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MUHHUCTEPCTBO 3IPABOOXPAHEHHA
POCCHUINCKOHN ®ENEPALIVN

PerucTpauuontoe y10cToBepeHue

- JIeKAPCTBEHHOTO Npenapara At MeIHHHHCKOro IIpAMeHeH sl
JITI-Ne(000323)-(PI"-RU)

(Homep PETAUCTPALHOHHOIO YAOCTOBEPEHHUA JIEKAPCTBEHHOTO npenapa‘ra)

B cootBeTcTBHM ¢ [IpaBUIaMH PErUCTPALIMK U FKCTIEPTH3bI JIEKAPCTBEHHBIX CPeAcTB Ans Mem-u.lHHclco E’
NPHMEHEHHS, HACTOSIICE PETHCTPALIHOHHOE YIOCTOBEPEHHE BbIIAHO:

HanmeHoBaHue AepkaTe s Canodu Buntpon Unnyctpus, dpatuus /San STl
PerHCTPAalHOHHOIO YAOCTOBEPEHMS: Winthrop Industrie, France :

Afipec aepxaTesisi perHcTPallHOHHONO 82 asewmo Pacnait 94250 )Kaﬂnmu Dpanuus / §2 axe!
YAOCTOBepeHHsI: 2 Raspail 94250 Gentilly, France

Jdata perucrpauun: 27.07.2021

|MaTa nereuenus cpoka aedcTeus 27.07.2026
perscTpauHoOHHOro yA0CTOBEPEHHUS:

JlaTa noaTBepKAeHHSA perucTpauHn
|(nepeperucrpaunun):

JaTa BHeCeHHsI H3MeHeHHiA 08.08.2023
(mepeodopMieHHSA) B pErHcTPalHOHHOE
yAOCTOBEpEHHE:

JlaTa perucrpaunu B peepeHTHOM 27.07.2021
|rocyaapeTse:

M TIOATBEPXKAAET, YTO JEKAPCTBEHHBII MpenapaT 3aperUCTPHPOBAH M pa3pelleH K MEAULMHCKOMY nplmel-xe :
Ha TEPPHTOPHH;

Poccuiickoit denepauun

(rocyaapctBo — 4neH EBpasniickoro 3x0HOMHYECKOr0 COH03a)

WHpopMals 0 3aperucTpupOBaHHOM JieKapcTBEHHOM MNpernapare

'l‘oprosoe HANMEHOBaHMUE JIEKaPCTBEHHOTO Conuxsa ConoCrap®
npenapara:

MexayHapoaHoe HenaTeHTOBaHHOE Uucynun rnaprav+JInkcuceHaTna;
HaumeHoBanue (MHH), unn o6menpunatoe =
(rpynnuMpoBoYHOE) HAHMEHOBAHHE, HIIH
XHMHYecKoe HAHMEHOBAHHE AKTHBHO
¢apmaueBTHYeCKOil cyGcTaHLInK

{(npu otcyrctBnn MHH):

JlekapcrBenHas popma: pacTBOp AR HOAKOKHOTO BBEACHHA

Ho3unpoBka(-n): . 100 El/mn+33 MKT/MJ,
100 E/mn+50 Mxr/mn

®opma(-b1) BBINMYCKa: pacTBOp 414 NOAKOXKHOTO BBEACHUA, =
100 EIl/mMn+33 mxr/min, 100 E/mn+50 MKI‘/MJI :
(XapTpUILK B LUMPHL-PYYKE ConoC'rap®) 3 M x_3 .
(navxa kapToHHas) £
Vnakoska "uH Gank":

PAcTBOP IS MOJKOXKHOTO BBEACHHS,

100 Ell/mMn+33 mxr/mn, 100 EI/MB30 884

(xaprpumx B wrnpuu-pyuke ConoCrap®) 3 m
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CTpanuLa 2 PErHCTPaLHOHHOIO YAOCTOBEpEeHHs Ne JILI-Ne(UUU3 L3 )KL -KU)

, iTKapTOHHaﬂ)

! {pacTBOp /1A NOAKOXHOTO BBEACHHS,

I ‘ 100 EJl/mn+33 mxr/mn, 100 EJ/mn+50 mMkr/mn

1| ’ (xapTpuak) 3 Ma x 400 — 450 (kaccera MIaCTHKOBAA)
| I cocrasnstoume yacTi wnprn-pyukn ConoCrap®

i (nepxatenb KapTpUIKa M1IaCTMACCOBbIH €

| konnaukoM/zo3upyloLIMit MeXxaHH3M) X 192 (1oTOK
TUTaCTHKOBbI#)

|- 13 | CocTaB jlekapcTBEHHOro npenapara: WHCY/MH raprud 3,6378/3,6378 mr [100/100 EZl],

! nukcucenatua 33/50 MKr, BCIOMOTaTe)IbHbIE BELECTBA
(rmuuepos (85%), MeTHOHHH (L-MeTHOHMH), METaKpeE3oN
| (M-kpe30st), LIMHKA XJIOPU, XIIOPHCTOBOAOPOAHAA
KMCJIOTA, HAaTpUs TUAPOKCHA, BOA JUI MHBEKLMHA)

{ 14 |CpoK roaHocTH: _ 3 roma
= > WAL

HHQ)OpMN.[Hﬂ O NMPOM3IBOANTEIIC JIEKapCTBEHHOIO MpenapaTta (HaSBaHHﬂ U afpeca [MpOU3BOICTBEHHBIX TI0AA0K,
Y4YacTBYIOWKX B Npouecce MpOH3BOACTBA JIEKaPCTBEHHOIO npenapaTa)

Ne | Ctagnsi npousBoacTea | Hassanue opraHu3aliu Anpec npOH3BOACTBEHHOMN IIOWAAKH
(BCE YJaCTHHKH
[IPOH3BOACTBEHHOI 0
npoiecca)
1 |Ipouseoncteo rotosoit | CaHotbu-ABEHTHC Jo#tunana 'm6X, | Bpronusrcrpacce 50, H600, H500, H590,
nexapcTBeHHol dopMbi | Fepmanus / Sanofi-Aventis 65926 ®©paukdypt-Ha-Maiine, I'epManus
Deutschland GmbH, Germany / Brueningstrasse 50, H600, H500, H590,

65926 Frankfurt am Main, Germany

2 |TlepBuuHas ynakoBKa Canodu-Asentuc Hoitunann I'M6X, | Bpronuurctpacce 50, H600, H500, H590,
Tepmanus / Sanofi-Aventis 65926 ®paukdypT-Ha-Mafine, 'epmManus
Deutschland GmbH, Germany / Brueningstrasse 50, H600, H500, H590,
65926 Frankfurt am Main, Germany

3 | BropuuHas ynakoska Canodu-Asentuc Hoitunann I'M6X, | Bpionunrctpacee 50, H600, H500, H590,

I'epmanus / Sanofi-Aventis 65926 ®pankdypr-Ha-Maiine, lepmanns
Deutschiand GmbH, Germany / Brueningstrasse 50, H600, H500, H590,
65926 Frankfurt am Main, Germany
4 | BropuuHaa ynakoska AxunonepHoe obwectso "CaHodu |302516, Opnosckas o6n., M.o.
Bocrok", Poccus Opnosckui, yn. JlueHckas, A. 1
5 | Beimyckatouui Canodu-Agentuc Noitunana I'M6X, | Bpronuurctpacce 50, H600, H500, H590,
KOHTpOJIb KaHECTBA Tepmanus / Sanofi-Aventis 65926 ®pankypr-Ha-Maiine, lepManns
Deutschland GmbH, Germany / Brueningstrasse 50, H600, H500, H590,
65926 Frankfurt am Main, Germany
6 | Boimyckatomuii AxuvonepHoe o6uectso "Cauoadui_ | 302516, Opnosckas 061., M.0.
KOHTPONb KauecTBa Bocrok", Poccusd O'p._qoacxuﬁ, yn. JluBenckad, A. 1

3amecTureans MuHHCTpA A.H. TLnyTHHIKHH




