3 Hod 3AK/IIOYEHHE ;
"0 COOTBETCTBHH NPOU3BOANTENN (HHOCTPAHHOTO npomnonnrenﬂ)
J'leKapCTBEHHb!X CPeiCTB /11 MeAHIHHCKOT0 NPUMeHeHHs TpeGOBaHuﬂM
: IpaBui naanexameii NpoM3BOACTBEHHON NPAKTHKH

Ne GMP-01807/21/ME

MUHHUCTEPCTBO  NIPOMBIILIEHHOCTH M TOProBad  Poccuiickoil Denepannn
TIOITBEPHKAACT, UTO :
X€eMOMOHT 1.0.0.,

(nonnoe u coxpawgennoe Haumenosanue (npu Haruuu) NPOU3BOOUMENs (UHOCMPAHHO20
' NPOU3BOOUMENS) AEKAPCMEEHHBIX CPEOCME Ol MEOUYUHCKO20 NPUMEHEHUsL)

Haxons me rocs 1o ajgpecy

,Ymm;a 3 MapTar--SSa [Toaropuua, Yepuoropus,

ocy‘mecmnmomero npomsozxcmo JIEKAPCTBEHHBIX CPEICTB anst MEINIIHCKOIO
npﬁmeﬂeﬂm 1O ajipecy

Va :'-a;S MapTa, 55 a, Iloaropuna, Yeproropus,

npoie “"rilﬁcnexmpoaaﬂne B paMKaX JIMLEH3MOHHOIO KOHTPO/IA Ha CoOMI0oIeHHE
mr’iieﬂsﬂioaﬂﬂi;]x TpeOOBaHMH NIPH OCYIIECTBJAEHHH NEATENBHOCTH O NPOU3BOACTRY
JIEKAPCTBEHHBIX CPE/ICTB B COOTBETCTBHH C JIMLEH3HER OT T Ne e
B COOTBETCTBMM €  3aKOHOJATEIbCTBOM Poccuncxoﬂ Denepanund  wiu
0pouies] MHCIEKTUPOBAHUE B YACTH PErMCTPALMOHHOTO(-bIX) YAOCTOBEpEeHMsI(-1if),
YKa3bIBatOUIEro(-1x) NPOU3BOIMTEIEH, PACIIOIOKEHHBIX 3a upeneiamy Poceuiickoit
Dejfiepauny, B COOTBETCTBHM ¢ TPeBOBAHMAMH l'[pamm __’Hallﬂe‘mameu_
*nponanonc:meﬂﬂon NPaKTHKH, yTBCp)K,HCHHB]X Mitnuc)
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SEF H;a.__ ogﬂoBaH ' Ii;nﬂtpopMaan [IOJIYYEHHOH B Xoje MHCTICKTUPOBAHKS ﬂaHHéro‘__
POU3BOAUTES, ‘TOCIeHEE H3 KOTOPhIX GbuIo mposeaeHo 25/11/2020 - 27/1 1/2020,

CleflyeT, IO  OH  COOTBEICTBYET  TpeGOBaHUAM IlpaBun  Hamiexaiei

upomsoﬂcmenﬂon TIP2aKTUKH, YTBEPXKIECHHBIX IPUKAa30M Munnpomtopra Poccuu
o1 14 mona 2013 r. Ne 916.

Hacrosmee 3akiaouenue otpaxkaer CTaTyC COOTBETICTBHS MPOU3BOACTBEHHON
[I0MIA/IKK TIPOM3BOAHTEINS (MHOCTPAHHOTO NPOU3BO/IMTES) JIeKapCTBEHHBIX CpEeACTB
AJlA MEIMLIMHCKOTO MPUMEHEHUA Ha MOMEHT IPOBEIEHUS BbIIECYKA3aHHON HHCIIEKIINK

M HE JNOIKHO BOCIPHHWMATBCS B KauyeCTBE JOKYMEHT4, CBHJETEILCIBYIOLIEIO O
CTaTyCce COOTBETCTBUA' B cClydac HCTedeHHs Oosiee 3 (Tpéx) JIeT ¢ aarsl 9ToM
HHCTIEKIHH. '

3dK.I1}0‘-.ICHI/Ie ABIACICH JCHCTBYIOWMM 0NPH NPEIOCTABIEHMM BCEX €ro CTPaHMI

(Kak yacTH 1, Tak u yacTu 48

[MOVIMHHOCTS  JAHHOTO  3aKITIOYEHHS HPOBEPAETCI B pEECTPe 3aK/IIOYEHHH O
COOTBEICTBAM [POM3BOJMTENEH JIEKADCTBEHHBIX CPEACTB /IS  MEIMLHHCKOLO
npuMeHenus Tpebosanmam Ilpasun Hajmeskamieill NPOM3BOJCTBEHHOM NPAKTHKH,
Pa3sMCIICHHOM ~ Ha  oduuMagbHOM  calite  http://www.minpromtorg.gov.ru,
http://www.MuBIPpOMTOPI.pd. IIpH OTCYTCTBHM HACTOSILIErO 3aKIOYECHUS B peectpe
3aKIIOYEHUH O COOTBETCTBMM IPOM3BOJMTENCH JIEKADCTBEHHBIX CPEACTB  [yis
MEIMIIMHCKOI0. IPUMEHEHUs TpeboBanusm [lpasun Hauexkaineii NPOU3BO/ICTBEHHOM
NpaKkThky, coobmure B Munnpomropr Poccun.

Hacrosiee 3axmouenne JAEHCTBYET B TEUEHHUE 3 JIET ¢ AaThi OKOHYAHUS WHCIICKIIUH.

C.A. L6

Crpanuua 2 u3 7




MHHHCTEPCTBO HPOMbI[LU\EHHOCTl/I U TOPFOBAW
| POCCUHCKON ®EAEPALIMM -

GMP-01807/21/ME

"IIDOHCSBOJICTBO H KOHTPOJIb Ka4yecTBa

T HPOHSBOJICTBEHHME ONEPALIMH — JIEKAPCTBEHHAﬂ
NPOAYKLIMUS

1. Cmepunvras npooyxyus ST

g B Hponylcum TNIPUTOTOBJICHHAS ACENTHUYECKUM ITyTeM (onepaunu oﬁpaﬁomn
s cne,uywmﬁx JleKapCTBeHme dopm): o

] }szcﬂe JIeKAPCTBEHHbIE dopmel 6osibIIOro o6beMa

L sunxme JIEKapCTBEHHBIE GOPMBI MalOro 06bema

= Aucrepcu

LT nuo@uﬂmarm

0 TBepmﬂe JIEKapCTBEHHbIE (POPMBI M UMILIAHTATHI

U] msarkue nexapcrsennsie (hopmbl

[J npoyas npoxykuus

[J 2. IMpoaykuwus, NoJABepraroIiascs GUHULMIHONW CTEPUITN3ALIMM (onepdunu
06paboTku VIS CIeAYIOLIMX JIEKAPCTBEHHBIX hopm):

(] sxmsikue siekapcTeennble GOpMbI GOBIIONO 06beMa -

L] sku/ikue nekapersennblie GOpMBI MaIoro o6sema

L1 TBep/ipIe ieKapCTBEHHbBIE (OPMBI M MMILTAHTATbI

(] markue JIEKaPCTBEHHBIE POPMBI

0] npoyas npoyKuus, 1eKapcTBEHHbIE bopMsI

13, BbIHyCI{aK)IlIHH KOHTPOJIb KaYecTBa
' 2. Hecmepunshas npodykuun

X 1. Hecrepnubuaﬂ npoaykuus (onepausu o6paboTkH A/is cﬂeuymluux 5
_1eKapCTBEHHbIX (opm): ;

X KancyJbl B TBEPA0H 060104Ke

[ KancyJisl B MATKo# 060104ke

B JKEBATEIbHBIE JIEKapCTBEHHBIE GOPMBI

L] HMHpGI‘HﬂpOBaHHBIC JIEKapCTBEHHbIE HOPMBI

L1 sxukue jiekapcTBeHHbIE HOPMbI AT Hapy»XHOI'0 IPUMEHEHMS

L] sxuKue ekapcTBeHnbIe (opMBbI i BHYTPEHHETO NIPUMEHEHUS

[] Mmeaquuunackue rasel

X npoune Tnepnble JIeKapCTBEeHHbIE (OpMBI

O npenapaa?m HBXO,H}]HIHBCH o4 naBJICHUEM

LJ reneparops pa,[lHOHyKJ'lHJIOB

[] MATKHE JIeKAapCTBEHHBIE (OPMBI

[ cBeun (CyI]H03HTOpHH)

A TaﬁJleTm .

Crpaunua 3 w3 7
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O TpaHCAEepMaJIbHBIE [LIACTHIPU

L YCTPOHCTBA /151 MHTPAPYMHUHAILHOTO (BHyTpnpyGHOBoro) BBe,ueHuﬂ

[3: npoyast NpoayKIHs, JIeKapCTBEHHbIE HOpPMBI

12, By ckarouimii KOHTpoJib KayecTsa

3. Buonozuueckan nexapcmeennas npodyi{uuﬂ

L1 Buonomqecxaa JIEKapCTBEHHAs NPOAYKIINA:

L] npoayKThl KpoBu

[J uMMyHonorugeckas poayKuus

L] npoAyKTsl HA OCHOBE COMATHYECKUX KJICTOK

L] renotepalieBTHYeCKHE IIPOTYKTHI L

U] npofiyKThl TKAaHEBOH HHKEHEPUH

[] 6uorexHonorHyeckas mpoayKIus

L] 1poyKThl, SKCTparupoBaHHbIE U3 }KHBOTHI:.IX MCTOYHMKOB WK OpFaHOB
(TKaHel) yenoBeka

L] npoyas nmpoaykums

L] 2. Brnyckaromuii KOHTPO/IE Ka4yecTBa (IIepeyeHs TUIIOB NIPOAYKLIMH):

L] npoayxTs! kpoBu

L] uMMyHOJIOTHYECKas PO AYKIHA

[ INMPOAYKTHI HA OCHOBE COMATHYECKNX KIIETOK

[J renotepaneBTHYECKHE NPOAYKTHI

L] 11po/1yKThI TKAaHEBOM MHKEHEPUH

[] 6uoTexHo/I0ruuecKas npoayKuust

[J nmpoayKTel, SKCTparupoBaHHBIE U3 XKMBOTHBIX HCTOYHMKOB HIIH OpFaHOB
(TkaHel) yenoBeka

U] npoyas npoaykuus

4. Ipouas npodyKuus unu npou3e00CmeeHHan deAmenbHOCHY

1. IlpousBojcTBoO:

L] pactutenbHo# npoaykuuu

[J romeonaruyeckoii npoayKuun

npoyas NpoayKuMs: aHTHOHOTHKM BeTa-JIaKTaMHOTO psjia

BAMECTHTEIb Mmmc"rpa/,

27 sauBaps 2021 1.,
a 8610a4U 3aKNI04EH1)
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CTBO MPOMBILUAEHHOCTH U 1
POCCUICKOH ®EJEPALMH

GMP-01807/21/ME

| 00 2. Crepruusanms aktisHbix BEILECTB, BCIIOMOTaTe/IbHBIX BEIECTB, TOTOBOI

NPOAYKHHH: : ;

U e paums

[ cyxoxkaposas crepunusanus

[ crepunmsanus napom
L] xumuyeckas crepuinsanus

] _cffépﬂﬂhs\aum raMMa-u3J1ly4eHueM
L] crepuausanms s1ekTpoHHbIM U3JTyYEHHEM

[} 3. [pouce

X 4;%[lep13il!i_‘liﬁﬁ (BHYTpeHHss) ynakoBKa:
B kancyJib1 B TBepoii 060m0uKe

[ kancyist B Markoii o6osouke

KEBATEIIbHBIE JIEKAPCTBEHHbIE thopMbI

[ umnipernnpoBannsie JICKapCTBEHHBIE (HOPMBI

L] sxnnkue nexkapctsennsie Gpopmbl ams HApyXHOro IPUMEHEHUS

L] sxnzixue iekapcTBeHHbIe GOPMBI UL BHYTPEHHEI'O NPUMEHEHMS

L] MeauumHckue razp

HpoYHe TBepAbIE JIEKAPCTBEHHbIE (GOPMBI

3 1pENapaThl, HAXOAALUIHECS 1101 HAaBJIICHHEM

LI renepatops! pagnonykiumon

L] MArkme JieKapcTBeHHbIE ($opMbI

[J cBeun (cynnosuropun)

L] rabiterku

[ tpanciepmansupie I1ACThIPU

[ yerpoiicrsa s UHTPapyMHHANBHOIO (BHYTPHPYOII0BOIO) BBéﬂéHuﬂ

LI mpouas nipoaykums, nexapcrrenmbie (GopmsI

5: :B'mpntmaﬂ"‘(norpeﬁnrenbclcaﬂ) yNaKoBKa
L1 6. Beinyekaromuii KOHTPOJIb KayecTBa

LJ7. M’qu()ﬁHOnoquecxoc TE€CTHPOBAHHUE: CTEPUIILHOCTD
L1 8. Mukpobuonoruueckoe TCCTUPOBAHHUE: HECTEPUIIBLHOCTD

9. XumHnyeckoe (pu3uueckoe) TecTHpoBanue

[ 10. Buonornyeckoe recruposanue

I1. KOHTPOJIb KAYECTBA 1P UMIIOPTE JIEKAPCTBEHHOI
| MPOJYKIIMH ‘ --

J 1. Kontpons kauecrsa MMIIOPTUPYEMOH JICKAPCTBEHHON IPOAYKLMN'

L] mukpoGuosiornueckoe TECTUPOBAHHME: CTEPUIBHOCTS R
[J MmukpoGuonornueckoe TECTUPOBAHUE: HECTEPUILHOCTE frE

[ xummyeckoe (¢usnueckoe) rectuposanue

Crpannua 5 u3 7




GMP-01807/21/ME

L] 6uonornyeckoe TectupoBanme

PO KLY ;

[J 2. Buimyckatonuit KonTpons (cepruduKalis cepnit) AMIOPTHPYEMOF

[ Crepunshas TPOAYKIHMS:

D IIPpOAYKLHS, IPUIOTOBIICHHAS aCEIITHYECKHM INYTEM

L] npoaykuus, noasepraroimascs GUHUIIHONA CTEpUIIN3ALHN

O] HectepmbHas NpoAyKLHs

| [ buonoruyeckas JiekapcTBeHHas NPOXYKLIHS:

L] npoaykThl KpoBH

L1 mMMyHoIOrHYeckas npoayKuus

[J npotyKThl Ha OCHOBE COMATHYECKHX KIETOK

[ renotepanesTryeckue NpoayKThi

L] npoJiyKTEl TKAHEBOH HHXKEHEPHUH

L] 6uoTexHoI0rHYecKas POLYKIIs )

[J npoayKThl, 3KCTparupoBaHHBIE U3 AKUBOTHBIX HCTOYHUKOB MU OpraHoB
(TkaHeit) yenoseka

U npoyas npoayxuus

U] 3. IIpoyas aesTeqbHOCTb 10 MMIIOPTY (BBO3Y):

L] nylouanka pU3HYECKOro MMNnopTa (BBO3a)

[J wumnopr npoMexyTOYHOTO TIPOAYKTA, NOJBEPIAOIErocs ajibHellIeH
obpaboTtke

L] npouee

Crpanuna 6 u3 7
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' Orpaﬂﬁqeﬁm WM TOSCHHTEIbHEIC 3aMCTKH, KACAIOIMECs 00NACTH TPUMEHEHNS
ceprudukara:

Hepeuenn ~ nekaperBennbix CPCACTB, B OTHOMWEHHH KOTOPOro I[POU3BOIAMIOCK
MHCTIEKTUPOBAHHUE:

Mexaynaponnoe
HETIATEHTOBAHHOE :
HAaMMEHOBAHUE HJIH : b 7
JlexapcTBennas dopma,
IPYNITMPOBOYHOE Py
N03UpOBKa (ecau
(XMMMYECKOE) HAMMEHOBAH e - Ty
NPUMEHHUMO)
JIEKapCTBEHHOI 0 s 5
npenapara/hapMalleBTHUECcKOi | 5
cyOcTaHuMn

TOTOBBIX JIEKAPCTBEHHBIX (hOpM, YTIaKOBKa I’lEpBH‘JHaﬂ
YMAKOBKAa BTOPHYHAS, KOHTPOJIb KAYeCTBA

Toprosoe
HauMEHOBaHUe

ITpousBocTRO

TPaHyIbI s
IIPUTOTOBJICHUS CYCIICH3UH

Lledanexcun Ledanexcnn P 4 R

AJ1s NpUEMa BHYTPb,
250mr/5mur

[edanexcun Ledanexcun

Kancyssl, 500Mr

0008177







