EBPASUUCKHUN DKOHOMHUUYECKHUN COIO3

MHHHCTEPCTBO NPOMBIHNUVIEHHOCTH W TOPTOBJIH
POCCHHUCKOH ®ENEPATIMH

CEPTUO®HUKAT

COOTBETCTBHA TPEBOBAHWAM ITPABWJI HAJUTEXXALIEN IMPOU3BOACTBEHHON
TMPAKTHKH EBPASHHCKOI'O SGKOHOMHWYECKOI'O COIO3A

Ne GMP/EAEU/RU/00602-2022
Cpox neiictBus ¢ 13.09.2022 no 12.09.2025

Beian 1o wroram npoBefeHus (apMaleBTHYECKOW HHCIEKIMH B COOTBETCTBHM ¢
IIpaBunamn npoBeaeHus papMalleBTHYECKUX MHCIIEKITHIA

MuHHUCTEPCTBOM NPOMBILLIEHHOCTH U ToproBnu Poccuiickoit deneparmn

(nonHoe HaUMEHOBAHKE YOJHOMOYEHHOTO OpraHa)

MOATBEPXKIAACT CIICOAYIONICE:
IpoBEACHA (l)apMaI_ICBTH‘leCKaﬁ HHCTIEKLIA

O61ecTBO ¢ OrpaHHYEHHOH 0TBETCTBEHHOCTHLIO «BTdM)»

(nonHoOe HauMEeHOBaHHE ﬂpOHBBOﬂHT&ﬂS)

Buanumupckas 06.1., paiton IlerymuHekuit, 1. Boasruuckuid, yi. 3asoickas, crp. 107

(anpec NPOM3IBOACTBEHHOI MioWANKH)

Ha ocnoanuy sasBaeHus Ne 112 or 27.07.2022 ma mnomyuyenue paspenieHus
(JIMIIEH3UH) Ha OCYIIECTBICHUE ICATEIBLHOCTH MO MPOM3BOJACTBY JIEKAPCTBEHHILIX
CPEJICTR.

Ha ocHoBanun cBejleHHH, TONYYEHHBIX NPH [POBEJEHUH  (hapMareBTHIECKON
WHCTICKIIMM. TTOCAE/HAS W3 KOTOphIX Obula nposesena 06.09.2022. 13.09.2022,
CUMTACTCS,  YTO  JIAaHHBIA  (hapMaLEBTHUECKUIT MPOW3BOJAMTEL  COOTBETCTBYET

tpebosanuam TlpaBun Hauiexaleil 1POU3BOJACTBEHHO TpakTuky Epasuiickoro
HIKOHOMHMYECKOTO COI03a.

Hacrosmmii ceprudukar orpakaer craTyc NPOW3BOACTBEHHON TUIONANKA Ha JaTy
HpoBecHNst (apMALEBTHYECKOH MHCIEKIMM M 110 MCTEUCHWH 3 JeT ¢ jarhl
MPOBCICHHA  HTOH  (PapMaleBTHYECKOH WHCIEKIIMH He JI0/DKEH [PUHAMATLCH B
KauecTBE JIOKYMEHTA, CBUJCTEILCTBYIOLIETO O cTaTyce cooTBeTcTBHs. Cpok jieicTris
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cepruukarta  MoxKeT OblTh COKpAlICH WM pACIIMPEH NPH  HCIOJIb30BAHUK
COOTBCTCTBYIOIIMX — IPUHLMIIOB  YMpPaBIEHWS  PUCKAMH  [pH  HAAMYHH
COOTBETCTBYIOIICH 3anucu 00 7ToM B mnosie «OrpaHuyeHus WiH MOSCHUTENbHbIE
3aMETKH, Kacarolmecs 00/1acTH IPUMEHEHHS HACTOSIIETO CepTU(MKATAY.
Ceprudukar sapusercss AeHCTBUTENLHBIM B CITyYae TPEJCTaBICHHs BCEX €r0 CTPAHMIL
(KaK OCHOBHBIX JIMCTOB, TaK U JIONOJHUTEIBHBIX JIHCTOB).

AYTEHTUUHOCTD (MOLIMHHOCTL) HACTOAILETO cepTU(UKATa MOKHO MPOBEPHTH B Oase
JanHbix Munnpomropra Poccun.

Ecnn ceprudmkar He npejcTaBieH B yKa3aHHOHU 0a3e JlaHHBIX, ciiejlyeT 00paruThes B
YIOJIHOMOYEHHbIH OpraH, ero BblJIaBIIHWM.

B.C. Oc¢cbmakos
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e MHUHUCTEPCTBO ITPOMBIIIJIEHHOCTH U TOPTOBJIU
, POCCUMCKOHN ®EJIEPALIUNA
| GMP/EAEU/RU/00602-2022

JlekapceTBenHnble cpeicTBa st MEAHIHHCKOTO NPHMeHeH st
L] Berepunaprbie JiekapcTBEHHBIC CPEICTBA
IKcnepuMeHTa/IbHbIE CPeICTBA

Ilpon3BOACTBO H KOHTPOJIb Ka4YecTBA
. MPOU3BOJCTBEHHBIE OIIEPAIIMU — IEKAPCTBEHHASI
MPOAYKLUA
[. Cmepunvnas npoovkyus

L1 1. ITpoyKinst, IPUrOTOBJICHHAS aCENTHYECKUM ITYTEM (Oneparnu 06paboTKu J1is
CIIC/IYIOLIMX JICKapCTBEHHbBIX HOpM):

L1 xuaxne ekapcTBeHHBIE GOpMBI O0UTbIIOrO 00beMa

[ suikue nekaperBeHHbie GOpMbI Majioro oobema

] mucnepeun

(] nuodunnszars
L] tBepabie sekapcTBeHHbIe GOPMBI M HMILTAHTATHI

[] msrkue jgekapcTBEeHHBIE (POPMBI

L] npoyast npo/yKiius
(] 2. Ipoaykuns, mojBepraomascsi GUHAITHON CTePHIN3AIAHN (onepaun
00paboTKH /1151 CJIe/IyIOMMX JIEKapCTBEHHBIX Gopm):
[ xmaxume nexaperseHHbie GOPMBI GOBIIOT0 06beMa
[ xuakue nekapcTBeHHble GOpMBI MAIIOro 00beMa
L] TBepasie exapcTBeHHbIE (POPMBI U HMILIAHTATHI

L] msirkue siekapcTBeHHBIC HOPMBI r

L] npouas npoJiyKitus, JieKapCTBEHHbIC HOPMBI "
[ 3. Beinyckatoiuii KOHTpOJIb KayecTna F(
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2. Hecmepunsnasa npooykuus

1. Hecrepuibhas npoaykuus (onepamnu o0padoTKH st CJIeLyHOIHX
JIeKAPCTBEHHBIX hopMm):

L] kanicyJibl B TBEP/10# 060JI0UKE

[J kancysibl B Msrkoii 060j10uKe

L] sxeBarenbHbIe JIEKAPCTBEHHBIE (GOPMBI

L] mMnperHupoBatHbIe JIeKapCTBEHHBIE (POPMBI

KHKHE JIEKApCTBeHHbIe (GOopMBI AJIi HAPYKHOIO NPHMEHEHUsI: Kallli.
| pacTBop, CIIpei s o

MKHAKHE JIeKapcTBeHHbIe (POPMbI 115t BHYTPEHHEr0 MpHMeHEeHHs: Kailjin.
pPacTBOp, CUPOIL, CYCIIEH3Hs
L] mesmtmancke rassl
L] npoyne TBep/ble JIEKAPCTBEHHBIE POPMBI

T

Crtpannia 3 u3 6

AQ «ONUWOH», Mociaa, 2021 1., «Be. T3 Ne 48




GMP/EAEU/RU/00602-2022

L] npenaparsl, HAXOAMIMECS 1101 JABICHUEM

L] reHepaTopbl pajiMOHYKIIMI0B

[] Msrkue JiekapeTBeHHBIE (POPMBI

L] cBeun (cynmosuropuu)

L] rabnerkn

L] TpanciepmasibHbie MIacThIpu

[] yerpoiicTsa juist HHTPapy MHHAIBHOTO (BHYTPHPYGIIOBOr0) BBE/ICHNS

[] mpouas npoyKius, JiekapcTBeHHbIE GOpMBI
2. Boinyckalouui KOHTPOJIb Ka4eCTBa

3. buonrozuueckan 1ekapcmeennas npooyKuus

1. bnoaoruyeckas JieKapcTBeHHAs NPOAYKIMSA:

L] 11potyKThl KpOBH

L] umMyHOsIOruHecKas mpoiyKiust

L] npoiyKThl HA OCHOBE COMATHYECKHX KIETOK

L[] reHoTepaneBTHUSCKUE IPOIYKThI

[ 1postyKThl TKAHEBOH HHIKEHEPUM

X 6uorexnosornueckan NpoayKIHA: npouas OHoTeXHOoIOrHUecKas
MPOAYKINS: Karlin

MPOAYKThI, IKCTPArHPOBAHHDIC H3 )KMBOTHBIX HCTOMHHKOB HJIH OPraHOB
(TKaHe#) Yea0BeKa: IIpenaparhl, MoJyvyaeMble 13 )KUBOTHOTO CHIPhS: Kalliu

L] npoyas npoayKims

2. BoinycKawmui KOHTPOJIb Ka4eCTBa (NepeveHb THIOB NPOAYKIHH):
] npoayKThl KpOBH
[] umMmyHONOrMYecKas npoyKitus
] ipo/iyKThl Ha OCHOBE COMATHYECKHX KJIETOK
[] renoTepaneBTHYCCKAE TPOAYKTHI
L] mpotyKThl TKaHEBOW HHKECHEPHH
OHOTEXHOJIOTHYeCKANA MPOAYKIUSA
MPOAYKTbI, IKCTPArHPOBAHHbIC U3 *KMBOTHBIX HCTOMHHKOB WJIH OPraHOB
| (TkaHe#) yesi0BeKa
L] npouas npoaykims

B.C. Ocbmakos




MWHHUCTEPCTBO NPOMBIUIJIEHHOCTH U TOPI'OBJIH
POCCHUUCKOM ®EJIEPAIIUHA
GMP/EAEU/RU/00602-2022

4. llpouaa npodykuusa wiu nPoU3600CMECHHAA 0EAMETbHOCHb

1. IIpon3BoacrBo:

PACTHTEJILHONH MPOAYKIHU: CHPOII

L] romeonarnyeckoii npoayKimm

npoyasi NPOAYKUHMA: [POYME I'PYIIILI JICKAPCTBEHHBIX MpEnapaToB: Karuiu.
pacTBOp, CIPEil, CyCIeH3us

[12. Crepuimzaiivs aKTHBHBIX BEIIECTB. BCIOMOTATENBHBIX BEIIECTB. TOTOBOI
MPOLYKIHH:

L] puasrpanms

L1 cyxoxapoBas cTepuIn3aius

L] crepunusanys mapom

L] xumuueckas crepuansaius

L] CTCpHJIM3alUA raMMa-H3JIYYCHUEM

L] crepuiinzaiiys 21eKTPOHHBIM H3JTYYEHHEM

[13. Ipouee

X 4. MepBuunas (BHYTPeHHSIS) yNIAKOBKA:

[ karicyJib1 B TBEp10# 060I0UKE

[ xaricyiel B MSITKO# 06010uKe

[] sxeBaTesbHBIC JIeKapCTBEHHBIE GOPMBI

[] umnipernupoBanHbie JIEKapCTBEHHbIE (GOPMBI

Bd makne jekapeTBeHnble GOPMBI 1S HAPYIKHOIO NPUMEHEHHH: KA,
pacTBop, cnpei i

AKUIKHE JeKapcTBeHHbIe (GopMblI /I BHYTPEHHEro NMpPHMeHEeHHs: Karliu.
pacTBOp, CHPOIL, CYCTIEH3HS

[ Mepmnunckue rassi
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[l npoune TBepibie NeKapcTBEHHbBIE POPMBI

[ ] npeniapatsl. Haxoasmmecs roj1 AaBjieHHeM

L] reHepaTopsl paguoHyKJIHIOB

L] MsrKie JiekapeTBeHHBIE HOPMBI

[ ] cBeun (cynmosuropun)

L] rabuerku

] TpaHCACPMA/IBHBIC IJIACTBIPH

Ll yerpoiicTBa JUlsi MHHTpapyMUHAIBHOTO (BHYTPUPYOLIOBOTO) BREICHMS

L] npoyas npoyKiust, JIeKapcTBeHHbIE HOpMbI

5. Bropuunas (noTpe6HTEIbCKANA) YIIAKOBKA

6. Beinyckaomuii KOHTPOJIb Ka4yecTBa

L1 7. MUKpOOHOJIOrHYECKOE TECTHPOBAHHE: CTEPHIILHOCTD

L] 8. MukpoGHoJ0rHIecKOe TeCTHPOBAHUE: HECTEPHIIBHOCTD
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9. Xumuueckoe (puznueckoe) TecTHpoBaHue
(] 10. buonorudyeckoe TecTHpOBaAHKE
[1. KOHTPOJIb KAUYECTBA TIPYU UMIIOPTE JIEKAPCTBEHHOM
[TPOAYKIIMHN
[1 1. Konrpoab KauecTBa UMIIOPTUPYEMOii JIEKAPCTBEHHOM TIPOIYKIIMK:
L] MHKpOOHOJIOIHYECKOE TECTUPOBAHUE: CTEPUIBHOCTD
L] MuKpOOMOIOTHYECKOE TECTHPOBAHHE: HECTEPUIBHOCTD
[ xumuueckoe ((pr3HIecKoe) TeCTUPOBAHUE
[] Guosioruueckoe TeCTHPOBaHHE
[] 2. Beinyckaroiuii KOHTpOJib (cepTuuKalius cepuii) UMIOPTUPYEMOi
HPOAYKLMK
L] CrepuiibHast poyKLusi:
[ npoaykims, NpUroTOBICHHAs ACENTUYCCKUM MyTEM
L] mposykims, nmoasepraomasics GUHUIIHON CTepHIM3alMu
[ ] HectepuiibHas poayKIHs
(] buosioruyeckas JekapCcTBEHHAs MPOAYKLHMS:
[] npoayKThl KpOBH
[] uMMyHOJ0rHYecKast POy KLMs
L] mpo/1yKThl Ha OCHOBE COMAaTHYECKUX KIIETOK
[l renoTepanieBTHYECKHE NIPOAYKTbI
L] mpo/lyKThl TKaHEBOH HHIKEHEPHH
L] GuoTexHoI0rMYecKas IpoOLyKLUs
[] mpojiyKThl, SKCTparupoBaHHbIe W3 JKUBOTHBIX HCTOYHHKOB WIIM OPTaHOB
(TKaHeil) YesioBeKa
[ npouas npoxykuus
03. [Ipouas AesTelbHOCTE 10 UMIIOPTY (BBO3Y):
L1 ruroma/ka Gpu3nueckoro HMIopTa (BBo3a)

L] umMIopT npoMesKyTOUHOIO IIPOAYKTAa, IIOABEPraloIIerocs JajbHeei
obpaboTtke

L] mpouee

I,;;,

OrpannueHusl WM MOSCHUTENbHBIC 3aMETKH, Kacalouuecs o0/acTu IpUMEHEHMs
ceprudukara: -

B.C. Ocbmakos
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