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MHUHHUCTEPCTBO 3/IPABOOXPAHEHWA
POCCHUNCKOU ®EJIEPALINN

PerucrpaunoHHoe yiocTOBepeHue

JIeKapCTBeHHOFO npenapara ajast MEITNIHHCKOT'0 npumenemm
ITN012038/01
(HOMep peFMCTpaHHOHHOFO YIOCTOBEPEHHUS JICKAPCTBEHHOTO npenapaTa)

HaumenoBanue nepxarens (Biage/bia)
PErucTpanMoHHOro yA0CTOBEPEeHUsI
JIEKaPCTBEHHOT 0 Npenapara

@, Xoddmann-JIa Pom HT}I., Beiinapus '
F. Hoffmann-La Roche Ltd

Apec MeCTOHAX0KACHHUSI aepaKaTens
(Bi1aeIbLA) PETHCTPALUMOHHOIO YI0CTOBEpPeHUs
JIEKapCTBEHHOT 0 Tpenapara

Grenzacherstrasse 124, 4070 Basel, Switzerlan,

JlaTa rocynapcTBeHHOl perucTpannn
- JIEKapCTBEHHOTO Mpenapara

09.07.2010

'CpoK J1elicTBUS PerncTpanuoHHOro
YI0CTOBEpEeH!s! JIEKAPCTBEHHOTO Npenapara

6eccpouHO

JlaTa BHeCeHU s H3MEHEeHHU Il B PErHCTPAIIMHOHHOE
- YAOCTOBepeHHeE JIeKaPCTBEHHOr0 Npenapara
(1aTa 3aMeHBI PErHCTPALMOHHOTO
YAOCTOBEPEHU S JIEKAPCTBEHHOT0 Npenapara)

04.04.2023

Hupopmanus o 3aperucTpupoBaHHOM JICKapCTBEHHOM Mpenapare:

‘Toprosoe HanMeHOBaHUE

I'epuenTuu®

MekayHapoHOe HeNATEeHTOBAHHOE, /N
TPYIIIUPOBOYHOE, HJIH XHMHYECKOe

Tpactysymad

JIHO(H/TH3AT JUISl IPUTOTOBJIECHHUS KOHLEHTPATA /I
TPUTOTOBJICHUS PACTBOPA JUIst mﬂpyann _

440 mr

Ka‘leCTBeHHHH COCTaB U KOJIHYECTBCHHBII COCTaB I[eﬂCTBle].llllX BCULICCTB U Ka‘lCCTBeHl{blH

cocras BCHOMOI‘&TEHBHLIX BeILlECTB

/ ‘rpaCTy3y1vla6 440 0 mr, BcrioMoratesnbHele Benectsa (L-ructuanua ruapoxaopun, L-ructumuy,

1,0-TPErano3bl AUTHApAT, nosucopbar 20)

wCTBOpPlTeJIb GaKTepHOCTaTPI‘IeCKaH BOAa [Jis HHLGKHI/IH (6€H3PUIOBI:IM CIIUPT, BOAA i PIH'LBK‘ 1

(I)opma BBINYCKA (mexapcrBennasn dgopma,
3MpOBKa, NePBHIHAS YNAKOBKA, KOIHYECTBO
JIeKApCTBEHHO M hopMbI B iepBuYHOIi ynakoBke,
'KOJINYEeCTBO MEPBHYHOI YIAKOBKH B
NOTPEGHTENLCKON YIAKOBKE, KOMILIEKTHOCTE)

[mmodunusaT 1st IpUroTOBIEHUS Konueﬂrpara Big
NPUTOTOBJIEHUS PACTBOPA /I MH(Y3uit, 440 mr
(bnakon) x 1 + pactBoputens ((rakon) 20 Mt X
x 1 (mauxa kapToHHas)

T N012038/01-040423

| PexBusuthI HOPMATHBHOI JOKYMeHTAIMI

047611
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Crpannna 2 peructpannonHoro yaocroseperus Ne I1 N012038/01

Hpomnoucrne}mue INIOIIANKH, YHACTBYIOLIME B IpOIiecce NMPOU3BOACTBA JEKAPCTBEHHOT O
npenapara, ¢ yKasaHuem cTaamni IPOU3BOACTBA, Ha3BAHUH U (l)aKTH‘ICCKHX aapecoB

MECTOHAXO0XKIAeHUSA

[Tpouzsodcmeo 2omosoii nekapemeennou (hopmbl
(nuoghunuzam)

Jbkenentex Wuk., CIIIA / Genentech Inc., USA

1 DNA Way, South San Francisco, California (CA) 94080, USA
4625 NE Brookwood Parkway, Hillsboro, Oregon (OR) 97124, USA

Tpou3600cmso - 20mogoll 1ekapcmeeHHOU hopmbl
(ruopunuzam)

Pomr Jlnarnoctuxe I'm6X, T'epmanus / Roche
Diagnostics GmbH, Germany

Sandhofer Strasse 116, 68305 Mannheim, Germany

IIpoussodcmeo 20moeoil nexapcmeentot hopmul
(pacmeopuniens)

®. Xoppmann-JIs Powur JIta., [isetinapus /
F. Hoffmann-La Roche Ltd, Switzerland

Wurmisweg, 4303 Kaiseraugst, Switzerland

Hepeuunas ynaxoska
(nuoghunuzam)

Joxenenrek Muk., CIIA / Genentech Inc.; USA

1 DNA Way, South San Francisco, California (CA) 9
4625 NE Brookwood Parkway, Hillsboro, Oregon (O

4080, USA
R) 97124, USA

Iepsuunas ynaxoexa
(nuochunuzam)

Pomr Jlnarnoctuxe 'm6X, I'epmanus /
Roche Diagnostics GmbH, Germany

Sandhofer Strasse 116, 68305 Mannheim, Germany

Tlepsuunas ynakoska
(pacmeopumens)

©. Xoddmanu-JIs Pomr JItx., [Iseiinapus /
F/Hoffmann-La Roche Ltd, Switzerland

Wurmisweg, 4303 Kaiseraugst, Switzerland

Bmopuunas/nompebumensckas ynakoeka

@, Xohpmann-Jla Pour JIta., Hlseiinapus /
F. Hoffmann-La Roche Ltd, Switzerland

Wurmisweg, 4303 Kaiseraugst, Switzerland

ITpoussodumens (Beinyckaroupuii Konmpons
Kavecmea)

@. Xohpmann-JIa Pour JItx., [seiinapus /

F. Hoffmann-La Roche Ltd, Switzerland

Wurmisweg, 4303 Kaiseraugst, Switzerland

3amectuTen> Munucrpa
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