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EBPASI/II/ICKI/II/I 9KOHOMUYECKHUHA CO[O3

MHMHUCTEPCTBO NPOMBIIIJIEHHOCTH U TOPFOBJ]I/I
POCCHUMCKOM ®EJEPALTAA

CEPTU®UKAT

COOTBETCTBUA TPEBOBAHUAM ITPABUJI HA JUTEXXAIIEM ITPOM3BOACTBEHHOMN
TTPAKTHUKH EBPA3SUIICKOTO SKOHOMMYECKOT'O COIO3A

Ne GMP/EAEU/RU/00606-2022
Cpok netictust ¢ 12.09.2022 no 11.09.2025

Bbiian 1m0 mroram nposesieHns (papMaleBTHUCCKON MHCIEKIMH B COOTBETCTBHH C
IpaBunamu npoBejieHus (GpapMaLEeBTHUECKHUX MHCIIEKIHIA

MUHHCTEPCTBO NPOMBILIIEHHOCTH U TOProBin Poccuiickoit Deepatmn
(Munnpomropr Poccnn)

(l'IOJ'IHOC U COKpAICHHOE HAMMEHOBAHME YHOOJAHOMOUYEHHOTO opraHa)

HOJATBCPIKIACT CICAYIOLIEE:
IpoBCaAcHa q)apMaueBanecxaﬂ HHCIICKI A

ObwecrBo ¢ orpannyennoii orBercrBennocTrio «Ceep Juxeua az»

(nosTHOE HAaNMEeHOBAHUE NPOU3BOANTEIS )
. Cankr-IlerepOypr. 1. Tlontonnsiit, BosneceHckoe mocce, a1. 6a, iut. B

(azipec MPOU3BOACTBEHHOM MIOWAAKH)

Ha ocHoBanuu saseiacHus Ne 16/07 or 11.07.2022 ma mnoayueHue pa3pemeﬂm

(JIMIICH3MM) HA OCYINECTBIEHHE JICSTENLHOCTH 110 MPOM3BOACTBY JEKAPCTBEHHBIX
CPEJICTB.

Ha ocHoBanvm cBeieHMIA, MOSYYEHHBIX HPH  [POBEICHUU (papmMalieBTHHIECKOH

WHCTICKIIMY, TOCIENHAST W3 KOTOphIX Obula mnposeigeHa 18.08.2022,

12.:09.2022)

CHUUTACTCH,

4YTO

JAHHBIA  (apMaLEeBTUUCCKUI  [TPOU3BOIUTEID

COOTBETCTBYET

TpeOOBaHUIAM HpaBMn HaJUIeKAIIEN MPOU3BOACTBEHHOM HpaKTI/IKI/I EBpazuiickoro
YKOHOMMUYECKOT0 COI03a.

Hacrosmii ceprudukar orpaxaer craryc HpOW3BOICTBEHHON IUIOMAIKH Ha JaTy
NpOBeJICHUS  (PapMalleBTHYCCKOW MHCIEKIIMH W 110 MCTEYCHUM 3 JIeT ¢ JiaThl
ApOBE/IeHNs STOM  hapMaleBTHUECKONH MHCICKIMH HE JIOJUKEH  IPUHUMATHCA B
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GMP/EAEU/RU/00606-2022

KAYeCTBE JOKYMEHTA, CBHJIETE/ILCTBYIONIET0 O CTaTyce cooTBeTcTBUs. Cpok AeHcTBHS
ceprudukaTa MOKET OBITh COKpPAlIeH WM PaclIUpeH IpH HCIIOb30BAHIH
COOTBCTCTBYIOIHUX IPUBIIUIIOB YipaBJICHUA pucKamMu npu HAJTHYMH
COOTBETCTBYIOILEH 3amucu 00 3ToM B Tojie «OrpaHuyeHus MM HOACHUTEILHBIE
3aMETKH, Kacaloluecs 00J1acTi NPUMEHEHHs HACTOSIIETO cepTUpUKaTay.
Ceprudukar sBisieTcsi NeHCTBUTENILHBIM B Cllyuae IPEICTaBIEHUs BCEX €r0 CTPaHuIL
(KaK OCHOBHBIX JIMCTOB, TAK U JIOTIOJHUTEJILHBIX JUCTOB).

AYTEHTUYHOCTH (IOJUTMHHOCTb) HACTOSIIETO cepTU(pHKaTa MOXKHO NMPOBEPHUTEH B Oase
nanunix Munnpomropra Poceun.

Ecnu ceprudukar He NpejCcTaBlieH B yKa3aHHOW 0a3e JaHHBIX, clieyeT o0paTuThes B
YIIOJIHOMOYEHHBIN OpraH, ero BblIABILIHIA. '

B.C. Ocomaxos




MI/IHHCTEPCTBO IMNPOMBIIIJIEHHOCTH T TOPFOBJIH
POCCUMCKOM ®EJEPAIINN { DmOON\T=ne1
GMP/EAEU/RU/00606-2022 e

JlekapcTBenHble cpeacTBa A/ MeAMIHHCKOTO NPHMEHEHUS
L] BerepunapHeie jieKapcTBEHHBIE CPECTBA
L] DkenepuMeHTAIBHBIE CPEICTBA

Ipon3BoACTBO M KOHTPOIbL Ka4YecTBA
L HPOI/ISBOHCTBEHHLIE ONEPALIUU — TEKAPCTBEHHAS
MPOAYKIIMS
[. Cmepunvras npooyxyus
[J 1. TIpoayKiust, npuroToBIEHHAs aCETITHIECKIM myTeM (onepauuy 06paboTKI U1
CJIE/IYIOHINX JIEKAPCTBEHHBIX Gopm):
[ sxujikue jiekapeTBeHHbIe GOPMBI GOIBIIOr0 00beMa
[ xuakue siekapcrBennbie GOpMBI Manioro oobema
L] nucnepcnu
L] nnodunusare:
L] TBepble JeKapcTBEHHBIE (GOPMBI 1 HMILTAHTATHI Y
L] MATKHE JICKapPCTBEHHBIE (POPMBI :
=15 L] mpouast ipomykimst
ol L1 2. Hpoayxuwst, noasepraiomascs GUHALIHOIN CTEpUNU3aLNHU (onepanum
M8 00paboTKK JUIs e yIOIHX JICKAPCTBEHHBIX HOPM):
418 L1 kujkue JiekapeTBeHHbIE GOpMBI GOBIIOrO 00beMa
L] sxujKue jekapeTBeHHbIE (GOPMBI MAJIOr0 00beMa
o [ TBepabie JiekapcTBeHHbIE POPMBI M MMILIAHTATHI
L] Markue nekapcTBeHHbIE POPMBI
L) npoyas npoayKius, JiekapcTBeHHbIe HOPMbI ,
L] 3. Bblmyckaroummii KOHTpOIIb KayecTsa gl
2. Hecmepunbvnas npooyxkyus R
1. Hecrepuabnas npoxykuusi (onepauun 06paGoTKH 1Sl CIeIyOIMAX ‘
JIEKAPCTBEHHBIX (hopm):
[] xamcystet B TBEp0# 060T0UKE
L] karicyJibl B MSTKO#M 060109Ke
[] sxeBateiibHbIE JICKAPCTBEHHBIE (DOPMBI
LD L] umnipernupoBanHsble JieKapcTBeHHbIE (GOPMBbI
L1 xujikue eKapcTBeHHbIe (POPMBI I HAPYIKHOTO IIPUMEHEHHS
L1 unkue siekapcTBeHHbIe GOPMBI JUTS BHYTPEHHETO IPUMEHEHHUS
MeIMUHHCKHE ra3bl: ra3 MeJIUIMHCKUI COKAThIH
LJ npoune TBep/ible JIeKApCTBEHHbIE (HOPMEI
L] nipernapater, HaxoasIuecs Mo AaBJICHAEM
L] reHepaTOphl pajinoOHy KITUI0B
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[ Msirkue siekapcTBeHHBIE (GOPMBI

L] cBeum (cymnmo3uropun)

[ ] tabierku

Ll TpancacpMalibHbIC IIJIACTBIPU

L] ycrpoiicTa Ui HHTPAPYMHUHAIBHOTO (BHYTPUPYOLIOBOTO) BBEACHHS

(] npouast mpoAyKIus, JIEKAPCTBEHHBIE (POPMBI

2. Boinyckamui KOHTPOJIb Ka4ecTBA

3. buonoeuueckas nekapcmeenHas npooyKyus

L] 1. buonornyeckast JJ€KapCTBEHHAs MPOAYKLMSL:

L] npoiyKThl KPOBU

Lol UMMYHOJIOT'MYECKas MpoayKIMs

L] MPpOAYKThl HA OCHOBE COMAaTUYCCKUX KIICTOK

(] reHoTepaneBTUYECKUE IPOILYKTHI

[] npoayKThl TKAHEBON MHIKEHEpUU

L] 6uorexHojioruyeckas HPOIY KA

L] IpoJlyKThl, DKCTparupOBaHHbIE U3 KUBOTHBIX HCTOYHHUKOB WK OPraHOB
(TKaHeil) yenoBeKa

L] mpouast mpoayKuus

(] 2. Beimyckarouii KOHTPOJIb KauyecTBa (I1epeueHb THIIOB IPOAYKIMH):

L] npoykThl KpOBU

L] UMMYHOJIOTHYCCKasL MTPOIAYKIHA

] MPOAYKTbI HA OCHOBC COMATHYCCKUX KIICTOK

[ ] reHoTepanieBTHYECKUE NPOJLYKTHI

] HNpOaYKTbIL TKAHEBOU HHKCHEPUH

] 6buoTexHomornueckast npo Ly Kuus

[ poJ1yKThl, DKCTpAarupOBaHHbIE U3 XKMBOTHBIX HCTOYHUKOB WJIM OPIaHOB
(TKaHel) yenoBeka

L] mpouast npogyKuusi

4. llpouas npoOyKyus iy npou3600CMEeHH AL 0emellbHOCHTb

(1 1. I[IpousBojicTBO:

[ ] pactuteabHON NPOILYKIUH

B.C. Ocbmakos

Yy
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MUHHUCTEPCTBO MPOMBIIIJIEHHOCTH U TOPFOBJI!/I
POCCHUHCKOM OEJNEPALIUNA
GMP/EAEU/RU/00606-2022

[ romeonaruueckoit npomykim
L] npouas npoayknus
[12. Crepunnsaimsi akTUBHBIX BEIIECTB, BCIOMOIATENbHBIX BCHIECTB. T'OTOBOM
UPOJYKIHH:
L] punprpanus
L] cyxoxapoBas crepuinsaiust
L] creprimsanums napom
[] xumuueckas crepumsarms
L] crepuinsanus raMma-usnyuenmnem
[ crepumsanys DJICKTPOHHBIM U3JIyUeHUEM
[13. IIpouee
4. lleppuyHas (BHYTPEHHAN) YNIAKOBKA:
[ ] xaricyniel B TBep10# 06010UKE
L] karicynbl B MATKoit 060104Ke
L KeBaTebHbIC JIEKAPCTBEHHBIE (OPMBI
L] MMIpErHUpOBAHHBIC JIEKAPCTBEHHBIE (BOPMBI
L] sxuxne jiekapeTBeHnble hopMbl JUlst HApy>KHOI'0 IPUMEHEHMUSI
L1 sxujikne nekapeTBeHHble GOPMBI ISl BHY TPEHHETO [IPUMEHEHMUSI
MEIMIMHCKHE Tra3bl: ra3 MEIUIUHCKUI CXKaThlA, Ia3 MEIUIUHCKHUIT
CKMIKEHHBIN
LI ipoune TBepible IeKapcTBEHHBIC bopmbi
L] npemapatsl, Haxoas1mecs o1 [aBieHnem
[] renepaTopnl paguoHyKInI0B
& L] markue jiekapcrBennblie GopMbl
L] cBeun (cynmosuropun)
; L] rabneTku
v L] TpanciepmMasibHbIE TIaCTHIPH :
ii0s L] yerpoiicTBa Ui MHTpapyMHHAIBHOTO (BHYTpUpPYOLIOBOI0) BBEIEHUA iel?
[ npouast npoykiwmst, JeKapcTBEHHbIE bopMbI
[J 5. BropuuHast (morpebureibekas) yiakoBKa
6. Boinyckalonmmii KOHTPOJIb Ka4ecTBAa
[J 7. MuKpOoGHOIOrHIECKOE TECTUPOBAHHE: CTEPUIIBHOCTH b
L1 8. MUKPOOHOJIOrMUECKOE TECTHPOBAHMUE: HECTEPUILHOCTD ‘

9. Xumuueckoe (pu3nveckoe) TecTHpoBaHHE
' [110. bronornyeckoe TectupoBaHue
II. KOHTPOJIb KAYECTBA ITPWU UMITOPTE JIEKAPCTBEHHOM
1POAYKIIMHA
EEL KoHTpoJib KauecTBa MMIIOPTHPYEMOIA JIeKapCTBEHHOI MPOJYKIIWH:
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L] MuKpoOMOIOTHUECKOE TECTUPOBAHKE: CTEPUIIBHOCTD

[] MuKkpoOHOIIOrHYECKOe TECTUPOBAHUE: HECTEPUIIBHOCTD

L] xummnueckoe ((pu3nuecKoe) TECTUPOBAHKE

[] Guosiornyeckoe TeCTupOBaHHe

[] 2. Beimyckaromuit KOHTpOJIb (cepTHdUKaLIKs Cepuil) UMIIOPTUPYEMOI
PO KUK

[ ] CrepunbHasi IpOyKIMSL:

L] HPOAYKIHA, IPUT'OTOBJICHHAA dACCTUYCCKUM ITYTCM

L] npoaykuus, noxsepratomascss GUHUIIHON CTepHIM3aLIN

[ 1 HecrepuibHast POy KIHs

U] buonoruueckas JICKApCTBCHHA ITPOAYKILIMA:

L] ripo/tyKThl KpOBHU

[ ] umMMyHoJIornueckast poyKuus

L] HPOAYKTHI HA OCHOBE COMATHYCCKUX KJICTOK

] ICHOTCPAIICBTHYCCKHUE TTPOAYKTHI

[ ] ripoJiyKThl TKaHEBOH MHKEHEPUU

[] GuoTexHoioruyeckas npoyKuusl

L] npoJIyKThl, SKCTparupoOBaHHbIE U3 )KUBOTHBIX UICTOYHUKOB WU OPIaHOB
(TKaHe#) yenoBeka

[] npodas npoayKuus

[1 3. Ilpouas AesiTeIbHOCTD 110 UMIIOPTY (BBO3Y):

[ ] rutonaika Gu3MUECcKOro UMIopTa (BBO3a)

L] uMIIopT MPOMEKYTOUHOTO IIPOJLYKTA, HOJBEPratOIIErocs JajibHeneH
oOpaboTke

L1 npouee

OFpaHI/I‘{CHYIﬂ WUJIN HOACHHUTCIILHBIC 3aMCTKHU, KaCarolMecsd obOnactu MPUMCHCHUSA

ceprudukara: -

B.C. OcbmakoB




