A AR AR A AR AR A ANARARAARAAARAARAAANANA,

MHHHUCTEPCTBO 3IPABOOXPAHEHUA
POCCHUUCKONU ®EAEPAILINU

Perncrpannonnoe yiocroBepenne

ACKAPCTBEHHOI'O Npemapara L MeIHNNHCKOT0 HpuMcHEeHUH
JITI-Ne(005194)-(PT-RU)

(HOMEp PeruCTPALMOHHOrO YIOCTOBEPEHHS NEKAPCTBEHHOTO npenapara)

B cootsetcTeay ¢ [TpaBunaMy perucTpaiiu 1 SKCIEPTH3bI TEKAPCTBEHHBIX CPEACTB I MEIULIHHCKO! g
TPUMEHEHN, HACTOALIEE PErUCTPALIMOHHOE YAOCTOBEPEHHE BBIIAHO: i

HaumenoBauue epxaress OTKpBITOE aKUMOHEPHOE OOIIECTBO "d)apMCTaHzlap@-
PErHCTPALMOHHOTO YI0CTOBEPEHHS: Yumc cuit BuTamunHbii 3aB0a" (OAO
"®apmcranaap1-YpaBUTA"), Poccuiickas Deniep:
Allpec aepxaTelisi perucTPauHOHHOIO 450077, Pecrybnuka bamkoprocran,
YAOCTOBEpPEHMS: r. Yoa, yn. Xynaiibepauna, 1. 28

Jara perucrpauun: 15.04.2024

JaTa ucredeHust cpoka aAeicTBHS =
PErHCTPAllHOHHOIO YA0CTOBEPEHHUS:

JlaTa noaTBepKIeHHUSI pErHCTPaluH
(nepeperucrpauuu):

JlaTa BHeceHHs1 H3MEHeHMit
(niepeoopmieHHsI) B perucTpanuoHHoe
YAOCTOBEpEeHHE:

Hata perncrpaunn B pedepenTHoM 15.04.2024
rocyaapcrse:

4 NOATBEPIKAACT, YTO JICKAPCTBEHHBIA MPENApaT 3aperuCTPUPOBAH 1 Pa3pelleH K MeIHIMHCKOMY npmeue
Ha TePPUTOPHU: :

Poccuiickoit ®enepauyn

(rocymapcTBo — unen EBpasuiickoro 5KOHOMEMECKOro coro3a)

MHdopmatms 0 3aperncTpupoBaHHOM JIeKaPCTEEHHOM MpenapaTe

5
Toprosoe HanMeHOBaHHE JIEKAPCTBEHHOTO Pacran

npenapara:

SISNEN

MexayHapoaHoe HenaTeHTOBaHHOE Comatponun
Haumenosanne (MHH), nin o6uenpunstoe
(rpynnupoBOYHOE) HAUMEHOBaAHHE, HIIH
XHMHY€CKOe HANMEHOBaHHE AKTHBHOM
(apmaneBTHYECKOI CyGCTAHIHH

(npu orcyrcrBuu MHH):

&

RV RY SRS

JIeKapc'rBeHHaﬂ (l)opma: PacTBOp MJisA NOAKOKHOIO BBEACHHUS
Ho3upoBka(-u): 5 mr/mi (15 ME/mn)

®opma(-bi) BHILYCKa: PacTBOP 1JIs MONKOKHOTO BBEAESHUS, 5 MI/MIT

(15 ME/m1) (kapTpumk) 3 mn x 1/5 (mauka lcap'rom)
pacTBOp i MOAKOXKHOTO  BBENEHHA, 5

(15 ME/mn) (kapTpHmK + mnpuu—pﬁk I8
Buomatukilen®2) 3 ma x 1/5 (mauka xkapronHas) -
CocTaB /1eKapCTBEHHOTO Npenapara: comatponut 1.0 M1 [B TOM umcie: comaTpornuH 5.0

(15 ME), BcrioMorarebHeie Belie fg us
XJIOpU ]I, nonucop6aT 20, HanmI 19:5;)% %
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Crpanuua 2 peructpauronHoro yaocroseperus No JII-Ne(005194)-(PI'-RU)

14 | Cpok rogHoCTH:

2 roaa

I/IH(i)OpMaL[Id}I O IMPOU3BOAUTEIIC JICKAPCTBECHHOI'O Iperapara (Ha3BaHI/Iﬂ Y agpeca Npou3BOACTBEHHBIX IUTOUIAI0K,

YYACTBYIOIIHX B MPOLIECCE TPOU3BOCTBA JICKAPCTBEHHOrO Mpernapara)

Ne | Cragust npon3BOACTBA
(BCe YYaCTHHKH
NMPOH3BOJCTBEHHOI'0

npouecca)

Ha3spaHue opranuzaunu

AQpec NpoH3BOACTBEHHOM MIOMAAKH

1 [Ipou3BoACTBO rOTOBOM
JIeKapCTBEHHOM (HOpPMBI

OTKpbITOE aKIMOHEPHOE
obuiecto "dapMcTaHaapT-

Y dumckuit BuTaMuHHBIN 3aBOA"
(OAO "®apmcTaHIapT-
Y$aBUTA"), Poccuiickas
Oenepanus

P:cny6nuka bamkoproctay, r. Ya,
y.1. XynaiibepauHa, 1. 28

2 IlepBuuHas ynakoBka

OTKpBITOE aKLMOHEPHOE
obuectso "dapMcTaHIAPT-
Vumckuii BATaMMHHbIH 3aBOT"
(OAOQ "®apmcTaHaapT-
YpaBUTA"), Poccuiickas
Denepanys

Pecny6nuka bamkoprocras, r. Ya,
yi1. XynaibGepauna, 1. 28

3 BropuuHas ynakoBka

OTKpbITOE aKIHOHEPHOE
o6ectBo "dapMcraHaapT-
Vbumckuii BUTaMUHHBIHN 3aBoa”
(OAO "®dapmcranaapT-
Y$aBUTA"), Poccuiickas
ODepepauus

P:cny6anka bamwkoprocras, r. Yoa,
y.1. XynaibepauHa, 1. 28

4 | Brimyckaromuii
KOHTpOJIb KadecTBa

OTKpbITOE aKLHOHEPHOE
obuecTso "dapMcraHaapT-
Vdumckuit BUTaMUHHbBIH 3aBOT"
(OAO "®dapmcranaapT-
Y$aBUTA"), Poccuiickas
Denepanus

Pzcny6iuka bamkoprocran, r. Yia,
y.1. Xynaiibepauna, 1. 28

3amectuTeab MuHuCTpa

- (momnuck)

C.B. I'1arojes




