EBPA3MICKHI 3KOHOMHYECKHI COO3

MHAHUCTEPCTBO HPOMBILIJIEHHOCTH M TOPTOBJIN
POCCHUUCKOU ®EJEPAIINU

CEPTUDUKAT

COOTBETCTBMI TPEBOBAHUAM ITPABUJT HA JIIEXKALLIEN ITPOU3BOJICTBEHHOM
TMPAKTUKH EBPASIIICKOI'O SKOHOMUYECKOTO COIO3A

Ne GMP/EAEU/RU/00648-2022
Cpoxk gedictus ¢ 10.10.2022 110 09.10.2025

Briian mo uroram MMPOBCACHU A @apMaueBTquCKoﬁ WHCIICKIMH B COOTBETCTBUU C
HpaBI/IHHM[/I ITPOBEACHUA (1)3pMaHCBTPI‘I€CKI/IX WHCIIEKLIUH

MUHHCTEPCTBO NPOMBILILIIEHHOCTH U TOProBi Poceniickoit Oeneparun
(Munnipomtopr Pocenn)

(nmmoe 1 COKpauwi€HHOE€ HauMEHOBaHu1e YHOJTHOMOYEHHOTI'O opraHa)

HOTBEPIKIALT CIIeAYIONEE:
nposejieHa papMaleBTHUECKas HHCIIEKIHS

AkunoHepHoe o6mecTBo «CHOHPCKHIi EHTP (PAPMAKOIOIHH H OHOTEXHOIOIHID

(ﬂOﬂHOC HauME€HOBaHuUe npomsoumens{)

Hoeocubupcxas o6i., r. HoBocu6upcek, yi. Coduitckast, 1. 20

(ampec MPOU3BOACTBEHHOM MI0LIAAKN)

Ha OCHOBaHMU 3adABICHUA O BbIJa4c CepTUUKATA COOTBETCTBUS MPOM3BOIUTENS
(HPOM3BOMTEIISE  HEPE3UJEHTA) JICKAPCTBEHHBIX CPEACTB U MEAMIHHCKOIO
npumenenns Tpedosanusmu [IpaBui Hanexaiueil HpOU3BOJCTBEHHON MPAKTHKK
EBpasuiickoro sKoHOMHYECKOT0 ¢oro3a oT 28.10.2022 No 285.

Ha ocnosanum ceenennit, NONYYCHHBIX TNIpH MPOBeEHMH (BapPMALCBTHUECKO
MHCIICKIUK, MOCJIEAHAS W3 KOTOPBIX Oblia MpoBeineHa 29.09.2022. 10.10.2022.
CUMTACTCA,  HTO  JIAHHBIA  (apMalleBTUYECKHIl  TIPOM3BOJUTENbL — COOTBETCTBYET
TpedoBanusivM 1lpaBun Hamtexamell POM3BOACTBEHHON MPAKTHKH Eppasuiickoro
HYKOHOMHMUYECKOT'O COH03a. / =
Hacrosinuii ceprudukar orpakaer craTyc HPOM3BOICTBEHHON MIOMAAKH Ha Jaty
MPOBEACHHUS (papMaleBTUYECKOM WHCIEKIMM M. 110 WMCTEYECHHH 3 JeT ¢ JaThi
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GMP/EAEU/RU/00648-2022

[poBeieHUsl HTOI  (papMaLeBTUUECKONW MHCIICKIMA HE JIOJDKEH HPHHUMAThCs B
KauecTBe JOKYMEHTA, CBHJIETENLCTBYOIIEr0 O CTaTyce COOTBETCTBUSL. CPOK JeHCTBIA
ceprudukaTa MOKET OBITh COKpameH WIM PacIIMpeH pH  HCIIONB30BAHIN
COOTBETCTBYIOIMX  MPHUHIMIOB  YOPABICHWs  pUCKaMH  HpW  HajuIuu
COoOTBETCTBYIOIEH 3amuicd 00 9ToM B mojie «OTpaHWuYCHUST WM HOSCHUTEILHbIC
3aMETKH, KACAIOMIMECs 00JaCTU MPUMEHEHHUS HACTOSLIEro cepruduraray.
CepruuKar sBISCTCS MEHCTBUTEIBHBIM B ClIydae MPEJICTABICHHs BCEX CI0 CTPAHUIL
(KaK OCHOBHBIX JIMCTOB, TaK U JOTIOJIHUTENBHBIX JTCTOB).

AYTEHTHUHOCTD (IOUIMHHOCTD) HACTOAIIEI0 CepTUdUKaTa MOKHO [POBEPUTE B Oase
nannbix MusipomTopra Poceun.
Eciu cepruukar He IIPEICTABICH B yKa3aHHOH 0a3e JaHHBIX, CIEIYET 00paTUThCs B

YIIOJHOMOYEHHBIN OpraH, €ro BblIaBIINN.

ﬂeggggiy;ameCTnTenb Munucrpa B.C. OcbmakoB
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MI/IHI/ICTEPCTBO MMPOMBINUIEHHOCTH 1 TOPF()BJII/I
POCCUICKOI ®EJEPAIIMNA
GMP/EAEU/RU/00648-2022

X JlexapcTBennble cpeacTBa AJIst MeIHIHHCKOTO NpUMeHEeHH

[ BerepuHapHsble JieKapCTBEHHbIE CPEICTRA

L] DxeriepuMeHTalIbHBIE CPE/ICTBA

ITpou3BOACTBO H KOHTPOJIL KA4eCTBa

I. TIPOU3BOJACTBEHHBIE OITEPALIMU — TIEKAPCTBEHHAS
NPOAYKI U

1. Cmepunvras npooykyus

[ 1. IpojtyKuus, mpuroToBIeHHAs aceNTHYECKM MyTeM (Oreparim 00paboTku Jyis

CJIE/IYIOIIUX JIEKAPCTBEHHBIX (hOpM):

[ sxujxne siexapcrBenHble GOpMBI 6OTBINOro 06beMa

L] sxmIKme J1eKapCTBeHHbIE POPMBI MATOTO 00bEMa

L] nucriepcun

[] nuodummsars

L] TBepible JieKapcTBEHHbIE (OPMBI 1 UMIITAHTATHI

L] Msirkue sekapcTBeHHBIE (POPMEI

L] mpouast mpomykimst

[12. Iponykimst, noaBepraiomascs GUHMIIHON CTEPHITH3ALIH (oneparu
00pabOTKM IS CIIEIYIONIUX JIEKAPCTBEHHBIX (GOpM):

L] sknaKue siekapcTBeHHbIe GOpMBI 6OIBIIOro 06bema

[] sxuaKMe JiekapcTBeHHbIE (OPMEI MAIOTO 06BeMa

= TBEPJIbIC JICKAPCTBCHHBIC (1)0pr1 U UMILJIAHTAaThI

L] msrkue jgexkapcTBeHHBIE (POPMEI

[J mpoyast mpoayKIusl, JIeKapCTBEHHbIE (OPMbI

L1 3. Beumyckaromuii KOHTpOJIb KauecTBa

2. Hecmepunsnas npodykuus

1. Hecrepuabnas npoaykuusi (omepamuu 06paboOTKHM ISl CJIeyIOLIHX
JIEKAPCTBEHHBIX hopMm):

KancyJibl B TBEPAOH 000/109Ke: KarcCyJIbl

L] xancyJsibl B MSITKO# 000J104Ke

[J sxeBaTelibHBIC JIEKAPCTBEHHBIE (DOPMBEI

[J umiiperaupoBaHHbIe JEKAPCTBEHHBIE GOPMBbI

L] AKUJKHE JICKapCTBEHHBIC (bOprI AL HAPYIKHOI'O IIPUMEHCHMSI

[ sxujkne jiekapcTBEeHHBIC (pOPMBI I BHYTPEHHETO MTPUMEHEHHUS

[ ] MenmumHCcKUeE Ta3pl

L] npoune TBepable TeKapCTBEHHBIE (GOPMBbI

L] HpenapaTsl, HaXOAAIIUEC 10/ TaBJICHUEM

L] reHepaTopbl pagroHyKInI0B

[] markue sekapcTBEHHBIE (GOPMBI

L] cBeun (cynmosuropun)
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GMP/EAEU/RU/00648-2022

Ta0JeTKH: TaOJETKH

L] TpancnepmalibHble TUIACTHIpU

(] yerpoiicTBa 1yisi MFHTPApyMHUHAIBHOIO (BHYTPUPYOIOBOrO) BBEICHUS

npoyasi NpoayKIHs, JeKapCcTBeHHbIe (PopMBbI:
dapmaleBTHUECKUE CYOCTAHIMM — [OJy9aeMble  METOAOM  OHONOrHYEeCKUX
MPOLIECCOB

2. Boinyckarmomuii KOHTPOJIb KayecTBa

3. Buonozuueckas n1ekapcmeenHHas npooyKuus

1. BuoJsiornyeckas JeKapcTBeHHAs HPOAYKIHA:

L] mpoaykThl KpOBH

[] umMyHOJOTHYECKAs POy KLU

L] NPOAYKTHI HA OCHOBE COMATUYCCKUX KIICTOK

Elr CHOTEPATICBTUYCCKUC TTPOAYKTBI

[] npoayKThl TKAHEBOU MHKEHEPUU

OMoTexHOJIOrHYecKast NPOAYKIMS: poyast OMOTEXHOJOIHYECKast
IIPOJIYKIIMsL: KATICyJibl, TaOJIETKU

(] mpoiyKThl, 3KCTPArupOBaHHBIE U3 JKUBOTHBIX HCTOYHUKOB UJIH OPraHOB
(TKaHeH) yenoBeKa

npoyasi NPOXYKUHsI:
dbapmalesTUdeckue  CyOCTaHIMM,  IOIy4aeMble € MCIOJNb30BAHUEM
GHOJOTHUECKMX [IPOLIECCOB (IIPOU3BOJICTBO € UCIIONB30BAHUEM KIETOUHBIX KyJIbTYp

(x1eTku Gakrepmii), hepmeHTarms (OpoxKeHHe), BbljieJIeHre (0UUCTKA). JIHOPUIBHOE
BBICYIIUBAHUE,  3aBEpINAONIME  CTaJuM  IPOU3BOJACTBA  (PapMALIEBTHYCCKUX
cyOCTaHIMi: niepBUYHAs YIIAKOBKA)

2. Boinyckamomuii KOHTPoJIb KauyecTBa (IepedeHb THIOB NPOXYKIHH):

L] ipotyKThl KpOBH

Cl UMMYHOJIOTHYCCKAA IMPOAY KIS

Ll HPOAYKTHI HA OCHOBE COMATHYCCKUX KJICTOK

L] reHOTEpanieBTUYECKUE IIPOLYKThI

[] ripo1yKThl TKAHEBOM MHIKCHEPUU

OMOTEeXHOJIOTHYeCKas NpoOaAYKIHSA

L] mpoyKThl, DKCTparupoOBaHHbIE U3 JKUBOTHBIX HCTOYHUKOB HUJIH OPraHOB
(TKaHEW) YenoBeKa

B.C. Ocbmakos
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MI/IHI/ICTEPCTBO MPOMBILILJIEHHOCTH U TOPFOBJII/I
POCCHUIACKO ®EIEPAIIN
GMP/EAEU/RU/00648-2022

X npoYasi NpoaAyKIus

4. Ilpouas npooyKuus uiu npou3e00CmMeeHHAs OCAMebHOCHb

L1 1. lpoussouctso:

L] pacTUTENBbHON MpOAYyKIUN

L] romeonatnueckoii IIPOIYKITHHA

L] npovas mpoxykuust

VAR CTepHnmaum dKTHBHBIX BEIICCTB, BCIIOMOTATEIBHBIX BEIIECTB. T'OTOBOU
HPOAYKIHH:

L] ¢puabrpauus

L] cyxoxkaposast crepuamsarus

= CTCpujin3anus rnapom

L] xummnueckas CTCpUIIU3anus

[] crepunnsaims raMma-usaydeHneM

N CTCPUIM3ALMA SJICKTPOHHBIM HU3JTYVYCHUEM

L13. Ilpouee

Xl 4. lepBuunas (BHYTPEHHSS) YIAKOBKA:

KarcyJabl B TBepAoH 000/104Ke: KaricyJibl

[] xaricynpl B MATKOM 0000uKeE

] sxeBaTenbHbIE JIEKAPCTBCHHBIC q)OpMBI

[ mmIIpernupoBaHHbIe TeKapCcTBEHHBIE GOPMBI

L] sxujikue JiekapcTBEHHBIC (OPMBI LISl HAPYIKHOTO TPUMEHCHHIS

L1 skujikue JiekapcTBEHHBIC (GOPMBI JUIsl BHYTPEHHETO IPUMEHEHHS!

L] MCJIHLIMHCKHE I'a3bl

[J mpoumnie TBepbIe JiekapcTBEHHbIE (HOPMBI

L] Ipcraparsl, HaxXoAuecsd 110/ JaBJICHUEM

L] reHepatopbl paanoHyKIHI0B

L] markue jiekapcTBeHHbIE GOPMBI

L] cBeun (cymmosuropun)

Ta0JeTKu: TabJIETKHN

L] TpanciepmanbHbIe TIIACTBIPH

L] ycrpoiicTBa U1 HHTpapyMHUHAIBHOTO (BHYTPUPYOLIOBOTO) BBECHHSI

npovasi NPOAYKUHMs, IeKAPCTBEHHbIe GOPMBbI:
(papmalieBTUUECKHE cyOcTaHIuy, 1oJlyyaeMple c HCTIONb30BAHUECM
OMOJIOTMYECKUX MPOLIECCOB

X 5. Bropnunas (noTpebuTeabcKkas) ynakoBKa

6. Boinyckalomuii KOHTPOJIb Ka4yecTBa

L1 7. MUKpOGHOIOTHYECKOE TECTUPOBAHHUE: CTEPUIBHOCTD

8. MuKpoOuoI0ruyeckoe TeCTHPOBAHME: HECTEPHILHOCTD
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GMP/EAEU/RU/00648-2022

9. Xumuueckoe (pu3nveckoe) TeCTHPOBAHHUE
[] 10. buojiornyeckoe TeCTUPOBAHUE
[I. KOHTPOJIb KAUECTBA IIPU KIMITOPTE JIEKAPCTBEHHOM
[MTPOIYKLIMM
[1 1. KonTpoiib KauecTBa UMIIOPTHPYEMOH JIEKAPCTBEHHOM MPOTYKIHH:
[] MUKPOOHOIIOTHUECKOE TECTUPOBAHUC: CTEPUIBHOCTD
[] MuKpOOHOIOTHIECKOE TECTUPOBAHKE: HECTEPUIBHOCTD
(] xumugeckoe (pu3uuecKoe) TeCTUPOBAHUE
[] Grosorn4eckoe TeCTUPOBAHIE :
[] 2. BeinycKarouuii KOHTPOJIb (CepTUhHKALMA CEPUii) UMITOPTUPYEMOH IPOY KIHY
[J CrepuiibHast IpOAYKLUS:
L] mpoayKiysi, MpUroToBJIeHHAs aCENTHYCCKUM MTyTEM
(] npoaykiws, mojBepraromasics QUHMLIIHON CTCPUIIM3AIINN
[ ] HectepuiipHas poy KLst
[] Brosornueckas jiekapCTBEHHAs! POy KLIHS:
L] npoxyKkThl KpOBU
[] umMyHOJIOrHYecKas IpoJLyKIus
[J npo/iyKThl HA OCHOBE COMATUYECKUX KICTOK
L] reHoTepareBTHYECKUE IIPOAYKTEI
L] ipoyKThl TKAHEBOW MHIKEHEPUHU
] GuorexHoornyeckas 1npoLyKuus
[] npoayKThl, 9KCTPArupOBAHHBIE U3 )KUBOTHBIX HCTOUHUKOB MJIM OPraHOB
(TKaHel ) yenoBeka
[ mpodast mpoayKuus
[1 3. Ipouas AeATEIbHOCTD 10 UMIIOPTY (BBO3Y):
(] rrommajika Gpu3rdeckoro UMIopTa (BBo3a)
[J uMIIOpT MPOMEKYTOUHOTO MPOLYKTa, ITOABEPIaOLIET0C AalbHEHIICH
00paboTke
[] npouee

OrpaHudeHuss WM [OSICHUTENBHBIC 3aMETKH, Kacarommecs 00J1aCTv [PUMEHEHHS
ceprudukara: -

B.C. OcbMakoB
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