EBPASUMICKHI 3KOHOMHYECKHI COI03

MHUHHUCTEPCTBO NIPOMBIIIIJIEHHOCTHU U TOPFOBJIN
POCCHHMCKOU ®ENEPALIA

CEPTUOUKAT

COOTBETCTBU S TPEBOBAHMAM ITPABIJT HAJUTEXKATIEN [TPOM3BONCTBEHHOM
TMPAKTHKH EBPA3ICKOIO SKOHOMUYECKOT'O COIO3A

Ne GMP/EAEU/RU/00649-2022
Cpok gedictus ¢ 10.10.2022 no 09.10.2025

Beiian no wroram mpoBemennst dapMmaneBTHUECKON HHCHEKITHH B COOTRETCTRUN C
I Ipapunamu 1poBeieHus hapmaneBTHIECKUX WHCIICKITHIA

MuUHUCTEPCTBO NPOMBILIEHHOCTH U TOProBin Poccuiickoii deaepariim
(Munnpomropr Poccun)

(ronHoe u COKpaU€HHOEC HAUMEHOBAHUE YAOIHOMOYEHHOIO OpFElHa)

HOJTBEPKAACT ClICAYIONIEe:
rnposejieHa GpapMaleBTUICCKas HHCIEKIINS

AxkunonepHoe 00mecTBo «CHOMPCKHUIT HeHTP PaAPMAKOTOTHH U GHOTEXHOIOIHI

(HOJ'I HOC HAMMEHOBAHUE HpOI/I3BOI[IdT€J'l}I)

Hopocubupekas o0ut.. pri. Konbioo, yi. Texnonapkosas, x. 10/1, k. 3

R RN R R v

(agpec NPOU3BOACTBEHHOMN MIOLIAIKH)

Ha OCHOBAaHHHM 3asBJICHUS O BbIJgaue CepTI/IQ)I/IKaTa COOTBETCTBUSA HpOI/BBOﬂI/ITeH}I'

(IIPOM3BOMUTENS.  HEPE3UIEHTA) JIGKAPCTBEHHBIX  CPEACTB Ul MEAMIIMHCKOIO
rnpumeneHns TpedoBannaMu [lpaBui Hajuiexamel HPOM3BOACTBEHHON MPAKTHKN
EBpasuiickoro 5KOHOMIUYECKOT0 coro3a otT 28.10.2022 Ne 286.

Ha ocHoBanuyn cBejieHui, TIONyYeHHBIX NPU  TPOBEICHUH (apMaleBTHIECKOI
MHCTICKIINM, [OCJCNHSS M3 KOTOpBIX Obuia mnpoBeineHa 29.09.2022. 10.10.2022.
CUMTACTCA. YTO  JIaHHBI  (apMalleBTUYECKUIl  TPOM3BOJNTENbL — COOTBETCTBYET
TpedoBanmsiM [lpaBun Haunesxameil mponsBojcTBeRHON npakTHku EBpasuiickoro
HYKOHOMHYECKOTO CO03a. —=
Hacrosiiumii cepruduxar oTpaxaer craryc MpOW3BOJICTBEHHON IUIOMAAKM Ha aary
IPOBE/ICHUS  (PApMALEBTHYECKOHl MHCHEKIMM W 1[0 HCTEUCHMH 3 JIeT ¢ JIaThl
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GMP/EAEU/RU/00649-2022

IIPOBCIACHUA ITOM @apMaHﬁBTHqGCKOﬁ HHCIICKIIMKA HE AO0JDKEH I[MPUHUMATLCA B
Ka4yecTBE JOKYMEHTA, CBUACTCIILCTBYIOUICTO O CTATYyCC COOTBCTCTBUIL. CpOK JICHCTBUS
cepTH(anaTa MOXKET OBITh COKpallleH WM paciupeH Hpy  HCIIOJIb30BaHNA
COOTBETCTBYIOIINX [IPUHIIAIIOB YyipaBJICHUA puCKaM#n npu HaJIUUHUH
COOTBCTCTB}’IOHICﬁ 3aMc 00 ATOM B MOJIE <<OFpaHI/I‘IeHI/IH I MHOSACHUTCILHBLIC
3aMETKH, KaCarOmiuecs obJiacTu NPUMCHCHUA HACTOSAIICTO CepTI/I(i)I/IK'dTa».
CepTI/IQ)I/IKaT SIBJISIETCSL JICHCTBUTEIbHBIM B cliydae IpeACTaBICHHUA BCEX Cro CTpaHull
(KaK OCHOBHBIX JIUCTOB, TaAK 1 JOIIOJHUTCIILHBIX HI/ICTOB).

AYTEHTHUHOCTD (ITOUTMHHOCTB) HACTOAIIEro cepTudrKaTa MOKHO NPOBEPUTH B Dase

nannpix Munnpomropra Pocenn.
Ecau ceprudukar He NpeACTaBlICH B YKa3aHHOH 0aze JaHHBIX, CIeAyeT 00OpaTUThes B
YITOJIHOMOYEHHbIH OpraH, €ro BblAaBIIMNA.

B.C. O¢cbmakoB

,Jbgdauu cepmugbuxama)

54
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MHUHUCTEPCTBO MPOMBINIJIEHHOCTH 1 TOPFOB.JII/I
POCCUIMCKOM ®EJIEPALIN
GMP/EAEU/RU/00649-2022

X J[eKapCTBeHHble cpeacrsa AJast MEAHIIUHCKOTO le/IMeHEHI/IH‘

L1 BerepuHapHble JICKapCTBEHHBIE CPEICTBA

[J DkcriepyuMeHTaIBHBIE Cpe/IcTBA

HpOI/BBOIICTBO U KOHTPOJIb KaYeCcTBAa

I. MIPOU3BOJICTBEHHBIE ONIEPALIMU — IEKAPCTBEHHASI
IMPOAYKIIMSA

1. Cmepunvras npooyxyus

L1 1. HpoayKius, IpUroTOB/ICHHAS ACCIITHYECKUM ITyTeM (OrepaItii 06paboTKy s
CHCIYIOUINX JIEKAPCTBEHHBIX (hOpM):

L sxmikme nexapcTBeHHBIC POPMBI GOMBIIOr0 06beMa

(] »xujikue JiekapcTBeHHBIE QOPMBI MAJIOro 06beMa

L] jimcnepeun

L] nnodunmsarel

[] TBepibie JIeKapCTBEHHBIE (bopMLI Y UMIUIAHTAThI

(] MsirKme jilekapcTBeHHbIE HOPMBI

(] nmpouast mpomyKist

[ 2. Iponyxums, noaseprarommasicst GUHUNTHON CTepUIN3aum (Orepariny
00paboTKK JUIA CIIeIYIOMIUX JEKAPCTBEHHBIX GOpM):

L] sxnjxme jiekaperBenHbie GOpMBI OOIBIIONO 00heMa

L] sxnakne gekapcTBeHHbIE GOPMBI MAJIOTO 00bEMa

L1 rBep/bie JiekapcTBeHHbIE (OPMBI M HMIITAHTATHI

L] msirkue siexaperBeHHbie GOpMBbI

[] poyast npoayKuus, JieKapCTBEHHBIE HOPMBbI

L] 3. Belnyckaronuii KOHTpOJIb KayecTBa

2. Hecmepunvnas npooyxyus

L1 1. Hectepunpnas npomykuns (ornepatnu 06paboTKH 1 CIETYIOHINX
JIEKapCTBEHHBIX POpM):

[] kanicysiel B TBep10#i 06010UKe

[] karicysibl B MSITKO# 060J104Ke

[] »xeBaTeabHBIC JIEKAPCTBEHHBIE (GOPMBI

L] uMriperHupoBaHHbIC JIeKAPCTBEHHbBIE (HOPMBI

[ sxuKue nexkapcTBeHHbIE GOPMBI JUIsl HAPYIKHOTO TIPUMEHEHNS!

1 sxmikue jiekapcTBeHHbIE (GOPMBI JUISL BHYTPEHHETO IIPUMEHEHHUS

L] MequumHCKHE Ta3bl

[J npounte TBepibIe JEKAPCTBEHHBIE (POPMEI

H HpelapaTsl, HAXOIAIIUECH 110/ 1aBJICHUEM

L] reHepaTOpHI paJInOHY KM 0B
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[] markue jgexapcTBEHHbIE (POPMBI

[ cBeun (CynIo3uTOpUHN)

[ ] Tabnerku

[ rpancaepmMalibHbI€ IIJIaCThIPH

(] yerpolicTsa 1y MHTPapyMUHAIBHOIO (BHYTPUPYOIIOBOTO) BBEICHUS

(] nipovast mpo iy Kivst, JIeKapCTBEHHbBIE (POPMBbI

L] 2. BelnycKarolnid KOHTPOJIb KaueCcTBa

3. Buonozuueckas n1ekapcmeeHHas NpOOyKuus

1. buosiornyeckas JeKapcTBeHHas NPOAYKIHA:

L] ipo/tyKThl KpOBU

[ ] umMyHoOOTHYeCcKasi IPOAYKLMUS

L] HPOAYKTHI HA OCHOBE COMATUYCCKUX KJICTOK

[ reroTeparmeBTUUECKUE POy KTbI

L] npoiyKThl TKAHEBOI MHIKECHEPUU

[] 6GuoTexHoJ0ornuecKast POy KIus

(] npoiyKThl, 3KCTPAarupOBaHHbIE U3 XKUBOTHBIX HCTOYHMKOB MJIH OPraHOB
(TKaHe#) yesoBeKa

npoyvast NPOAYKIHS:
(hapmalleBTUYECKIE cyOcTaHIuu, [10J1y4yaeMble G VICIIOJIb30BAHUEM
OMOJIOTMYECKHX IIPOIECCOB (Mpoyee: MMMOOMIN3aLIUs)

[] 2. Beinyckaommil KOHTPOJIb KauecTBa (iepedeHb TUIIOB POy KUK ):

L] mpotyKThl KpOBU

U NMMYHOJOIHYCCKasd MpoayKIMA

= IPOAYKTHI HA OCHOBE COMATUYCCKUX KIICTOK

[ ] reHOTEpaieBTH4YECKUE NPOAYKTEI

L] npoayKThl TKAHEBOI MHXKEHEPUU

[] GuorexHogornyeckas 1poyKuus

(] mpoiyKThl, DKCTPArMPOBAHHBIE U3 KUBOTHBIX HCTOYHUKOB MJIM OPraHOB
(TKaHeil) yenoBeKa

L] mpouast npoayKiusi

B.C. Ocbmakon
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MI/IHI/ICTEPCTBO IPOMBINIVIEHHOCTHU U TOPT OBJII/I
POCCUMCKOM ®EAEPALINA
GMP/EAEU/RU/00649-2022

4. Ilpouas npooykyus wiv npou300cmeeHHas 0esmeisbHOCHb

=

LJ 1. IlpousBoacTso:

[] pactureasHON NpoayKIun

] romeonarnyeckoi MPOIYKLIHHU

L[] npouas npoaykius

s

e (B

R CTGpI/IHI/IL’vaHI/I}l dKTHBHBIX BECINECTB, BCIOMOIaTejIbHBIX BeELIECTB., TOTOBOM
HPOIYKITUH

L] dpunprpanms

L] cyxoskapoBas crepuinmsanus

U] crepunusarums napom

L] xumuueckas crepuiusans

L] crepuimsatus raMmma-n3nydeHneM

N CTCpHIIN3AMA DJICKTPOHHBIM M3JIYUCHUEM

[]3. IIpouee

L1 4. IlepBuunas (BHYTpEHHSS) yIIAKOBKA:

L] karicysibl B TBEp10# 060J104Ke

L] karicyJibl B MSITKOH 0007104Ke

[] ;xeBaTenbHbIE JICKAPCTBCHHBIC (I)OpMI)I

J uMnperHupoBaHHbIe TeKapCTBEHHBIE (POPMBI

[1xmikne TeKapeTBEHHbIC (GOPMBI JUIsl HAPYIKHOTO IPHMEHEHHUS

L] »xunakue JekapcTBeHHbIC GOPMBI 171 BHYTPEHHErO PUMEHEHHUS

L] MC/IMIIMHCKUE I'a3bl

[J mpoumne TBepble JeKapCTBEHHBIE HOPMBI

L] [penaparsl, HaXoaA1uecsd 1101 JaBJICHUEM

[ ] reHepaTopbl paanoHyKInI0B

L] mArkue jekapcTBeHHble (GOPMBI

[ ] cBeun (cymmosuropun)

L] raGnerxu

L] TpanciepmMasbHbIC IJIACTHIPH

(RN LA S

[] yerpoiicTa 1715 HHTpapyMHUHATLHOrO (BHY TPUPYOLIOBOT0) BBEICHHUS

L] npouas npoayKuus, JeKkapcTBeHHbIe (GOpMBI

[15. Bropuunas (norpeburenbekas) yrakoBKa

[]6. Bolnyckaromuii KOHTpOJIb KauecTBa

L] 7. MHKpOOHOJIOTHIECKOE TECTUPOBAHME: CTEPHILHOCTD

[1 8. MukpoOHOIOTHIECKOE TECTHPOBAHUE: HECTEPHILHOCTD

L] 9. Xumnueckoe (GU3MIECKOE) TECTUPOBAHUE

L] 10. buosornueckoe TeCTUpOBaHKE
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[I. KOHTPOJIb KAUECTBA I1PU UMITOPTE JIEKAPCTBEHHOU
ITPOAYKIIMHA
[] 1. KonTpoJb KauecTBa MMIIOPTUPYEMOM JIEKAPCTBEHHOW POy KIIIH:
[] MEUKpOOMOTIOTHYECKOE TECTUPOBAHNC: CTCPUIBHOCTh
[] MUKPOOHOIOTUIECKOE TECTUPOBAHHUE: HECTEPUILHOCTD
[ xumuueckoe (pU3HIeCcKOe) TECTUPOBAHKE
[] 61osiornIecKoe TECTUPOBAHNE
[] 2. BelycKaroumiit KOHTPOIIb (CepTUPUKALIUS CEPHii) UMIIOPTUPYEMON
POy KLMH
(] CrepuiibHasi IPOJAYKLMS:
[] mpojgyKinsi, IPUTOTOBJICHHAS ACENTHYECKUM ITyTEM
[ mpoyxiust, nojBepratomasics GUHUNIHON CTEPUIH3ALIIN
[] HecrepuiibHast poIyKIust
] buosiornueckast JeKapcTBEHHas [POJTYKLK:
(] poayKThl KPOBU
[] mmmyHOTOTHYECKas IPOAYKIIU
[] rpoayKThl HA OCHOBE COMATUYECKUX KICTOK
[ ] reHoTEepaneBTHYECKUE [IPOLYKTBI
[J npoayKThl TKAHEBOM MHIKSHEPUH
L] 6uoTexHomornueckast poayKIus
[] mpotyKThL, SKCTPArupPOBAHHBIE U3 JKMBOTHBIX HCTOUYHUKOB MJIH OPraHOB
(TKaHei) yeoBeKa
L] mpoyast mpoayKIusl
[[1 3. Ilpouas gedaTeabHOCTh 10 UMIIOPTY (BBO3Y):
(] nmonragka GU3HYECKOro UMITOpTa (BBO3a)
[J aMIIopT mpoMeKyTOYHOTO MPOAYKTa, MOABEPraroLIerocs JaibHCHLICH
o0paboTKe
[1 npouee

OrpaHuyeHdss WIM TOSCHUTEIBHBIE 3aMETKU, Kacaroliuecs Oo0JacTH IPUMEHCHHUs
ceprudukara: -

Ay
/

B.C. OcbmakoB




