EBPA3UMCKUN 3KOHOMHUYECKHAH COIO3

MAHUCTEPCTBO NIPOMBIUIJIEHHOCTH ¥ TOPI'OBJIH
POCCUMCKOHM OEIEPALIMH

CEPTUOUKAT

COOTBETCTBUSA TPEBOBAHUAM TTPABHJL HA JIJTEXAILEN ITPOH3BOACTBEHHON
TIPAKTHKU EBPA3UICKOTIO S3KOHOMUYECKOI'O COIO3A

Ne GMP/EAEU/RU/00533-2022
Cpox getictus ¢ 15.06.2022 o 14.06.2025

Brut@an 1o wroram npoBeicHuss (hapMaleBTHYECcKOi MHCIEKIMH B COOTBETCTBHU €
IHpasmiamu nposejicHus GpapManeBTHIecKuX HHCIEKIUi

MUHHCTCPCTBO IPOMBILLICHHOCTH U TOProBiu Poccniickoi ®enepaimit
(Munnpomtopr Poccnu)

(nonnoe 1 cCoKpalleHHoe HauMeHOBaHWE YNOITHOMOYEHHOTO Opl"ﬁHEl)

HOJITBCIKAACT CIIC/IVIONIEE:
lHposeeHa papmalieBTHUecKas HHCIIEKIUS

)01ecTBO ¢ OrPAHHYEHHOH OTBETCTBEHHOCTHIO «eMaTeK»

(nosiHoe HanMeHoBaHKWe T[pO[‘BBORHTCﬂﬂ)

I'sepexast obu. 1. IBepb, yia. CepaokoBekas. 1. |

(anpec NpoU3BOACTBEHHON N1011ANKH)

s ocnopanmn sassienus Ne 48-C or 08.04.2022 na nomyuenue paspeuicting
(JnensnM) Ha ocyuLeCTBneHHc JCATECNBHOCTA 110 TPOU3BOJICTBY JleKap(:Tue.[};_s.-l'.l,_lx
CPEJICTR.

Ha ocnoBannn  cBe/leHU. NOJYYEHHBIX [PU  TPOBEJECHNUH (])apmal.lcﬂ‘rnqcclmii.j

HHCIICKIWN.  [OCICAHAS U3 KOTOpbIX Oblta mposeieHa 14.06.2022. 15.06.2022.
CUMTACTCS,  4TO  JIaHHBIH  (DapMAUEBTHYECKH  MPOU3BOMTENL  COOTBETCTRYCT
ipebosanuam  lpapuin Hajuiexkalieli npousBoACTBEHHON npakTuky Eepasmiickoro

HKOHOMHYCCKOI'O COKO3a. /
Hacrosumit ceprudukar orpaxaer craryc nponrstﬂCTBeHHOﬁ MUTOIMAJIKKH Ha JjlaTy
HpORC/ICHNS  (PApMALICBTHYECKOH MHCTIGKLIMH M MO HCTEYEHUH 3 JIeT ¢ JaThl
HpOBCHCHHS  YTOI  (hapMalleBTHYECKOW HMHCIEKIIMM HE  JIOJDKEH rrpmuma'rb_ci B
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KAQYCCTBE JIOKYMEHTA, CBUCTEILCTBYIOLIETO O CTaTyCe COOTBETCTBH. (POK Jeiic Biis
ceprirKkaia  MOXET OBITh COKpalleH WK PacIiupeH [pu  UCHOIL30BAIN
COOTBETCTBYIONIMX MPUHLMITOB YIIpaBiCHUs pUCKaMu pu HAJE Y111
COOTBETCTBYIOIIECH 3amucH 06 3TOM B moje «OrpaHHYeHus Wi 1OACHITCIBILIC
3AMETKH, Kacaloliuecs 00acT NPUMEHEHHS HACTOSLIETO CepTU(UKATA .
Ceprndukar spisgercs JEHCTBUTELHBIM B Clydae MPEJCTABICHHs BCEN ¢i'0 CIpailil
(KaK OCHOBHBIX JINCTOB, TaK M JIONOJHUTENbHBIX JIUCTOB).

AYTEHTHYHOCTD ([IOVTMHHOCTB) HACTOALIETO cepTHMHMKATA MOIKHO NPOBEPUTEL B Hase
Jannpix Munnpomropra Poceun.

el cepridukar He NpejcTaBieH B yKa3aHHON Gase JaHHBIX, CleAyeT 00paTHILES B
YIOJIHOMOUCHHBIN OPraH, ero BblIaBLUmii. |

B.C. Oc¢cbmaror




M[/IHI/ICTEPCTBO NMPOMBIUIJIEHHOCTH " TOPFOBJII/I
POCCUNACKON ®EJEPALIUHA
GMP/EAEU/RU/00533-2022

| . leKder rBeHHble CpeacTBa AJisi MeJHUHHCKOr0 NpHMeHeHH
L
| L

il Berepuiiaphbie JieKapcTBEHHbIE CPeICTBA
'1 JKCHepuMenTaibHble CpelicTBa

[Ipon:mon.c"rao H KOHTPOJIb Ka4eCcTBA
1. IPOU3BOJCTBEHHBIE OIIEPALINMA - IEKAPCTBEHHAA
MNPOAYKLIIUA
- 1. Cmepuasnasa npodykuus i,

U1 1. Hpoiy Kigus. PUIOTOBIICHHAS aceTTHIECKUM myTem (onepaunu 06pa00"r1{n s
CACVIONUIN JICKAPCTBEHHBIX (popm):

__Jﬁggxln (KHE 11f,|<apc1 BEHHbIE (POPMBI 00JIBLIOTO 0OBEMa

L] xuikne ekaperBennbie pOpMBI MAIOro o0bema
L) enepeun
L) imodmansars
___J TBCPJIbIC JICKAPCTBEHHBIE (POPMBI 1 HMIUIaHTaIbl
[ wstrkie siekapeTBeHHble GOpMBbL
L] npouas nponykims Wi,
& 2. Mpoaykuus, noasepraromascs GUHUIIHON CTEPHIHIANMH (onepauun
00paboTKM LIS CJIeAYIOIMX JeKAPCTBEHHBIX Gopm): ilir—
B4 skmakue ekapcTBeHHble GOPMBI GOTBLIIOTO 0GBeMAa: pactBop
IZI X| )UJKHE J1eKapCTBEHHbIe (JOPMbI MAJIOT0 00beMa: pacTBOP
_! | TBep/bie IeKapCTBEHHbIE GOPMBI M HMILIAHTATH]

LI msrkue siekapeTBerHbie GopMbl TALE
== LJ 1IPOYAst POJLYKIMSL, JIEKAPCTBEHHbIE OPMbI
X 3.__59_1_[1_}’__0_1(31011111" KOHTPOJIb Ka4ecTBa

2. Hecmepunonas npodykuyus
1§ Hee rqm nbHas TPOAYKIUS (onepaimu 00paboTKu s cnenylmuux

' .n_,mpu BEHIBIX opM):

L] kaneyint B rBepoi 060g0uKE

L] karicyJinl B MATKO#t 060s104Ke

L } KCBATCIBHDIEC JIEKAPCTBEHHBIE HOPMBI

| ] umiiper HupoBaHHBIE JieKapeTBEHHbIE GOPMBI

0 IKHJIKIC JICKAPCTBEHHbIE QOPMBI LIS HAPYIKHOTO [IPHMEHEHHS! /

] KHJIKIC JICKAPCTBEHHBIC POPMBI ISt BHYTPEHHETO IPUMEHEHUS

(] MEJUIIIHHCKHIE ra3hl

Z3k 1POUHE TBEP/IbIE JIEKAPCTBEHHBIE HOPMBbI
- [ npenaparel, Haxojsumecs 1101 1aBieHueM
L] rencparopsi paguonykinos
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(0 msrkne JIEKapCTBEHHBIE (hOpMEI
[ cBeun (cynmnosuropunu)
[ rabnerxu
- L TpanciepmasibHbie MiacTeipu S _
L] yerpoiicTa ju1ss MHTPapyMHUHAILHOTO (BHYTPUPYOLIOBOIO) BBC(CIIS
D 1npouyast npo,u,ymmﬂ JIEKapCIBCHI{]:.Ie d)oprl

3. Buonozuueckas nexapcmeennas npoOyKYyA '

U l buosornyeckas JIEKAPCTBEHHAs! IPOAYKIMS:

I_'J IPOJIYKTHI KPOBU

g HMMYHOJIOIHYeCKast POy KILHS

[0 IpolyKTHI Ha OCHOBE COMATHUECKHUX KIETOK

L] renorepalieBTHYECKUE POJIYKThI
[ 1iposty kel TKaHEBOM MHKEHEPUH
| 6 OMOTEXHOIIOTHYECcKas MPOYKIHs _ HAS
| [J uposyKrbl, IKCTPArupoOBaHHbIE M3 JKUBOTHBIX HCTOUHUKOB HWIHE  OPIailois |
(1Katel) uesloBeKa

L upoyas npouyxuust

f] Bb[ll) CKAIOLIHH KOHTPOIIb KatuecTBa (nepequb THIIOB npo,uymum)

[ 1po/yKThI KpOBHU S

[C] nMmyHOIOTHYECKas POy KLU

[ ipojtyKThi Ha OCHOBE COMATHYECKHX KJIETOK
[ renoTepaneBTHYECKHE POYKTHI

[J poJiyKThl TKAHEBOM MH)KEHEPUH

L] GuorexHosoruveckas npojyKuus

O HPOJLYKTBI, 9KCTPATMPOBAHHBIE M3 JKUBOTHBIX MCTOUHHKOB Il opf'unms
{TKaHeit) uenoBeKa =
[ npoyas npojykist e i
4. Ilpouas npodyxum; wiu npameodcmeefmtm t)eﬂmwrbnocmb i
X 1. ﬂpomno,uﬂso.
L1 pacrurensHoit npoayKunn

B.C. Ocbmaron
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[__. |] romeonatinyeckoi npoyKiuu ‘

_ i |4 ]fepmttnrm (RHyI‘pCHHﬂH) yIaKoBKa:

MMHHUCTEPCTBO NPOMBIULIEHHOCTY ¥ TOPTOBJIH
POCCHUNCKOM ®EJEPAIIUN
GMP/EAEU/RU/00533-2022

X npouas npoaykums: npoune rpynmbl 1eKapCTBEHHBIX MPENAPaTOR: PACTROP
X 2. Crepuamsauus AKTHBHBIX BelIeCTB, BCIOMOIATe/IbHBIX BEIIECTB, FOTOBOI
U B N SCEIRR [ SRR SR )
L] pu IbldeJ.HSl oo == I
[ cyxowapoBas crepumisaims

& crepuamsauns napom ;

F_] XHMMUECKas CTeprIIn3aIis

L] crepuininsaipis raMma-u3iyyeHueM

K crepit 113a0HS YIEKTPOHHBIM U3ITYyYeHHEM

("1

5. Hpoyee

'T Karicy bl B TBEpIOH 0bosouKe

Ll xanicysiel B Msirkoit o6osouxe
Ll xeparenbHbie JiekapcTBEHHBIE HOPMBI

[l umiperunpoannble JieKkapeTBeHHblE GOPMBI

L) okmine JlekaperBerHbie GopMBbI U HAPYKHOTO PUMEHEHNUS

T | KLKIe JIEKapCTBEHHDLIE (OPMBI LISl BHYTPEHHEI'O IPUMEHCHUS

} MEJIMIIHICKHUE ra3bl
e TpOUNE TBEPIbIE JIeKapCTBEHHbIE (POPMBI
{J 1iperaparhbl. HaXoAA1MeCs 1101 JaBICHHEM
L renepatopsl paMoHy KIKI0B
= C_I MSITKHE JIEKapCTBEHHBIE GOPMBI
] CBEUI (CYTITIO3HTOPHH)

N |<16_ ICTKI
\ L] Tparic/icpMaibHble HJla(.[prll
I_I'\ ‘CTpOIicTBA VI MHTPapyMHUHAILHOTO (BHyTpupyﬁuoaoro) BBEJICHHS
Ll npouas npojykims, siekaperBerHbie GopMbl

B 5. Bropuyuan (noTpeduTe1bcKas) YNAKOBKA

] 6. Boinyckalommii KOHTPOIb KayecTBa

=] 7 Mukpodno0oruyeckoe TeCTHPOBAHHE: CTEPHILHOCTD
E(] 8 MuKpoGHOIOrHYecKoe TECTHPOBAHHE: HECTEPHILHOCTD
[>3]9 Xumuueckoe (pusHyecKkoe) TeCTUPOBaHHE
] 10 buosiornueckoe TecTupoBaHye

[1. KOHTPOJIb KAYECTBA T11PU UMITOPTE JIEKAPCTBEHHON

= ) [TPOAYKIIMN
(] 1. Konrposib kauecTsa HMIIOPTUPYEMOIi JIEKAPCTBEHHOM MPOAYKINHN:
Ej MHUKPOOHOIOTHYECKOE TECTUPOBAHHUE: CTEPUIILHOCTh

0000000 csoooes00d
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- [ MuUKpOOGHOIOTHYECKOE TECTHPOBAHHE: HECTEPHIBHOCTD
[ xummueckoe (GU3MIECKOe) TECTUPOBAHKE
L] Guosnornyeckoe recTupoBanue S
] 2. Beinyckatouiuii KOHTPOJIs (CepTHQUKALIUS CEPHIT) UMIIOPTHPYEMOI
HPOJIYKUMH
L] CrepwibHast poyKLust: Ao USRI
[ npojtyKiies, NpuroToBieHHas acenTUIECKUM 1Ty TeM
U upopykimsa, nogseprarouiasics QUHUIIHON Crepui3anun
L] Heerepuaias npoaysius e
L] bronorngeckast JiekapCTBEHHAsH PO LY KLUMSL: i o K
[ npojtykrsl KpoBu
] uvmyHOIIOrMYecKas poayKuus ol |l
L nipoiyKThl Ha OCHOBE COMATHYECKUX KIIETOK
[J renorepaneBTHYECKUE IIPOJYKTHI
L] 1poj1yKThl TKAHEBOW HHIKEHEPUH

- L1 duorexnooruyeckas mpoLyKLus 4% 7 ] |
L] 1poayKThl. HKCTPArnpOBAHHBIE U3 XKMBOTHBIX HCTOYHUKOB Wil OPraHoOB \
(TKaHEH) YelloBeKa _ |
[ npouast mpouykims X
L1 3. Tlpouas JiesTeIbHOCTH 110 UMIIOPTY (BBO3Y):
[ nnomaka pusuyeckoro umMmopra (BBoza) = "1
LJ uMiopt n1poMesKyTOYHOT0 TIPOJLYKTa, [OABEPIralOIErocs Maibiciinei
obpaborke
[ npouee

UrpannyeHust ' Wil NOACHUTENbHLIE 3aMETKM, Kacatoumecs 00Jacru [pHMECHCHMS
ceprindukara: -

B.C. O¢bmakos
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