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MHUHHUCTEPCTBO 3JPABOOXPAHEHUA
POCCHUHMCKOU ®ELEPALIMU

_ Perncrpannonnoe yiocroBepenue
. JIeKapCTBEHHOr0 Npenapara st MeIHIHHCKOTr0 NPHMeHeH s

I1 N012718/01
(HOMep perncTpalMOHHOrO YI0CTOBEPEHHS JIEKAPCTBEHHOrO NpenapaTa)
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HaumeHoBanue aepxaTes (B1aaenbua)

-| perHcTPaMOHHOIO YA0CTOBEPEHHSI
-~} nekapcTBeHHOro npenapara

Canodu b.B., Hupepnanap!
Sanofi B.V., the Netherlands

ALY

Allpec MeCTOHAX0KAEHHSI AePKATEsI
| (Bnageanua) perucTPaLHOHHOIO YAOCTOBEPEHHA
JieKapCTBEHHOTO NpenapaTa

Paasheuvelweg 25, 1105 BP Amsterdam, the
Netherlands

| JAarta rocynapcTBeHHOi perucTpauum
JIeKapcTBEHHOrO Npenapara

07.08.2008

Cpox geiicTBHs perucTpauHoHHOTo
YAOCTOBepeHus JTeKapCTBEeHHOTO Npenapara

6eccpouHo

Jdata BHeceHNR H3IMEHEHHIl B PerucTPaunoOHHOE
yIOCTOBEpeHHe 1eKapCTBEHHOr0 Npenapara
(aaTa 3amMeHbl PErHCTPAUUHOHHOTO
YIOCTOBEPEHHA J1eKAPCTBEHHOTO Npenapara)

04.12.2023

Wudopmaiimns o 3aperncTpupoBaHHOM JIeKapCTBEHHOM Npenapare:

TOpI‘OBOe HAHMCHOBaHHE

TumMorno6yauH®

Me)KLlyHaPOIlHOC HENATCHTOBAHHOE, HAH
IPYTHIMPOBOUYHOE, HITH XUMHYECKOE
HaAaHMEHOBaHNe

HWMMyHOr106YTUH aHTUTUMOLMTAPHBIH

JlexapeTBeHHas ¢popma

ARo(UNU3AT IS APUrOTOBNICHUS PacTBOpa A
nHpy3nii

HdosnpoBka

25 mMr

KauecTBeHHbIi COCTAB M KONHYECCTBEHHbIH COCTAB lleﬁCTByIOUIHX BELLECTB H KAa4€CTBEHHbIIT

€OCTaB BCNIOMOraTeJibHbIX BellleCTB

UMMYHOTI00YIMH aHTUTUMOLMTAPHbIHA (KPOHUMIA) 25 Mr, BCIOMOTaTebHbIE BEWECTBA (TULMH, HATPHA =

XNOpUJl, MAHHUTOMN)

7 /i ®opma BrIycKa (1ekapcTBenHas gopma,

J03#POBKA, NEPBHYHANA YHAKOBKA, KOTHYECTBO
JieKapeTBeHuoii GopmMbl B NepBHYHON yNaKoBKe,
KOJIHYECTBO NMEePBUYHON YNaKOBKH B
NOTPEe6HTENbLCKOI YNaKoBKe, KOMILIEKTHOCTD)

nndy3n#i, 25 mr (bnakoHsr) x | (kapToHHas nauka)

PexBH3NTHI HOPMATHBHOH AOKYMEHTAUNHK

TINO12718/01-041223

JMOQUNM3AT ANA NPUrOTOBJIEHUA PacTBOpa s |-

052024




Crpannua 2 peructpaunonHoro ynocrosepenus Ne I1N012718/01

Tpon3poacTBeHHbIE MJIOIAAKH, YHACTBYIOIUME B NPOLECCE NPOHIBOACTBA JEKAPCTBEHHOr0
npenaparta, ¢ yKasaHHeM CTaAHil NPOK3BOACTBA, HA3BAHUH M q)alcmqeclmx aipecos

MECTOHAXO0XKACHHA

ITpouseodumens (Bce cmaduu npouzsodcmea)

Jhkeusaiim Hpnauans Jlumurten,
Upnannus/Genzyme Ireland Limited, Ireland

IDA Industrial Park, Old Kilmeaden Road, Waterford, lrela d
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Hepsriii 3amecTuTe s MunncTpa

B.C. ®ucenxo



