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MHHUCTEPCTBO 3/[PABOOXPAHEHHS
POCCHIICKON ®EEPALIH

= Perucrpannonnoe yioctoBepenue |
- JACKAPCTBEHHOI0 NPEHapara Uit MeIHINHCKOTO IPAMEHEeHUs!

JICP-002186/09

~ (HOMEP PErHCTPALHOHHOrO YA0CTOBEPEHNS MEKAPCTREHHOND npenapara)

E Mmemma (Bnaaeabua)
[ PETHCTPALNONHOTO Y10CTOBEPENIIS! 1EKAPCTBEHHOIO Hipaiisep I‘IH;;&CIKIA
AXpec MeCTOHAXOWKICHHS NepkaTes (BAATeNbIA) ;
PErHCTPAUHOHHOIO YA0CTOBEPEH NS JIEKAPCTBEHHOTO 235 East 42nd Street, New York, NY 10017, USA
fipenapata ,
aTa rocyaapcTeenHoii perucTpanuu
. |JlekapcTBenHOro npenapara 23.03.2009

- |CpoK aeiicTBUS perncTpannONHOro YA0CTOBEPeH s
~ |/IERAPCTBEHHOro npenapara Geccpottio

- |flaTa BHeceHUS u3MeHeHNIl B perucTpaunonHoe

- |yAocroBepenie ieKapCTBEHHOrO Mpenapara (1aTa
- |3amMeHBbl perncTpanHoOHHOr0 YA0CTOBEpeHHs
- |JIeKAPCTBEHHOrO npenapara)

‘ Hndhopmatiss 0 3aperucTpupOBaHHOM JeKapCTREHHOM NPENapaTe:
| Toproroe HamvenoBanue Panamyn®

29.04.2021

- | Mexaynapoaoe HenaTeHTOBAHHOE, 1M Cutomscire
- |TPYNNHPOBOYMHOE, KN XUMHYeCKOe HAHMEHOBAHMNE S

: .llexapmmaa thopma TabNETKH MOKPHITHIE o6o0uKol
Hosuposka 1 mr

_ KavecTsenuslIii cOCTaB U KoaHYecTBeHHbI cocTaB AelicTBYIOUINX BEUIECTB i KAYECTBeHHBIIT cocTan
| BCMOMOFaTeIbHBIX BELIeCTB

- |Cnol aKTHBHOTO HATIOIHMTE/IS: CHPOIMMYCA HAHOCHCTeMa ucnepcHas 150 mr/r - cuposumyc 100 % 1.0 mr, A
~{mosokcamep-188, BeromoratenbHLIe BEIECTRA (CaXapo3a, HEMTION03a MUKPOKPHCTALIHYCCKas(THIT PH-101), nosugon-
- |K29-32, anppa-roxodpepona anerar, miane6o-1apo TaGAETKH CHPECCOBAHHOE [1AKTO3E! MOHOFHApAT, Makporon-8000,
 |marnus creapar, Tanbk], cioif wennaka [makporos-20000, raunepra Monoonear (60 %), riasyps hapManesTHyecKan
~ |(menmaka pactsop Ne 4) (B nepecuere Ha cyXoe BEWECTBO), Kalbius cymbpar), caoii MHEPTHOTO HANONHATEN |
' {[uenmonosa mukpoxpucranaieckas (tun PH-101), caxaposa, Turana anokenal, 06oa04ka OKpaimeHHas [caxaposa, |
| |TuTAMA AHOKCHA, NOBUAOK-K29-32], nonuposka [Bock kaprayGekii], Mapkuposka [uepruna kpacHsie - omakox S-1-

- {15095 [westnaxa pactBop ~ 45 % (conepxut 20 % CROKHEIX HpUpoB) B ITAHONE, KPACHTETD KeNe3a QKCHILKP

| |(E172). wsonpomunosoBsiit crpr, GYTaHO. TIPOMM/ICHIIMKOID, AMMHAK BOAHBII, CHMETHKOH]])

 [@opvia seinyeka (aexapeTBennan GopPMa, A03MPOBIA, | TACTETKH NOKPHTHE 0600KOH, | Mr (KoRTypHAR 1€
- |nepBuunasn ynakosia, KoaudecTso Aekapersennoi | ynakoska (Gauctep)) 10 x 3/10 (uauka xaprotmas)
~|hopMel B nEpBHYHON YNAKOBKE, KOJNYECTBO e
- |mepBHuHOi ynakoBKW B mOTpeGHTENLCKOI ynaKoBke,
 |KOMMIeKTHOCTH)

Y — HOPMATHBHOI OKYMeHTAUMH JICP-002186/09-290421

036551
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Crpanuna 2 peructpanuonnoro ynocrosepenus Ne JICP-002186/09

MECTOHAXOMKACHHA

Ipou3sBoacTReNHBIE MIOLIALKH, YYACTRYOLIME B NpoUecce NPOH3BOACTBA JIEKAPCTBEHHOr0
npenapara, ¢ yKasaHHeM CTaaHii NPON3BOACTEA, HA3BAHUI M PAKTHUECKNX a/IpecoB

Tpouseodcmeo 20mosol 1eKapcmeentou Gopamvl

[H(bamep Altpnann @apMacklOTHKAIS,
Wpnanpus / Pfizer Ireland Pharmaceuticals,
Ireland

Little Connell, Newbridge, Co Kildare, Ireland

Hepsuunas ynakoska

%H(baﬁ:;ep Aiipmany DapMachOTHKAN3,
\Mpnannus / Pfizer Ireland Pharmaceuticals,
Elrcland

Little Connell, Newbridge, Co Kildare, Ireland

Iepsuunas ynaxoska

[aiizep Mo pakuypunr JoHunes
I'm6X, T'epmanus / Pfizer Manufacturing
Deutschland GmbH, Germany

Mooswaldallee 1, 79090 Freiburg, Germany

Bmopuunas/nompebumenbcras ynaKogka

[aitzep Alipasna @apMacelOTHKANS,
Wpnangus / Pfizer Ireland Pharmaceuticals,
Ireland

Little Connell, Newbridge, Co Kildare, Ireland

Bmopuynan/nompebumenscras ynakoeka

daiizep Mamodoxaypunr Joiunenn
I'm6X, Fepmanns / Pfizer Manufacturing
Deutschland GmbH, Germany

Mooswaldallee 1, 79090 Freiburg, Germany

Tpouseodumens (Buinycxaowuii konmpons Kauecmea)

[daiizep Afipasny @apMacklOTHKANS,
WMpnanpns / Pfizer Ireland Pharmaceuticals,
Ireland

Little Connell, Newbridge, Co Kildare, Ireland

[Ipousgodumens (Bewnyckarowyuti koHmpons kavecmaa)

[daiizep MaHoaxkuypunr Jokunens
I'mM6X, Tepmanus / Pfizer Manufacturing
Deutschland GmbH, Germany

Mooswaldallee 1, 79090 Freiburg, Germany

3amecruTens MunucTpa
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