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EBPAZUINICKUYA DKOHOMHYECKHUN COIO3

MHHHCTEPCTBO ITPOMBEIINJIEHHOCTH H TOPFDBHH
POCCHUMCKON ®EIEPALINA

CEPTHDOHKAT

COOTBETCTEMS TPEBOBAHUSIM [TPABIIT HAJUIEXALIEN [TPOM3BOJCTBEHHOH
[TPAKTHKH EBPAZHHCKOI'O DKOHOMHUUYECKOIO COIO3A

GMP/EAEU/RU/00061-2021
Cpok neiicteus ¢ 14.04.2021 o 13.04.2024

Brigan no wroram nposenenus (hapManeBTHYECKOH HHCMEKIIMH B COOTBETCTBUM ¢
IIpaBunamu npoeeenus GapMaleBTHYECKUX HHCTIEKIHIA

MHUHUCTEPCTBOM [IPOMBILLIEHHOCTH U TOproeiu Poccuiickol Denepatnn
(T'IU.IIH(JE HAMMEHOBAHHWE YINIOJHOMOYEHHOTO OpFﬂHﬁ)

NMOATBCPAAACT CllEaYrollee:
NpoOBENCHA daapmaucBTuqecxaﬂ HHCIICKI s

@©Ir'yn «MOCKOBCKWAA SHIOKPUHHLIA 3ABO/I»

(I'IGJ'IHDE HaWUMEHOEBAHHE HPOHSBDEHTEHH)
I. Mockga, yia. Hoeoxoxnosckad, 1. 25, etp. 2

(azpec MPOM3BOICTREHHON NIOIIANKH)

Ha ocHoBaHuM 3asBnenus No 5891/11012/20 ot 15.12.2020 na nojgydenwue
paspenieHMst (IMLEH3MM) Ha OCYUIECTBIEHHME MAEATENBHOCTH 110 [POU3BOACTRY
JIEKapCTBEHHbIK CPEJICTRB.

Ha ocnoBanum cBefeHuil, NONYYEHHBIX MOpPU NPOBENCHUM (apMaleBTUYECKOH
MHCIIEKLIMK, [OC/eqHsss M3 KoTopeix Owina npoerenena 07.04.2021, 14.04.2021.
CYUMTAETCs, YTO JaHHBIH GAapMaleBTHUYECKUA MPOM3BOJNMTENL  COOTBETCTBYET
Tpebosanusm IlpaBun Hajesxaiel NpPOWM3BOACTBEHHOHW mNpakTuky Erpasuiickoro

OKOHOMHYECKOIO CORO3a.

Hacrosiuunit CEpTI/I[bHKElT OTPa)XacT CTaTycC HPOHEBOHCTBEHHOE THTOMIAAKH Ha A4ty
1IpOBEHCHKA CbﬂpMﬂHGBTH‘IECKOﬁ WHCIIEKIIMM M MO MCTEYEHMH 3 JIeT ¢ JjlaThl
NpoOBECACHHS YTOU QJﬂpMaLlBBTHT-IECKOﬁ HHCNEKIIMUW HE J0JDKEH HPHHHUMATECH B
Ka4CCTBE JOKYMEHTA. CBHACTEILCTBYIOIMIETO O CTATYCE COOTBETCTBHA. C]JOK HEﬁCTEHH
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cepruhukara Moxer OBITh COKpallleH MM pacllMpeH [IpU  UCHOJIB30BaHUM
COOTBETCTBYIOIIMX ~ TPUHLMIOB  YOPaBIE€HUs  pUCKAMH [P HAJIMYKH
cooTercTByIoliell 3anucu 06 sToM B noje «OrpaHuueHHs WM IIOSACHUTEbHbIE
3aMETKH, Kacalouuecs 00JacTi IPUMEHEHUS] HACTOSALIETO CepTU(UKATAY.
Cepruduxkar spnsercs AeHCTBUTEILHBIM B Cllydae NPE/ICTABIEHUS BCEX €T0 CTPaHUIL
(KaK OCHOBHBIX JIMCTOB, TaK U JONOIHUTENLHBIX JTUCTOB).

AyTeHTHYHOCTE (IIOAJIMHHOCTE) HACTOALIEID CEPTH(PUKATA MOKHO IIPOBEpUTHL B Haze

JaHHex Mudnpomtopra Poccuu.
Eciu cepriudukaTr He npelcTaBlieH B yKa3aHHOH 0a3e JaHHBIX, clelyer o0paruThes B
YIIOJIHOMOYEHHBIH OpraH, ero BeIAaBLIMH.

n,-q"-,\
51‘ “'M c,a‘%e.]m Munucrpa B.C. Ocsmakos

ayu cepmuqﬁukama)
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MHUHHUCTEPCTBO TIPOMBILLIEHHOCTH H TOPT OBJIHA
POCCHVICKOW ®ENEPAITUM

GMP/EAEU/RU/00061-2021

J]BRHPCTBEHHI:IE CpeACTEA Q)1 MEAUIHHCKOT0 NPpHMEHEHHH

L] Bﬂl’ﬂpﬂﬂﬂpl—lme JICKAPCTBCHHEIC CPEUACTBA

e T
e e e )

JIKCNePHMEeHTAJIbHbIE CPeICTBA

it

T

I1pouM3BOACTBO H KOHTPOJE Ka4eCTBa

e

I. TIPOU3BO/JICTBEHHBIE OIIEPALIUU — TEKAPCTBEHHAS
NPOAYKIIWSA

1. Cmepunvuan npodyxkyus

X 1. lpoaykuns, NPHIOTOBJIEHHAN  ACENTHYECKAM myremM  (omepaunn

00paloTKH ISl CJIeIYIDIIHX JIEKAPCTBEHHBIX Gopm):

L sujikue ieKapeTBeHHBIE GOPMBI 60MIBLIOr0 06beMa

WKHKHE JeKapcTBeHHbIe Gopmbl Maioro o6bema

L] nucniepcuu

JTHO(PHIH3ATHI

L] TBEPJLIC JICKAPCTBCHHEIC (I)OPMH H UMILIAHTATEI

L] msirkue JiekapcTeeHHbIE DOPMEI

L1 npouas npoayKiws

12] 2. llpoaykuus, noaseprawmascs GuHumHON crepuanzanuu (onepaunu
00paboTKH /15 C/IeyIOIIUX JIeKaAPCTBEeHHBIX hopm):

L] sxuukue siekapcrsennsie Gopmbl Gobmoro obbema

X skuaxue jiekapcTBeHHBIE GOPMBI MajI0ro 00LeMa
L] TBepbie JiekapcTBeHHBIE HOPMBI M MMILIAHTATHI

L] msirkue ekapcTBeHHbIE POPMBI

[] npoyas npoayKUus, J1eKapCTBEHHBIE (OPMBI

3. Brinyckaomui KOHTPOJb KaYecTsa

2. Hecmepunsnan npooyKkuyus

X 1. Hecrepuabnasn npoaykuns (onepauuu o0paGoTKH s CJAEIYIOLIHX
JIEKaPCTBEHHbIX Gopm):

X kancyabi B 'mep,uui‘i 000.104Ke

LI skeparesHBIE JIEKAPCTBEHHBIE HOPMBI

L] uMiiper HUpOBaHHBIE 1EKAPCTBEHHBIE HOPMBI

X sxuakue jlekapcTBeHHBIE (GOPMBI 118 HAPYKHOIO NPHMEHEHHS

KHJAKHE J1eKapCTBEHHBIE (POPMBI /15 BHYTPEHHEI 0 IPHMEHEHHs

[l menuiiMHCKHE ra3bl

X npouue TBep/bie JeKAPCTBEHHBIE (POPMBI

L] IpENapaThl, HAX0AANIMUECS 1101 JaBJICHHEM

Ul renepaTtopsl palMOHYKIHI0B
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K msrkue JexaperBenHble Gpopmbi

B ¢peun (cynno3nTopHH)

X tabaerkn
X TpaHcaepMasibHbIe IIACTHIPH

(] ycrpoiicTRa JUIsl MHTpapy MUHAIBHOTO (BHyTpprﬁlmBol 0) BBEJIEHHS
X npouas npoxyKuMs, JeKapcTBeHHbIe (POPMBI: ILIACTHIPE;
dapmanepTHuecKue cyGCTAHLMK, I0y4aeMble METOIAMHU XUMUYECKOIO CUHTE3a;
dbapmauesTudeckie CyOCTaHIMM, MOJNYYaEMBIC METOJAMM  BBUICICHUA U3
| MCTOYHMKOB JKMBOTHOI'O [IPOMCXOKACHHUS
2. Boinyckaiomuii KOHTPOJ1b Ka4yecTBa

3. Buonozuyeckan nekapcmeennas npooyKuus

X 1. Buosioru4eckas JeKapcTBeHHas NPoayKUHAA:

L] npoayKThl KpOBH

[ umMyHOIOrMuecKas npoLyKuus
[] mpoayKrbi Ha OCHOBE COMATHYECKUX KIIETOK

[J resorepaneBTHYECKHE MPOAYKThI

[J npojyKThi TKAHEBOA MHIKEHEPUH
Xl duorexHomoruueckasn NpoAYKUMA: MMMYHOMOJYJIATOPLI,  Ipoyas
_ BHOTEXHOJIOrMYECKas IIPOAYKIHS

X npoaykThl, 3KCTPArdpoOBaHHbIE H3 AKHBOTHBIX HCTOYHHKOB HJIH OpraHoB
(TkaHe#l) YeNOBeKa: OPraHONPENaparkl; MpenapaTbl, H01y4acMbIe U3 KUBOTHOTO
ChIpbs

X npouas npoaykuusi:

(apmanesruyeckue CyOCTaHLMK, TOJNy4aeMble METOJAMHU  BhIACICHHS K3
UCTOYHHKOB HKUBOTHOTO NPOMCXOXKIEHUs! (BBIIE/IEHHE, OYHUCTKA,
yapTpaduibTpalus, crepuiinzyiomas GuisTpanus, JHoQuibHas CyliKa, ynakoBka
uchthaﬂ YIIAKOBKA BTOpHYHAs)

X 2. BoinycKalOMmui KOHTPO/Ib KauecTsa (nepeyens THIOB npunyKuHH)

!'___1 [IPOJIYKThl KPOBH

[0 uMMyHOIIOrHuECcKas POy Kuus

[J poj1yKThl HA OCHOBE COMATHYECKUX KIIETOK

[] reHoTepaneRTHYECKUE TIPOIYKTHI

B.C. OcbmakoB
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MUHHUCTEPCTBO IIPOMBIIIJIEHHOCTH B TOPTOBJIHA
POCCHUNCKOW ®ENEPAITAN

GMP/EAEU/RU/00061-2021

[J npoJiyKThl TKAHEBOH MHIKEHEPUH
Xl GuoTexHosornyeckas NPoAYKUMHA: UMMYHOMOJIYISTOPBL, 1poYas
OHOTEXHONIOTHYECKas IIPOAYKIHs

NPOAYKThI, IKCTPArHPOBAHHBIE H3 )KHBOTHBIX HCTOYHHKOB HJIH OPTaHOB
(TkaHel) uesi0BeKA: OPraHONpENapaThl; NpenapaThl, NOJy4aeMble U3 HKUBOTHOI'O
ChIpbS

Npo4Yas NpoayKuus:
dapmanesTiueckue CyOCTaHLMM, [OJy4aeMble METOAAMM  BBIJEICHUS U3
MCTOUHMKOB KHBOTHOTO MIPOUCXOKACHUS ‘

4. llpouasa npodykuyus wiu RPOU3EOOCHEEHHAA OEAMEIbHOCHE

X 1. ITpoussoacTBo:

PACTHTE/ILHOM NPOAYKIHH

L] romeonaTuyecKoi NpoayKuuu

B npo4as NpoOaAYKIIHA: TOPMOHBI; Ipenapartkl, CO,l[ﬂp}Kau.lHe
CHJIbH(),LIEﬁUTB_YH)UIHE BEMICCTBA: HApKOTHYECKHC JICKAPCTBCHHLIE CPEACTBA,
INICHXOTPOIIHEIE  JIEKAPCTBCHHEIC CPCIACTBA, IIPOYHE TPYIE  JIEKAPCTBEHHBIX
Ipenaparos; N

d)apMaHEBTH‘:IECKHe CYGCTﬂHLlHH, NoJIyd9d€EMEIC METOIaMH XHM}’i"—]GCKOI'D CHUHTE3a
(NPOM3BOJICTBO  MPOMEKYTOUHBIX IIPOAYKTOB (apmaueBTuueckoit cybcranunu;
IIPOU3BOJICTRO HEOYHIEHHOH (HeoOpaboraHHol) dapmaneBTHUECKOH cyOCTAHIINK;
3aBEPUIAIOIINE CTAJHH IIPOHU3BOACTEA (papmauemuqecmx CyﬁC’l'ﬂHuHﬁ: OHI:'IU'I'KH..
huiibTpanus, CylKa; yIIakoBKa EpPBHYHAs, YIAKOBKA BTOpHYHAs)

2. CTepuin3anua aKTHBHBIX BEIECTB, BCOOMOraTe/IbHBIX BEIIECTB, FOTOBO#H
NPOAYKIHH:

X duasTpauuns

[l cyxokapogas crepunusaiius

X crepuanzanus napom

L] xumMu4eckas cTepuiIn3aims

L] CTEPHUIIH3ALNA TAMMA-H3JIYUEHHEM

] CTEepHJIM3alHA WICKTPOHHBIM H3JIYUEHHEM

L] 3. Ilpouee

B4 4. [lepeuunas (BHyTpeHHANA) YIAKOBKA:

KancyJbl B TBepAoH 06o/104Ke

L] kancyne! B msrkoit o6onodke

L] sxepaTenbHbIe JIeKapcTBEHHBIE (OPMBEI

L] HMIIPETHUPOBAHHLIC JICKAPCTBEHHLIC CI)OPM]:I

Xl suakue JIEKAPCTREHHEIE q)Dle:l [JIsl HAPYAKHOI'O NPHMEHEHHH

B skuskue nekapeTBenHbie GOPMBI LISl BHYTPEHHEI0 IPHMEHEHHS
[] MeaHUMHCKHE ra3bl

—
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“I'npo-me TBEp/bie JieKapcTBeHHbie Gopmbl
[ npenapatel, HAXOASIIMECS [10]] JaBJIEHUEM
[ reneparophbl paidoHYKIHI0B

L] Markue nekapcTBeHHbIE HOPMBI

[l ceun (cynmoszutopun)

X Tabaerkn

TpaHCﬂEpMaﬂleﬂe H.J'IE_CE:_IPH
[ yerpolictsa Juist MHTPApYMHMHAIILHOTO (BHYTPUPYOILIOBOr0) BBEACHHS
X npouas npoaykuus, JjekapcTEeHHbIe (JOPMBI
X 5. Bropuunas (norpeduTe/ibCKas) ynakoBKa

X 6. Beinyckarommnii KOHTPOJIL KadecTa
L1 7. Mukpobuo10r H4eCKoe TECTHPOBAHUE: CTEPHIIbHOCTD
L 8. MukpoBro1oriaeckoe TeCTUpOBaHHE: HECTEPUILHOCTE
L1 9. Xumunueckoe (pU3uuecKoe) TECTUPOBAHUE
[ 10. buosnoruyeckoe TeCTUpOBAHUE
11. KOHTPOJIb KAYECTBA ITPH UMITIOPTE JIEKAPCTBEHHOM
NPOAYKLUH
LI 1. KoHTpoJib KauecTBa MMIOPTHPYEMOH JIEKADCTREHHON NPOAYKIMU:
L] MUKpOBHOIOIHYECKOE TECTUPOBAHME: CTEPUIIBHOCTD
[] MUKpOGHONOIrMYECKOE TECTUPOBAHHME: HECTEPUIBLHOCTE
[] xumuyeckoe ((h13n4ecKoe) TECTUPOBAHHE
] 61o/10ruuecKoe TECTUPOBAHUE
2. Boinyckalomuii KOHTPOoJIb (cepTH(hHKALMS cepHiil) HMNOPTHPYeMOH
NPOAYKIHH
CrepuabHas npoayKums: feticn e
| [ nposykuus, OpUIroTOB/IEHHAs ACEITHYECKUM I1yTEM
| NpoayKLHsl, NogBeprapmascs GHHHIIHOH cTepHIH3AIHHA
HectepuiibHasi npoayKnus
L] Buosioruueckas JieKapCTBEHHAS IPOLYKIKS:
L] mpotyKThl KpOBH

L] uMMyHO/IOrHUeCKas IPOAYKLNS
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MuHucrpa B.C. Ocemakos
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MUHHUCTEPCTBO NPOMBIIIJIEHHOCTU U T OPFOBJIH
POCCHHCKON ®ENEPALIMA RN

GMP/EAEU/RU/00061-2021

L] nponyKThl Ha OCHOBE COMATHYECKHMX KIETOK

[] reHoTepaneRTHYECKHME NIPOAYKTHI

L] 0poJiyKThl TKAHEBOH MHIKEHEPUH

[] GuoTexHoNOrMYecKas npoayKuus

L] npoiyKThl, SKCTparupoRaHHbIE U3 JKMBOTHBIX UCTOUHHKOB WIIM OPIaHOB
(TKaHei) yenoBeka

L] npouas npoaykuus
3. lIpoyas AeATENLHOCTH 110 UMNOPTY (BBO3Y):

njaomanka puinyeckoro umnopra (Beo3a) :

HMIOPT NPOMEXYTOYHOr0 NPOAYKTA, 0ABEpraluerocs AajibHeimed
obpaborke
| npo4ee: MMIOPT FOTOBBIX HEYIIAKOBAHHBIX JIEKAPCTBEHHEIX HOpM

B.C. O¢cemakos
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