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PerucTpalHoHHOE YI0CTOBEpeHHe

JACKAPCTBEHHOIO Npemapara aJjst Meau HCKOTO IPDUMCHECHUdA
p DD R (000630)(PL.RU) P

(HOMep perucTpPauMOHHOTO y10CTOBEPEHHS JIEKAPCTBEHHOIO NpenapaTa)
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B coorBeTcTBHY ¢ HpaBnnaMu perucTpauky 1 SRCOEPTU3BI JICKAPCTBEHHBIX CPEACTB AT MEIUUMUHCK )
NPUMEHCHMS, HACTOALICE PETHCTPALIMOHHOE YAOCTOBEPEHHUE BbIAAHO:

(Rgnasan

HaumenoBanue aepikares OO11eCTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCT
PErHCTPALMOHHOIO YI0CTOBEPEHHS: "966Bu" (OO0 "2606Bu"), Poccuiickas Penepa

o

ced
Azpec aepkaTes PerHCTPALHOHHOTO 125196, Mockga, yi. JlecHast, 1. 7, nomewierye |
VAOCTOBEpeHHst: Z

JlaTa perucrpauuu: 16.03.2022

JlaTa HeTeyeHus: CPoKa JeiicTBHsS 16.03.2027
perucTpauHoOHHOrO YI0CTOBEPEeHH S :

JaTa noATBep;KAEHHS] perHCTPaLHu
(nmepeperucTpauumu):

JlaTa BHeceHHs] H3MeHeHHii 18.02.2025
(nepeoopmiieHHsI) B perHCTPaLHOHHOE
YAOCTOBEpPEeHHe:
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Jata perncrpaunu B pedepeHTHOM 16.03.2022
rocyapcrae:
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H TIONTBEPIKAET, YTO JICKAPCTBEHHbII Npenapar 3aperncTpUpOBaH H PaspeliieH K MeUIMHCKOMY NPHMEH
Ha TEPPUTOPHH:

Poccuiickoit ®enepanun

(rocynapcTBo — uiieH EBpasniickoro 3KOHOMHYECKOTO COkO3a)

Hudopmauus o 3aperncTpHpoBaHHOM JIEKAPCTBEHHOM Npernapare

Y {8 LLALAN AL

1

®
Toprosoe HanMeHOBaHHE JIEKAPCTBEHHOI O Xymupa®
npenapara:

MesxayHapoaHoe HeNaTeHTOBAHHOE Ananumymat
HaumMeHoBanue (MHH), naun o6menpunsnToe
(rpynnupoBoYHOE) HAUMEHOBAHHE, HJIH
XHMHY€CKOe HAHMEHOBAHHE AKTHBHOMH
dapmaueBTHYECKOIT CyOCTaHUUH

(npu orcyrerBun MHH):

e

JlexapcrBeHHas hopma: pacTBOp ISl HOAKOKHOTO BBENEHHUSA

JdozupoBra(-n): 100 mr/ma

(A2 Lh AL LA At

®opma(-bi) BhINYCKA: PacTBOp /1A NOAKOKHOrO BBeACHHS, 100 M/

(mnpuu) 0.2 M x 2 (nayka KapTOHHAA) =
PacTBOp A7 IOAKOKHOTO BBeAeHNUA, 100 Mr/my

(wnpun) 0.4 ma x 1/2 (mayka kapToHdas) -

Vnakoska "in-bulk": =]

PacTBOp AJIs MOAKOXKHOIo BBeaeHus, 100 mr/ h

=3 i

(umpun) 0.2 Ma X 2 (rayka KapToHHAs) -

pacTBOP MU MOJIKOKHOTO B 100 mr/ ,_
(tmpun) 0.4 M x 1/2 (nzng:gz Ha. Jf
BeHHOFO npenapata; | AMaliMymad 100.0 Mr, BCIOMOraTebHbie BEI(ECTS;
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Crpanuua 2 perucrpaunontoro yaoctoseperus Ne JIN-Ne(000630)-(PI-RU)

l 14 | CpoK rogHocTH:

2 rona

MHdopmanus o Npou3BOAKTENE JIEKAPCTBEHHOTO Npernapara (Ha3BaHus | aIpeca MPOU3BOACTBEHHbIX MIOMIAIOK,
Y4acTBYIOIIHX B TIPOLIECCe NMPON3BOICTBA JEKAPCTBEHHOIO Npernapara)

Ne | Cragusi npon3BoacTBa
(BCe YYACTHHUKH
NPOH3BOACTBEHHOTO

npouecea)

HasBanue OpraHu3zauuu

Ajpec NpoN3BOACTBEHHON NUIOINAAKH

1 ITpon3BOACTBO FOTOBOM
JI€KapCTBEHHOI OpMbI

Berrep ®apma-DepTuryHr
I'M6X 1 Ko. KT, ['epmanns /
Vetter Pharma-Fertigung GmbH
& Co. KG, Germany

[rorueHmTpacce 87, 88212,
PaBeHcOypr, 'epmanus /
Schutzenstrasse 87, 88212, Ravensburg,
Germany

2 ITepBuuHnas ynakoBka

Berrep ®apma-DepTuryHr
['M6X u Ko. KI', 'epmanus /
Vetter Pharma-Fertigung GmbH
& Co. KG, Germany

Hlrotuenmrpacce 87, 88212,
PasencOypr, ['epmanus /
Schutzenstrasse 87, 88212, Ravensburg,
Germany

(5}

BropiyHas ynakoBka

366Bu Unk., CIIIA / AbbVie
Inc., USA

1 H. Bokeran Poyn, Hopt Yukaro,
Wnnunoiic 60064, CILIA / 1 N,
Waukegan Road., North Chicago,
I1linois 60064, USA

4 BropuyHas ynakoBka

Betrep @apma-DepTuryHr
I'm6X 1 Ko. KT, ['epmanus /
Vetter Pharma-Fertigung GmbH
& Co. KG, Germany

Mocsuzen 2, 88214 PasencOypr,
I'epmanus / Mooswiesen 2, 88214
Ravensburg, Germany

5 | Bropuunas ynakoBka

AKIHOHEpHOe 001IeCTBO
"OPTAT" (AO"OPTAT");
Poccuiickas @enepaiius

157092, Koctpomckas o011,
CycanuHckuii paiiot, c. CeBepHOe, MKp.
XapuToHOBO

6 Brinyckatonimii
KOHTpPOJIb KadecTBa

D66Bu buorexnonorus ['MoX,
I'epmanus / AbbVie
Biotechnology GmbH, Germany

Kromrsmrtpacce 67061 Jlroaeurcxade,
I'epmanus / Knollstrasse 67061
Ludwigshafen, Germany

7 Brinyckarouuii
KOHTPOJIb Kay€CTBa

AKLMOHEPHOE 00LLECTBO
"OPTAT" (AO "OPTAT"),
Poccuiickas ®enepauus

157092, Koctpomckas 001,
CycanuHcKuid pdiioH, c. CeBepHOE, MKD.
Xapur
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