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Cpox geiicTBHS perucTpaLHOHHOrO
YAOCTOBEPEeHHH JIEKAPCTBEHHOI 0 npenapara

PRS-

CO CPOKOM JieiicTBuA 5 aeT

Jara BHecenus M3MeHEHHIl B PErHCTPaLHOHHOE
YAOCTOBEPeNHe JeKAPCTBEHHOT0 Npenapara
(3aTa 3amMeHBl perHCTPALHOHHOTO
YAOCTOBEPEHHS JIEKAPCTBEHHOI0 NIpenapara)

BBLIAHO BIIEPBBIE

Hudopmanums o 3aperncTpupoBaHHOM JIEKapCTBEHHOM Npenapare:

ToproBoe HAMMEHOBAHKE Tpasumepa™
MemayHapoinoe HeNATEHTOBAHHOE, HIIH
IPYNNAPOBOYHOE, HIH XUMHYECKoe Tpactyzymad
HANMEHOBaHHe
JexapcTeennas opma JMOGWIH3AT 1A IPUTOTOBICHNHA KOHUCHTPATA U1
MIPHTOTOBJIEHHA pacTBOpa At HHDY3Hi
| losuposka 150 mr, 440 mr

 |BENOMOTraTedLHLIX BeMEeCTB

KauecTBenHBIH COCTAB H KOJIHYECTBEHHLIH COCTAB NefiCTBYIONIAX BEMECTB W KAMECTBEHHBIH COCTAB |

- |MoHOTHIpAT, nonucopdar 20, caxaposa);

- 'Tpacty3ymab 150/440 mr, BcnoMorarenbHble Bemiectsa (L-ructuaun, L-ructuinna FHAPOXIIOPHAL

pacTBopHTenD (GakTepHOCTATHYECKAS BOA AN HHBEKINIT): GEH3HNOBBIH COMPT, BOAA /U1 HHBEKIHI

@opma BhINycka (ekapcrsennas gopma,
| A03HPOBKA, NEPBHYHAN YNAKOBKA, KOJIHYECTBO
JAexaperBenuoii GopMbI B MEPBHYHOM
~ YHAKOBKeE, KOJIH1ECTBO NePBWYHOI YNIAKOBKH B
 noTpefHTeNbCKOH YTAKOBKE, KOMIIEKTHOCTD)

PexBHIHTHI HOPMATHBHONH AOKYMEHTAIHA

THO(DUIM3AT IS HPHIOTOBACHHS KOHUCHTPATA LIS
TPHTOTORIEHHS pacTBOpa /15t wHy3mii 150 mr (paaxon) x 1
(nauka KapToHHas):

[AmodrAH3aT 11 NPUIOTOBICHIA KORIICHTATE 1S
NPHIOTORICHHA pacTBOpa Ua nady3uii 440 mr :
(aaxon) x 1 + pactBopuress (draxon) 20 ma x 1] x 1 (nauxa
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Crpanuua 2 peructpauuonsoro ynocrosepenns Ne JITT-005920

IpousBoacTBeHHbIE MIOIAAKH, YYACTRYIOLIHE B Npoiiecce NPOH3BOACTBA JIEKAaPCTBEHHOI0
npenapara, ¢ yKkasaHuem cTaHii NPOM3BOACTBA, HA3BAHUH 1 QAKTHYECKHX AAPECOB
MeCTOHAXO0MKACHHHA

[pouszeodcmeo 20mogoll exapcmeennot diopmel TMdaiizep MOT Bensrus H.B., benbrus /
| Pfizer MFG Belgium N.V., Belgium

Rijksweg 12, 2870 Puurs

[epsuunasn ynaxosxa IH¢)a}|3ep M®I" Beasrus H.B., Beabrus /
\Pfizer MFG Belgium N.V. Be]glum

Rijksweg 12, 2870 Puurs

Bmopuynas/nompebumensckan ynakoska il'](bamep M®I" bensrua H.B., beabrus /

 Pfizer MFG Belgium N.V., Belgium
Rijksweg 12, 2870 Puurs :

IIpoussodumens (Buinyckaowuii KoHmpons Kaiecmsa) {paitzep MOI" benbrua H.B., Benbrus /
|Pfizer MFG Belgium N.V., Belgium

Rijksweg 12, 2870 Puurs
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