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- (HOMEp PerHCTPaLHOHHOro YA0CTOBEPEHHs IEKAPCTBEHHOTO npenapara)
- HammenoBanue repkarelis (s.u;}ienma) e
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- l1lexapeTBeHHOro npenapara
Jata rocy apcTBeHHOH perucTpaunn
N€KAPCTBEHHOTO MpenapaTa i s 54
CpoK eiicTBHSE PerHCTPALHOHHOTO L
YAOCTOBEPeHHS JIEKAPCTBEHHOT0 Npenapara P
JaTa BHeceHHst HIMEHEHHII B PerHcTPAUHOHHOE
| YAOCTOBEpeHHE 1eKAPCTBEHHOr0 NpenapaTa 10.03.2021
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MHHHCTEPCTBO 3IPABOOXPAHEHHS |
POCCHIHCKOH ®EIEPALIMI

PBFHCTDRI.[HOHHOE YiocroBepenue ‘
ACKAPCTBeHHOI0 Npenapara J1is MEJIHHUHCKOTO NPpHUMEHEHHUS
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(2aTa 3aMeHBI PErHCTPALHOHHOTO
YAOCTOBEpEHUS IEKAPCTEEHHOT 0 Npenapara)

Huopmaris 0 3aperncTpupoBaHHOM NekapcTBEHHOM Npenapare:

‘ToproBoe HauMeHOBaHHE Jubpen ®
Mesxaynapoanoe HemaTEHTOBAHNOE, HJIH
TPYRNMPOBOYHOE, HIH XHMHYECKOE OraHepiient
HAUMEHOBaHNe
JlekaperBennas gopma PAcTBOp A7 MOAKOKHOTO BBEAEHHS
- JosupoBka 50 Mr/mn N

- KavecTBeHHbIii C0CTAB M KOJIHYECTRBEHHBII COCTAB EHCTBYOUIHX BeHeCTB H KAYECTBEHHBIN COCTAB
~ |BCHOMOTaTelbHbIX BelieCTB

' :ﬂ"anepunm 50.0 Mr, BeciomMoratenbHbie BelecTBa

(L-aprymiHa ruapoXJIOpH L, HATPHS XIOPHA, Caxaposa,
Hatpus ruapodocdara aurnapar, Harpus auruapodocpara AUrHApAT, BOAA 1S MHBEKLIHI) :

®opma BhINycKka (AeKapersennas popma,
NO3HPOBKA, HEPBHYHAR YNAKOBKA, KOJHYECTRO
JeKApCTBeHHON POPMEI B NepBHYROi
YNaKoBKe, KOJIH4YECTBO NEPBHYHOI YNAKOBKH B

| moTpelHTeNheKON YNAKOBKE, KOMILTEKTHOCTS)

[pacTBOp /15 MOAKOKHOrO BBEAEHHS, SO Mr/MIT (tumpuiy)
0.5 M1 (25 mr) x 4 + canderka cnmprosas x 4] x 1/2/6 |
(nauka KapToHHas) SN ,
[pacTBOp 113 NOAKOKHOrO BREACHMA, SO MM (IIIPHL )
1 M1 (50 mr) x 4 + candeTka cimprosas X 4] x 1/2/3
(nauka KapToHHas)
[pactBop s noakoxkHoro BREACHNS, 50 MI/MA (mnpuu-
pyuKa) I ma (50 Mr) x 4 + candperka crimprosas x 4] x 1
(nauka KapToHHas) e

PeKBH3HTLI HOPMATHBHOI A0KYMeHTALHH
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Crpanuiia 2 peructpaluontoro yaoctosepetus Ne JICP-006652/09

Mpou3sBoacTBEHHbIE TUIOAKH, YUACTBYIOIHHE B NPOLIECcCe MPOU3BOACTRA JIEKAPCTBEHHOI0
npenapara, ¢ yKasaHnem cTaiuil NpoH3BOCTBA, HA3BAHHI H (PAKTHYECKHX A1PECOB
MeCTOHAX0MAEHHS

Tpoussodcmso 20moaoil exapcmeentod gopmol l [daiizep Aitpnann PapMacklOTHKANS,
| Mpnanaus / Pfizer Ireland Pharmaceuticals,
Hreland

Grange Castle Business Park, Clondalkin, Dublin 22, Ireland

[Ipouseo0cmeo comogoil nexapcmsennon opme il'l(paﬁrsep M®I'. bensrus H.B., Benbrus /
{Pfizer MFG. Belgium N.V., Belgium

Rijksweg 12,Puurs, 2870, Belgium

Tepsuunas ynakoera iﬂ(baﬁmep MO®T. Bensrust H.B., Benbrus /
| Pfizer MFG. Belgium N.V., Belgium

Rijksweg 12,Puurs, 2870, Belgium

Bmopuuras/nompebumenvckas yRakoska daiizep MOT. Bensrust H.B., Benbrus /
Pfizer MFG. Belgium N.V., Belgium

Rijksweg 12,Puurs, 2870, Belgium

[Tpouseodumens (Bornyciaiowuil KOHMpPonb Kayecmea) iﬂq:uaﬁzep M®T. Beabrus H.B., benbrus /
|Pfizer MFG. Belgium N.V,, Belgium

Rijksweg 12,Puurs, 2870, Belgium
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