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MHHHUCTEPCTBO 3/IPABOOXPAHEHU
POCCHUUCKOU OEJAEPALINU

Perncrpanuonnoe yrocroBepenne :
ﬂeKapCTBeHHOFO Ipenapara [1jisi MeIHIUHCKOTO npnMeHeHnﬂ?
X II-N"(001314) (PI’-RU)

(Homep PErHCTPALMOHHOrO YIOCTOBEPEHHS JIEKAPCTBEHHOTO npenapa'ra)

Anpec ‘nepma'renﬂ perucTpanHoHHOro
ynoc'ronepenmr

| lata perucrpanum: 17.10.2022

JlaTa HCTedeHHs: CPOKA AeliCTBHS 17.10.2027
PeruCTPAUMOHHOIO yI0CTOBEPEHHSI:

JlaTa moATBePKAeHHs perncTpaLuu
(mepeperucrpauum):

‘| [laTa BHeCeHUs! H3MeHeHH i
(nepeoopmJieHHsT) B perHCTPAaLlHOHHOE
YAOCTOBEpEHHE:

Jarta perucrpauuu B pecpepem‘ndm 17.10.2022
roéynapcme- ’

Poccuiickoii @enepanyn

(rocynapctBo — uieH EBpa3uiickoro 95KoHOMHYECKOro com3a)

Hudopmanus o IAPOTUCTPAPORAKHOM JeKAPCTBEHHOM npenapaTe

= Toproaoe HAHMEHOBAHHE JIEKAPCTBEHHOTO : 3chpum‘®
: npenapaTa.

Memynapo;moe HeMaTeHTOBaHHOE CanannsymaG
HaumenoBanue (MHH), niu o6uenpunsToe
‘ (rpynnnponoqnoe) HauMeHOBaHHUe, HJIH

i xmmqec;coe HauMeHoBaHHe amnanoﬁ

(mpn urcyrcrnuu MHH):

| JlekapeTBennast opma:

I[osup(’iiixa(;ﬁ):

®opma(-bl) BbIMyCKa:

COCTaB JICKApCTBEHHOI 0 Ipenapara:

nonoxcamep 188, Bona mis Hm:exuml)
CpOK roaHoCTH: 2rona 044276
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Crpanuua 2 peructpaioHHoro ypocrosepenus Ne JII1-Ne(001314)-(P1-RU)

VIH(opMalus 0 NPOU3BOANTEE JIKapCTBEHHOTO Mpenapara (Ha3BaHus U afpeca MPOU3BOACTBEHHBIX MUIOMANOK,
Y4aCTBYIOIIUX B TIPOLECCE NPOM3BOJCTBA JIEKAPCTBEHHOTO Ipenapara)

Ne | Cragus npousBoiacTBa |HasBanue opraHuzanuu Aapec NpoN3BOACTBEHHOM MIOLIAAKH
(Bce yYaCTHHKHU
NPOM3BOJCTBEHHOI O
npouecca)
1 |IIpoussonctso rotosoit | Yyrait ®apma Manydekrypunr Ko. |16-3, Knitoxapa Kornoganyu, ropon
nekapcTBeHHON Qopmbl - | JITa., Anonus/Chugai Pharma Vuyromusi, Tounrn, 321-3231,
Manufacturing Co. Ltd, Japan SAnonua/16-3, Kiyohara Kogyodanchi,
Utsunomiya City, Tochigi, 321-3231,
Japan
2 - |IlepBuuHas ynakoBKa Uyraii ®apma Manydexrypunr Ko. | 16-3, Kuiioxapa Korroxan4u, ropoa
JIta., SAnorusa/Chugai Pharma Viynomus, Touurn, 321-3231, SAnonus
Manufacturing Co. Ltd, Japan /16-3, Kiyohara Kogyodanchi,
Utsunomiya City, Tochigi, 321-3231,
Japan
3 | BropuuHas ynaKkoBKa @. Xopdmann-JIs Pom JITx,., Bropmucser, 4303 Kaiizepayrcr,
IIBeituapus/F. Hoffmann-La Roche | IlIBeiinapus /Wurmisweg, 4303
Ltd, Switzerland Kaiseraugst, Switzerland
4 | Beimyckaromui @. Xoppmann-Jia Pom Jitx,, Bropwmrcser, 4303 Kaiisepayrcr,
KOHTpOJIb KaueCcTBa Ipeituapus/F. Hoffmann-La Roche | [lBeiuapus /Wurmisweg, 4303
Ltd, Switzerland Kaiseraugst, Switzerland

. (nommuck)

C.B. I'naroJieB

3
5]

3amecTuTes MuHHCTPA

ML,



