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MHHUCTEPCTBO 3JIPABOOXPAHEHHS
POCCHIICKOI ®EEPALIU

Perncrpannonnoe yiocTroBepenue
JEKAPCTBEHHOI0 NPenapara AJst MeIHIHHCKOTO TPAMEHeH sl

JITI-002007
(HOMEp perucTpaioHHOTO YA0CTOBEPEHHS JIEKAPCTBEHHOIO nperrapa'ra)

] HaumenoBanue aepxarens (Biajenbua)
PEruCcTPaLHOHHOTO YI0CTOBEPECHHS ndl;?'mepl :IHK-
| JIeKapPCTBEHHOT0 Npenapara zer Inc

| Aapec mecTonaxomaenus aepxarens 66 Hudson Boulevard East, New York, NY 1000!-
| (B1adeabla) perucTpauHoHHOTO YI0CTOBEPEHHS 2192
| AIEKAPCTBEHHOrO Npenapara

Jara rocyaapcerseHHoli perucrpannm
JeKapcTBeHHOIO Tpenapara 19.02.2013

3 Cpok feiicTBuS perucTpanHoHHOI0 31.12.2025
YAOCTOBEpPEeHHs! JIEKAPCTBEHHOr 0 Npenapara o

~ | /laTa Brecenus H3MEHEHUIT B PErHCTPALHOHHOE

YAOCTOBEPEHH e JeKapCTBEHHOT0 npenapara 27.07.2023
(aaTa 3aMeHbl PErHCTPALHOHHOIO FE7
YAOCTOBEPEHHSI JIEKAPCTBEHHOr0 Mpenapara)

HMupopmaums o 3aperncTpHpoBaHHOM JIEKAPCTBEHHOM Npenapare:

Toprosoe HanmenoBanne DNHKBHC®

| nanvenosanne

MexayHapoanoe HenaTeHTOBAHHOE, HIH
FPYDHHPOBOYHOE, HJIH XHMHYECKOe Anukcaban

Jlexaperpennas hopma TabNeTKH, MOKPBITHIE [IEHOUHOH 060104 KO0

Hosuposra Swmr

KauecTBennblii cOCTaB M KOANYECTBEHHBIIl COCTAB A€iCTBYIOIINX BELIECTB H KAYECTBEHHbIH
COCTAB BCNOMOTaTe/ILHbBIX BELUECTB

anykcaban 5.00 Mr, BcnioMorarenbHble BelecTsa (1akTo3a 6e3B0aHas, HELT0N03a :
| MuKpOKpHCTaNIHYecKan, KPOCKAPMENJI03a HaTPHs, HATPHSA naypuicynbdar, Mardig cTeapar, mieHouHas
oGosouka Onaapaii 11 PosoBbiii [runpomesiosa 15 cps, 1akTo3bl MOHOFMAPAT, THTAHA THOKCHL,
TPHALETHH, KPACHTEIh Ke/1e3a OKCH KpacHbIif])

| ®opma BLInycKa (ieRapeTBennan opma, Tab/ieTRH, NOKPBITHIE [JIEHOMHOH 080a04KO, 5 ur
| AO3HPOBKA, NEPBHYHAS YNIAKOBKA, KOJIHYECTBO (Gomacrep) 10 x  2/6/10 (navka KaproHHas)
JeKAPCTBEHHOI POPMBI B TIePBHHOI YNAKOBKE, | 126 1e1kH, NOKPBITHIE NIEHOYHOH 0fonoukoii, 5 mMr
KOJTHYECTBO NMEPBHYHON YNAKOBKH B (6nuctep) 14 x 4 (nauka KapTORHAN) z
BOTREOMTLC N Y IIORME, KOMILTENTHOCTE) {0 TOKPHIThIE TACHOYHOH 0GOJOUKON, 5 Mr-
(Gauctep) 20 x 1/3 (nauka kapToHHas) :

PexBH3HTBI HOPMATHBHOI JOKYMEHTALMH JI1-002007-220817

050155

BABARAAARALE

> nnnl_nn|nuluHnun_nn“uuunuuti’un_uu_i_iuii_l|Iiﬁj,’]lu_nlnlALla_AA,lli,l_A,ltiQSAAJJunuunlunu;




Crpanuua 2 peructpauuonHoro yaoctrosepenus Ne JIIT-002007

[1poH3BOACT BeHHbIE NIOWANKH, YHACTBYI0LIHE B POLECCE MPOU3BOACTBA JIEKAPCTBEHHOTO
npenaparta, ¢ yKazaHHeM CTalHii NPON3BOACTBA, HA3BAHUIT M PAaKTHUECKHX 2/1pecoB

MECTOHAXO0MACHHS

Ipouzeo0cmeo 20mOoGol AeKapCmeeHHou (hopybl

Bpucron-Maiiepc CkBiG6 MonIogIKuypHHT
Komnanu Avnumuren Komnanu, [Tyspro-
Puko/Bristol-Myers Squibb Manufacturing
Company Unlimited Company, Puerto-Rico

State Road 3, Km 77.5, Humacao, PR-00791, Puerto

Rico

Hpouzeodcmeo 20MoGoI IeKkapemsentol hopel

[Npatizep Ajipaann OapMacklOTHKANS,
Upnanaus/Pfizer [reland Pharmaceuticals, [reland

Little Connell, Newbridge, Co Kildare, Ireland

Tepsuynas ynakoska

Maiizep Msuodakaypunr Joiunena I'moX,
T'epmanusi/Pfizer Manufacturing Deutschland
GmbH, Germany

Mooswaldallee 1, 79090 Freiburg, Germany

Bmopuunas/nompedumenscras ynakoska

[daiizep Manodaxaypunr Jokunenn 'm6X,
I'epmanus/Pfizer Manufacturing Deutschland
GmbH, Germany :

Mooswaldallee 1, 79090 Freiburg, Germany

[pouzsodumeny (Beinyckaiouguii KOHmMpois
Kauecmsa)

[paiizep Mznodakaypunr Joiunenn ImoX,
Tepmanns/Pfizer Manufacturing Deutschland
GmbH, Germany

Mooswaldallee 1, 79090 Freiburg, Germany

Iepsbiii 3amecrurens, Munucrpa o
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B.C. ®ucenko

(POANKUCE)
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