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MHUHHUCTEPCTBO IMPOMBILLANEHHOCTH H TOPTOBAH
POCCHHMCKOH PEAEPALINHN

3AKJIFOYEHHUE
0 COOTBETCTBHH NPOH3BOAMTENS (HHOCTPAHHOTO NPOM3BOAMTEIA)
JIEKAPCTBEHHBIX CPEACTB /15l MEHIIHHCKOTO NPHMeHeH sl TpeGoBaHusiM
IlpaBua naanexamed Nnpon3BoACTBEHHOM NPAKTHKH

Ne GMP-0065-000660/21

Yacre 1 '

MunucTEPCTBO  NMpOMBIIIEHHOCTM M TOproBiu  Poccuiickoit  Menepaunu
[IOATBEPIKIAAET, YTO
O6mecTBO ¢ OrpaHHYeHHOM 0TBETCTBEHHOCTLIO «BT®» (000 «BT®»),

(noanoe u CoKpawienHoe HaAUMEeHOBAanUe (NPU HANUYUL) NPOU3EOOUMEIS (UHOCMPAHHOZO
APOU3E0OUMENIS) IeKAPCMEEHHBIX CPeOCmE O MEOUUHCKO20 RPUMEHEHUs)

HaxXoALIMHACH 110 aapecy:

601125, Baapumupckas o06a., llerymusckuii  paioH, uoc. Bosbruuckuid,
yi1. 3aBosickas, erp. 107, “ :
OCYHIECTR/IAIOIINH IIPOM3BOJICTBO JIEKAPCTBEHHBIX CPEIACTB /ISl MEAMLIMHCKOIO
TIPUMEHEHUS 110 a/Ipecy: :

Baapumupckas 06i1., paiion llerymmuckuii, MO noc. BoabsruHckuii (ropojckoe
nocesienue), moc. Bossrunekuii, yii. 3apojckas, ctp. 107,
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UpoIlesi MHCIEKTUPOBAHME B pamKax JIMLIEH3MOHHOrO KOHTpOJs Ha columojienue
JULCH3UOHHBIX TPeOOBAHKH IIPH OCYUIECTBIEHNM ACATEIBHOCTH 110 [POU3BOICTBY
JICKAPCTBEHHBIX CPENICTB B COOTBEICIBMM C Jidiensued or 13 centsbps 2018 r.
Ne 00145-JIC B cOOTBETCTBUM C 3aKoHOJATEACTBOM Poccuiickoil Denepaunm wiu
1IPOIIEST MHCTIEKTUPOBAHUE B 4YaCTH PErUCTPALIMOHHOIO(-bIX) Y/0CTOBEpEHHs(-Hii),
YKa3bIBAIOMEro(-ux) MPOM3BOAWTENIEH, PACIIONOKEHHBIX 3a npeaenamu Poccuiickoii
Dejiepaiiud. B COOTBETCTBHM ¢ TpeOoBanmamu  Ilpasmn  mapaexaimei
NPOM3BOACTBEHHOH  NPAKTHKH, YTBEPXKICHHBIX  MpUKazoM  MuHucrepcTBa

HPOMBILIIEHHOCTH U TOprosiy Poccuiickoi ®enepanum ot 14 urons 2013 r. Ne 916.

Crpanuua | u3 7 0002595




oo N N R S e N L

() T

R | o

A

o e

GMP-0065-000660/21

Ha ocnoBanmu unHboOpManuy, IOJYYEHHOH B XOJ€ HMHCIEKTUPOBAHUS JaHHOI'O
1IPOM3BOMTEIIA, IIOC/IEAHEE U3 KOTOPBIX Ob110 1poBeneHo 24/01/2020 cneayert, 4To OH
coorsercTByer TpeboBanusaM llpaBun Haanexawedl NPOM3BOACTBEHHOH NPAKTHKY,
YTBEPKAEHHBIX IIpuKa3zoM Munnpomropra Poccun or 14 urons 2013 r. Ne 916.
Hacrosiee 3akiiouyeHMe OTpa)kaeT CTaryC COOTBETCTBHS  MPOM3BO/CTBEHHOM
IJIOIL@/IKK POU3BOAMTENS (MHOCTPAHHOIO IPOU3BOAUTENS) JEKAPCTBEHHBIX CPENCTB
JUISt MEJIMLMHCKOTO IIPUMEHEHNS HA MOMEHT IIPOBE/ICHUS BBIINICYKA3aHHON UHCIEKLUK
¥ HE JIOJDKHO BOCHPHUHHMMATBLCS B KAYECTBE [OKYMEHTa, CBUAETEILCTBYIOIIEIO O
craryce COOTBETCTBMS B cCilyyae ucredeHuss Oonee 3 (TpéX) Jier ¢ Jarel HTOM
WHCIEKITHH.

3akioueHue SBISETCS JEHCTBYIOIIMM INPH IIPENOCTABIEHWM BCEX €ro CTpaHuil
(kak yactu 1, Tak ¥ yacTu 2).

LIoUIMHHOCTL  IaHHOTO  3aKIIOYEHMsS [IPOBEPSEICS B pPEECTpe 3aKIOUYEHHMH O
COOTBETCTBMM  IIPOM3BOJIMTENEH JIEKAPCTBEHHBIX CPEACTB Ui  MEJIMIMHCKOIO
npuMeHeHust TpedoBanusaM IIpaBuin Hamiexalieidl HPOM3BOJCTBEHHON NPAaKTUKM,
pasMelieHHoM  Ha  ouuMansHoM  caiite  http:/www.minpromtorg.gov.ru,
http://www.munnpomTopr.p¢. IIpa OTCYTCTBUM HACTOSIIErO 3aKIIOYEHUS B Peecrpe
3aKJIOYEHUIA O COOTBETCTBMM IPOM3BOJMTENEH JIEKAPCTBEHHBIX CPEJACTB  JUIs
MEJMUMHCKOrO 1puMeHenus tpeboBanusam [lpaBui Hajuiexaieit npousBoACTBEHHOM
[IpAKTUKH, coobiure B Munnpomtopr Poccun.

Hacrosiee 3axitoueHue ,D,ﬂﬁCTByBT B T€YEHHE 3 JIET C AaThl OKOHYaHHUA HHCIICKLIMH.

B.C. Ocbmakos
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MHHHUCTEPCTBO INPOMBILIAEHHOCTH U TOPFOBJ\I/I
POCCHUHCKOM ®EJEPALIMA

GMP-0065-000660/21

Yacre 2

I1pon3BOACTBO H KOHTPOJIL Ka4ecTBa

1. IPOM3BOACTBEHHBIE ONEPALIUU — IEKAPCTBEHHASI
NPOAYKLUSI

1. Cmepunvnas npodyxyus

L] 1. ITponyKiusi, IPUrOTOBICHHAS ACENITHYCCKMM I1yTeM (ornepanuu o6paboTku
JUIs1 CIEIYIOHIMX JIEKaPCTBEHHBIX hopm):

L] sxuxue nexapcTBeHHble PopMbI 60IBIIOTO 06HeMa

L] sxukme siexaperennbie GopMbl MajIoro o6bemMa

L] ucnepcun

L] nrodunuzars

L] tBepabie nexapcTBeHHbIE HOPMBI M MMILIAHTATHI

L msirkue snexapcTBeHHbIe GOPMBI

L] mpoyas nponykims

[J 2. Ipomykiwms, moaseprafomasncs GUHAIIHON cTepuin3auy (onepanum
00paboTkH Juls ClIeyIOHIUX JeKapcTBeHHbIX GopM):

L] sxnjxue sekapereernsie Gopmbl 60b1IOI0 06beMa

L1 skuakue nekapcTBeHHbIE (OPMBI MAIOro 06bema

L] TBep/ibie JiekapcTBeHHbIE (POPMBI M MMILIAHTATH]

L] msirkue nekapcTBeHHbIE GOPMBI

L] npoyas npoyKitus, JIeKapCTBEHHbIE (OPMBI

L[] 3. Beinyckaroiuili KOHTPOJIb KauecTBa

2. Hecmepunvnasn npoodyxkuus

X 1. Hecrepunbnas npoaykums (omepaumm  06paBoTKM Ui CHEAYIOLIMX
JIEKapCTBEHHBIX hopm):

L] xancysisl B TBep0#i 06onouKe

L] kancysibl B Msirkoit 060s104Ke

L] sxeBaTe/bHBIC JIEKAPCTBEHHBIE HOPMBI

L] umMniperuupoBanHbie JleKapcTBEHHBIE (OPMBbI

L1 sxmxue jiekapeTBeHHbIE GOPMBI JUisl HAPYIKHOTO HPUMEHEHHSI

AKHIAKHE JIEKAPCTBEHHbIE (POPMBI LISt BHYTPEHHEr0 NPHMEHEHHS

[] meauumHcKue rassi

L] npoune TBep/ble IeKapCTBEHHbIE HOPMBbI

L] npenaparhbl, HaXOUILUKECs 101 JaBIEHHEM

L] reneparopsl pajjuoHyKIMI0B

L] msarkue jeKapcTBeHHbie GOPMEIL

L] cBeun (cynmosuropuu)

L] rabnerku

[ tpascaepmaibHble M1acTHIpH

CmaﬁuuaS w3 7 | 0008645
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L] ycrpo¥icTsa 1 MHTPapyMHHAIBHOIO (BHYTPUPYGLIOBOI0) BBEACHUS

L] npoyas npoaykuus, jnexapcrBeHHbie GOPMBbI

[X] 2. Boinyckaomuii KOHTPoJIbL KauecTBa

3. buonozuueckas nekapcmeeHnas NPoOYKyus.

L] 1. buonoruyeckas jiekapcTBEHHAs IPOLY KIS

L] mpoayxrsl Kposu

[] mmMMyHOsIOrHueckas npoayKims

L] npolykTs! Ha OCHOBE COMAaTHYECKHX KJIETOK

N e L

L] renoTepanepriuyeckue npoayKThl

L] npoayxTs! TKaHEBON WHXKEHEPUH

L1 buorexnonornyeckas HpoayKius

[J npoyKThl, SKCTPArupoBaHHBIE U3 KUBOTHBIX HCTOUHHKOB UM OPraHOB
(TKaHe#) yenoBeka

L1 upouas npoayxims

[] 2. Beinyckaromuit KOHTPOJIb Ka4ecTBa (1epeueHnb TUIIOB TIPOLYKLIMH):

L] npotyKkThl KpOBH

[l mMMyHosIOrHuecKas npoyKigus

I S

L] INPOAYKTEI HaA OCHOBE COMATUYECKHX KIIETOK

Ll reHoTepaneBTHYECKHE MPOLYKTHI

L] nposyKkTbl TKAHEBOMH MHKEHEPHH

L] 6buoTexHonorn4eckas mpoyKuus

L] 11poj1yKThi, 5KCTPArMPOBAHHBIC U3 XKUBOTHBIX HCTOYHUKOB I OPIaHOB
(TkaHei) yenoBeka

L] npouas npoyKims

4. Ilpouan npodyKyusn uiu npou3600CmMeeHHAA 0eAMEIbHOCHb
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X 1. lpoussoacrso:

e T T e e

L] pactuTenbHO#M npoayKiuu

L] roMeonarnyueckoit NpoayKIuu ‘

npo4asi NPOAYKIHSA: IPOYME TPYILIb JEKAPCTBEHHBIX MIPENAapaToB

=

L1 2. Crepwin3zalinsi aKTHBHBIX BEIIECTB, BCIIOMOTATE/IbHbIX BELIECTB, FOTOBO
HPOAYKLNK:

L] dunbsrpanus

B.C. Ocbmakos
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MHHHCTEPCTBO IMPOMbBILUIAEHHOCTH H TOPTOBAH
POCCHUHMCKOH PEAEPAILINH

GMP-0065-000660/21

L1 cyxoskapoBasi crepuimsaius

[J crepuinsauus 1apom

L] xumuueckas crepuim3anus

L] crepuimzanms raMmMa-mu3Ty4CHHEM

L] crepuiinszanms YIeKTPOHHBIM M3J1y4E€HUEM.

L] 3. IIpouee

X 4. Tlepeuunas (BHyTpenHss) ynakoBKa:

L] xarcyJisl B TBep/10if 060104Ke

[] xancyJib B Msirkoii obonouke

L] sxenarespHbic JeKapCTBEHHbIE (GOPMBI

L] uMIperuupoBaHHbIe JIEKapCTBEHHBIE HOPMBbI

L] sxukue siexaperBerHbie GOPMbI Ul HAPYIKHOTO IPUMEHEHUS

KHAKHE JIeKAPCTBeHHbIe (JOPMBI 1718 BHYTPEHHEr 0 PHMEeHeHus

[] MeaunuHCKIe Ta3sl

L] npoune TBep/ible 1€KapCTBEHHBIC (HOPMBI

L] npenaparsl, HaXOASLIMECH 110]] JIABJIEHUEM

L] reneparopsl paIMOHYKJIH10B

L] msrkue siexapcTeHHble GOPMBI

L] cBeun (cynno3uropun)

[] rabnerku

L] rpanciepMasibHbie TIACTHIpH

L] yerpoiictsa juist UHTPapyMUHATBLHOTO (BHYTPHPYOLOBOI0) BBE/IEHHS

L] npouas npoayKuus, JieKapcTBEHHbIE GOPMBI

S. Bropuunas (mnoTpefHTEILCKAN) YIIAKOBKA

6. Boinyckawmnii KOHTPOJIb Ka4ecTBa

[1 7. MukpoOronoruueckoe TeCTHPOBAHME: CTEPHIILHOCT

L] 8. MuKpoOHOIOTHYECKOE TECTUPOBAHKE: HECTEPHILHOCT

X 9. Xumuueckoe (puznueckoe) TecTHpOBAHHE

L] 10. bruosnornueckoe TecTUpOBaHME

I1. KOHTPOJIb KAYECTBA I1PY UMITOPTE JIEKAPCTBEHHOM
[TPOAYKLIMU

L] 1. Kontposns KayecTBa UMIIOPTUPYEMO# JIEKAPCTBEHHOM NPOIYKITNN:

L] MHKPOGHOIOrHYIECKOE TECTUPOBAHUE: CTEPHITLHOCTD

e i 0

L] MMKpOGHOJIOrHYECKOE TECTUPOBAHKE: HECTEPHITLHOCTh

L] xumuyeckoe (puzH4IECcKoe) TeCTUPOBAHNE

[J 6uosoruyeckoe TecTupoBaHue

[12. Buinyckarommit KoHTpoIb (cepruduKanms cepuit) MMIOpTUpY eMOoi
NPOAYKIMU

Crpanuua 5 u3 7 0008646
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L] CrepusibHas npoayKiMs:

L] npojyKiiusi, IPUrOTOBJICHHAs ACEIITHYECKUM ITYTEM

[J npomykuusi, nojigepraomascs GUHAIMHOA CTEPUIM3ALAN

L] HecrepuibHas npoayKius

L] bronoruyeckas JiekapCTBEHHas POy KIS

[] mponyxTsi KpoBu

L] nMMyHOIOruYecKas mpoLyKius

] npoJiyKThi Ha OCHOBE COMATHYECKHUX KJIETOK

L] renoTepaneBTHUECKHE OPOLYKTHI

L] mpoyKThl TKAaHEBON MHIKEHEPUH

L] 6buorexHonoruyeckas npoayKuus

L] mpoj1yKThl, YKCTPArMpOBaHHBIEC U3 XXUBOTHBIX HCTOYHMKOB MK OPIaHOB
(TkaHel) yesoBeka

L] npouas npouykuus

L1 3. Ilpouas aesiTenbHOCTh 10 IMOOPTY (BBO3Y):

] nyouaaka ¢puznueckoro umiopra (BBo3a)

[ uMIiopT npoMeskyTo4HOro HpoayKTa, OABEPrarolerocs AajibHer e
obpabotke

L] npouee
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MHUHHCTEPCTBO MPOMbBILIAEHHOCTH Y TOPI OBJ\H
POCCHUMCKOM PEAEPALIMU

GMP-0065-000660/21

Orpaﬂnqenmx WU NOSACHUTENIbHBIE 3aMETKH, Kacaroluecs oﬁnacm - [IPHMEHEHMS
cepTudukara:

Hepcqenb JCKapCTBCHHBIX CpeJACTB, B OTHOLICHUH KOTGpﬁTO; MpOU3BOANIOCEH
HHCTIEKTUPOBAHME:

MexayHapoaHoe
HENaTeHTOBAaHHOE

HauMECHOBaHHUE HJIK
Toprosoe IPYIIIMPOBOYHOE
HaMMEHOBaHUE (XMMHUECKOE) HAUMEHOBAHUE
- JIEKapCTBEHHOTO
npernapara/papManeBTH4ECKOM
cybcTanimmn

- Jlexapcreennas hopma,
JI03UpPOBKa (ecin
TIPUMEHUMO)

Bce crajmm (BKIto4as BIIyCKAIOLUMI KOHTPOJIb KAYecTBa)

Kaluti JUist TIPUEMA BHYTDB, |

= :
Kynecan YounekapeHoH 30 Mt

Harpus nukocynshar-

KaIUY U1 IPMEMa BHYTDb,
BT® Hatpus nukocyiabpar pueilsfcg :

7.5 mMr/mn

B.C. Ocbmakos




