EBPA3ZHMICKHI BKOHOMI/I‘IECKI/II/I COIO3

- MUHHUCTEPCTBO NPOMBINLJIEHHOCTH K TOPE OBJII/I
POCCHUVICKOW ®EJIEPAITANA

CEPTUDUKAT

COOTBETCTBI/ISI TPEBOBAHMSM TTPABILI HAI[HE)KAH.IEI/I HPOI/I3BOI[CTBEHHOI/I
- ITPAKTUKH EBPA3I/H/ICKOI‘O SKOHOMMYECKOI'O COHO3A

Ne GMP/EAEU/RU/00617-2023
Cpox geiictaus ¢ 16.11.2022 mo 16.11.2025

Beian 1o uroraMm npoBeneHUs (GapMaleBTUUECKOW WHCIEKIUH B COOTBETCTBHM C
- IlpaBunamu TPOBEICHILS (bapMaueBTqucmx MHCTIEKITU I

MI/IHI/ICTepCTBO l'IpOMLII_HJIeHHOCTI/I " TOPIroBJIn POCCI/II/ICKOI/I (I)ez[epaunu

(Munnpomtopr Poccun) 2
(l'IO.HHOe U COKpalllCHHOC HAaUMCHOBAHHE ynonHomoquHororqpraHa)

ITOATBEPIKIAACT CIICAVIOIICEC:

IpoBCAcCHa (bapMaI_[eBTI/IquKaSI NHCIICKIIMA

NOJIyIPOAYKTOB H Kpacuresei»

(l'IO.IIHOC HaI/IMeHOBaHI/le HpOI/ISBOJII/]TeHﬂ)

Mockosckas 0611,
T, caprE

(anpec MPOU3BOICTREHHOI nnoméﬁxn)

Ha OCHOBaHMM 3asBieHus Ne 19/01-185 ot 23. 09.2022 Ha HonyquHe”'—paspemeHlmy
(JIMLICH3WH) HA OCYINECTBICHHE JICATEIBHOCTH 110 TIPOH3BOJICTBY JICKapCTBeHHBIX
CPEICTB. - ==

Ha ocHoBanuu ’C;BCI[GHI/II‘/JI TOJTy4EHHBIX TPH TPOBEICHUH (bapMaueBTﬁQecxoﬁ
VHCIICKIUH, TIOCNE/HAS U3 KOTOPHIX Obuta mpoBemeHa 16.11.2022 CUMTACTCS, YTO
JAHHBIA (papMaleBTUIECKHil MPOU3BOAUTEND COOTBETCTBYET Tp€6OBaHI/I}IM ;H'aBI/m
HaJJIe)Kallen Mpou3BOICTBEHHOM pakTuku EBpasuiickoro YKOHOMHYECKOTO COKO
Hacrosmmit cepruduxar OTpaxcaeT CTATyC MPOM3BOACTBEHHON ILTOMAMKH He
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TPOBEACHHUs STOH (hapMalleBTUYECKOM MHCICKIUN HE [JOJDKEH ’,HpI/IHI/IMa;;FBCﬂ\ B
KauecTBe TOKYMEHTA, CBUICTCIbCTBYIOLIETO O craryce cootBeTcTBUs. CpOK JIeHCTBIS
ceprupuKara MOXKET OBITh COKpallleH WIM paclIipeH MpU  HCHOIb30BAHUU
COOTBETCTBYIOIIMX  IIPMHIMUIOB  YIOPABIeHHWs  PUCKAMU  T[PU  HATHIHH \
COOTBETCTBYOLICH 3amucu 06 ITOM B none «OrpaHMYEHHUs] MM IOSCHUTEIBHEIC
3aMeTKH, Kacaroluecs: 00/1acTu MpUMEHEHHS HaCTOSIIero cepTudukara.
CepruduKar spiisercs NeHCTBUTENHHEIM B CIlydae MPeICTABIEHUsS BCEX €ro CTPAHHIL
(KaK OCHOBHBIX JIUCTOB, TaK M JIOTIOTHUTEIHHBIX JTUCTOB).

A}/’l:éHTI/IIIHOCTB (MOJTMHHOCTB) HACTOSIILIETO cepTH(UKATa MOKHO HPOBEPUTH B Gase
JaHHeIX MuHnpomrtopra Poccun.

Eciu cepruduxar He npejicTapiieH B yKa3aHHOM 0aze JaHHBIX, CleyeT 00paTUTHCA B
YIIOJIHOMOYEHHBI OpraH, €ro BblIaBIIHA. :




 MUHHCTEPCTBO TPOMBIIIVIEHHOCTH U 1 "OPT mﬁsfi
S ) POCCUIICKOM ®EJIEPAIINN NN
s : GMP/EAEU/RU/OO617-2023 Ny

IZl JIeKapCTBeHHme CPeNCTBA LISl MEIHIMHCKOTO MPHMEHEeH S ‘
| [l BerepuHapHble JIeKapCTBEHHEIE CPECTBA -
& DxcnepuMeHTANIBHDBIE CPEACTBA

IIpon3BoACTBO H KOHTPOJIb Ka4eCTBA
I. HPOU3BOACTBEHHBIE OIIEPAIINHA - JIEKAPCTBEHHAH
MNPOAYKIIUSA
1. Cmepunvnas npooyxkuus Z
X 1. Hpoaykuus, NPATOTOBJEHHAS]  ACENTHYECKHM TWyTeM (omepauuu
oﬁpaﬁoTKn JJIS CIeAYIOLIUX JIeKAPCTBEHHBIX hopM): -
| O xwuikue jiekapcTBEHHBIE (OPMBI GOJIBIIOTO oGBemMa.
Xl ;xuakume JekapcTBeHHbIe GOPMBI MO0 00beMa: KOHueHTpaT pacTBop
L] nucniepcun
X aunoduanzarel: mmoduuzar
TBEp/Able JIeKapPCTBEeHHbIC (JOPMbI H HMIJIAHTATHI: TIOPOIIOK
L] MArKue 1ekapcTBeHHbIC HOPMEI
X nporiaﬂ MPOTYKIIHS:
(papmaneBTHYeCKUe CyOCTaHIMHU, MOTYIAEMBIC METOIOM XMMUUECKOrO CHHTE3a
X 2. Hpoayxuusi, moaBepraromasici (GHUANIIHON CTePHIN3ALHH (onepamm
00pabOTKH [Jisl C1eYIONIHX JeKAPCTBEHHBIX opm):
L] »xuaxue JiekapcTBEHHBIE (POPMBI GOITBIIOr0 00BbeMa
L xuaKuve sekapcTBeHHBIE (POPMEI MaJIoOro 00bemMa -
- [ TBepble siekapcTBeHHbBIE (POPMBI U UMILIAHTATHI :
[ msrkue nekapcTBeHHbBIE HOPMBI = =
I Knpouas npoaykuus, JIEKapCTBEHHbIE q)opMm' __(apMarieBTUYECKIIE |
Cy6CTaHIu, 110JIy4aeMbIe METOJIOM XUMUIECKOTO CHHTE3a :
| L1 3. Bermmyckarolmuit KOHTpOJib KayecTBa
; 2. Hecmepunvnas npodykuus =
= 1. HectepuabHass npoaykums (omepamun oﬁpaﬁonm ISl CAeAyIoIuxX
JICKAPCTBeHHBIX Gopm):
L] kancyJipl B TBEPIOH 000109Ke
[ kamcyJIsl B MSTKOH 0GOJIOUKE :
[ skeBaTenbHbIE IeKapCTBEHHBIE (HOPMBI
[ uMInperHupoBaHHbIe TEKapPCTBEHHbIE (POPMBI
LI xunxue nexapcTBeHHbIC GOPMBI ISl HAPYIKHOTO IIPUMEHEHHUS =
L1 sxuikme TeKapCTBeHHbIE (OPMBI JUIsl BHYTPEHHETO NPUMEHEHHS —
[ Mmeauumuckue rassl
L] npoune TBepbIe JEKAPCTBEHHBIE (OPMBI =
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L] IIpCIiapaTel, HaXOQAIINUECS ITOA JaBICHUEM

L] reHepaTophl paganoHyKIHI0B

L] msrkue jekapcTBeHHBIE GOPMEI

L] cBeun (cynmmosuTopun)

L] tabnerku : ' =

L[] TpaHciepMalbHBIC TUIACTHIPH = —

[] ycrpoiicTBa 1J1sf MHTpapyMHUHAIBHOTO (BHY TPUPYOIIOBOTO) BBEACHUS

Xl npouass mpoaykuusi, JeKapcTBeHHbIe (OPMBI: (hapmarieBTHYECKHE
cyOcTaHIMY, TIOJTyYaeMbIe METOJOM XUMHYECKOTO CUHTE3A

] 2. BelycKaronumii KOHTPOJIb KauecTBa

3. buonozauueckas nexapcmeennas npooykyus
L] 1. bruonmoruyeckas JieKapcTBEHHAs! POy KIIHA: E

[ ] mpotyKThl KPOBH

= NMMYHOJIOTMYECKas MpOaAYKIIHA

[] mpoyKThl Ha OCHOBE COMATHYECKUX KIETOK

L] TCHOTCPAIICBTUYCCKHUEC IIPOAYKTHI

L] mpoyKThl TKAHEBOM HHIKEHEPHU

[] 6uoTexHOMOrHYECKas IPOLYKIMS

L] IpoJyKThl, 3KCTparupoBaHHbIC W3 JKMUBOTHBIX WCTOYHMKOB WM OPraHOB
(TKaHe ) yenoBeka

[] mpoyas mpoayKius

[1 2. Beimyckaronuii KOHTPOIIb KauecTBa (Mepeyeth TUIIOB IPOIYKIIHH):

[l mpotyKThl KpOBH

[ ] mMMyHOJIOTHYECKAS TIPOTYKIIHS

L] MNPOAYKTBEI HA OCHOBC COMATUUYCCKUX KJICTOK

D (R e (i e 5 )

[ ] reHOTEpaneBTHUECKHE IPOLYKTEI

[l mpoiyKThHI TKAaHEBOM HHIKEHEPUU

[ ] GuoTexHomOrnYecKast IPOIYKIUS

L] IIPOAYKTHI, SKCTpArupOBAHHLIC U3 JKUBOTHBIX HCTOUHHUKOB HJIM OPraHoOB

(TKaHel) yesoBeka - =
L] mpoyast mpoayKIust .

E.I'. Ilpue3xena

23 mapra 2023 1.
bloauu cepmuguxama)
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4. Hpoqaﬂ RPOOYKUUs uiu npou3eodcmeenna;1 ()e;lmeflbnocmb
lle Ipou3BoACTBO: '

L[] pacTuTeIbHOM TIPOIYKIMI

[] romeonaTuyeckoi mpoayKIiuu

X npouas npoxyknus:
Npoure TPYIIBl JI€KapCTBEHHBIX MperaparoB: JIHO(GUIM3AT. KOHLEHTPAT,
| IOPOMIOK, PacTBOP;

(papmalnieBTUYECKHE CyOCTaHIIUM, MOJydaeMble METOIOM XUMUYECKOIO CHHTE3a
(IPOM3BOACTBO  [POMEKYTOYHBIX MPOIYKTOB (hapMalleBTHYECKOH CyOCTaHIUu
MPOU3BOACTBO HEOUMIIECHHON (HE0OpaboTaHHOH) (hapMalleBTHIECKOH CyOCTaHIMN,
3aBEpUIAIOINKME - CTaJiK IIPOU3BOJCTBEHHOr0 Mpollecca: OuYMCTKa, 00paboTka
| U3MYECKIMU METOIaMH, CYIIKa, IEPBUYHAS YIIAKOBKA); Z

IIPOMU3BOACTBO CTCPUIBHBIX q)apMaHCBTI/I‘:ICCKI/IX Cy6CTaHIII/II/I HpOI/I3BO,ZII/IMBI€— =

| B aCENTUUECKUX YCIOBHUAX, NOJBEPTacMble GUHUIIHON CTHIN3ALUN

| X 2. Crepuaunsanus akTMBHBIX BellECTB, BCIOMOIaTeIbHbBIX BellecTB, romson
TNPOAYKIHH:

X ¢puabTpanus

L] cyxoxapoBasi CTepuIn3aIs

L] crepuwinzaims mapom

[} xuMuveckas cTepum3anys

[ cTepunu3zaims raMMa-u3nydeHUeM

L1 cTrepunu3zaiius 31€KTPOHHBIM M3/TyYCHHEM

[13. IIpouee

X 4. IlepBuunas (BHyTpeHHm{) ynalcomca'

— [ kamcysiel B TBepoit 00010uke

[} kancyiel B MSTKOM 000J10UKe

[] skeBaTesIbHBIC IeKAPCTBEHHBIE GOPMBI -

[] uMperaupoBanHbie IeKapcTBEHHbIE HOPMBI

L] xujkue sekapcTBeHHbIe GOPMBI JUIs HAPYIKHOTO MPUMEHEHIs

L] )KI/I,I[KI/IC JICKapCTBCHHBIC (bOpMBI I[JISI BHYTpCHHGFO IMPUMCHCHU

S MCIHUIMHCKMEC I'a3bl

L] mpoune TBep/abIe JeKapCTBEHHbIE HOPMBEI

L] npenapatsl, HaXOAAIIMEC O] JaBIeHUEM

[] reHepaTopbl painoHyKIUI0B

[ msarkue nekapcTBeHHbIE QOPMBI

~ [ cBeun (cynmosuropun)

] tabnerku

L TpanciepMalibHBIC IIACTHIPH

E] YCTPOWCTBA [l UHTPapyMUHAIBHOTO (BHYTPUPYOILIOBOIO) BBGL[GHI/I}I
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GMP/EAEU/RU/00617-2023

X npouas mpoaykumsi, JexapcTBeHHble (OPMBI:  (DapMALCBTUUECKUE

CY6CTaHHI/II/I, MoJIiy4acmMbI€ METOJIOM XUMUUYCCKOTIO CHHTE3a

Xl 5. Bropnunas (noTpe6uTe/ibekas) ynakoBKa

[ 6. Beimyckarotmuit KOHTPOJIb KauecTBa

[J 7. MuKpOoOHOIOTHIECKOE TECTUPOBAHME: CTEPHILHOCTD

[18. MI/IKpOGI/IOJ'IOFI/IIIeCKoe TCCTUPOBAHUC: HECTCPUIIBHOCTD

[] 9. Xummdeckoe (Gu3nyeckoe) TeCTUpOBaHKE

[1 10. buonornyeckoe TeCTUPOBAHUE - =

II KOHTPOJIb KAYECTBA TIPA I/IMHOPTE HEKAPCTBEHHOI/I
[MPOAYKIIUU

[] 1. KoHTposp KauecTBa HMIIOPTHPYEMOIL IeKapCTBEHHON TPO/Ty KLIHH:

L] MI/IKpO6I/IO.HOI"I/ILI€CKO€ TCCTUPOBAHUC. CTCPUIBHOCTD

L] MI/IKpO6I/IOJIOFI/IquKOe TCCTUPOBAHUEC. HECTCPUIBHOCTD

[1 xumugeckoe (bu3ndeckoe) TeCTUPOBAHUE

[ ] Guonormyeckoe TeCTUPOBAHUE

[ 2. Beimyckaromuii KOHTpOIb (cepTHGUKALS CepuUii) UMIIOPTUPYEMOi
MPOYKIIUU

[ CrepuibHast POy KIHUS:

L] mpomyKItusi, IPUrOTOBACHHAS ACENTUYECKUM ITyTEM

L] mpoayKuust, oJBepraroasics GUHANIHON CTEPHIN3ALIH

L1 HecrepusibHast POy KIHS

[l Buonoruyeckas jeKapcTBEHHAs npozLyKuHﬂ

[] mpoiyKThI KpOBH

L] iMMYHOJIOTHYECKAs! TTPOIYKIIHSA

L] IMPOAYKTHI HAa OCHOBC COMATHYCCKUX KJIIECTOK

[] reHOTEpaneBTUYECKUE TPOLYKTEI

L] mpoayKThl TKaHEBON WHKCHEPUH

[] 6uorexHoornyecKas HpOILYKI_II/Iﬂ

[J mpoayKThI, S5KCTparupoBaHHbIE U3 JKUBOTHBIX HCTOUHHKOB MK opraHOB
(TKaHeil) yenoBeka

L] mpoyast mpoayKIust

E.I'. IIpuesxena
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~ POCCHIIEKO @EI[EPAHI/II/I
' GMP/EAEURU/00617-2023

3 Hpoqaﬂ, TEBHOCTE [0 HMHOpTy (BBo3y)

£l Hnoma,mca (bnsﬂqecxoro HMnopTa (BBo3a)

8006600606000 00600041
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