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MHHHCTEPCTBO 3/fPABOOXPAHEHIA
POCCHHCKOH ®EEPALIHN

O AReLs

PE‘-I'HCT[J}] HHOHHOC YAOCTOBEpEHHE

JE€KapPCTBEHHOTO npenapam ST METHIMHCKOTO TPUMEneHus
JII-Ne(000630)-(PT'-RU)

(HOMEp perucTpalHoHHOTO YI0CTOBEPEHHS AeKAPCTBEHHOIO penapara)
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B coorBeTcTBHN C© HpaBunaM H PEruCTpaliii i 3KCTIEPTH3bI ICKAPCTBEHHBIX CPEACTB A4 MC,IIHLLHHCK()
MPHMEHEHHSA, HACTOALILEE PErHCTPALMOHHOE YI0CTOBEPEHHE BbI1AHO!
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‘HanmenoBanue nepmarens

fperHch_auuonuoro YAOCTOBEpPEeHHS: s BSGBH Focom
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'Alpec nepxartens PErHCTPAIIHOHHOTO 125]96 r. Mocksa, ya. Jlecnas, a. 7, 3Tam4,’
) YA0OCTOBEPEHHS: MOMEILEHHE 1

- Jara perucrpaumun: 16.03.2022

JlaTta neredeHus cpoka AeiicTBHA 16.03.2027
' PErHCTPAUHOHHOIO YIOCTOBEPEHHA:
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JlaTa noATBep/KACHHS PErHCTPALHH
(nepeperucr paumm):

JlaTa BHeCeHHs] H3MeHeHHii
(nepeodopmiienns) B perncTpanHoHHoe
yAocToBepeHe:
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Hara pemcrpauuu B pepepeHTHOM v 16.03.2022
rocyaaperse:

H TTIOATBEPA AACT, YTO JICK&pCTBCHHb]H npenapar 3apernc1pnposau H paspellcH K MEAHIITHHCKOMY HPHMBHS
Ha TEPPHTOPHH:
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Poccuiickoit enepauun

( rncynapc*rao YijleH Eapa3 M CKOI0 3KOHOMHYECKOrO COK3a)
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Hrudopmaims o 3aperncTpupoBaHHOM JIeKapcTBEHHOM Npenapare
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8 Toprosoe HaHMeHOBAHHE JIEKAPCTBEHHOTO | Xymupa®
npenapara: 5
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9 Memynaponﬂoe HeMaTeHTOBaHHOe Ananumymatd
~HanmenoBanne (MHH), nan odmenpunsitoe
(rpynnupoBoYHOE) HAMMEHOBAHHE, HIIH
XHMHYECKOe HAHMEHOBAHHE AKTHBHOI
“apmauesTHyeckoii cyGeTaHIIHK
(npu oreyrcreun MHH):
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10 JlekaperBennas dopma: PacTBOP Wi NOAKOKHOTO BBEICHHS
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12 ®opma(-bi) BeINycKa: A | [pacTBOp and nouKkoxkHOro BBEAeHUA, 100 Mr/mi (1
[ 0.2 Max 1] x 2 (na4ka Kap'rouﬂax)
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Vnakoska "in-bulk"; x
[pacTeOp gma nOIlI(D}KHOI‘O BBeaeHus, 100 MrfM.n (1
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13 CocTaB [IeKapCTBEHHOI0 IPeNapaTa:

CTpanuua 2 perucTpaloHHoro yaocroeepenns Ne II1-Ne(000630)-(PI-RU)

ananumymad 100.0 Mr, Bcnomorare/ibHble BellecTsa
: (MaHauTON, noancopdar 80, Boaa /Ui UHBEKUUI)

2 rona

Mudopmauns 0 npon3souTeNe NeKapCTBEHHOTO Npenapara (Ha3BaHua 1 aapeca NPOM3BOACTBEHHDIX MTOLIA/IOK,
YHacTBYHOLIHX B MPOLIECCe NMPOX3BOACTBA JIEKAPCTBEHHOTO Npenapara)

No

Ctaaus npoH3BOACTBA
(Bce YYACTHHKH
NPOH3BOACTBEHHOTO
npouecca)

HasBanue opranusauuu

Anpec NpoH3BOACTBEHHOI MIOLIAAKH

[Tpon3eoACcTBO rOTOBOIM
JE€KapcTBEHHOI (GopMbl

Berrep ®apma-Deprurynr 'M6X u
Ko. KI', I'epmanus / Vetter Farma-
Fertigung GmbH & Co. KG,
Germany

ItoTueHwTpacce 87 u 99-101, 88212
PapencOypr, ['epmanus / Schutzenstrasse
87 and 99-101, 88212 Ravensburg,
Germany

KOHTpPOJIL Ka4ueCcTRa

(AO "OPTAT"), Poccus

2 | IlepBu4Has ynakoeka Berrep ®apma-®eprurynr 'm6X u | otueHurrpacce 87 u 99-101, 88212
Ko. KT', 'epmanus / Vetter Farma- | PasencOypr, l'epmanns / Schutzenstrasse
Fertigung GmbH & Co. KG, 87 and 99-101, 88212 Ravensburg,
Germany Germany
3 | Bropuunas ynakoska Berrep ®apma-®eprurynr 'm6X n MocBusen 2, 88214  PasencOypr,
Ko. KT', I'epmanus / Vetter Farma- |Tepmanus / Mooswiesen 2. 88214
Fertigung GmbH & Co. KG, Ravensburg, Germany
Germany
4 | Bropuynas ynakosxa J60Bn Hnk., CILIA / AbbVie Inc., |1 H. Bokeran Poya, Hopr Yukaro,
USA Unnunoiic 60064, CHIA / 1 N,
Waukegan Road., North Chicago,
[llinois 60064, USA
5 |Bropununas ynakoska Akuuoneproe oduecteo "OPTAT" | 157092, Koctpomckas o61.,
(AO "OPTAT"). Poccusa CycanuHcekuii paiion, ¢. CepepHoe, MKp.
XapHToHOBO
6 | Beimyckaroumii 206Bn  buotexnonorus I'm6X, |Knomaswrpacce 67061 Jlioasurcxade.
KOHTPOJIb KauecTBa ["'epmanns AbbVie |[l'epmanua /  Knollstrasse 67061
Biotechnology GmbH, Germany Ludwigshafen, Germany
7 | Beinyckatoumii AxunoHepHoe obuiectso "OPTAT" | 157092, Koctpomckas o6.,

CycaHuHckuii paiion, c. CesepHoe, MKp.
XapHTOHOBO

3amecTaress MuHHCTpA




