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MHHUCTEPCTBO 3/IPABOOXPAHEH A
POCCUHUCKOHW OEAEPALIMH

Pel'llC'l'p‘dllll()llll()(’ YA0CTOBEPpCHME

JACKAPCTBCHHOTO llpt‘lldhﬁlﬁl‘ (Oll(;{)l\é)(‘('ili'!lllllll})t KOTO npuMEcHeHUus

(HOMEp perHcTpalioOHHOIO Y10CTOBEPEHUS JIEKapCTBEHHOTO NpernapaTa)

B cootsetcTBiY ¢ [IpaBHIaMy perHCTPALMU U SKCTIEPTH3bI JIEKAPCTBEHHBIX CPEACTB /I MEMUIMHCKOTO -
NPUMEHEHHUs], HACTOALLEE PErUCTPALIOHHOE YIOCTOBEPEHHE BbIAAHO! -

1 | HaumenoBauue fepxKaTeIst OOG111eCTBO € OrpaHUYEHHON OTBETCTBEHHOCTHIO ¢
PErHCTPALHOHHOTO YI0CTOBEPEHHUSI: "266Bu" (OO0 "366Bu"), Poceniickas Deaepaiys -
2 | Axapec JepAKaTeNsi PernCTPALHOHHOIO 125171, r. MockBa, BH.Tep.I. MyHULUTANbHbINH OKPYF:
YAOCTOBEPEHHS: Bovikosckui, m. JlennHrpaackoe, 1. 16A, crp. 1
JlaTa perucTpaumu: 30.04.2025 :
JlaTa ucTedeHHsi cpoKa JefcTBHS 30.04.2030
PErHCTPALIHOHHOIO YA0CTOBEPEHHS: ;
5 | ata noaTBepXKIAEHHS PErHCTPALHH £
(TiepeperucTpanum): 2
6 | lara BHecenust u3MeHeHHi 03.03.2026
(nepeodopmileHHs) B perucTpanHoHHOe =
YI0CTOBEPEHHUE: =
7 | Nara perncTpaunu B pedepeHTHOM 30.04.2025
rocyiaperBe:

U TIOATBEPIKAAET, YTO JIEKAPCTBEHHBIH NpenapaT 3aperucTpUpoBaH H pa3pellieH K MeIHLIHHCKOMY NPAMEHEH HI)
Ha TEPPUTOPHH: 5

Poccuiickoit @enepauuu

(rocynapctBo — wieH EBpa3uiickoro 3KOHOMH4YECKOT0 COr03a)

HMudopmaiys o 3aperucTpupoBaHHOM JIEKAPCTBEHHOM Mpenapare

8 | ToproBoe HauMeHOBaHME JIEKAPCTBEHHOTO Ckaiipusu =
npenapara: =
9 Me:xayHapoHoe HENATEHTOBAHHOE Pucanknsymat =
Haumenosanue (MHH), nin o61uenpunsitoe =3
(rpynmHpoBoYHOE) HANMEHOBAHHE, HJIA =
XHMHYECKOE HANMEHOBAHHE AKTHBHOM =
dhapmaueBTHYeCKOI cyOcTaHINH =
(npu orcytersuu MHH): =
10 | Jlekapcreennas dopma: PacTBOP LISt MOAKOKHOTO BBEAEHHUS -
11 | Nosuposka(-n): ! 75 Mr/0.83 mn ;
12 | dopma(-bi) BBINYCKA: pacTBOp [1s MOAKOKHOTO BBeAeH s, 75 Mr/0.83 mn -
(wnpun) X 2 (mayka KapToHHas ) %
VnakoBka “in-bulk”: -
pacTBOp AU NOAKOXKHOrO BBeneHUs, 75 Mr/0.83 M
(mmnpun) x 2 (mayka KapTOHHAs) -
13 | Cocrae NeKapCTBEHHOTO NpenapaTa: pucankuzyMatb 75.0 Mr, BcioMorarenbHble BELIeCTBa -
(copbuTou, HaTpus CyKLMHAT FeKCarupar, SsHTapHas -
KHUCJI0Ta, noaucopbar 20, Boga nJis %qguj‘i)g

| Cpoxk roanoern: - 2rona e
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Crpanuua 2 perucrpaurdonHoro yaocroepenus Ne JIIT-Ne(010018)-(PI'-RU)

HWHudopmariust 0 npou3BOAHUTENE JIEKAPCTBEHHOTO Npenapara (Ha3BaKlus U aapeca MpOU3BOJICTBEHHBIX IIIOIAMIOK,
YYacTBYIOIIMX B IPOLIECCE MPOU3BO/CTBA JIEKapCTBEHHOTO Npenapara)

Ne | Cranus nponsBoacTtea | HasBanue opraHu3auuu AZpec NpoH3BOACTBEHHOM MIOMIAAKH
(BCe yYaCTHHKH
NPOM3BOACTBEHHOI0
npouecca)
1 |IIpousBonctBo rotoBoit | bepunrep HUnrensxaiivm ®apma Bupxennopdep Llltpacce 65, 88397
nekapcrBedHoi ¢popmel | 'M6X 1 Ko.KTI', 'epmanus / Bubepax-Ha-Pucce, ['epmanus /
Boehringer Ingelheim Pharma Birkendorfer Str. 65, 88397 Biberach
GmbH & Co.KG, Germany a.d.R, Germany
2 |IlepBuyHas ynakoBKa Bbepunrep Murensxaiim ®apma Bupkennopdep Lltpacce 65, 88397
I'M6X u Ko.KT', 'epmanus / Bubepax-ua-Pucce, I'epmanus /
Boehringer Ingelheim Pharma Birkendorfer Str. 65, 88397 Biberach
GmbH & Co.KG, Germany a.d.R, Germany
3 | BropuuHas ynakoBka 966Bu C.P.JI., Uranus / C.P. 148 IlonTtuna 52 kM c.H.K. - 04011
AbbVie S.R.L., Italy Kamnosepae au Anpwiua (JIT), Hranus /
S.R.148 Pontina 52 km s.n.c. — 04011
Campoverde di Aprilia (LT), Italy
4 | BropuuHas ynakoBKa Akuponeproe obuectso "OPTAT" | 157092, KoctpoMckas 061., CycaHHHCKHUi
(AO "OPTAT"), Poccuiickas patioH, ¢. CeBepHOE, MUKPOPaioH
Denepauus XapUTOHOBO
5 | Beimyckatouiui 266Bu C.P.JI., Utanus / C.P. 148 IlontuHa 52 kM c.H.K. - 04011
KOHTPOJIb Ka4ecTBa AbbVie S.R.L., Italy Kamnosepae nu Anpununa (JIT), Uranus /
S.R.148 Pontina 52 km s.n.c. — 04011
Campoverde di Aprilia (LT), Italy
6 | Brimyckaouuii Axunoneproe o6uectso "OPTAT" | 157092, Koctpomckas 061., CycaHHHCKUi

KOHTPOJIb Ka4€CTBa

(AO "OPTAT"), Poccuiickas
Denepanms . -

paiioH, ¢. CeBepHOE, MUKpOPaHOH
Xapmonoy)

3amecruresb MuHHCTpA -

C.B. I'naroJaes
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