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35KOHOMMYECKHN COIO3

MHHHUCTEPCTBO NPOMBIIIJIEHHOCTHU U TOPTOBJIH
POCCHUCKOH ®EJEPALIMHN

CEPTUD®UKAT

COOTBETCTBHMSA TPEBOBAHUSAM TIPABHJI HAJUIEXXALEX [TPOM3BOACTBEHHOM
IMMPAKTHUKH EBPASMHCKOI'O 9KOHOMMWYECKOT'O COIO3A

Ne GMP/EAEU/RU/00077-2021
Cpok nevictus ¢ 11.06.2021 no 10.06.2024

Bbutan 110 uroram npoBeaeHus (GapMaleBTMUYECKON MHCHIEKIIMM B COOTBETCTBUU C
I [paBunamu nposeeHns GapmaleBTHYECKUX UHCHIEKILIMHA

MUHUCTEPCTBOM NPOMBILILIEHHOCTH U TOproBin Poccuiickoii Depepaium

(noJjiHOe HAMMEHOBAHME YMOJHOMOYEHHOIO OpraHa)

IO TBEPIKIAAET CIE/NYIOIIEE:
1poBejieHa GapManeBTHUecKas UHCHEKIIMS

3akpeiToe akunoHepHoe 06mecTBo «Kanongapma npogakuix»

(I'IO.IIHUC HaMMEHOBaHHE rrpomaoua’rena)
Mockosckast 00u1., 1.0. 1l{€nkoBo, 1. I1[€xkoBo, yi. 3apeunas, ctp. 1055, k. 12

- [IPOBCACHMUSI

(anpec Npou3BOACTBEHHOM NNOWIAAKH)

Ha ocHoBauuu 3asBiieHuss Ne [11-186 ot 19.03.2021 Ha mnonyyeHue paspelieHuUs
(JIMLIEH3MKM) Ha OCYIUECTBJIEHUE [AEATEJILHOCTH II0 IPOU3BOJICTBY JIEKAPCTBEHHBIX
CPEJICTB.

Ha ocHoBaHuM CBelEGHMH, MOJNy4EHHbIX I@IPM MNpOBENEHUM (hapMalleBTHYECKOU
MHCIIEKLMH, NOCACAHSAA M3 KoTopbix Obula mposenena 11.06.2021, cuwmraercs, uro
JlaHHbIi (papMaLeBTMYECKUHA NPOU3BOJAUTENL COOTBETCTBYET TpeboBanusM Ilpasui
HaUIeKAaIIEeH MPOU3BOACTBEHHON PaKTUKU EBpasuiickoro 3K0HOMHUYECKOI0 COI034.
Hacrosiiumii cepTuukar oTpakaeT CTaTyC MNPOM3BOJCTBEHHOM IUIOMIAJKM HA ATy
(hapMaleBTUYECKOW MHCHEKIMU M [0 MUCTEYeHMM 3 JIET C JaThl
3TON (hapMaleBTUYECKOM HMHCHIEKLMU HE JODKEH NpPUHMMATbhCs B
Ka4yeCTBe JOKYMEHTa, CBUETEIBLCTBYIOIEro 0 cTaryce cooTBeTcTBUsL. CpoK AecTBUS
ceprudukara Moxer ObITh COKpalleH

1HPOBEACHHWSA

WIH paciuup€H TIpud  HCIOJIbB30BAHHUU
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GMP/EAEU/RU/00077-2021

COOTBETCTBYIOIUMX  [PHUHLMIIOB  YIPABIEHHUS  PUCKAMM 11pU . HaIM4MM
COOTBETCTBYIOLICH 3anMcH 00 3ToM B nosie «OrpaHuyeHHs WK [OSCHUTEIbHbIC
3aMETKH, Kacatouuyecs 061actv IPUMEHEHUS HACTOSILErO CepTUhUKATAY.
Ceprudukar spiusiercs JeHCTBUTENbHBIM B Cilydae NPEJCTABIEHUS BCEX €r0 CTPAHMI
(KaK OCHOBHBIX JIMCTOB, TAK ¥ JONOJHUTEIbHBIX JIUCTOB).

AyYTEHTUYHOCTD (IIOJJIMHHOCTB) HACTOSILIETO CepTuduKaTa MOKHO POBEPUTH B Oase

JaHHbiX Munnpomropra Poccuu.
Ecin ceprudukar He npejcTaBieH B yKazaHHOW 0a3e JaHHbIX, CIEAYET 0OpaTuIbes B &
YIIOJIHOMOUYEHHBIN OpraH, €ro BblJaBlIUM.
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MMHMCTEPCTBO NPOMBIIIJIEHHOCTH U TOPFOB.HM

POCCHUHCKOUH ®EJEPALIUUA

GMP/EAEU/RU/00077-2021

JIeKapCTBeHHble cpeacTrsa i MEAUIHHCKOIoO NpMMEHECHHHA

] BCTEPPIHE[]JHIJIG JICKAPCTBCHHLIC CPCACTBA

[] DkcnepuMeHTaibHble CPeICTBA

HPOHBBOJICTBO H KOHTPOJIb Ka4YecTBa

1. IPOU3BO/ICTBEHHBIE OTIEPALMH — TEKAPCTBEHHAS!
MPOAYKIMS

1. Cmepunvnas npoOyxkyus

L] 1. I[Ipoaykuusi, NpUroToOBJIeHHAs acenTUYeCKuM nyTeM (omepauuu ob6paboTku
JUIsL CIIEYIOIIMX JIEKAPCTBEHHBIX (hOpM):

[1 sxuikue nekapcrBernbie hopmbl 6051611010 06BEMa

L] )xuakue siekapcTBeHHble HOPMBI MaJIOro oorema

[J aucnepeun

L] sinoduimsarel

] TBEPAbIC JICKAPCTBECHHBIC (pOprI M UMILIAHTAThI

[] msarkue nexkapcrBeHHbie HOPMBI

L] npouas npoaykws

[1 2. Iponyxums, noasepraroiuasics GUHULIHON CTepuik3aliy (onepanny
00paboTKM ISl CAEAYIOIIUX JIEKAPCTBEHHBIX GOpM):

[] sxuykue sexapcTBeHHble GopMbl 60IIbIIOT0 00bEMA

[ sxuakue siekapeTBeHHbie GOpMbI MasIoro o6bema

L] rBepubie jekapcTBeHHbIE GOPMBI U UMILIAHTATHI

[ msirkue siexkapcrBeHHbIE POPMBI

L] nipoyast npoaykuusi, iekapcTBeHHbIEe (GOpMBI

[] 3. Beinyckaroiiuii KOHTpOIIb KauecTsa

2. HecmepunvHaa npodykuyus

1. HecrepuibHas npoaykuus (onepanuy o6padoTky AJsi caeIy0mux
JIeKapCTBEeHHBIX opm):

Xl kancyasl B TBEepaoii 060n04Ke

X kancyasl B Markoi o6onouke

HEBATEC/ILHLIE JIEKADCTBEHHbLIC (l][lprl

D UMIIPETHUPOBAHHLIC JICKAPCTBCHHBIC (bOthJ

] sxmjikue siekapcTBeHHbIE (hOPMBI JUls HAPYIKHOTO NPUMEHEHMSI
[J »xujikue siekapcTBeHHble OPMBI sl BHYTPEHHETO IPUMEHEHHS

[J meauumHCcKME Ta3pl

NMpoYHe TBepAbIE JieKAPCTBEHHbIE !hﬁprl

L] HIpeltapaTel, HAXOAAIMECH 11011 JaBJICHUEM
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GMP/EAEU/RU/00077-2021

L] reHepaTopbl pajinOHyKJIHIOB

] msirkue JjiekapcTBeHHbIE GOPMBbI

L] ceun (cynnozutopun)

Ta0/1eTKH .

[] rpaHcaepMalibHbI€ IJ1ACTHIPH

[ ycrpoiicTsa Ui MHTpapyMHHAIBHOIO (BHY TPUPYOLIOBOrO) BBEIEHUS

[ ripoyast npoayKumsi, JIeKapCTBEHHbIE GOPMBI
[ 2. Beinyckarouuii KOHTpOJib KauyecTsa

3. bBuonozuueckan 1exapcmeeHHas nPOOyKyus

X 1. Brnosiornyeckas JeKapcTBEHHAS NPOAYKIIMA:

L] npojtykThl KpoBM

[J umMMyHosI0rHYecKas poAYyKLHUs

[] npojiykThl Ha OCHOBE COMATUUYECKUX KJIETOK

[J renorepanieBTuueckue npoayKThl

L] npotyKThl TKaHEBO# MHIKEHEPUH

[] GuoTexHoNOrnyecKas mpoyKius

Xl npoayKThl, 3KCTParupoBaHHbIe U3 )KUBOTHBIX HCTOYHHKOB HJIM OPraHOB
(TkaHeH) Ye/i0BeKAa: OPraHoOIpenapaThbl

L] npouas npoaykuus

[ 2. Beinyckaromuii KOHTpOJIb KayecTBa (MepeueHs TUIIOB POLYKIIN):

L] npoayxThl KpoBU

[J umMMyHosIOrnueckas npoayKiust

[J 1ipotyKThl Ha OCHOBE COMATHYECKMX KIIETOK

[] reHoTepalieBTHYECKHE IPOAYKTHI

[] mpoJlyKThl TKAHEBOM MHIKEHEPUU

[] 6uorexsosnoruyeckast npoayKiusi

L] IpoJtyKThI, 9KCTparupoBaHHbIE M3 JKMBOTHHIX MCTOYHUKOB MJIM OpPIraHOB
(TKaHeit) yenoBeka

L] npoyast npoaykuusi
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MMHMCTEPCTBO IMPOMBINIVIEHHOCTH A TOPFOBJEM
POCCUMCKOM ®EIEPALIMA

GMP/EAEU/RU/00077-2021

4. llpouas npodykuus unu npou300cmeeHHan OeAMebHOCHb
1. IIpousBoacTBo:

X pactuTeabHOl npoayKunH
[] roMmeonaTuyeckoii npoayKuuu
Npoyasi NPOAYKNHSI: TOPMOHBI; LIUTOCTATHKM; [Iperaparsl, COJepiKaime
CUJIbHOAECHCTBYIOLIME BELIECTBA; IPOYME IPYNIbl JEKAPCTBEHHBIX IPENapaToB
[ 2. Crepunuzanus akTHBHBIX BELIECTB, BCIIOMOIaTEJIbHbIX BELIECTB, T'OTOBOM
POy KIHH:
L] dunsrpaums
[] cyxoxapoBas crepuiansanus
L] crepuinzaims napom
[] xumMuyeckas crepunuzanus
L] crepunnsaiius ramma-usjyyeHUEM
L] crepuinzaniys HJ1€KTPOHHBIM W3JTyYEHUEM
L] 3. I[Ipouee
Xl 4, [lepBuunas (BHYTpeHHsIA) YNAKOBKA: °le
KancyJibl B TBEPAOH 000/104Ke I
Xl kancyabl B MATKo# 060/104Ke
X sxeBaTebHBIE JieKApCTBEHHBIE (POPMBI |
[] umMnperHupoBaHHbi€ JIeKapcTBEHHbIE (HOPMBI
[ sxuaxue JekapeTBeHHbIe HOPMBI ISl HAPYKHOTO IPUMEHEHUS
[ sxmjixue jiekapcTBeHHbIE OPMBI /ISl BHYTPEHHETO IIPUMEHEHMS
[] meauuuHCcKUE rassl
Xl npoune TBepAbIe NeKapcTBEHHbIE (POPMBI
L] npenapatsl, HaxoasAIIMeCs 1011 JABICHUEM
[] reneparopbl pailoHyKIH10B
4 L] msarkue nexapcrBeHHbIe GOPMBI el
[J cBeun (cynnosuropun) I\ B
(IS X rabnerkun IF
: [ rpancaepmasibHbIe IIACTHIPU
L] ycrpoiicTBa [Ulsi MHTPapy MUHAIBLHOIO (BHY TPUPYOLIOBOI0) BBEAEHMUS
[ L] mpouasi npoyKiws, JIEKAPCTBEHHBIE (GOPMBI
glaie X 5. Bropuunas (noTpedHTe/ILCKAA) YIAKOBKA
[] 6. Beinyckaroiuii KOHTpOJIb KayecTBa
[J 7. MukpoOHOIIOrHYECKOE TECTUPOBAHUE: CTEPUILHOCTD
L1 8. MukpoOu1oi10rnyeckoe TeCTUPOBAHUE: HECTEPUIBHOCTD
[]-9. Xumuueckoe (pusnyeckoe) TecTUpoOBaHUE
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GMP/EAEU/RU/00077-2021

L] 10. Buosiornueckoe TectupoBaHue
II. KOHTPOJIb KAYECTBA I1PU UMIIOPTE JIEKAPCTBEHHOM
I[MPOAYKLIMA
L] 1. KonTpouib KauecTsa UMIOPTHPYEMOM JIEKAPCTBEHHOM np(mylcuuu
[] MuKpO6HOJIOrHYECKOE TECTUPOBAHKUE: CTEPUILHOCTD )
[ MukpobHOJIOrHUECKOe TECTUPOBAHME: HECTEPUIBHOCTD i
L] xumuueckoe (hu3nyeckoe) TeCTHPOBaAHUE
L] 6Guosioruueckoe TeCTUPOBAHUE
[] 2. Beinyckaromuii KOHTpOoJib (CepTU(UKaLKs CEPUil) UMIIOPTUPYEMOM
MpOYKLIUH
[J CrepuiibHasi IpoayKLus:
L] mpoayKiiusi, MPUrOTOBJIEHHAs ACENTHYECKUM ITyTEM
U] npoayKuws, noABepraiomascs GUHUAIIHON CTEpUIN3aLIUY
[J HecrepuibHas npoayKuus
[] buonornyeckast jiekapCTBEHHas MPOAYKIIMSL:
[] npotyKThl KpOBH
L] umMyHOJIOrHYecKas npoayKIus v
L] npoaykTsl Ha OCHOBE COMATHYECKMX KIETOK '
L] resorepaneBTHYECKHE IPOAYKTHI
L] 11potyKThl TKAHEBOW MH)KEHEPUH
L] GuorexHosornyeckas mpoayKius
L] npojyKrbl, YKCTpAarupoBaHHbIE U3 KUBOTHBIX MCTOYHUKOB WIIH OPIraHOB
(TKaHeit) yesloBeKa
L] npoyas npoayxuus
[ 3. ITpoyasi AesTenbHOCTh 0 UMIOPTY (BBO3Y):
[ ruomazaka puznyeckoro umnopra (BBo3a)
[] uMnopT npoMesKyTo4HOro NpojyKra, [oABEPralolierocs AajbHenmeit
obpaboTke
[] mpouee
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