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MUHUCTEPCTBO 3[[PABOOXPAHEHMUSI
POCCUIACKOI GEJEPALIAN

PeructTpannoHHoe yi0CcTOBEpEHUE

ﬂeKaECTBeHHOFO npenapwxom le/gMeHeHl/lﬂ |

(HOMep PErucTPaOHHOr0 YJOCTOBEPEHHUS JIEKAPCTBEHHOTO npenapa'ra)

B COOTBCTCTBHPI C HpaBPIJIaMPI PETUCTPALNHU W IKCNIEPTHU3BI JIEKAPCTBCHHBIX CPEACTB JJIst MCJIHI.IPIHCK
TNIPUMCHEHH, HACTOALLEE PETUCTPALIMOHHOE ynocrosepemfe BBIAAHO::

| HauMeHOBaHUe NepKaTelist
| permcTpanMOHHOIO YI0CTOBEPEHUS

Canodu Bunrpon Nunycrpus /
Sanofi Winthrop Industrie

Anpec aepikaTesisi PerHCTPANUOHHOIO
YAOCTOBepeHMs::

82 avenue Raspail 94250 Gentilly, Ffaan i

JaTa perucrpaumu:

82 aewto Pacnaii 94250 Kautuitn, Dpauiys Z
= L
02.06.2023 ‘

Jata ucredeHus Cpoka aeiicrBus
PerucTpaHoOHHOr0 YI0CTOBEPEHHUN:

JaTa noATBepKACHHUA PerucTpaluu
(mepeperncrpauun):

7‘/‘1/"~

JlaTa BHeCeHUS U3MEHEHH I
(nepeoopMIeHUs) B PerHCTPALHOHHOE
YAOCTOBepeHue:

26.12.2023

JaTa perucrpauuu B pedepeHTHOM
rocyaapcTBe:

02.06.2023

¥ IOATBEPIKIAET, YTO JIEKAPCTBEHHBIH NpEenapaT 3aperuCTPHPOBaH U Pa3pelleH K MEAUIIUHCKOMY MPUMEHE

Ha TEPPUTOPUH:

Poccuiickoii Deneparu

(rocynapcteo — uneH EBpasuiickoro 3K0OHOMHUYECKOTO CO3a)

Mudopmanus 0 3aperucTpupoBaHHOM JIEKAPCTBEHHOM MpenapaTe

ToproBoe HallMeHOBaHHe JIEKAPCTBEHHOTO
npenapara:

Coanau®

MexayHapoaHOe HENATEHTOBAHHOE
Haumenosanne (MHH), niau o61menpunsaroe
(rpynnupoBoOYHOE) HANMEHOBAHME, HIIH
XHMHYECKOe HANMEHOBaHHe AKTUBHOM
tapmaneBTHYecKOl cyOcTaHUUU

(npu orcyrerBuM MHH):

AMucymsnpun

JlekapcTBeHHas ¢gopMa:

TabIeTKH

Jlosuposka(-n):

100 Mr, 200 mMr

®opma(-bI) BHITYCKA:

Kap'ronnax)

CocraB JEKAPCTBEHHOI0 nmpenmapara:

amucynsnpug 100.0/200.0 Mr, BCOMOraTeNbHEE
BellecTBa (kapOOKCHMETHIIKpaXMall HaTpus [HaTp)
aMUIONEKTHHA IMMKONAT] [Tui A], 1aKTo3bl

MOHOTHIPAT, LEJUTI0N03a MUKPOKPHCTAIUYECKAS; -
THIPOMEIIO3a, MarHus cTeapar) =

Cpok rogHocTH:




Crpanuna 2 perucrpauuoHsoro yaocropepenus Ne JIII-Ne(002467)-(PI'-RU)

Mudopmanus o mpor3BoAHTeNE JISKapCTBEHHOrO NpenapaTa (Ha3BaHus U aJipeca IPOU3BOACTBEHHBIX IJIOUIAMIOK,
Y4JacTBYIOILMX B [IPOLIECCE IPOU3BOACTBA JIEKAPCTBEHHOIO Ipenapara)

Ne | Cragus npousBoacrsa | HaspaHue opraHuszanuu Ajpec Npou3BOACTBEHHOI MJIOIIAAKH
(BCe yYacTHUKH
MPOU3BOACTBEHHOTO
npouecca)
1 | IlpoussoactBo rotoBoii | Hdendapm drxon, Opanums / 6, boulevard de I’Europe 21800
aexapcTBeHHOM dopMmel | Delpharm Dijon, France Quetigny, France/ 6 GynsBap e i1’IOpor,
21800 Ketunnu, @panuys
2 | IlepBuuHas ymakoBka Hendapm Huxon, Opanumns / 6, boulevard de I’Europe 21800
Delpharm Dijon, France Quetigny, France/ 6 6ynsBap ae i1’IOpor,
21800 Ketunsu, @pannus
3 | Bropnunas ynaxoBka Hendapm droxoH, Opanuus / 6, boulevard de I’Europe 21800
Delpharm Dijon, France Quetigny, France/ 6 6ynsBap ae ix’IOpor,
21800 Ketunpu, OpaHrus
4 | Bmimyckaromuin Hendapm Qwxon, @panus / 6, boulevard de I’Europe 21800
KOHTpOJIb KayecTBa Delpharm Dijon, France Quetigny, France/ 6 6ynbBap ae i1’ HOpor,
'Ke;qubu, Dpanuus

3amecTuTen> MuHHCTPa
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