALIMXCS K JAHHOMY IpPEIMETY CUCTEM KauecTBa, a TaKKe IMPOUCXOXK-
JIeHME ¥ Ha3Ha4YeHUE BCIIOMOTaTeIbHBIX BEIIECTB U JJaHHbIE O JleeKTaX KayecTBa B MPOILIOM.
Jepxatenp JIMLIEH3UU Ha MPOU3BOJCTBO JOHKEH OOECHEUUTh BBIOJIHEHHWE COOTBETCTBYIOIIMX
tpeboBanmuiit GMP.

Jlepxatenp NUIIEH3UN Ha MPOU3BOJICTBO JIOJKEH BKJIIOYHUTH MPOIIECC OLIEHKH PUCKOB IS
BCIIOMOTaTeJIbHBIX BEIIECTB B (papMaIleBTUUECKYIO CUCTEMY KauecTBa.

Jlepxateinp IUIEH3UU Ha TIPOU3BOCTBO MTPOLECC JODKEH UMETh TOKYMEHTALIMIO 110 OLICH-
K€ PUCKOB B COOTBETCTBUU C MpUMeHseMbIMU TpeboBanussMu GMP, noctynHyto uis paccMoTpe-
HUs uHcnekTopoM o GMP. Crenyer u3BemaTh NpOU3BOJAUTENSI BCIIOMOTaTENIbHBIX BEILECTB O
pe3ysbTaTax OLIEHKU PUCKOB JIJIsl 00ecreueH sl TOCTOSIHHOTO YITyUIIeHHUs.

OreHKa pUCKOB B COOTBETCTBUHU C JAHHBIM PYKOBOJICTBOM JOJDKHA OBITh BBIIMOJIHEHA JUIS
BCIIOMOTaTeNbHBIX BEIIECTB JUIsl JOMYIIEHHBIX K MPUMEHEHUIO JIEKapCTBEHHBIX CPEACTB IS Ue-
JoBeka He no3aHee 21 mapra 2016 r.

I'masa 1. O61acTh NPpUMEHEHHUS

1.1. JIanHOE pyKOBOJACTBO MPUMEHSETCS MPH OLIEHKE PUCKOB IpU BHeApeHuu npasuin GMP
JUIS. BCIIOMOTATENIbHBIX BEIECTB, MCMOJIb3YEMbIX NPH MPOU3BOJCTBE JIEKAPCTBEHHBIX CPEICTB
i 4enoBeka. B cootBetctBuu co crarber 1(3b) Jupexktusbr 2001/83/EC monx BcrioMoraTelb-

! Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the Community code
relating to medicinal products for human use (OJ L 311, 28.11.2001, p. 67).



HBIM BC€IICCTBOM ITOHUMACTCA Jr000€ BCIICCTBO, BXOAAIIEC B COCTAB JICKAPCTBEHHOT'O CPCACTBA,
HC OTHOCAIICCCA K aKTUBHBIM Cy6CTaHLII/ISIM HJIM YIIAKOBOYHBIM MaTCpuajiaM.

1.2. lanHOE PYKOBOJICTBO HE PACIPOCTPAHSIETCS Ha BEIECTBA, JoOaBIIsieMble 11 o0eceye-
HUS CTAaOUIILHOCTH AKTUBHBIX CYOCTaHLIMNA, KOTOPbIE HE MOT'YT CYLIECTBOBAaTh CAMOCTOSTENBHO.

I'nmaBa 2. Tpe6oBanuss GMP, oTHOcsIIIMecs K BUAY M HA3HAYEHHI0 BCIIOMOTraTeIbHO-
I0 BelecTBa

2.1. Meronbl aHaJIM3a PUCKOB, KOTOPBIE MOXKHO NPUMEHSATH JUIsl pa3jInYHbIX CTOPOH (ap-
MAalEeBTUYECKOI0 KauecTBa, BKIIIOUAasi BCIIOMOTaTENIbHbBIE BElllecTBa, IpuBeaeHbl B yactu |1l Ha-
crosiero cranaapra (PykoBoxcrBo Eudralex, Tom 4 — npaBuiia mpou3BoICTBA JIEKAPCTBEHHBIX
cpeactB s yenoBeka u kuBOTHBIX — GMP EC, wacts 1), pykoBonctBe ICH Q9 nmo ananmuzy
PHUCKOB.

2.2. DTU NIPUHIIMIIBI aHATTU3a PUCKOB CIEAYET MCIOIb30BaTh MPU OLIEHKE PUCKOB IS Ka-
4yecTBa, 0€30MaCHOCTH M (PYHKIIMH KaKJOTO BCIIOMOTATEIbHOTO BEUIECTBA M UX KIACCH(pUKAIUY,
HaIpUMep Majblii PUCK, CPETHUIN PUCK U BBICOKUI puck. C 3TOM 1eNbl0 peKOMEHAYETCS IpUMe-
HATh METOJIbI corniacHo yacTw |1l manHOTO cTammapTa (pykoBozactBo ICH Q9), Hanpumep ananus
PHCKOB B KDUTHYECKUX KOHTPOJIbHBIX Toukax (HACCP).

2.3. I KaXKJ10r0 BCIIOMOTaTEIbHOTO BELLIECTBA, [I0JIy4aeMOro OT Ka)/10Iro MPOU3BOJUTE-
751, IeprKaTenb JULEH3UU Ha POU3BOJICTBO JI0JKEH YCTAHOBUTH PUCK, IPEACTABIISIOIINN yTPO3y
Juis 0€30MacHOCTH, KayecTBa U (DYHKIIMM Ka)KJOro BCIIOMOTATENILHOTO BELIECTBAa U3 ATOTO HUC-
TOYHHUKA ()KHBOTHOT'O, MHHEPAJIbHOTO, PACTUTEIBHOIO, OJTYYCHHOIO METOJIOM CHHTE3a U T. 1.)
Ha BCEM NPOTSDKEHUM JUIsl BBEJIEHHMS B TOTOBYIO JTO3MPOBAHHYIO (papMaleBTUYECKYIO (opMmy.
[Tpu »TOM cnenyeT yuuThIBaTh (IepeuyeHb He NCUEPNBIBAIOIINI) ClIeIyolIee:

() TpaHCMHUCCHBHYIO T'YOUaTyIO SHIIE(DATONATHIO;
(1) BO3MOXKHBIC BUPYCHBIE 3arPs3HEHHUS;
(i) BO3MOXHBIE 3arpsA3HEHISI MUKPOOPTaHU3MaMH, SHAOTOKCHHAMHE (IUPOTeHAMH );

(iv) BO3MOKHOCTh BHECEHHs 3arps3HCHHI OT MCXOJHBIX MaTepHalioB, Hampumep, adia-
TOKCHUHOB MJIM MECTULUAOB WIH MOJyYEHHBIX B XO0JI€ IIPOLECCAMH NEPEHOCUMBIX Jaliee 3arpsis-
HEHMH, HalpUMep, OCTATKU PAaCTBOPUTENECH I KaTaIU3aTOPbI;

(V) obecrnieueHre CTEPUIILHOCTH BCIIOMOTATENIbHBIX BEIECTB, 3asIBICHHBIX CTEPHIbHBIMHU;

(Vi) BOBMOXHOCTH MepeHoca JTI0BIX 3arpsA3HEHUI OT JAPYTUX MPOIECCOB MPHU OTCYTCTBUH
CIIEIUATTU3UPOBAHHOTO (BBIICIEHHOT0) 000PYI0BAaHUS W/WIIA TIOMEIICHUH;

(Vi) KOHTPOJIb OKPY)KAIOIIEH CpPelbl U YCIOBHS XPAaHEHUS] U TPAHCIIOPTUPOBAHUS, BKIIO-
qas X0JIOI0BBIE 1IeTIH, eCIH TpeOyeTcs;

(Viii) CITOXHOCTB IIeTTH MMOCTABKH;

(iX) cTaOMIBHOCTH BCIIOMOTATEILHOTO BEIIECTRA,



(X) cBHIETEIBLCTBO O HETOCTHOCTH YITAKOBKH.

2.4. lep>kaTelnio JIMLEH3UU HAa TPOU3BOJICTBO CIIEAYET YYUTHIBATh JOMOJHUTEIbHBIE (aK-
TOPBI UCXO/1S U3 HA3HAYCHHS U (PYHKIIMU KaXKJIOTO BCIOMOTATEeIbHOTO BEIIECTBA:

(i) dbapmarieBTueckyto GopMy M Ha3HaYCHHE JIEKAPCTBEHHOTO CPEACTBA, COJCPIKAIIETO
JTAHHOE BCIIOMOTaTelIbHOE BEIECTBO;

(i) GbyHKIIMIO BCIIOMOTaTelIbHOTO BEIECTBA B MPOU3BOJICTBE, HAIPUMED, CMa3Ka B IPOU3-
BOJICTBE Ta0JIETOK WJIM KOHCEPBAHT KHUAKUX (HOPM U T. 11.;

(iii) mosr0 BCIOMOTATEILHOTO BEIIECTBA B COCTABE JIEKAPCTBEHHOTO CPE/CTBA;
(iv) AHEeBHO¥ MpreM BCIIOMOTraTeIbHOIO BEIIECTBA MAI[HCHTOM;

(V) mro0bIie u3BecTHBIC Ae(heKThI KauecTBa W (albCU(pUKAINIO, KaK B II100aIbHOM, TaK B
JIOKaJIbHOM MaclITabe KOMIIAHUU, OTHOCSIIIUECS K JAHHOMY BCIIOMOTaTEIIbHOMY BEIICCTBY;

(Vl) MMeEET JIM BCIIOMOTraTelIbHOE BEIIECTBO CIIOKHBIM COCTaB;

(Vil) u3BeCTHOE MJIM BO3MOYKHOE BJIMSTHHE HA KPUTUYECKUE CBOMCTBA Ui Ka4yecTBa JieKap-
CTBEHHOTO CPEJICTBA;

(viii) npyrue obHapyxeHHbIe (HaKTOPBI UK (AKTOPBI, KOTOPBIE MOTYT OTHOCHTHLCS K 00ec-
HICYCHHIO OE30MACHOCTH.

2.5. JlepkaTenb JIMIEH3UU Ha MPOU3BOCTBO, OLIEHUB U JOKYMEHTAILHO 0(hOpPMUB (PAKTO-
pPBI pUCKa JJIsl BCIIOMOTATENBbHOIO BEIIECTBA, JOJDKEH YCTaHOBUTH U JIOKyMEHTHPOBATh, KaKHUE
AJIEMEHTHI IaHHOTO CTaHAapTa CIEAYyeT, IO €r0 MHEHHIO, YYUTBIBATh JUIsl KOHTPOJISI U o0ecrede-
HUSl KauecTBa BCIIOMOTATEJIbHOTO BEILIECTBA, HApPUMED, MPUIOKEHHE | W/WIK NpUioKeHue 2;
yacTh |l «OcHOBHBIE TpeOOBaHUS K aKTUBHBIM (hapMalleBTUUECKUM CYOCTaHIMSIM, HCIOJb3Yye-
MBIM B KaU€CTBE UCXOJHBIX MaTEPHATIOBY.

2.6. OTHU dIIEMEHTHI MOTYT pa3InvdaTbCia B 3aBUCUMOCTHU OT UCTOYHUKA, HCIH IMOCTABKU U
MOCJICAYIOHIICTO HCIIOJIb30BAHHA BCIIOMOI'AaTCJIIBHOI'O BCIICCTBA, HO, KAK MUHUMYM, ACPIKATCIIb
JIMIICH3UU Ha ITPOU3BOACTBO NOJIKCH YUUTBIBATDH CICAYIOIINEC 3JICMCHTDI GMP:

() paspabotky u npumeHeHne 3G HeKTHBHOM (hapMaIleBTHUECKON CUCTEMBI KauecTBa;
(i) HaTMYKeEe KOMIIETEHTHOTO MJIH KBaTH(UIIMPOBAHHOTO MEPCOHAIA;

(iii) omucanue BBIMONHSIEMBIX (QYHKIUH PYKOBOASIIMM TEPCOHATIOM, OTBETCTBEHHBIM 3a
IPOM3BOCTBO ¥ KOHTPOJIb Ka4eCTBa,;

(iv) mporpammbl 00yUeHWMsI IJIsl BCETO MEepCcoHalia, CBSI3aHHOTO C TPOM3BOJICTBOM U KayeCT-
BOM;

(V) mporpammbl 00y4YeHHsI, OTHOCSIIUECS K 3[0POBbIO, THTHCHE M OJICK/E, €CIIH He00XO-
JTUMO JUTSI BHITIOJTHSIEMBIX OTIepaliuii;



(vi) obecrieueHre TOMEIICHUSAMHI 1 000PYIOBAHUEM ISl BBITOJHEHHUS ONEpaIiii U UX TEX-
HUYECKOe 00CTyKUBAHUE;

(vil) moxymeHTaIbHO OPOPMIICHHYIO CHCTEMY(bI), OXBATHIBAIOIIYIO BCE IMPOIECCHI U TPe-
0OBaHHUA JUIsl pa3IMYHbIX OllEepaliil 10 IPOU3BOICTBY U KOHTPOJIIO KAaUeCTBa;

(viil) mopsIOoK KOOUPOBAHUS W UACHTH(HKAIIMKA UCXOMHBIX U MPOMEXYTOUYHBIX MaTepra-
JIOB U BCIIOMOTATEJIbHBIX BEIIECTB, MIO3BOJISAIOIINI 00€CIIEYHUTH MTOJHOE MPOCIIEKUBAHNE,

(iX) mporpamMmy aTTeCTalliH MMOCTABIIUKOB;

(X) cucreMy KOHTpOJISI KadeCTBa BCIIOMOTATEIBbHBIX BELIECTB W JIMIO, HE3aBUCHUMOE OT
IIPOU3BOJICTBA, KOTOPBIE BBHIITYCKAET CEPUIO MPOAYKIINH;

(xi) xpaHeHHEe IPOTOKOJIOB JIUISI BCEX MCXOHBIX MATEPUAIOB M BCIIOMOTATEIIbHBIX BEIIECCTB
U XpaHeHHe 00pa3ioB (Mpo0) BCIIOMOraTeIbHBIX BEIISCCTB B TCUCHUE BPEMEHH, OIMPEICICHHOIO
yacthlo || maHHOTO CTaHmapTa;

(xii) cucremy, 0OeCIeUMBAIOIIYIO BBITOJHEHHE JIFOOBIX pabOT MO KOHTPAKTY B COOTBETCT-
BHUHU C MUCbMEHHBIM KOHTPAKTOM;

(xiii) momnepkanue F3PPEKTUBHON CHCTEMBI PACCMOTPEHHUS PEKJIAMAIIUi U OT3bIBOB BCIIO-
MOTaTelIbHBIX BEILECTB;

(Xiv) cucremMy BHECEHHS H3MEHEHHIA M KOHTPOJISI OTKJIOHEHHUH;
(XV) mopsI0K CaMOMHCIIEKIIHIA;

(XVi) KOHTPOJIb OKPYXKAIOIICH CPENIbl M YCIIOBUS XPAaHCHHSI.

I'nama 3. Onpeneﬂeﬂue CTCIIEHU PHUCKOB Yy NPOU3IBOAUTEC/IA BCIIOMOraTeJIbHBIX BeE-
IecTB

3.1. Ilocne onpenenenust TpeboBanuit GMP, koTopble cieayeT BBIIOJIHATH, HY)KHO MpO-
BECTH aHaJN3 (PaKTHUECKOTO BBIMOJIHEHHS 3THX TpeOOBAHUH MPOU3BOAMUTENIEM BCIIOMOTAaTENb-
HBIX BEILECTB.

3.2. I[aHHBIe AJIT TAKOT'O aHaJIM3a CICAYCT IOJYUYUTH IMYTEM INMPOBCACHUA ayAUTa WJIN U3
I/IHq)OpMaHI/II/I OT IMPOU3BOAUTECIIA BCIOMOT'aTCIIbHBIX BEIICCTB.

3.3. Cnenyer y4ecTh MpOBEIECHNE aTTECTAIlMA CUCTEMBl KaueCTBa W/WIJIM OIEHUTDH BBITIOJ-
Henue TpeboBanuii GMP u cTaHmapTOB MPOW3BOIUTENIEM BCIIOMOTATEIBHBIX BEIICCTB W Ha-
CKOJIbKO TaKasi aTTeCTaIMsI COOTBETCTBYET TPEOOBAHUSIM.

3.4. Cnenyer mOKyMeHTanbHO O(OpPMHUTH JtOObIE HecooTBeTcTBUsA TpeboBanusmM GMP
(aKTHUECKOT0 COCTOSIHUS JIe] Y MPOU3BOAMUTEINS BCIIOMOTATEeIbHBIX BemiecTB. boiee Toro, nep-
JKATEJI0 JIMIIEH3UU Ha MPOU3BOJICTBO CIICAYET BBITOJHHUTH JAIbHEUIIYIO OIICHKY PHUCKOB, YTOOBI
OILIEHUTh CTETNICHb PHCKA, HAPUMED, HU3KUH, CPETHHIA MM BBHICOKHMN IS TaHHOTO MPOM3BO/IHU-
TEJsl BCIIOMOTATENIbHBIX BEMIeCTB. J[JIs 3TOM Ienu ciieyeT UCIoab30BaTh pykoBocTteo ICH Q9
(uacte Il manHOTO CTaHTApTA).



3.5. Jlepkatenb MUIIEH3UHA Ha MPOU3BOJICTBO JIOJDKEH UMETh Pa3IMUHbBIE CIIOCOOBI OT TMPH-
HATUSA ITYTEM KOHTPOJIA 40 HCTIPUHATHA IS PA3JIMYHBIX cTeleHen pUCKa Ha OCHOBC 3THX KPUTC-
pHEB, HAIIPUMED, IIYTEM IIPOBEACHUI ayIUTa, JOKYMEHTAUU 110 aHAJIU3Y U KOHTPOIIIO.

I'naBa 4. [loaTBep:KIeHNs 3asiBJIeHUs 0 COOTBeTCTBUHU TpedoBanusasm GMP

4.1. Tlocne ompeneneHus: npuMeHUMbIX TpeOoBanuii GMP k mpou3BoACTBY Bcromora-
TEJIbHBIX BEILECTB U CTEINEHEW PUCKa ClIeyeT BBHIINOJHUTH JajbHelIIee pacCMOTPEHUE PUCKOB,
HaIpUMep, YUUTHIBAS:

(1) koM4ecTBO IEPEKTOB B CEPUSIX MOIYYCHHBIX BCIOMOTaTEIIbHBIX BEIIECTB;
(i) BuI/TsKECTh TaKKUX 1E(EKTOB;

(lll) aHaJIN3 pE3yJIbTATOB KOHTPOJIA U TeHI[eHI_II/Iﬁ HU3MCHCHHA Ka4CCTBa BCIIOMOI'aTCIIBHBIX
BCIIICCTB,

(iv) HemocTaTKH B CHCTEME KadyecTBa W/WIIM IPOBEICHHON aTTECTAlMM Ha COOTBETCTBHE
GMP nipon3BoauTENIEM BCIIOMOTATEbHBIX BEIIECTB;

(V) aHanm3 TeHAEHIWIT U3MEHEHUS MTOKa3aTelleil KauecTBa JEKapCTBEHHOTO CPEJCTBA; ITO
MOJKET 3aBUCETh OT IPUPOJIbl U HA3HAYEHUS BCIIOMOTaTEIbHOI'O BELIECTBA;

(Vi) olleHKY M3MEHEHMiIl B OpraHu3aluu paboThl, METOAAX M TEXHUYECKHX IMpOIeccax y
HPOU3BO/IMTENISI BCIIOMOTATENIbHBIX BEIICCTB;

(Vii) pe3ynbTaThl ayIUTOB M TMOBTOPHBIX ayJWTOB MPOM3BOIAMTEIS BCIIOMOTATEIbHBIX BE-
IIECTB;

(Vviii) BOpOCHUKH.

OcHOBBIBasACh Ha PE3yNbTaTaX PACCMOTPEHUSI PUCKOB, CIEAYET PACCMOTPETh CYIIECTBYIO-
LIYIO CTPATErHI0 KOHTPOJIS U IEPECMOTPETH €€, TPU HEOOXOIUMOCTH.



