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MHHHUCTEPCTBO 3IPABOOXPAHEHHA
POCCHHUCKOH ®OEJEPALIMH

Perncrpannonnoe yiocropepenue
JEKAPCTBEHHOIO Npenapara s MeAHINHCKOT0 NPHMEHeHH s

JICP-002186/09
(HOMEp PErHCTPALHOHHOTO YAOCTOBEPEHHS JICKapCTBEHHOTO Npenapara)

sadnnsa R Shdhiha

HaumenoBaHue AepikaTeis (Baagejbna) Maitsep Uax., CLIA

PErHCTPALHONHOIO YAOCTOBEPEHHS
JAeKAPCTBEHHOr0 IIpenapara Pfizer Inc.,

AZpec MeCTOHAXOKIEHHS ACPKATENA 66 Hudson Boulevard East, New York,

| (BnafgeBNa) PErncTPAHOHHOT0 YAOCTOBEPEHUS NY 10001-2192, USA

JleKapcTBEHHOT0 Mpenapara

' JlaTa rocyapcTBeHHOMH perncTpamun
JeKAPCTBEHHOr0 NPenapara 23.03.2009

Cpok JeiicTBUSI perHCTPAHOHAOTO pAs o,
YAOCTOBEPEHHS JIeKAPCTBeHHOr0 Npenapara P

JdaTa BHeceHHs H3MeHenuii B perncTpanMonHoe
YAOCTOBepeHHe JIeKAPpCTBeHHOr0 Npenapara 04.10.2023
(aaTa 3aMeHBI PerHCTPALMOHHOTO e

YAOCTOBEpPEHUS JIEKAPCTBEHHOT0 Npenapara)

Hudopmauus o 3aperncTpHpOBAHHOM JIEKaPCTBEHHOM Npenapare:

Toprosoe HaHMeHOBAHHE Panamyn®

Meaaynapoaioe HeNATEHTOBAHHOE, HIK
IPYNIHPOBOYHOE, HIIH XHMHYECKOE Cuponumyc

HAUMEHOBAHUE

JlexapcerBenHas gopma TabNeTKH, MOKPhIThIC 060I0UKOH

Ho3upoBka 1 Mr

KavecTBeHHbIH COCTAB H KOJMYECTBEHHBIH COCTAR eliCTBYIOLIHX BelIecTB H KaYecTBeHHbIH
COCTAB BCIOMOTATEIbHBIX BEllleCTB

. | cnoli akTHBHOrO HANOJIHITENA: CHPOIMMYCA HAHOCKHCTEMa AucniepcHas 150 Mr/r - cuponumyc 100 %
| 1.0 mr, BcioMoraTensHele BeilecTsa (1ookcamep-188, caxaposa, IeITION03a MHKPOKPHCTALINYECKAs
(run PH-101), noennon-K29-32, ansda-rokodepona auerart, miane6o-1apo TabaeTky CripeccoBaHHOe
[maxro3st MoHoruapart, makporon-8000, MarHus creapat, TanbK], cinoii mwenaka [makporon-20000,
rimepnn MoHoonear (60 %), rmasyps dbapmaresTyeckas (mennaka pactsop Ne 4) (B nepecuere na
CYX0€ BEILUECTBO), KANbIHA Cy/b(aT], ClI0if HHEPTHOrO HAMOJHUTENA [1e/T0N03a
mukpoxpuctainyeckas (tun PH-101), caxaposa, turana guokens], o6onouka okpaiieHHas [caxaposa,
THTAHA JHOKCHJL, NoBHIOH-K29-32], monupoBka [Bock kapHayGckuii], MapKUpOBKA [YepHHIA KpacHbIE -
Onaxkoy S-1-15095 [mennaxa pactop ~ 45 % (comepxut 20 % cioxHbIX QUPOB) B 3TAHONE, KPACHTENE
sieliesa okcna kpacusiil (E172), nsonponunogsit criupt, 6yTaHo!m, NPONUIEHITIHKONE, AaMMHAAK BOJTHEIH,
CHMETHKOH])

®opma BeINycKa (1ekapcTBenHasn hopma, TabneTkH, NOKphbiThe 060m0YKOi, 1 MT (KOHTYpHAA
A03UPOBKA, NEPBHTHAN YNAKOBKA, KOJIMYECTBO | gyejfkoBas ymakoska (Gmucrep)) 10 x 3/10 (mauka
JIeKaPCTBEHHOM (POPMBI B MEPBIIHOH YIAKOBKE, | yanronnas)

KOJIHYECTBO NEPBNYHOMH YIAKOBKH B
noTpefuTeNLCKOoil yMaKoBKe, KOMIUIEKTHOCTD)
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Crpanmiia 2 perucTpalMOHHOr0 YI0CTOBEPCHHUS Ne JICP-002186/09

PeKBH3NTHI HOPMATHBHOMN JOKYMEHTALMH

JICP-002186/09-290421

IIpou3BoACTBEHHbIE IUIOMAKH, Y4ACTBYIOULHE B NPOLECCe NPOU3BOACTBA JeKapcTBEeHHOr0
npenapara, ¢ yKa3anuem cTajguii npou3BoJCTBa, HasBaHuil B GAKTHYECKHX aJApecoB

MECTOHAXOMKIACHUSA

TTpou3sodcmeo 20mo6ow 1eKapCmeenHot popmbi

TMdaiizep Aiipsonn ®apmacsioTnkans, Mpranaus /
Pfizer Ireland Pharmaceuticals, Ireland

Little Connell, Newbridge, Co Kildare, Ireland

ITepeuunas ynaxoexa

Tldaiizep Alipnona @apmacsioTakans, Upnanans /
Pfizer Ireland Pharmaceuticals, Ireland

Little Connell, Newbridge, Co Kildare, Ireland

Iepeuunas ynakoska

Taiizep Maurodaxaypunr Tofunena ['moX,
l'epmanns / Pfizer Manufacturing Deutschland
GmbH, Germany

Mooswaldallee 1, 79090 Freiburg, Germany

Bmopuunas/nompebumensckas ynakoeka

Tdaitsep Aiipmona Papmacsiotnkans, Hpnanmus /
Pfizer Ireland Pharmaceuticals, Ireland

Little Connell, Newbridge, Co Kildare, Ireland

Bmopuunas/nompebumensbckas ynakoska

Igaiisep Mantodokaypunr Hoiunena 'm6X,
Tepmanus / Pfizer Manufacturing Deutschland
GmbH, Germany

Mooswaldallee 1, 79090 Freiburg, Germany

Hpoussodumens (Boinyckatoujuii KoHmpons
Kawecmea)

[daiisep Alipiona PapmacsroTukans, Hpranaus /
Pfizer Ireland Pharmaceuticals, Ireland

Little Connell, Newbridge, Co Kildare, Ireland

Hpouseodumens (Betnyckaioujusi KOHmMpons
Kavecmea)

Tdpaitzep Maurodaxaypunr Jloiunenn 'm6X,
I'epmanus / Pfizer Manufacturing Deutschland
GmbH, Germany

Mooswaldallee 1, 79090 Freiburg, Germany

3amecrurTen, MUHHCTPA & L D T S C.B. I'naroJsieB
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