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EBPA3MICKHAIA 3KOHOMUYECKUHA COIO3

MHHHUCTEPCTBO NPOMBILIJIEHHOCTH U TOPT'OBJIU
POCCHUHCKOHU ®ENEPAIINHA

CEPTU®HUKAT

COOTBETCTBHS TPEBOBAHWAM ITPABIJT HAJUIEXKAILLIEM ITPOU3BOJICTBEHHO
TTPAKTUKH EBPA3HICKOI'O 3KOHOMMYECKOT'O COIO3A

Ne GMP/EAEU/RU/00076-2021
Cpok nevictus ¢ 11.06.2021 no 10.06.2024

Bbijian 1o uroram nposefeHusi (hapManeBTUUECKOW WHCIEKUUHM B COOTBETCTBUHU C
[IpaBuiiamu niposeneHus GpapMaleBTUYECKUX MHCTIEKUMH

MuHUCTEPCTBOM ITPOMBILILIIEHHOCTH U TOproBiiu Poccuiickoit ®enepaunu

(I"IO.TIIHOG HaWMEHOBAHHE YNOJHOMOYEHHOIO DpI'&HH)

HOITBEPMAACT CleAyIoUee:
IIpoBEICHA (bapMalleBTH'-leCKaﬂ HHCIICKLINA

33[(])]:-]1"08 AKUHOHEPHOE 001ecTBo «Kaﬂombapma NMpoAaAKIUH»

(l'lO.II HOE HAMMEHOBAHHE ]'IpUH3BDﬂHT€J]H)

MockoBckas 06i1., r.0. 1Ll€nkoBo, r. I1l€nkoBo, yi. 3apeunas, crp. 1055, k. 1

(anpec NpOM3BOACTBEHHOM MIOLIAJIKH)

Ha ocHoBaHuu 3asBieHuss NeII[-186 or 19.03.2021 Ha nosnyuyeHue paspelieHus
(JIMEH3MKM) HAa OCYHIECTBJCHHUE HEATEIbHOCTH [0 IPOU3BOJICTBY JIEKAPCTBEHHBIX
CPEJICTB.

Ha ocHoBaHuM cBele€HUH, IOJYYEHHBIX IIPU M[POBEACHUH (PapMaLEBTUUYECKON
MHCIEKLIMY, MOCIENHAs M3 KOTopblX Obina nposeneHa 11.06.2021, cuuraercs. 4to
JaHHbIA (apmaleBTHUECKUH NMPOM3BOAMTENb COOTBETCTBYeT TpeGoBanusM llpasun
Haexareit npousBoICTBEHHOM NpakTuku EBpazuiickoro 3K0HOMHUYECKOT0 COK03a.
Hacrosnumnii cepruukar oTpakaer CTaTyC NpPOM3BOJCTBEHHON IUIOHIAJKA Ha Jary
1poBeleHMsT (papMaLEBTHYECKON MHCIEKIMM M 10 MCTEYEHUH 3 JIET ¢ JaThl
HpOBEACHUST ITOW (apMaueBTUYECKON HHCHEKIMU HE JOJDKEH NPUHUMATHCS B
KauyecTBE JIOKyMEHTa, CBUJIETENIbCTBYIOLIETO O cTaryce cooTBeTcTBusi. Cpok jercTBUs
ceprudukara MOXKET ObITh COKpalleH WM PaCHIMPEH 0pUd  KMCMOJIb30BaHUU
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GMP/EAEU/RU/00076-2021

COOTBETCTBYIOIMX  [IPUHUMIIOB  YNpaBICHUS  PUCKAMH npu HAJIMYnHK
COOTBETCTBYIOMEH 3anucu 06 sToM B mnojie «OrpaHUYEHMS] WM 1OSCHUTENbHBIC
3aMETKH, Kacarluecs obiacTy IPUMEHEHUs! HACTOSLLETO cepmdmrczﬁa».
Ceprudukar sBisiercs AeHCTBUTEILHBIM B Clly4ae NPEACTABIEHUs BCEX €10 CTPaHMIL
(KaK OCHOBHBIX JIMCTOB, TaK U JOIOJHATENLHBIX JIUCTOB).

AYTEHTHYHOCTD (IIOJUIMHHOCTD) HACTOSILEro ceprudukara MOXKHO 1IpOBEPUTH B Haze
JaHHbiX Munnpomropra Poccun.

Ecau ceprudukar He npeacTraBlieH B yKa3aHHOU 6a3e JaHHbBIX, Cllelyer 00parurbes B
YIOJIHOMOUYEHHbIH OpraH, ero BblJIaBUIKI.

ST

B2
i S

B.C. Ocbmakos

T
éﬁx@-@f};ﬁpa 2021 r.
_?aagiu cepmupuxama)

o F

Crpanuua 2 uz 29




T

FiThcas

MMHHCTEPCTBO NPOMBIHNITEHHOCTHU A TOPFOBJH?[
POCCHUICKON ®EJEPALIUHA

GMP/EAEU/RU/00076-2021

] JIeRapCTBEHHble cpeacTBa Jid MEAHLUHHCKOIO NpHMEHEHHH

[] BerepunapHble JieKapCTBEHHbIE CPECTBA

[] DkcnepuMeHTalIbHbIE CPEICTBA

ﬂpOHBBOI[CTBO H KOHTPOJIb Ka4YecTBa

1. TIPOU3BOJACTBEHHBIE ONEPALIMU — JIEKAPCTBEHHASI
MPOAYKIIUSA

1. Cmepunvras npooyKyus

L1 1. [Ipoaykuusi, NpUroToBjieHHAsi acenTUyeckuM myrtem (omepauuu 06paboTKu
JUISL CIIEAYIOLMX JIEKAPCTBEHHBIX GOpM):

L] skumjikue siekapcTBEHHBIE (hOpMbI 60JIBLIOTI0 06beMa

L] sxuzkue siekapeTBeHHbIe HOpMbI MaJI0ro oobeMa

[J nucnepcun

(] niunodmiiuszarsl ol
[] TBepabIe siekapcTBeHHBIE GOPMBI X UMILIAHTATH |

] Msirkue jieKkapcTBEHHbIE (HOPMBI I

[] npouas npoayKiust

TR

(1 2. IIpoxykums, nojseprawoouiasics GUHALIHON cTepuIu3aluy (onepannu
00pabOTKM JUIsl CIIEIYIOIUX JIEKAPCTBEHHBIX (hOpM): 12

T

e

L] sxukue nekapcTBeHHbIE (GOpMBI 60JIBIIOTO 00bEMA .

BT ey N

[J skuaKue jiekapcTBeHHbIE GOPMbI MaJIoro 06bema
L] rBepubie nexapcTBeHHbIE GOPMBI M MMILIAHTATHI

- [ msirkue siekapcrBeHHbIie HOPMBI

[] ipouasi npoaykims, JiekapcrBeHHbie GopMbl

[J 3. Beinyckaroliuii KOHTPOJIb KauecTBa Al
2. Hecmepunvras npooyxyus '

] 1. HecrepuibHas npoaykims (ornepauuu 06paboTku s Cleayromux ' PR
JIEKapCTBEHHbIX (POpM):

[] kancyJibl B TBep0oit 060510uKe

] karicyJibl B MATKO#M 060J104Ke

[ sxeBatesbHbIE JIEKAPCTBEHHBIE (hOPMBI |

L] uMnperaupoBaHHbIe J1€KapCTBEHHBIE HOPMBI

L1 »xuakue JiekapeTBeHHbIe HOPMbI 15l HAPY)KHOTO [PUMEHEHMST

O] FHKHUAKUE JICKAPCTBECHHBIC (pOprI AJ1 BHYTPEHHETO IIPUMCHCHU A

(] MeauumMHCKHE ra3bl

[] npouuie TBepabIe JIEKapCTBEHHEBIE (OPMBI

[] nperaparsl, HaXOAAMECS 1101 TaBJICHUEM
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GMP/EAEU/RU/00076-2021

[] reHepaTopbl pafiMOHYKIHIOB

[J msirkue jekapcTBeHHbIE POPMBI

L] ceun (cynnosuropun)

[J rabnerku

] TpaHCACPMaJIbHBIC [L1ACTBIPH

L] yerpoiicTBa [Jisi MHTpapyMUHAIBHOTO (BHY TPUPYOLOBOIO) BBEIEHUS

U npouast npojyKiius, JieKapcTBEHHbIE (GOPMBbI

L] 2. Beinyckaroluii KOHTPOJIh Ka4ECTBA

3. Buonozuyeckas nexapcmeenHas nPoOyKyust

L1 1. buonoruyeckas jiekapcTBeHHas MPOAYKLIMS:

L] npoayxThl KpoBU

L] uMMyHosIOrHueckas npoayKuus

L] HNPOAYKTblI HA OCHOBE COMAaTHYCCKHX KJICTOK

Ll I'CHOTCPAlNCBTHYCCKUEC TIPOAYKThI

L] nmpolyKThl TKaHEBON MHKEHEPHH

L[] 6GuorexHonoruyeckas npoayKius

[J npotyKTsl, 5KCTparupoBaHHbIE U3 JKUBOTHBIX UCTOYHUKOB MJIM OPI'AHOB
(TKaHel) yenoBeKa

L] npoyast npojyKius

[J 2. BrinyckaroLuii KOHTpoJIb KauecTBa (liepedyeHb TUIIOB HPOAYKLMK):

[] npoayktsl Kposu

L] uMMyHOJIOrHYeCKas MpoayKLus

] NPpOJAYKTblI HA OCHOBEC COMaTHYCCKHUX KJIETOK

1=l €HOTCPANICBTHYCCKHE IPOAYKThI

Ll HPOAYKThI TKaHEBOM HHXXCHCPHU

[] 6uorexHonoruyeckas npoayKius

[l nponykThl, SKCTparupoOBaHHbIE M3 JKMBOTHBIX MCTOYHUKOB MJIM OPraHOB
(TKaHei) yenoBeka

L] mpouas npoayxuus

.
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MWHE&CTEPCTBO [MNPOMBIIIJIEHHOCTH U TQPFOEJ]M
POCCHUIHCKOU ®EJAEPALIAU

GMP/EAEU/RU/00076-2021

4. Ilpouasn npodykyusn uiy npou3600CMEEHHAA 0eAMEIbHOCMb

L] 1. IIpousBoactBo:

[] pactutenbHON 1poayKLUK

L] roMeonaTu4eckoi npoayKiunu

L] npouas npoaykuus

[1 2. Crepunusaims aKTHBHBIX BEIIECTB, BCIOMOrATEIbHbIX BEIIECTB, OTOBOM
POYKLHMH:

L] dhunbTpanus

L] cyxoxapoBas crepuiin3anus

L] crepunuzanus napom

L] xumuyeckas CTCpHMJIM3aLiuA

] CTCpHIIM3alUA raMMa-H13JIydCHHEM

Ll CTEPpHIIM3aLUUA YICKTPOHHBIM M3JIYYCHHUEM

[]3. Ilpouee

[1 4. IlepBuunas (BHYTpEHHSS) yNIaKOBKa:

[] xarnicysibl B TBEpOH 0005109KE

[] karcysibl B MSITKO# 060104Ke

[] sxeBaTesbuble JieKapcTBeHHbIE (hOPMBI

[] umMnpersupoBaHHbie JieKapcTBEHHbBIE HOPMBI

(] sxuyxue JiexapcTBeHHbIE GOPMBI JUIsi HAPYIKHOTO NPUMEHEHUS

= IKHUJIKHC JICKAPCTBEHHBIE (I)Oprl 1A BHYTPEHHETO IPDUMCHEHUSA

[] MeauuuHckue rassl

TR

L] npoune TBEpbIe JieKapcTBeHHbIE (OPMBI

L] Nnpenaparsl, HaX0AA1HUECH 1101 JaBJICHUEM

[] renepaTopbl painOHyKJI1/10B

[J msirkue nexapcTBeHHbie GOpMEI

[] cBeun (Cynno3suTopun)

(] TraGnerku

] TpancaepMaibHble MIACTHIPH

L1 ycrpoticTBa uis MHTpapyMHHAILHOIO (BHYTPUPYOLIOBOI0) BBEICHMUS

L] Irmpoyas npoayKuuns, JJCKapCTBCHHLIC (bOprl

S. Bropuynas (mnoTpeduresibckas) ynakoBKa

[] 6. Boinyckarouiuit KOHTpOJIb KauecTsa

A

B i

B

[J 7. MukpoOuos10rudecKoe TeCTHpOBAHKE: CTEPUIbHOCTD

[] 8. MuKpoOHOJIOrHYECKOE TECTUPOBAHME: HECTEPUIILHOCTD

L] 9. Xumnueckoe (pusngeckoe) TeCTUpOBaAHUE

[] 10. buosnoruueckoe TeCTUpOBAHUE
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GMP/EAEU/RU/00076-2021

1. KOHTPOJIb KAYECTBA [P UMITOPTE JIEKAPCTBEHHOI
' [IPOJIYKILIMU

EFE |

] 1. KouTpouib kayecTBa MMIIOPTUPYEMO# JIEKAPCTBEHHOM IIPOAYKIMK:

L] MHKpOﬁHOHOFH‘IeCKOB TCCTUPOBAHUE. CTECPHUIILHOCTH

[] MHKpOGHOIOrHYECKOE TeCTUPOBAHUE: HECTEPHIIBHOCTD

[l xummueckoe (pu3nueckoe) TeCTUPOBAHKE

[] Guosioruyeckoe rectupoBanme

[ 2. Beinyckaromuii KOHTpOJIb (cepTH(UKALMS CEepUii) UMIIOPTUPY EMO
POy KLU

[] CrepuiibHast IpoayKums:

Eil NPOAYKILIMS, IPUTOTOBJIEHHAS aCENTUYCCKUM ITyTEM

L] nponykuusi, nojisepraiomascs GUHAILHON CTEPUIM3aLUY

[] HecrepuiibHas NpoayKums

[] Buosnornueckas JekapCTBEHHas IPOAYKLIMS:

[J nposykrsl kpoBu

[] uMMyHosI0rHyecKast npojyKuus

] IIPOAYKTHI HA OCHOBE COMAaTHYECKHMX KIJIETOK

2] I'CHOTEpANEBTUYECKUE [IPOAYKTHI

[] npolyKThl TKaHEBOH MHIKEHEPUH

[] 6uorexHosioruyeckas npoyKuus

[J ipotyKThl, S5KCTPArMpOBAHHBIE U3 KUBOTHBIX HCTOYHUKOB HJIM OPraHOB
(TKaHel) yenoBexa

L] npoyast npoayxiust

[ 3. [Ipouasi jesTeNnbHOCTD 110 UMIIOPTY (BBO3Y):

[ nuoiajika ¢pusnueckoro umMmopTa (BBo3a)

[l uMnopT npomeskyTOYHOro HPOAyKTa, [OABEPIalOIIErocs AajbHenen
obpaborke

L] npouee
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