ERPASMMCKUI JKOHOMUUYECKHNW COM3

MUHUCTEPCTBO DPOMBILIJIEHHOCTHU U TOPIOBJIHM
POCCUUCKOU DEAEPAIIMNA

CEPTUDPUKAT

COOTBETCTBH: TPEEOBAHVAM TTPABHIT HAJIEXXAIIIEN TTPOW3BOICTBEHHOMI
ITPAKTHKN EBPASUHMCKOT'O DKOHOMUYECKOI'O COIO3A

Ne GMP/EAEU/RU/00752-2023
Cpoxk netictBus ¢ 28.12.2022 mo 27.12.2025

Belgan mo uroraM mnpoefeHus (papMmarieBTHUECKOW HWHCHEKIIMH B COOTBETCTBHH C
IIpaBunamu npoBeieHUs papMaleBTUIECKUX HHCIICKITUH

MuHucTEpCTBO IPOMBIIILIEHHOCTH B TOproBiy Poccutickoit denepaiinu
(MunnpomTtopr Poccun)

(T]OJ'IHOG U COKpAEHHOC HAUMEHOBAHMUE YNOJTHOMOYEHHOTO opraHa)

MOATBEPAKIAET CEAYIONIee:
poBeNeHa (hapMaleBTHUECKAs WHCIEKITUA

DegepajibHOE TOCYIaPCTBEHHOE YHUTAPHOE NIpeANPUsSITHE
HayuyHo-npon3BoacTBeHHbIH eHTP «PapM3amuTay
PenepajibHOI0 MeIUKO-0HOJIOTHYECKOT0 AT€HTCTBA

(]'lOJ'lHOC HAaMMCHOBAaHUHEC HpOH3BO)_'[HT€J'l}I)

MockoBckas o61., r. Xumky, BamrytuHckoe mocce, a. 11, erp. 5

il

g

(ampec MPOW3BOACTBEHHOM MITOIIANKH)

Ha ocHoBaHuu 3asBineHus Ne 1013 or 07.11.2022 na mnonyueHme pazpeiieHUs
(JIMUEH3UM) Ha OCYIIECTBIACHHE NEATECABHOCTH I10 IPOM3BOJACTBY JIEKAPCTBEHHBIX
CPEJICTB.

Ha ocHOBaHMM cBe#eHHI, IOMYYEHHBIX NPH MNPOBEACHUM (hapMalleBTUUECKOH
WHCIICKIIMK, ITOCAEOHAL U3 KOTOPHIX Oblla mpoBeaeHa 28.12.2022 cumrTacTcs, 410
NaHHBIA (papMaLEBTUUECKUH NPOM3BOIUTEh COOTBETCTBYET TpeGoBaHmsaM Ilpasni
HaJJIeKalleH IIPOM3BOJCTBEHHOM MpakTUKKU EBpasuiickoro 3KOHOMUYESCKOTO COM3a.
Hactosiuinii cepTudukaT oTpakaeT CTaTyC MPOU3BOJCTBEHHOM ILIOIALKH Ha [Ty

[MPOBCICHNA (I)apMa]_IeBTI/I‘-IeCKOI‘/JI WHCIIEKIIMU W MO HCTEYEHHH 3 JieT C HaThbl
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NpOBEJEHU JTOH (apMarleBTHYECKOM WMHCIEKIMH He AOJKeH NPUHEMATBCS B
KayecTBe JOKYMEHTa, CBUIETENBCTBYIOIIETO O CTATyCe COOTBETCTBUA. CpOK IeicTRus
cepruduKata MOXET OBITh COKpallleH WM pacllupeH IpU  HCIOIb30BAHUH
COOTBETCTBYIOIIMX  MHPUHIMIIOB  YNPABJACHMA  PUCKAMH  TIpM = HaIHYMH
COOTBETCTBYIOLIEH 3amucu 06 3ToM B mosie «OrpaHUdeHHs HIH MOSCHUTETbHBIE
3aMETKHM, Kacaroluecs 0b1acTi IPUMEHEHNS HACTOAIIEro cepTUhUKATay.
Ceptudukar ABIsgeTCs NEUCTBUTEIBHBIM B CIydae MPCICTABIEHHS BCEX €r0 CTPAHMUL
(XaK OCHOBHBIX JIUCTOB, TaK W JOTIONIHUTEIBHBIX JIUCTOB).

AYTEHTHYHOCTH (IIOATMHHOCT) HACTOSIIECTO CepTUhUKATa MOXKHO HMPOBEPUTH B Oase
JaHHbIX Munnpomtopra Poccun.

Ecnu ceprudukar He npecTaBieH B yKa3aHHOIM 6a3e MaHHBIX, CledyeT 0OpaTHThCS B
YTOJIHOMOYEHHBIH OpTaH, €ro BhIAaBIIHI.

E.I'. Ilpue3:xena
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HUCTEPCTBO BPOMBIILIEHHOCTH ¥ TOPLOBIM =
POCCHUNCKON GENEPALAN :
GMP/EAEU/RU/00752-2023

523 JIeKapCTBeHHbIe CpeacTrBa AJa MEIHIHHCKOI0 IPUMEHEHH A

[] BetepuHapiisle IeKapCTBEHHBIE CPe/ICTRA

L1 DKcriepuMeHTaIbHbIE CPENCTBA

ITpon3BOACTBO H KOHTPOJIb Ka4yecTBa

1. IPOM3BO/ICTBEHHBIE ONEPAITNU — JIEKAPCTBEHHASI
MPOIYKIHSI

1. Cmepunvras npooyKkyus

[J 1. TIpoayxuwsi, pUroToBAeHHAs aCCNTHICCKUAM IyTeM (onepaiuy 00paboTKu s
| CIEAYIOIMX JICKAPCTBEHHBIX (GOPM):

L] sxuKue gekapcTBeHHbBIE hOPMBI 60JIBIIOT0 00beMa

L] sxuaxue nekapcTBeHHbIe GOPMBI MasIoro 06bemMa

[ nucniepcyun

- U nuodunmzarst

L] TBCPADLIC JICKAPCTBCHHLIC (bOpMI)I 1 UMIIIIAHTAThI

L[] msirkue jiekapcTBEHHBIE HOPMBI

[] npoyas npomykisi i
[12. Ipomykuus, moasepraouiascs GOUHUIIHOM  CTepUIH3aUUK  (Olepalun
00paloTKH IS CIIETYIOUIMX JIEKAPCTBEHHEBIX HOpM):

L] xujxne gexapcTBeHHbIe HOpMBI OOIBIIOr0 00beMa

L] xuikue JiekapcTBeHHBIE GOPMEI MAIOTO 00BEMa

L1 TBepbIe JiekapCTBEHHBIE (HOPMBI U HMILIAHTATHI

[} msirkue nekapcTBEHHbBIE HOPMEI

[] npoyast npoAyKIKs, JeKapCTBEHHbIE HOPMEI

[] 3. BellTycKaromuii KOHTPOJIb KayecTBa

2. Hecmepunbnas npooykuus

1. HecrepunbHass mpoaykuusi (omepanud o0paGoTKH [JIsl  CJIeIYHIIUX
JIEKapCTBEHHbIX opM):

] xancysiel B TBepAoit 060/10uKe

[] kancyJibl B MATKOH 000IOUKE

L] sxeBaTeNbHbBIE JIEKAPCTBEHHBIE (hOPMEI

1idibs [] umiIperHupoBaHHbIE JIEKApPCTBEHHbIE (POPMBI
' L] sxuaxve gexapcrBeHHbie GOpMBI U HAPYKHOTO TIPUMEHEHMS

L1 xuaxue ekapcTBeHHbIE GOPMBI I BHYTPEHHETO IPUMEHEHHS

U MCIUIMHCKHE Ta3bl

L] npoyue TBepabIE JEKAPCTBEHHbBIC (HOPMBI

L] TIPEIapaTsl, HAXOAHIUEC IO JABJICHUEM

[] rerepaTopsl painoOHYKIIOB
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[ markue nexapcTBeHHbie HOpMBI

L cBeun (cynmno3uropun)

L] TabmeTku

L] TpAHCAEPMAJILHBIC IIACTHIPH

[J ycTpoiicTBa U1 HHTpapyMHUHAILHOTO (BHYTPHPYOIIOBOI0) BBEACHUS

X npouyas npoaykuus, jekapcrBeHHbIe GOPMBI:
(papmaneBTHYECKUE CyOCTaHIUM, [TOTYYaeMBIe METOAOM XUMHYECKOTO CUHTE3A;
dapmaneBTUYECKIE CyOCTaHIMK, TOIYYaeMble W3 MCTOYHUKOB PACTUTEIBHOI'O

IPOUCXOKICHHA

[1 2. Brimyckaioniuii KOHTpOJIb KauecTBa

3. Buonozuuecxas 1exapcmeennas npooyKyus

[ 1. buomoruyeckas jieKapcTBeHHAs POy KIIHS:

L1 mpomykTsl KpoBH

[] iMMyHOITOrHYECKas OPOMYKIHS

L] HNpPOAYKTEI HA OCHOBE COMaTUYCCKUX KIICTOK

[] reHOTepaneBTHYECKHE HPOLYKTEI

L] 0pomyKTHI TKaHEBOW HHXEHEPUH

L1 6uorexHOIOrHICCKast MPOYKUKS

(TKaHel) JyemoBeKa

L] HPOAYKTBI, JKCTPArupOBaHHBIE W3 JXHBOTHHIX HMCTOYHHKOB WM OpPraHoB

[} mpouas npoxyKius

[J 2. Brimyckaromuii KOHTpOIIs KayecTsa (lepedesh TUIIOB IPOLYKIIIN):

L] IpOYKTHI KpOBH

[ uMMyHOJTOTHYECKAS IIPOAYKIIMSA

[] Hpb}]}’KTBI Ha OCHOBC COMATHYCCKUX KIIETOK

[ reHOTEpaneBTHYECKHE POTYKTHI

[] nponyKThl TKaHEeBOM HIKEHEPUH

[] 6uoTexHosIOruUecKas IpoLyKIus

(TKaHei) yemoBexa

] NpOAYKTBI, SKCTPArupOBaHHEIC U3 X KUBOTHBIX HCTOYHHKOB HJIK OPraHOB

L] npoyas mpoayKius
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4. Illpouas npodyKkuus uiu RPoU3600CMEEHHAA 0eamelbHOCHb
1. IlpoussoacTBo:; '

[1 pacTuTeIbHON MPOAYKIIUH

L] romeonaTrueckoil mpoIyKIuu

X npouas npoayxkuus:

(hapmaneBTHUECKME CYOCTaHITUH, TIOJTyYaeMble METOJIOM XUMUYECKOrO CHHTE3a
(MpOU3BOACTBO MPOMEKYTOUHBIX MPOAYKTOB (apMaileBTHUECKOM CcyOCcTaHny,
UPOU3BOJCTBO HEOUMIIEHHOUM (HeoOpaboTaHHOI) hapMaleBTUYECKON CyOCTaHLIMH.
3aBepllalOUIMe CTaIWMU IPOU3BOJCTBEHHOrO IIpollecca: OYMCTKa, 00paboTka
$H3nIeCKUMU METOIaMU, CYIIIKa, MPOCEHBaHKE, M3MEJIbUCHHE, TEPBUYHAS YIIaKOBKA.
BTOPHMYHAS YIIAKOBKA);

(bapMaleBTHUECKHE CYOCTaHIIUM, TOJTy4YaeMble U3 MCTOYHHKOB PACTHTEILHOTO
NPOUCXOXKAECHUA  (OYMCTKA  BBIZIENIEHHOM  dapmalleBTUUEeCKOH  cyOCTaHLIMM,
3aBeplIalOe CTalW{ [POU3BOJCTBA (DapMAlEeBTUYECKUX CYOCTaHIMMU: CyIUKa,
11POCENBAHUE, U3MEJIBUCHHUE, [IEPBUYHAS YIAKOBKA, BTOPUYHAsL YIIAKOBKA)

[EO CTepI/IJII/BaLII/I}I dKTUBHBIX BCHICCTB, BCIIOMOTAaTCIBHBIX BCIICCTB, rOTOBOU
IPOOYKIHMH!

[] dbwibTpanus

[] cyxoxapoBasi cTepuIn3alus

[] CTCpUIN3alA IMapoOM

L] xumnueckas CTCPHIJIM3 Al

L] CTCpuIM3anysd raMMa-nu3jayuYcHUuEM

L] crepuansanus 3JCKTPOHHBIM U3JTYUCHUCM

[13. IIpoyee

X 4. TlepBuunas (BHYTpPEHHSIA) YIIAKOBKA:

L] karcysbl B TBEpO# 060I04Ke

L] xancysisl B MATKOM 000JI0UKe

[J sxeBaTeNbHbIC TeKapCTBEHHEIE (POPMEI

L] uMOperHipOBaHHbIe JIEKAPCTBEHHEBIE HOPMBI

L[] sxunkuve nexapcTBeHHbIE GOPMBI IS HAPYKHOTO PUMEHEHUS!

L] sxmnxue nekapcTBeHHbIe HOPMBI IS BHYTPEHHETO IPHMEHEHUSI

[l MeqUIIMHCKUE Ta3bl

[ npousre TBEpBIE JEKAPCTBEHHbIE GOPMBI

L] IIpECriapaTsl, HaXOJAUIHCCA ITI00 JaBJICHUCM

[] reHepaTophl pagioOHyKIUI0B

L] Msrkue JexkapCcTBEHHBIE QOPMBI

[] cBeun (Cynmo3uropum)

L] ra6ieTku

Ol TPAaHCACPMAJIbHBIC IIIIACTHIPH

L] yeTpoiicTBa 1 MHTpapyMHUHATBHOTO (BHYTPUPYOIIOBOro) BBEICHUS
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Xl npouas npoxykuus, JeKapcTBEHHbIE (OPMBI:
(apmanesTuecKre CyOCTaHIINY, MOIyYaeMble METOAOM XMMUUECKOTO CUHTE3a,;,
(apmarieBTHYECKME CyOCTAHIMY, [TOJIyYaeMble M3 HCTOYHHMKOB PACTUTEIHLHOTO

MPOMCX 0K ICHMS

X 5. Bropnunas (moTpeduTe/bcKas) ynakoBKa

—

L1 6. Belyckaioninii KOHTpOJib KauecTBa

[1 7. MuKpOOHOIOrHYeCKOE TECTUPOBAHME: CTEPUIIBHOCTE

[] 8. MuKkpoOHOIOTHYECKOE TECTUPOBAHKE: HECTEPUIBHOCTE

[19. Xumunueckoe ((Hu3ndecKoe) TECTUPOBAHKE

[J 10. Buosiornyeckoe TeCTUpOBaHKE

II. KOHTPOJIb KAYECTBA ITPH UMITIOPTE JIEKAPCTBEHHOI
[IPOTYKIINU

L1 1. KoHTposb KayecTBa UMIIOPTUPYEMOM JIEKAPCTBEHHOM TPOIYKIIHIL:

L] MI/IKpO6I/IOJIOFI/I‘{eCKOC TCCTUPOBAHUC. CTCPUIIBEHOCTH

[ MEKpPOOHONIOrNYECKOE TECTUPOBAHKE: HECTEPHILHOCTD

[] xumnueckoe (husndeckoe) TeCTHpPOBAHUE

[] 6rosornyeckoe TeCTUPOBAHUE

[1 2. Belmyckaroluii KOHTpOJb (CepTHUKAIMS CepHil) HMIIOPTUPYEMOL
TIPOIYKITUU

[] CrepunbHas npoayKLHS:

L] HpOAYKIHS. NPUTOTOBJICHHAA aCCITUYCCKUM ITYTEM

L] npoaykuus, noasepraromascst GQUHAIIHON CTEpMINA3aIUuU

[] HecteprabHas mpoyKiust

[ 1 buosornyeckas JIeKapCTBEHHAs IPOMYKIIMS:

[] mpotyKTH! KpoBH

[1 umMmMyHONOrHYeCKas MpoOayKIHs

U] NPOAYKTEI HA OCHOBC COMATHYCCKUX KJICTOK

r CHOTCPAIIEBTUYCCKHEC NIPOAYKTHI

[] npoayKThl TKAHEBOH MHIKEHEPUM

[] GuoTexHoI0rnuecKas nporyKIys

L] npomyKThl, 3KCTparupoBaHHbIE U3 )KABOTHBIX KCTOYHUKOB UM OPFaHOB
(TKaHel) yeroBeka

=

E.T". IIpue3xkeBa

e I (N
R ¥ b

T

=3

) T

=
PR

D e

B




MPIHHCTEPCTBO NPOMBIINIJIEHHOCTH M TOPTOBJIH R
POCCHIICKOM ®EIEPAIIAN X
GMP/EAEU/RU/00752-2023

| Hpoq'as"ﬁﬁo,uyxuuﬁ

L1 3. Ilpoyas ACATENLHOCTD no- HMIIOpTy (BBO3Y):

[ mrommaika GUsHIeCcKoro HMIIOpTa (Bno3a)

L[] pMmopT NpoMeKyTOHHOro POIyKTa, HOABEPralouIErocs nanbHeiimeil

| ~obpabotke

Ll npoyee

Orpanudenusi WK TIOSCHUTE/IbHBIE 3aMETKH, KacaioNH«Cy 00sacTu TPUMEHEHNS
cepruduKara: -

ET. IIpuesskena

%
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