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JII-Ne(000570)-(PT-RU)

(HOMEP PeruCTPALMOHHOTO YI0CTOBEPEHHS JIEKAPCTBEHHOTO Mpenapara)

B coorsercrsum ¢ Hpasunamu PErucTpauny U IKCIEPTH3bI JIEKAPCTBEHHBIX CPEACTB IS Menuuuucm_ 0
NMPUMEHEHHA, HACTOALLCE PErHCTPALIHOHHOE VI0CTOBEPEHME BBIAHO; I

llhauenomuue aepikaTeisi Baiier XOJLE[HH{‘B Dn2nCu /
PErHCTPAUHOHHOr0 Y10CTOBEPeHUS: Wyeth Holdings LLC

AJIpec 1epKRATeNs PerHeTPALHOHHOr0 66 Xaacon bynesap Her, Heio- Hopx wirat Ham» lop
VAOCTOBEPEHMUS: 10001-2192, CLIA / 66 Hudson Boulevard East, s
York, NY 10001-2192, USA e

Jata perncrpammm: 14.02.2022

JlaTa HCTeveHHs: cpoKa JelicTBHs 14.02.2027
PETHCTPALHOHHOIO YA0CTOBEPEHMUS:

Mata noaTBepARACHHS PerucTpauuu
(nepeperucrpaumun):

JlaTa BHECEHHs! H3IMEHeH it 10.06.2025
(nepeodopmiieHus) B perncTpauHoOHHOE
YAOCTOBepeHue:

HAata perucTpauun B peepenTHOM 14.02.2022
rocyiaperse:

4 [OATBEP/KAACT, YTO JICKaPCTBEHHbII NIPenapar 3aperucTpUpOBaH U PaspelleH K MeAHUMHCKOMY NPHMEeHEH!

~ HA TEPPHTOPHI:

Poccuiickoit ®enepaiku

(rocyaapcrso — unet EBpasuiickoro 3k0HOMM4ECKOTO COK3a)
Hudopmas o 3aperncTpupoBaHHOM J€KapCTBEHHOM Npenapate

ToproBoe HaHMEHOBAHME JIEKAPCTBEHHOI0 Hryncn
| npenapara:

o e Y e

| MexayHapoanoe HenaTeHTOBAHHOE [anGouninnG
Hanmenosanue (MHH), nin obenpunsroe B
(rpynnupoBoYHOE) HAUMEHOBAHHE, HIIH
XHMHYECKOE HAMMEHOBAHNHE AKTHBHOI
papmanesTHgeckoii cybcTanunu
(npu oTcyrerenn MHH):

Jlexapcreennas gopma: ~ Kancybi

Hosuposka(-u); 75 wr; 100 mr; 125 mr

Dopwma(-b1) BbImycka: Kancysl, 75 mr, 100 mr, 125 mr (c]maxon)Zi
(naqxa KapToHHas);

Kkancyast, 75 mr, 100 mr, 125 mr (Gmictep) 7 x-
(mauka kaproHHas) £

BELIECTRA (LET0103a MEKPOKPHCTAIIHYE
(PH102), nakTo3si MOHOrHpar,
Kapﬁoxcmemnxpaxman Ha‘rp!{ﬂ &Qﬁiﬁiﬁn 0K
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Cocras 1leKapCTBEHHOT0 Npenapara: nanbouukand 75/100/125 wmr, BCIIOMOraTebHb Q' &




Crpanuua 2 perucTpauuosHoro yocrosepenus Ne JII-Ne(000570)-(PI-RU)

kpachbiil (E172), kpacutenn jxenesa OKCHIL JKETThI i
(E172), turana nuoxeun (E171)], kpeiineyka -
KENATHH, KPAaCHTeNb ee3a okcua KpacHslil (E172),
KpacuTesb xeiesa okeu xentsiit (E172), Turana
anokeun (E171)], uepHuia - meniak rasyps ~ 45 %
(couepxut 20 % cinoiHbIX 3QUPOB) B ITAHOIIE,
THTAHA JIHOKCH/, aMMuaka pacteop 28 %, OytaHol,
NPOTHIEHITTHKOb, CUMETHKOH)

14

CpoK rogHOCTH:

3 roga

HH¢'0PM3LI,H$I O NPOH3BOJANTE/IC NICKAPCTBEHHOIO [1penapara (H‘d’,’-BaHMSI H ajipeca npou3BOJACTBEHHBIX NNOUIAN0K,
YUACTBYHOLIMX B NpOLIECCE NPOH3BOACTBE JICKAPCTBEHHOTO npenapa’ra}

Ne | Cragusi npousBoacTBa | Hassanue opranusanun Anapec npoH3BOACTBEHHOI MIOMIAAKN
(BCe yYaCTHHKH
NpPOH3BOACTBEHHOTO
npouecca)
I | Tpousoactso rotosoii | [ldaiizsep MantodaxuypuHr Mooceanspannee 1, 79090 @paiibypr,
nexapersenHoli opmbl | [oiiunenn 'm6X / Pfizer ['epmanus / Mooswaldallee 1, 79090
Manufacturing Deutschland Freiburg, Germany '
GmbH
2 | [lpoussomerso rotoBoit | OTKpbITOE aKLMOHEPHOE Pecry6nuka bawkoprocra, r. Yia, yi.
nexapcTBeHHOM Gopmbl | obLiecTBo «DapmcTaniapT- Xynaibepauna, 1. 28
Y dumckuii BuTaMUnHbIH 3aBO1»
(OAO «®PapmcraHaapT-
VpaBUTA»), Poccuiickas
Denepauus
3 | TlepeuuHan yrmakoBka [opaitzep Mantodakuypunr Moocsansaannee 1, 79090 ®paiidypr,
Joitunenn 'mOX / Pfizer I'epmanus / Mooswaldallee 1, 79090
Manufacturing Deutschland Freiburg, Germany
GmbH
4 | TleppuuHas ynakoBKa OTKpbITOC aKLHOHEPHOE Pecnybnuka bamkoprocran, r. Ya, yin.
obuiecTso «@apmcTannapT- Xynafibepauna, a. 28
Vipumckuii BUTaMuHHbIA 3aBOA»
(OAO «®apmcranaapT-
Y$aBUTA»), Poccuiickas
Depepaums
5 | BropuuHas ynakoBka [Ndpaiizep MaHopaKypUHT Mooceanbgannee |, 79090 dpaiibypr,
Hoitunena 'm6X / Pfizer [epmanns / Mooswaldallee 1, 79090
Manufacturing Deutschland Freiburg, Germany
GmbH
6 | Bropuunas ynakoBka OTKpBITOE aKLMOHEPHOE Pecnybauka bawkoprocta, r. Ya, yi.
obuiectso «Papmcranaapt- Xynaiibepnuna, 1. 28
Vdumckuii BUTAMUHHbIN 3aBO»
(OAO «®apmMcTaHapT-
YpaBUTA»), Poccuiickasn
Denepauus
7 | Buinyckarouui TITdaiizep Moo daxuypuur Moocsansaainee 1, 79090 ®paiibypr,
KOHTPOJIb KaYecTBa Hottunena I'm6X / Pfizer I'epmannst / Mooswaldallee 1, 79090
Manufacturing Deutschland Freiburg, Germany
GmbH SRR e
8 | Buinyckaiowui OTKpLITOE aKLMOHEPHOE Pecnybauka bamkoprocran, r. Ya, yiu.

KOHTPOJB Ka4yecTsa

obwectso «Dapmcranaapr-
Yumekuii BHTAMUHHBIHA 3aBOL»
(OAO «®PapmcraHaapT-
YpaBUTA»), Poccuiickan
Deepauns

Xynaiibepauna, 1. 28

Zamecrurens Muduerpa
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