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'ernc'rpaummnoe y}IOCTOBepeHHB

ro. npenajllmTa JLISE MeTHIUHCKOT
\ -N°(002584)-(PF-RU) W

yAOCTOBepeHusi:

PerucTpalHOHHOro

eqeuuﬂ Cpoka neiicnmn
HCTpalIPIOHHOFO yzmc'ronepemm'

aTa NoATBEPHKIEHNs! PErNCTPALIH
cpepefnc*rpaunn):

: uecemm HU3MEeHeHHii
nepeoq)opM.rlenml) B perucTpauHoHHoe
OBEpEeHUE:

peruchaunu B pecbepe}nnom

Poccuiickoii dieuepaupm -

(rocy;uapCTBo — yneH EBpasuiickoro 53KOHOMUYECKOTO COKO3a)

I/IH(l)opmaupm 0 3aperncrpnponaHH0M JIeKapCTBeHHOM npenapate 5

Meﬂosanue JIeKaPCTBCHHOFO

eriaTeHTonanHoe

p 'ﬁhﬁp

‘,‘!/H

KOHUEHTPAT LA IIPHFOTOBACKHS pac

‘ Kap'fomaax)
YnaKOBKa «in bulk»

xaprounaa/nonnnponnppg@%
Mab 420 mr (30 Mr/mit), BCIOMOTaTes
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CrpaHuta 2 PerucTPALMOHHOTO YI0CTOBEPEHUA Ne JITT-Ne(002584)-(PI'-RU)

14 | Cpok rogHocTu:

2. roga

Hudopmaliiist 0 IPOM3BOIUTEIIE JICKAPCTBEHHOTO Npenapara (Ha3BaHMUs U apeca NPON3BOJICTBEHHBIX IIOLIANOK,
YHYACTBYIOLIHX B MPOLECCE MPOU3BOACTRA JICKAPCTBEHHOrO nperapaTa) ‘

Ne | Cragusi IpOM3BOACTBA

(Bce yYaCTHUKH
NPOH3BOACTBEHHOTO
fnpouecca)

Ha3zBaHue opraHu3ainuu

Anpec NpON3BOACTBEHHOMN ITOIAAKH

1 | TIpoM3BOACTBO TOTOBOM
JIEKAPCTBEHHOM (POPMBI

Porn Jluarsoctake IM6X,
I'epmanust / Roche Diagnostics
GmbH, Germany

Canpnxodep llrpacce 116, 68305

Manunreiim, [epmanns / Sandhofer Strasse | '

116, 68305 Mannheim, Germany

2 | IlepBuU4Has yliakoBka

Poun Jlnarnoctuke ['MOX,
I'epmanusi / Roche Diagnostics
GmbH, Germany

Cannxodep Liltpacce 116, 68305 ./
Mannreiiv, ['epmanus / Sandhofer Strasse |
116, 68305 Mannheim, Germany 77

3 | BropudHas ynakoBka

AxunoHeproe o6mectso "OPTAT"
(AO "OPTAT"), Poccus

157092, Kocrpomckas o001,
CycanuHckuii paiion, ¢. CesepHoe,
MKp. XapUTOHOBO

4 | Bropu4Has yllakoBKa

@. Xoddmaun-JIs Pour JiTa.,
IIsetinapus / F. Hoffmann-La
Roche Ltd, Switzerland

Biopmucser, 4303 Kaiizepayrcr,
[1Iseriuapust / Wurmisweg, 4303
Kaiseraugst, Switzerland

5 | Beimyckaromui

KOHTPOJIb Ka4eCTBa

AxunoHepHoe o6mecTso "OPTAT"
(AO "OPTAT"), Poccus

157092, Koctpomekas 0611,
CycaHUHCKUI paiioH, ¢. CEBepHOE,
MKp. XapUTOHOBO

6 | Beimyckarouui

KOHTPOJIb Ka9€CTBa

@. Xodpdmann-Jlsa Pour JITa.,
Hlgetinapust / F. Hoffmann-La
Roche Ltd, Switzerland

Bropmuceer, 443'(/)3 Kaizepayrer,
Hlsenuapus / Wurmisweg, 4303
Kaiseraugst, Switzerland

3amecTuTeab MuHHCTPA

W2 (mofmner)

52 C.B. I'naroses




