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MHHHCTEPCTBO 3PABOOXPAHEHUA
POCCHHCKOH ®EJEPALIMN

Perucrpaunonnoe yiocroBepenue
~AeKapPCTBeHHOID NpPenapara 1t MeIHIINHCKOT0 IPHMeHeHHs!

JHI 89
(HOMep perucTPaUMOHHOTO YAOCTOBEPEHNA JIEKAPCTBEHHOTO NPeNapaTa)

 [Hanvenosanue xepratens (xazensiua) i
| permeTpanmonnoro yrocrosepenus H“"‘“;‘;_P W, CLIA
- |lekapeTBennoTO Mpenapara izer Inc.
| AZpec MeCTONAXOKNEHNS AepRaTes
- ((Bmanenbua) perncrpannonHoro ynocropepennsi | 235 East 42nd Street, New York, NY 10017, USA
~ |JIeKapCTBEHHOrO NpenapaTa
Jara rocyaapcTBeHHOll perncTpaunu

JIEKAPCTBEHHOTO MPENapara 15.05.2017

Cpox neficTBHS perncTPauHOHHOr0 3112
YAOCTOBEPEHHS JIEKAPCTBEHHOr0 Npenapara 00
JlaTa BHeceHHS H3MEHEHHIl B PErHCTPANHOHHOE

|YROCTOBEPEHHE JIEKAPCTBEHHOrO Mpenapara
(1aTa 3aMeHbI PerHCTPALUHOHHOO R
- |YAOCTOBEpeHHH JIEKAPCTBEHHOr0 Npenapara)

Hudopmauns o 3aperucTpHpoBaHHOM JIEKaPCTBEHHOM TIpenapare:

Toproroe HAHMEHOBaHHE 3aBuuedra

MexayHapoaHoe HENATEHTOBAHH0€, HIH
- |TPYHIHPOBOYHOE, HIH XHMHYECKOE Ledrasnaum+[Asubakram]
HAHMEHOBaHHE

JlekapcrBenHas dopma TOPOLLOK /ISl IPHIOTOB/IEHNA KOHLEHTPATa A
TIPHIOTOBJIEHHSA PacTBOpPa Ui HH(Y3uil

| Mosuposka 2000 Mr+500 Mr

KavecTBeHHbIi COCTAB H KOJHYECTBEHNbIH COCTAB AelCTBYIOMMX BeIeCTB H KAYECTBEHHbII cocTan
 [BENIOMOraTeIbHbIX BEMECTR

Ha (AaKoH: aBubaKTam HatpHa 550.7 wr [>xBuBanenTHbii aBnGaxtamy 506.6 mr], nedrazumnma :
nem'mmpar 2360.7 mr [3xeuBanenTHbli nedrasuauMy 2026.6 Mr], BCIOMOraTelbHbIE BELECTBA (Harpus
| kapGonar (Ge3BoHbIH));

 [na mosy: aBuGakTam HaTpus 543.5 Mr [kBrBaneHTHbIR aBubaktamy 500.0 Mr], nedrazuanma

- menrarnapar 2329.6 mr [sksuBaneHTHI nedrasnaumy 2000.0 Mr], BCIOMOraTe/BHbIE BelEeCTER (umpm
| kapGonar (GeasonHlit)) :
@npm BBINYCKA (.nenwwnmu topma, NIOPOMIOK NS IIPHTOTOBNEHHASA Eomempm a

- |AO3MPOBKA, NiePBHYHAS YNAKOBKA, KOAHECTBO |NPUIOTOBIEHHS PACTBOPA A1 WHAY3HI,

- |mekapeTBeHHOM (POPMBI B NePBHUHOM 2000 mr + 500 mr (paakon) x 10 (nayka kapronHas) |
- |ynaKoBKe, KOJHYECTBO NEPBHYHOM YNAKOBKH B _ S

| IOTpeBHTENBEKOH YHAKOBKE, KOMILIEKTHOCTS) '

PeKBH3HTHI HOPMATHBHON JOKYMeEHTALUK JIT1-004289-101221
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Crpanuua 2 peructpaimonHoro ynocrorepenns Ne JITT-004289

IIpou3BoACTBEHHbIE IIIOLWIAAKH, YHACTBYIOWIHE B npouecce NPOH3BOACTEA JIEKAPCTBEHHOI0
fipenapata, ¢ yKasaHuem cTajuii Nnpon3BoiCcTBa, HA3BAHMIT M PAKTHUECKHX ajapecor
MEeCTOHAX0KIAECHHS

OiCudc lo6pap C.m.A., Mramus / ACS
Dobfar S.p.A., Italy

lIpoussooumens (Bee cmaduu npouzeodcmeq)

Via A. Fleming, 2 - 37135 Verona (VR), Italy pree
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