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MHUHUCTEPCTBO 3/{PABOOXPAHEHUA
POCCUIICKOI ®EEPALIN

Perucrpauuonnoe yiocrosepenue

- JIeKAPCTBEHHOIO NIPenapara A MeIHINHCKOT0 ﬂpﬂMEHEHHﬂ
' JII-Ne(001332)-(PI-RU)

(HOMEp PerncTpPaUHOHHOr0 YA0CTOBEPEHHS JIEKAPCTBEHHOTO npenapa'ra)

- B cooTBeTCTBHI C [paBusaMu PerueTpaLin 1 IKCNEpTH3bI NIEKAPCTBEHHbIX CPEICTB LI Me
MPUMEHEHHS, HACTOAILEE PErNCTPALIMOHHOE YAOCTOBEPEHHE BbIAAHO:

- Haumenosanue aepxares
© PEruCTPAUHOHHOIO YA0CTOBEPEHHSE:

~Allpec aepKRaTestsi PerncTPauHoOHHOTO
YAOCTOBEPEHHN:

) ; _';l_a___Ta- perucrpanmm: : 25.10.2022

JlaTa ucreyeHus cpoka jeiicraus 25.10.2027
PETHCTPAUHOHHOIO Y0CTOBEPEHHS: :

JlaTa noATBePKACHHS PErHCTPALHH
{epeperncrpanKs): e

~JlaTa BHeceHMs H3IMEHEeHHUIH 06.09.2023
(nepeoopmiieHusi) B perucTpauMoHHoOe
ylocToBepenne:

g Mata perucrpaunu B pedepenrom 25.10.2022
‘rocyaa p(:TBe'

Ha Teppnmpm
Poccuiickoit Geaepaunn

(rocynapctBo — wieH EBpazniickoro 3JKOHOMHUYECKOTO cOl03a)

HMudopmaums o 3aperucTpupoBaHHOM €KapCTBEHHOM Npenapare

8 ToproBoe HAMMEHOBAHME TEKAPCTBEHHOID | Boucnpu®
npenapara: ’

9 MexaynapoaHoe HenaTeHTOBAHHOE Odarymymad
 nanmenosanue (MHH), nan o6menpunstoe
(rpYNIUpOBOYHOE) HAUMCEHOBAHNE, HIIH
 XHMHYECKOE HAUMEHOBAHHE AKTHBHOI
‘papMaueBTHIECKOl CyOCTan LM
(npu. orTeyTcTBHA MHH)

10 Jlekapersennas dopma: PacTBOP U1 IOAKOKHOIO BBEACHHS

”'l_l Ilo3_np03x_h(-u): A DR 20 mr

12 ®opma(-bI) BbINyCKa: PacTBOP /1% NIOJAKOKHOTO BBEACHHS. 20 MT
- (rpeBapUTENLHO 3aN0HEHHbIH mnpuu) 0. 4 M
(na4ka kapToHHas)

13 Cocrae JIEKaPCTBEHHOTO Npenapara:

Ha’l‘pl-lﬂ aue'rara TpHI'HIlpaT (ua’rplg mza\gru
Hanns XJI0pHUA, nonucopﬁa"r 80, aunarpus sne1z
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Crpanuua 2 perucrpauuontoro yaocrosepenus No JIH-Ne(001332)-(PL-RU)

i LB et R

i4 ;CpOK FOHOCTH:

“HQ}OPM&LI.H?I O NpOH3BOANTENE IEKAPCTBEHHOIO Mpernapara {Ha3BBHHﬁ n aapeca npoM3BoOACTBEHHBIX MLIOAN0K,

YUacTBYIOUINX B MPOLIECCE MPON3BO/CTRA JIEKAPCTBEHHOrO Npenapara)

Ne | Cragus npousBoacTea
(BCE YHYACTHHKH
MPOH3BOACTBEHHOIO
npotecca)

Hassanme opranusauun

Anpec NpoM3BOACTBEHHOH NIOLIAIKH

1| [Ipou3eoacTBO FOTOROI
JiekapcTBeHHOI hopmbl

Hogaptuc ®apwma Ilteiin AT/
Novartis Pharma Stein AG

Lapdxaysepirpacce, 4332 Hlreiin,
Iseinapus / Schaffhauserstrasse, 4332
Stein, Switzerland |

2 |IlepBuyHas ynakoska

Hosaprue ®apma [reiin A"/
Novartis Pharma Stein AG

Lladdxaysepiitpacce, 4332 [lreiin,

[seiiuapus | Schaffhauserstrasse, 4332 |

Stein, Switzerland

BTD].') H4Had YNaxkoBKa

L

Horaptuc ®apma lreiin Al /
Novartis Pharma Stein AG

laddxaysepuitpacce, 4332 e,
Llseiiuapus / Schaffhauserstrasse, 4332
Stein, Switzerland

4 | Beinyckatouiui
KOHTPONb Ka4yecTsa

Hogaprtuc ®apwma Ilteiin AT/
Novartis Pharma Stein AG

Lladpxaysepuitpacce, 4332 LHreitn,
LlIsetinapus / Schaffhauserstrasse, 4332
Stein, Switzerland

3amecturens Munncrpa

C.B. I'naro.ies
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