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EBPASUNICKUA 3KOHOMMUYECKUHA CO}O?

MHUHHUCTEPCTBO NPOMBINVIEHHOCTH W TOPIOBJIH
POCCHHCKOH ®EJEPATITMHA

CEPTU®UKAT

COOTBETCTBMSI TPEBOBAHISIM ITPABIJT HA IUIEXKALLEHM [TPOM3BOACTBEHHOM
TTPAKTUKY EBPA3MICKOT'O SKOHOMMWYECKOTO COIO3A

Ne GMP/EAEU/RU/00079-2021
Cpok peictBus ¢ 11.06.2021 no 10.06.2024

Beijian no uroram nposeneHust (papmareBTHUECKONH MHCHEKLUMH B COOTBETCTBUHU C
[IpaBunamu nposeaenus papmMaleBTUUECKUX MHCIEKLIMHA

MunucTepcrBOM NpOMbILILIEHHOCTH U Toproiiu Poccuiickoit denepanuu

(ro1HOE HAMMEHOBAHHWE YTIOJIHOMOYEHHOr O OpraHa)

NOATBEPKAACT ClICAYIOLIEE:
NnpoBC/ICHA d)apMaueBTuqecxaﬂ HHCIIEKLIUA

3akpbiToe akunoHepHoe 06mecTBo «Kanongapma npoaakuiH»

{HOJIHDE HaWMEHOBAHHE nponauonm'enﬂ)

Mockosckas 00u1., r.0. 1lI€nkoBo, r. 11{€1koBo, yi. 3apeunas, ctp. 1055, k. 11

- AR

(ampec MpoOM3BOACTBEHHOM MJIOLIANAKH)

Ha ocHoBanuu 3asiBneHust Nelll-186 or 19.03.2021 na noayueHue paspeuieHus
(JIMLIEH3MKM) HA OCYIIECTBICHUE JEATENHHOCTH IO MPOM3BOJACTBY JIEKAPCTBEHHBIX
CpEACTB.

Ha ocHoBaHMM cBEAEHUH, IOJYYEHHBIX NpPU MpOBEeAeHUM (apMalleBTUUYECKON
MHCIIEKIMY, 10cheHss U3 Kotopbix Obuta nposeaeHa 11.06.2021, cuuraercs, 4ro
JaHHbIA (hapMalleBTUUECKUI I1IPOU3BOIUTENL COOTBETCTBYyeT TpeboBaHusim Ilpasui
Hau1exanieil Npon3BoACTBEHHOM ITpakTUKK EBpa3suiickoro 5KOHOMHMYECKOTO COH034.
Hacrosumii ceprudukar orpakaer CTaTyC NPOW3BOJCTBEHHOM IUIOIIAJKKA Ha /ATy
npoBeAcHus (apmMaleBTUUECKOH MHCIEKIMM M 10 MCTeYeHMM 3 JieT ¢ Jarhl
IpOBENEHUs HTOM (apMalleBTUUECKON WHCIEKIMUM HE JIOJDKEH MPUHUMAThCH B
KayecTBe JIOKYMEHTa, CBUJIETEJIbCTBYIONIEr0 O cTatyce cooTBeTcTBUsA. CpoK JercTBus
ceprupuKaTa MOXKET ObITh COKpAllleH WIM pPACHIMPEH [pU  MCHOJIb30BaAHUM
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COOTBETCTBYHOLIUX IMMPpUHLHITIOB YHpaBJICHUA pPUCKaMu 1IpH
coomerc*mytomeﬁ 3anucu o6 3ToM B noJie «Orpaﬂﬂqenm HJIK TTIOACHHUTECIIbHLIC
3dMETKH, KaCaOLIUECH obusiactu [NPUMEHEHUS HACTOALICTO CGpTH(i]MKaTa}).
Cepm(bHKa'r ABJISETCA JAEUCTBUTEILHBIM B Cllydac npeiacrabBliCcHus BCEX €I'0 CTpaHMlL
(l{al( OCHOBHBIX JIMCTOB, TAK MU [IOIIOJIHUTEJIBHBIX J'[HCTOB).

HAJIMYHH

AyTEHTUYHOCTH (I10JUIMHHOCTB) HACTOAIIEro cepThduKaTa MOXKXHO NpPOBepuTh B Haze
JanHbix Munnpomropra Poccunu.

Eciin cepruduxar He npejacTaBlieH B yKa3aHHO#N 0a3e JiaHHBIX, Clie/lyeT 00paTuThes B
YIIOJTHOMOYEHHBIH OpraH, €ro BblaBUIUi.

IepBoiii 3ameécTHTe b MuHHCTpa B.C. OcbmakoB

14 Cenrabps 2021 1.
N8 "_"_":ifdama ebi\()at_iitl_r.cé}nmuqbuxama)
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MMHWCTEPCTBO NMNPOMBINIJIEHHOCTH M TOPTOBJIM
POCCUNCKOM ®EJIEPALIAU

GMP/EAEU/RU/00079-2021

J]eKapCTBEHHl:le cpeacrsa AJis MEJUIHHCKOIO NpUMEHECHHH

] BerepuHapHbie J€KapCTBEHHBIE CPEJICTBA

[] DxcnepuMeHTanbHbie CpeicTBa

Hpousnoucrno H KOHTPOJIb Ka4YeCTBa

I. IPOM3BO/JCTBEHHBIE ONEPALIMY — IEKAPCTBEHHAS
OPOAYKLIMS

1. Cmepunvras npodyKyus

L1 1. Ilpoaykums, npuroToBiieHHas acenTudeckum nyrem (omnepauunm 06paboTKu
JUIS CIIEAYIOLIMX JIEKapCTBEHHbIX HopM):

[ sxuikue siekapcrBeHHbie GopMbI GOJIBIIOTO 00beMa

L] »xuakue sekapcrBeHHble Gopmbl Majioro o6bema

[] aucniepcun

L] sinoduiiuzatsl

Cd TBEPUBIC JICKAPCTBEHHEIC (I)Oprl W UMILIAHTAThI

L] msrkue jsiekapcTBeHHbIE HOPMBI o=

] npoyas npoayxis

el

(1 2. Ilpoaykuusi, noaBeprarouascs GUHULIIHON cTepuiin3aiuu (oneparum
00paboTKM IS CACAYIOIIMX JIEKAPCTBEHHBIX hopm):

ST

[ skuakue siekapeTBeHHbIe HOpMBI 601600 06beMa

NP

[ sxuikue siekapeTBeHHbIe HOPMbI MaJ10I0 06beMa o

L] TBEP/ibIC JICKAPCTBCHHEIC [l)Oprl H UMINIAHTAThI

[] msirkue JiekapcTBeHHBIE (DOPMBI

[l npouas npojyKis, JiekapcTBEHHbIE GOpMBI

[] 3. Beinyckarowiuii KOHTpOJIb Ka4ecTBa

R i T

2. HecmepunvHas npooykyus

B T

EI 1. Hecrepuwibnas npoaykuus (onepauuu o6paboTKu s CleayIoluX
JIEKAPCTBEHHBIX (hopm):

L] kancyJibl B TBEp10# 060710UKe

[] kanicyJibl B MsirKoi 060J104Ke

[] sxeBareiibHbI€ JIEKAPCTBEHHBIE (OPMBI

O MMIIDETHHPOBAHHLIC JICKAPCTBCHHLIC (bOprI

L] JKUIKHE JICKApCTBEHHEIC (bOpMI:l JJ18 HAPYXKHOT'O IIPUMEHCHH

] KUIKHE JICKAPCTBCHHBIC (pOprl AU BHYTPEHHEI'O IPUMEHCHUA

] MeaULMHCKHUE ra3bl

L] ipoune TBepabie JiekapcTBeHHbIE GOPMBbI

L] Nnpenaparbl, HaxXoaAmKUecHd 1ol AaBJICHUEM
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[] reHepaTops! paiMOHYKJINIOB

[] Msirkue jiexapcTBeHHbIE HOPMBbI

[ cBeun (cynnosuropun)

(] tabuerku

L] TpanciepmalibHbie MIaCThipy

[J ycTpo#icrBa Jiisi ”HTpapyMHUHAIBHOIO (BHYTPUPYOLOBOIr0) BBEACHUS

[J npouas npoaykuus, nexkapcTBeHHbie GOPMbI

X 2. Boinyckawiuii KOHTPOJIb Ka9€CTBa

3. buonozuueckas nekapcmeeHHas NPOOYKYUs

L] 1. buonoruyeckas JICKapCTBEHHas NpOAYKLIHS:

[J npoayKThl KpoBU

[] umMyHOnOruyeckas npoayKuus

L] 1ipoiyKThl Ha OCHOBE COMATHUYECKUX KIETOK

[] reHoreparnieBruueckue npoayKThl

L] npoAyKThl TKAHEBOM HHIKEHEPHH

[] 6uorexHosoruyeckast npoayKius

[J npoAyKThl, S9KCTparupoBaHHbIE U3 IKUBOTHBIX MCTOYHUKOB MJIM OPIaHOB
(TKaHei) yesoBeKa

[ npouas npoayxuus

2. Beinyckamomui KOHTPO/b KayecTBa (nepeYyeHb THIIOB MPOAYKIUHH):

L] npoayxThl KpoBU

L] uMMyHOJIOrHY€ecKast npoyKIiust

] IPOJIYKTblI HA OCHOBE COMaTHYE€CKHX KJIETOK

O] MEHOTEPAIIEBTUYCCKHE IIPOAYKTHI

L] 1npoyKThl TKAaHEBOH MHKEHEPHH

L] 6uorexHONOrMYECKas HPOLYKLMs

i

X npoayKThl, 3KCTPArHpOBaHHbIE H3 )KUBOTHBIX HCTOYHHKOB HJIM OPraHOB
(TkaHeH) 4YejiOBeKa: IIpenaparbl, [OJy4YaeMbleé M3 IKUBOTHOIO  ChIPb;
OpraHorpenaparsl

L] npoyas npoaykuusi

IlepBpiii 3amMecTHTens MunucTpa B.C. OcbmakoB

B

14 cenraGps 2021 .
; (dbpia_',;ébib iy, cepmugukama)
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MHHHCTEPCTBO IMPOMBINIJIEHHOCTHU U TOPFOBJIH
POCCUNCKON ®EJIEPALIUHA

GMP/EAEU/RU/00079-2021 R -

4. llpouasn npodyKuua unu npou3e00CmMEeHHAA 0CAME/IbHOCHb
L] 1. IlpousBojcTBo:

L] pacturesbHOM NpOyKIMK
L] romeonaruyeckoi npoayKunu
L] npoyas npoaykius
[J 2. Crepuimzanust aKTHBHBIX BELIECTB, BCIIOMOIaTE/IbHBIX BELIECTB, I'OTOBOW
HPOAYKIHH:
L] puibTpanms
L] cyxoxapoBas cTepuiM3aLs
[J crepuinzanms napom
[] xumMuyeckas crepuiin3anusi
L] crepuiiuzaiiys ramma-u3nyuyeH1eM
L] crepuiinsaiiys 97€KTPOHHBIM H3JTyUEHUEM
[]3. [Ipouee
L1 4. IlepBuynas (BHYTpeHHsIsl) yaKoBKa:
[] karicysibl B TBepA0# 060510uKe
[] karicyJisl B MSITKO#M 0605104Ke
L] sxeBarenbHble JieKapCTBEHHbIE (GOPMBI /
[] umMnperuupoBaHHble JeKapcTBEeHHbIE HOpMBbI 2

T

TR

;% o [ JKUAKHC JICKAPCTBECHHBIC q)Oprl AU HAPYXHOI'O ITPUMCHCHUA % ::;
\\, o O JKHJIAKUE JICKAPCTBEHHBIC (I)Opr[ JJIs1 BHYTPEHHEI'O ITPUMEHCHUSA < \_d
o ol
= |_1 ] MECJIHIIMHCKHE I'a3kbl ol

[J npoune 1BepbIe JiekapcTBEHHBIE HOPMBI
L] npenapatsl, HaxoJs1KECS 110]] JABICHUEM
[] renepaTophl paiuOHYKJIHI0B |
[] msirkue iekapcTBeHHbIE (HOPMbI ' Sl
[] cBeun (cynnosuropun) il
[] rabierku
L] TpaHciepMasibHbIE IACTHIPH VI
L] ycrpoiictBa isi HHTpapyMUHATBHOTO (BHYTpUPYOIIOBOI0) BBEICHUS 22
L] nipoyast npoayKiusi, JieKapcTBEHHbIE HOPMBbI
NG [15. Bropuunas (1orpeburesibckas) yrakoBka A
(A | X 6. Beimyckaomuii KOHTPOJIb Ka4ecTBa N
[1 7. Mukpo6unoJiornuyeckoe TeCTUPOBAHUE: CTEPUIIBHOCTD '
[X] 8. MukpoOHo/IOrHYECKOe TECTHPOBAHUE: HECTEPHILHOCTh
9. Xumuueckoe (pu3nyecKoe) TeCTHPOBAHHE

[1 10. Buosioruyeckoe TeCTUPOBAHKE

=3
of b
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[IPOJIYKLIUU

I1. KOHTPOJIB KAYECTBA IIPU UMITIOPTE JIEKAPCT B]::HHOI/I

L] 1. Kontpoiib KauecTBa MMIIOPTUPYEMOIA JIEKAPCTBEHHOM NPOAYKIMH:

CJ MHI(pOﬁHOJIO]"H'-ieCKOe TCCTHUPOBAHUEC. CTCPHUIILHOCTDH

[ MHKPOGHOJ'IO[‘H‘!CCKO& TECTHUPOBAHHUE: HECTEPUIIBHOCTD

L] xumuyeckoe (hu3nyeckoe) TeCTUpoBaHue

L[] 6uosoruyeckoe TecTupoBaHue

[ 2. Beinyckaroiuit KOHTpoJib (cepTuduKaiiis Cepuii) UMIIOPTUPYEMOM
POJYKLIMH

L] CrepuiibHas nmpoayKius:

[] npoaykius, IpUroToBIEeHHAs aCENITHYECKUM [TYTEM

L] npoaykuws, nojieprapouiasncs GUHALIHON CTEPUIN3aLIUM

[J HecrepuibHas 11poyKiiusi

[J buosioruueckas JIEKAPCTBEHHAsA INPOAYKLIMSL:

L] npotyKThl KpOBH

(] uMMYHOJIOrHYECKash PO KLU

L] INPpOAYKTBlL HA OCHOBE COMaTHYE€CKHX KJIIETOK

L] I'€EHOTECPAIIEBTUYECKHUE NIPOAYKThI

[] 1po/tyKThi TKaHEBOW MHIKEHEPUH

[] 6uorexHonornyeckas ITPOAYKLHA

0 HPOAYKTbI, 3KCTPpAarupoBaHHbIE€ U3 JKUBOTHLIX HCTOYHHUKOB HJIM OPraHOB

(TKaHe#) yenopeka

L] npoyas npoaykuusi

[ 3. [Ipouas aesTeabHOCTb 10 UMOOPTY (BBO3Y):

L] mowmaka husuyeckoro umnopra (BBo3a)

[ uMIopT IpoMexyTOYHOro NPOAYKTa, HOABEPrarLErocs JajlbHennen

obpaborke

L] npouee

ﬂepnbm 3amMecTHTelb Mmchpa

{ ceHmGpa 2021 1.
(dama gbtéauu cepmuguxkama)
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