MUHUCTEPCTBO 3[[PABOOXPAHEHMUSI
POCCUICKOU ®EEPALIUA

PerucrpainmoHHoe y10CTOBEpeHHE

.~ nelgapc:memmro npenapa'ra I[J;gﬂ MEIHIHHCKOIro npmwenemm
JII-Ne(003048)-(PI’-RU) :

(HOMEp PErHcTPaUMOHHOTO YN0CTOBEPEHUS NIEKAPCTBEHHOTO NpenapaTa)

B RARGHN

- B COOTBECTCTBUHN C npaBH.ﬂaMH PETUCTPAUNK M IKCNEPTH3bI IEKAPCTBEHHbIX CpeacTs ans MCRHUVM
= NPHUMEHEHHA, HACTOAWEE PETHCTPALIHOHHOE YROCTOBEPEHHUEC BbIAAHO:

Hanmenopanne AepKaTens Canodu Buntpon Unaycrpus, Francéf
PErHCTPAUHOHHOIO YAOCTOBEPEHHS: Sanofi Winthrop Industrie, Dpanuma |

Alpec nepxaTens perucTpauHoOHHOro 82 avenue Raspail Gentilly 94250, France_
YAOCTOBEpeHHA: 82 asenio Pacnaii 94250 XKantuiin, ®paHuns G
- LFPLso ot

AN

Aarta perncrpaunu: : 22.08.2023

Jlata ucredeHus cpoka aeicTBuA -
PErucTpalMOHHOIO YAOCTOBEPEHHS:

Hata noaTBep:KAEHHS] perucTpaunu
(nepeperucrpauun);

~/laTa BHeceHUN H3IMeHeHHii 29.12.2023
(nepeoopmaeHHsn) B perucTpauHoHHoe
yAocToBEpeHHe:

Jata perncrpauun B pedepeHTHOM 22.08.2023
-FoCyaapcTBe:
¥ MOATBEPHIAET, YTO JIeKapCTBEHHbIH NPENapar 3aperuCTPUPOBAH U pa3pelled K MEAULIHHCKOMY npumeHeH 4
Ha TeppUTOpHH: :

Poccuiickoi denepaunn

(rocynapctBo — une Epazuiickoro 3K0HOMHUECKOFO cO103a)

Hﬂmopmau»m 0 3apEruCTPUPOBAHHOM JIEKaPCTBEHHOM Mpernapare

Topronoe HauMEHOBaAHHeE JIEKAPCTBEHHOT0 HAenaknu® Xpouocdepa
npenapaTta:

MexayHapoaHoe HeNnaTeHTOBAHHOE Banbnpoesas kucnora
- naumenosaune (MHH), nau o6inenpunsitoe
(rpy NHPOBOYHOE) HAMMEHOBaHNE, HIIH
4eCKOEe HAaUMEHOBAHHE AKTHBHOM
cpapmaueamqeckou cyGeTaHiuu
_(npn OTG)’I‘CTBHH MHH):

' ﬂekapcmeﬂﬂaﬂ dopma: TPaHYJibl C APOJOHTHPOBAHHLIM Bbrcao6o>l<neﬂue '

JosupoBka(-u): 100 mr, 250 mr, 500 mr, 750 mr, 1000 mr

®opma(-bI) BbINyCKA: rpaHyJibl C MPOJOHFHPOBAHHBIM BblCBO60)K[I€HHeM =
100 mr, 250 mr, 500 mr, 750 Mr, 1000 Mr: (nakeTni) ==
] ! 3 100/250/500/750/1000 mr x 30/50 (nauka KapTOHHa 1 |
"CocTaB J1eKaPCTBEHHOr0 NPeNapara: Babnpoat HaTphs =
3 66.66/166.76/333.30/500.06/666.60 mr, Banbnpoesasg
xucnota 29.03/72.61/145.14/217.75/290.27 mr (Bcer_
B MEPECUETE HA BANbMNPOAT HATPUS '
100/250/500/750/1000 mr), 59 6 36
BCnoMOraTe/lbHble BElECTBa (napa HH TBep)J.blH

TNV Ry




Crpanuua 2 perucTpauuonHoro yaocrosepenna No HI1-Ne(003048)-(P[-RU)

l—M ! Cpok rdﬁﬂocTu: : : ] i ; 2rona J

HHdopmaums o nponssoanTene nekapcTaeHHoro npenapara (Ha3BaHUs ¥ aapeca MPOM3BOACTBEHHbIX naowanoxk,
YHacTByIOLUX B MpOUECCE NPOM3BOACTBA JIEKAPCTBEHHOTO NpenapaTa)

[ Ne Craaus npoussoactsa | Hazsanue opraHu3auuu Alpec NPOH3BOACTBEHHON MIOWAAKH
(Bce yyacTHHKH
NPOU3IBOACTBEHHOTO
npouecca) \ :
1 I1pousBoacTBO roToBoi Canodu Buntpon Uuayctpus, 196 rue du Marechal Juin, 45200
AiekapcTBeHHOM dopmbt | Dpanuus / Sanofi Winthrop Amilly, France/ 196 pio a0 Mapeutans
B > _ Industrie, France ) _ Ky3H, 45200 Amuitu, Dpanuus
2 | Tepsuunas ynakoska CaHogu Buntpon Uunyctpus. | 196 rue du Marechal Juin, 45200
®panums / Sanofi Winthrop Amilly, France/ 196 pto nio Mapeuaj,
2 Industrie, France _ Wysn, 45200 AAL% DpaHuus
3 | Bropuunas ynakoska Canodu Buntpon Unayctpus, 196 rue du Marechal Juin, 45200
Dpanuus / Sanofi Winthrop Amilly, France/ 196 pto a0 Mapewans
Industrie, France XKysH, 45200 Amuiin, Dpanuns
4 | Boinyckawowuti Canodu Buntpon Unayctpus, 196 rue du Massthal Juin, 45200
KOHTPOJb KayecTsa Dpanumsa / Sanofi Winthrop AW6 pio mo Mapewans
(=== _ Industrie, France M Ay, ¢ 0 Amnitn, ®panuus. i
2 #
-
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