EBPASHHCKHI SKOHOMWYECKHI €003

Peruci PAUHOHHOC
I

YA0CTOBEPEHHE

0 npenapgra dag MEHIHEKOTO IpUMEeReH s

(HOMEp PEeruCTPaLOHHOIO YA0CTOBEPCHHUS NEKAPCTBEHHOTO Mpenapara) /
B cootserctBum ¢ [Ipasunamu perncTpariy i 3KCIEPTH3bI JIEKAPCTBEHHBIX CPEACTB UL MEANLHHCKOTO
NPUMEHCHHUS], HACTOSLICE PETUCTPALMOHHOE YOCTOBEPEHHUE BhIIAHO!
1 | HaumenoBaHue AepkaTens AKUMOHEPHOE 0011ecTBO "MeIHKO-OMONOTHIECKHH )
PEerncTPalHOHHOIO YI0CTOBEPeHH: HayJHO-IIPOH3BOACTBEHHbIH KoMteke "[luTomen”
(AO "MEHIIK "[lutomen"), Poccus
2 | Ampec liepKaTenIsi perHcTpALMOHHOLO 194356, r. Canxr-Iletep6ypr, OpsoBo-JleHHCOBCKHI
YAOCTOBEpEeHHS: MPOCHEKT, A. 14, cTpoenue |
3 | Hara perucrpanuu: 11.01.2024 \
4 | Mara ncredenns CpoKa aeiicTBUsA 11.01.2029 =
PEerucTPalMOHHOI0 YI0CTOBEPEeHH:
5 | lata MOATBEPKACHUS] perucTpauHu g
(mepeperucrpamum):
6 HJaTta BHeceHUs M3MeHeHHI -
(repeoopM/IeHNs) B perucTPpallHOHHOE
yIOCTOBEpeHHUE: s
7 11.01.2024

JaTa perucrpaunun B pepepeHTHOM
rocyiapcrae:

H NIOATBEPIKAACT, UTO HCKapCTBCHHbH\;I npenapat 3aperuCTpUpOBaH M paspelICH K MEAULIMHCKOMY NPHUMEHCHH IO

Ha TEPPHTOPHH:

Poccuiickoit denepatnn

(rocynapctBo — wieH Espas

MICKOIr0 5KOHOMUYECKOTO COH3a)

Hudopmanus o 3aperucTpUpOBaHHOM JIEKapPCTBEHHOM IIpernapare 25
8 | Toprosoe HanmeHoBaHMe JTeKAPCTBEHHOTO IpoctaTnien®
npemnapara:
9 | MexknyHapoaHoe HenaTeHTOBAHHOE IIpoctatel SKCTpaKT
nauMmenopanue (MHH), wiu obmenpunsaroe
(TpynnupoBoYHOE) HAMMEHOBAHHE, UJIH
XHMHYeCKoe HAUMEeHOBAHHE AKTHBHOIA
(apManeBTUYeCKOH cyOcTaHUMH
(npu orcyrerBuu MHH):
10 JlekapcTrenHas dopma: PacTBOP AJIS1 BHYTPUMBIILIEYHOIO BBEICHHUS
11 | Mosuposka(-n): Swmr/1.5 mn
12 | ®opma(-b1) BEIIYCKA: PacTBOP AJIsI BHYTPUMBIIIEUHOTO BBEJECHU,
5 mr/1.5 mu (ammyna) 1.5 v x 5/10 (mauka
KapTOHHas)
13 | CocraB nekapcTBeHHOTro mpenapara: npoctatsl 3kcTpakT ([Ipoctarunen®) (B nepecuere Ha
BOJOPACTBOPUMBIC MENTUABI) 5 MI, BCIIOMOIaTeIbHbIE
BCILIECTBA (BOAA ISl MHBbEKILMIA)
14 2 roxa

CpoK roaHocTHu:

kvl



CtpaHnua 2 perucTpanoHHOro YA0CTOBEPEHIs No JIII-Ne(004254)-(PT-RU)

HMndopmanus o npou3BoauTeNE NeKapCTBEHHOTO npenapara (Ha3BaHHUS U afpeca NPOU3BOACTBEHHBIX MIOMAIOK,
YYaCTBYIOLIMX B MPOLECCE MPOM3BOACTBA JEKAPCTBEHHOTO MpEnapaTa)

Ne | Cranus nponseoacrea | Haspanue opranusanun Anpec NpoN3BOACTBEHHON MJI0INATKH
(BCe y4acTHHKH
NPOU3BOICTBEHHOT0
npouecca)

1 IIpousBoacTso rorosoii | OBLIECTBO ¢ OrpaHUYCHHOMN Tsepckas 061, 1.0. Beimuesononkmii,
JIEKApCTBEHHON (OPMBI | OTBETCTBEHHOCTHIO 1. 3eneHoropckuit, yn. Coserckas, 1. 6a

"KOMITAHHA "IEKO"
(OO0 "KOMITAHH A
"JEKQO"), Poccus

2 IlepBuynas ynakoska OO11ecTBO ¢ OrpaHHYEHHOM Teepckas o6, r.0. BeineBonouxu,
OTBETCTBEHHOCTHIO 1. 3eneHoropckui, yn. Coserckas, 1. 6a
"KOMITAHHUS "JEKO"
(OO0 "KOMITAHIMA
"HEKQO"), Poccus

BTopuunas ynakoska O6111ecTBO ¢ OrpaHUUCHHOH Tsepckas o6, r.0. BpILIHEBOTOUKHH,
OTBETCTBCHHOCTBIO 1. 3enenoropckuit, yn. Coserckas, 1. 6a
"KOMITAHM "JEKO"
(OO0 "KOMITAHU
"IIEKO"), Poccus

9

4 | Bemmyckaromuii O6miecTBO ¢ OrpaHHYCHHOIT Teepckas 061, r.0. BeimneBomonkmii,
KOHTPOJIb KauecTBa OTBETCTBEHHOCTBIO 0. 3eaeHOoropckui, yia. Coerckas, 1. 6a
"KOMITAHIS "JJEKO"
(000 "KOMITAHU
"JIEKO"), Poccus

IlepBbIii 3aMecTHTEIbL € e B.C. ®ucenko

MunucTpa == \
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