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EBPASUINICKUMN DKOHOMUYECKUMA {301037

MUHHCTEPCTBO NPOMbBILIIJIEHHOCTH ¥ TOPTOBJIU
POCCHHMCKOU GENEPAIINH

CEPTUOUKAT

COOTBETCTBHMSA TPEEOBAHHAM TTPABIIT HAJIJIEXCAILIEN [TPOM3BOICTBEHHOM
[MPAKTUKH EBPASHMHMCKOI'O 9KOHOMHWYECKOI'O COIO3A

Ne GMP/EAEU/RU/00078-2021
Cpox aerictus ¢ 11.06.2021 no 10.06.2024

Bplgan 1o wroram nposeieHus (apMmalieBTMUECKOH MHCIEKIMHM B COOTBETCTBUU C
lIpaBunamu nposesenus papmaleBTUYECKUX UHCTIEKLIMN

MuHucTEpCTBOM NPOMBILLIEHHOCTH ¥ TOproeiiv Poccuiickoit ®eepauum

(I'IOJ'IHOC HaWMEHOBAHME YIOJIHOMOYEHHOID opraHa)

IOATBEPIKAACT CllCAyIOUIee:
IpoBEcACHa cbapmaueBTuquKa}l HHCIICKLWUA

3akpbiToe akunoHepHoe o0mecTBo «Kanonpapma npoaakmn»

(I'IOJ'I HOE HAMMEHOBAHHE ]'IpOHEBOﬂHTGJ'IH)

Mockogckast 0641, r.0. [1lénkoBo, r. lLlénkoBo, yi. 3apeunas, a. 105
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(anpec NpoM3BOACTBEHHON IJI01LAKH)

Ha ocHoBaHun 3asiBiieHust Ne l1[-186 or 19.03.2021 Ha nonydeHue pasperieHus
(JIMLIEH3MKH) Ha OCYHIECTBJEHHUE JIESTENBHOCTH 110 MPOM3BOJICTBY JIEKAPCTBEHHbIX
CPEJICTB.

Ha ocHoBaHuM cBejeHUH, IONYYEHHBIX TMPU MNpOBeACHMH (apMalUeBTUUYECKOH
MHCIIEKLMH, TNOCNeAHAs U3 KOoTopbix Obuia nposeneHa 11.06.2021, cumraercs, 4yto
JaHHbIH (apMaLeBTHYECKUN NPOM3BOAUTENL COOTBETCTBYeT TpeboBanusim Ilpasun
HaIeXKale Mpon3BoICTBEHHON NpaKkTuku EBpa3uiickoro "KOHOMHUYECKOTO COI034.
Hacrosimmii ceprudukar orpaxkaer CTaryc NpPOM3BOJCTBEHHOW IUIOIIAAKM HA JaTy
NpoBeeHUs (apMalLeBTUYECKONM MHCIHEKLMM M 1O MCTEYEHUH 3 JieT ¢ Jathl
IpOBEAEHUS 7TOM (apMalEBTUYECKOW WHCIEKIIMH HE JIO/DKEH IIpHHHMaTI;CH B
Kda4yecTBE JOKyMEHTa, CBUAETENbCTBYIONIEr0 O cratyce cooTBercTBus. Cpok neicTBus
cep*f‘ml)m{a'ra MOXET ObITh COKpallleH WIM pacliMpeH [pd  KCHOJb30BaHUH
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GMP/EAEU/RU/00078-2021

COOTBETCTBYIOLIMX  [PUHLMIIOB  YNPABJAEHUS  PUCKAMH  1IpY  HAIMYMU
COOTBETCTBYIOLIEH 3anucd 00 7TomM B nosie «OrpaHuyeHus WilM TOSCHUTENbLHBIE
3aMETKHM, Kacalolmuecs 0071acTH NPUMEHEHHs HACTOSLIEro cepTuduKaTay.

Ceprudukar spisercs JeHCTBUTE/IbHBIM B Cllydae IPEICTABIEHUs. BCEX €10 CTPaHMI

(KaK OCHOBHBIX JIMCTOB, TdK M JIOIIOJIHUTEIBHbIX HHCTOB).

AYTEHTUYHOCTD (OANMHHOCTD) HACTOSLIErO cepTU(GUKATa MOKHO TIPOBEPUTH B Oase
JlanHbiXx Munnpomropra Poccun.

Ecin ceprudukar He npejicrapieH B ykasaHHOW 0ase JlaHHBIX, CliejlyeT o0parurhes B
YHOJHOMOYEHHbBIA OpraH, €ro BblAaBIIMM.

Hepn/g.lﬁésaMeczuﬁﬂb Munucrpa B.C. OcbmaxkoB
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MMH UCTEPCTBO ITPOMBIHIJIEHHOCTH A TOPFOBJIH
POCCUMCKOM ®EJIEPALIAA

GMP/EAEU/RU/00078-2021

JlekapcTBeHHBIE CpecTBa A/ MeAHIINHCKOI0 NPHMeHeH s
L] BerepuHapHble JICKAPCTBEHHBIE CPEJICTBA '

L[] DkcriepuMeHTa bHBIE CPEJICTBA

HpOHfiBO,[ICTBO H KOHTPO.Jb Ka4eCcTBa

. IPOM3BOACTBEHHBIE OTIEPALIMH — TEKAPCTBEHHASI
NPOYKLIUS

1. Cmepunvras npooykyusi

L] 1. ITpoayKuusi, NpUroTOBJIEHHAsE acenTHYECKMM MyTeM (omepauuu 06paboTku

JU1sl CETYIOLIMX JIEKAPCTBEHHBIX hopM):

L] )xuaxue siekapcTBeHHbie GopMbl 601100 06bHeMa

L] xujikue JiekapeTBeHHbIE (HOPMbI MAJIOro 00bema

L] aiucnepcun

L] simoduinuzarsl

] TBEP/JibIC JICKAPCTBCHHBIC (IJOprl H UMILIAHTATh] —

L[] msirkue JiekapcTBeHHbie hOpMbI

L] npouast ipoayKums

[ 2. IIpoaykuus, rmoasepraoiiasicsi GPMHUIIHON CTEpUIM3aiuu (onepamnum
00pabOTKH JUIs ClIeYIOIIUX JEKapCTBEHHBIX hopM):

[ sxuaxue siekapcTBeHHbIE GOPMBI 60JILLIOrO 06BbEMa

L] HKHMIKHUC JICKAPCTBEHHbIC qJOPMbI Majioro obbema

LI TBepabie JiekapcTBEHHBIE POPMbI M UMILIAHTATHI

] msarkue JICKAPCTBCHHLIC (bOprI

L] npouasi npoayKuusi, JIeKapCTBEHHbIE GOPMBbI

(] 3. Bbinyckaromuit KOHTPOJIb Ka4ecTBa

2. Hecmepunvnasa npodyKkuus

X 1. Hectepuiibaas npoaykumsi (onepanuu o6paboTKM /1S ClIedyI0MHX
JIeKapcTBeHHBbIX hopm):

Xl kancysabi B TBepaoi 06010uKe

[J karicyJisl B MSITKO# 0005104KeE

JKeBaTeJibHbIE JIEKApCTBEHHbIE (DOpMBbI

L] mMnperaupoBaHHble JieKapCTBEHHbIE (hOPMbI

AKH/AKHE JeKapcTBeHHbIe (OpPMBI AJ1s HAPY’KHOIO NPHMeHEeHHs

[X] sknaKue nekapeTBenHbie POPMBI LISt BHYTPEHHEr0 NPUMEHEeHH

L] MeAMLMHCKHE ra3bl

X npoune TBepabIe JieKapcTBeHHBIE GOPMBI

[] Hpenaparbl, HaXOAAIMECs [10]1 JIaBJIEHUEM
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[ renepaTopsl pajinOHYKJIHI0B

MArKHe JieKapcTBeHHbIe hopmbl

L] cBeun (Cynno3uTopumn)

TA0JIETKH

O TpaHCACPMAJILHBIC IJIACTLIPH

L] ycrpolicta [uisi MHTPApYMUHATBLHOTO (BHYTPHPYOLI0BOI0) BBEICHMS

L] npouas npoaykius, jekapcTBeHHbIe GOpMBbI

L] 2. Beinyckaronuit KOHTpOJIb KauecTBa

3. buonozuyeckan n1ekapcmeeHHaAs RPOOYKUUA

X 1. BuoJsiornyeckas JieKapcTBEHHAsi NPOAYKIMS: | €

[ npoyKThl KpOBH

O HMMMYHOIJIOMHYECKasd NpoOaYyKIMs

[2] HNPOAYKThHI Ha OCHOBE COMATHYCCKHUX KIICTOK

Clip CHOTEPANEBTUYECKUE TIPDOAYKTHI

[] 11potyKThl TKAHEBOW MHKEHEPUH

] 6uorexHosoruyeckast npoLyKius

Xl npoayKThl, 9KCTParnpoBaHHbIE U3 JKUBOTHBIX HCTOYHUKOB /M OPraHOB
(TkaHei) YesoBeKa: OpraHonpenaparhbl; IIperaparbl, MoJy4aeMble U3 IKMBOTHOIO
ChIpbsi

L] npouast npoayKuus

[] 2. Beinyckaroiiuii KOHTPOJIb KauecTBa (lepeyeHs TUIIOB IPOAYKLMUHM):

L] npoaykrel KpoBu

O] HMMYHOIIOHYCCKas [PpOAYKLHA

Ll HPOAYKTLI HA OCHOBE COMATUYCCKHUX KIJICTOK

[] renotepaneBTuyecKue NpoyKThl

[J npoayKThl TKaHEBOH HHKEHEPUH

L] GuorexHonoruueckas npoayKuusi

[J npoayKThl, SKCTpardpoBaHHbIE W3 JKMBOTHBIX MCTOYHMKOB MIIM OpPraHoB
(TkaHeil) yesloBeKa

(] npouas npoaykiusi

< >
P

samecTuTe MunucTpa B.C. OcbmakoB

14 CeirinGps 2021 1.
(0ama sor9auu cepmudpuxama)
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4. Ilpouas npodyKyus unu RPoU3600CMEEHHAA 0eAMENbHOCHLD

X 1. [MpounssoacTBo:

X pacTuTenbHON NPOAYKUHH

L] romMeonarn4ueckoi IpOAYKUIHH

X npouas npoaykuusi: npenaparbl, COAEPKALIME  CHILHOACHCTBYIOUINE
BELLECTBA; NPOYME IPYIIibl JIEKAPCTBEHHBIX IPENAPATOB

[J 2. Crepuinzanusi akTHMBHBIX BEIIECTB, BCIIOMOraTe/bHbIX BEIIECTB, T'OTOBOW
IIPOIYKLHH:

L] ¢puiprpauws

L] cyxoxapoBas crepuiin3anus

L] crepunusauus napom

L] xuMuyeckas cTepuIn3anus

L] CTEpHIIM3alins raMmmMa-131y4HCHUEM

L] CTEpHIIM3alvs YICKTPOHHBIM H3JIYUHCHUCM

[13. IIpoyee

X 4. [lepBuyHas (BHYTPEHHSIA) yNAKOBKA:

Xl kancyJibl B TBepao# o60s10uKe

[] karicysibl B MATKo# 060104Ke

HEBATENbHbBIE JIEKAPCTBEHHbIC [l]l)prl

L] UMITPEIHUPOBAHHLIC JICKAPCTBCHHLIC £b0prI

HHAKHE JIEKAPCTBEHHbIC (l)Oprl AJISI HADYAHOTO IPDUMEHEHUH

X JKHIKHE JIeKapCTBEHHbIE (I]Oprl AJISl BHYTPEHHEro NpuMeHeH W

L] MCIUMLIMHCKHE I'a3bl

Xl npoune TBepabie JiekapcTBeHHbIE GOPMBI

] Hperaparbl, HaXoOA1HUECH M0 JaBJICHHUEM

[] reneparopsl paiuOHyKIIMI0B

MSIrKHe JieKapcTBeHHbIe GopMBbl

L] cBeun (cynmno3uropun)

X radnerxku

L[] TpancaepmalibHbIe IUIACTBIPU

] yerpo#cTBa Juist MHTpapy MHHAJIBHOTO (BHYTPUPYOLIOBOr0) BBEACHMSI

L] npoyas 1npolyKiusi, JJ€KapCTBEHHbIC HOpMBbI

X 5. Bropuunas (norpedure/ibcKkas) ynaKkosKa

[] 6. Beinyckarouiuit KOHTpOJIb KayecTna

EIZE MHKpOﬁHUJlOI‘H‘ICCKOe TCCTHPOBAHUC:. CTCPHIILHOCTDb

[]18. MHKpOﬁHDJ]OFH'—ICCKOC TECTHPOBAHUC. HCCTECPUJILHOCTDH

[ 9. Xumuueckoe ((hU3M4eCKOE) TECTUPOBAHUE
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[ 10. Buonoruyeckoe TecTupoBaHue
I[I. KOHTPOJIb KAYECTBA I1PU UMIIOPTE JIEKAPCT BEHHOH
[TPOAYKIIMHA
[ 1. KoHTpoiib KauecTBa UMIIOPTUPYEMOH JIEKAPCTBEHHOM HIPOAYKLIMM:
[] MUKpOOHOJIOrMYECKOe TECTUPOBAHUE: CTEPUIbHOCTD
[] MUKpOOHOIIOrHYECKOe TECTUPOBAHUE: HECTEPUIIBHOCTD
[] xumuueckoe (husnueckoe) TeCTHPOBAHUE
[] 6uosiornueckoe TeCTupOBaHue
[] 2. Beiyckaromui KOHTpoIib (cepTUhHUKALIUS CEPHii) UMIIOPTUPYEMOI
IPOAYKIUU
[ CrepusibHasi NpoAyKIMs:
L] npoaykuusi, NpUroTOBJICHHAS ACENTUYECKUM ITyTEM
L] mpoayxiusi, nojseprawmascs GUHUILHOK cTepuIn3aluu
L] HecrepuibHas npojayKius
] buosioruueckas JiekapcTBeHHasH PO KLU
L] nnpoy KTl KpoBM
L] uMMyHOJIOrHuecKas HpoayKis
L] npoAyKThl Ha OCHOBE COMATUYECKUX KIETOK
L] renoreparneBTHYECKME NPOAYKTHI
L] npoayKThi TKaHEBOM MHKEHEPUH
L] GuorexHoornyecKas mpojiyKius
L] mpoayKrsl, SKCTparupoOBaHHbIE U3 KMBOTHBIX MCTOUHUKOB UIIU OPI'AHOB
(TKaHeit) yenoBeka
L] npouast npoayKiuus
[ 3. Ilpoyast iesTenbHOCTb 110 UMIIOPTY (BBO3Y):
U nnomanka dusuyeckoro uMnopra (BBo3a)
[] nMnopT npoMesxyTOHHOro NpOAYyKTa, [O/BEPraloilerocs AajibHeniei
obpaborke
L] npoyee
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