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JaTa uereyeHus cpoka AelicTBUS
HCTPAUHOHHOTO YA0CTOBEPEHUS:

[aTa nogrse'pmnemm perucTpaumu
1epeperucTpaitin);
a_ﬁianeceuun u3mMeHeHHil (mepeodopmienus) B 22.12.2023
e'rm*rpauuonnoe YAOCTOBepeHue:

JIaTa pechpauﬂu B peq)epenmom rocyaaperse: 07.07.2023

Poccuiickoii @enepatyin

(rocynapcTso — uneH EBpa3suiickoro 3KoHOMHYECKOTO COK03a)

HMHdopmalus 0 3aperucTpupoBaHHOM JIEKAPCTBEHHOM MpenapaTe
Bapakaioa®

OproBoe HAHMEHOBAHHE JIEKAPCTBEHHOTO

DHTCKABUP

//t'p Pn aueumqecxou cyﬁcmnulm
SIrEEl
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: TaOICTKH, OKPBITHIE IICHOYHOM 0601049 K0!

TaleTIH, noprm,le TICHOYHO K oﬁonotu(ou :

0.5 mr. | mMr (6:mctep) 10 x 3 (mauika KapTOHHaﬂ

~auTekasup 0.5/1 0 MT, BCIIOMOTaTe/IbHbIE BEHICCTR

~ (JMaKTO3bI MOHOTHAPAT, LEIIONI032 MUKPOKPHCTAL

- Avicel® PH 102, Kpocnommou niosuaon K-30/K-29;
MarHus creapar, Oniaipait Gesbiit (YS-1-18027-A)

JHOKCHJT, TUIIpoMenio3a 3 ¢P, runposeniiosa 6 cP

Makporos 400 *no.rmcopGaT 80] / Onanpait posoxmﬁ

(03B14899) [Turana JUOKCHL, TUIPOMEILIO3a 6

makporost 400, kpacuTenb xelesa ()chl kpackbiit (E

CFR21)])
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_Crpannua 2 perncTpauMoHHOro y10CTOBEPEHHMs No JI-Ne(002713)-(PI-RU)

Mudopmauws 0 npou3soanTesie NekapcTBEHHOro nperapara (Ha3BaHus 1 ajgpeca NPOM3BOACTBEHHbIX MIOWALOK,
YUACTBYIOLLMX B [IPOLECCE MPOU3BOACTBA JEKapCTBEHHOTO TIpefapaTa)

Ne | Craans HaszBanue oprannsauun ''| Anpec npousBoacTBeHHOk
NPOH3BOACTBA | niowaakn
(Bce yuacTHHKH ‘
APOM3BOACTBEHHOIO
npoiecca)
| [TpouszroacTeo [laTteon Muk., Kanana / 2100 Cuntekc Kopr, Muccuceora,
rOTOBOI Patheon Inc.; Canada || Onrapuo, LSN 7K9, KaHaza /
JIeKapCTBEHHOM 2100 Syntex Court, Mississauga,
(hopmbI 1| Ontario, LSN 7K9, Canada
2 | TlepBuyHas ynakoBka KATAJIEHT AHAHBUW C.P.JL,, Mtanua /|| Jlok. ®oHTaHa aens Yepaso CHK
CATALENT ANAGNI S.R.L., Italy |\« Ctpana IMposunumane 12
Kazunuua, 41, 03012 - AHaubn
(®P), Utanus / Loc. Fontana del
- Ceraso SNC - Strada Provinciale
12 Casilina, 41, 03012 - Anagni
i (FR), ltaly
3 BropuuHas ynakoska KATAJIEHT AHAHbBU C.P.JL., I/ITahri;i. Jlox. ®onrana aenb Hepaso CHK
CATALENT ANAGNI S.R.L., Italy | = Crpana Iposunuuane 12
Coli Kasununa, 41, 03012 - Anadbn
(DP), Utanus / Loc. Fontana del
Ceraso SNC - Strada Provinciale
12 Casilina, 41, 03012 - Anagni
(FR), ltaly ,
4 | Bslnyckatotuii bpucron-Maitepc CkBu66 @apmacbroTrKal IInaza 254, baanuapacrayx

KOHTPOJb Ka4y€CTBa

Onepelfiuns, DxcrepHan MaHOGIKIypUHT,
Hpnanaus / Bristol-Myers Squibb
Pharmaceutical Operations, External
Manufacturing, Ireland

Kopnopeiit [Tapx 2, Qy6aun 15,
D15 T867, Upnannaus / Plaza 254,
Blanchardstown Corporate Park
2, Dublin 15, D15 T867, [reland
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