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MHUHHCTEPCTBO 3JIPABOOXPAHEHM
POCCHHMUNDU0M92EPAL VN

(HOMEP PETHCTPALIMOHHOIO YAOCTOBEPEHHA IEKAPCTBEHHOTO Mpernapara)
PQFHCT!JBIIHOHH’OE VIOCTOBEDEHNE

PHEYCHIFRTE ASPIRTEY (HATHAIAT A 115) MCITHIUMIRRIURG ABPUMGH CH S
HHA ]

PErHcTPALHOHHONO Y10CTOBE A i
JIEKaPCTBEHHOTO Npenapara ki

'Aupec MECTOHAXO0MKICHHSI AeprKaTe s 1)
_|(Baajenbua) perueTpaunonnoro yaocrosepenns SE-151 85 Sodertalje, Sweden
_|1exapersennoro npenapara e

|Mara FOCYAAPCTBEHHOI 'pe_'rnchauun

1A 18.10.2017
J'IEK'apCTBeHHOTO npenapaTa‘

CPpOK 1eACTBHA PETHCTPAUHOHHOIO

_ 31.12.2025
ynocroaepeuuﬂ J'lelcapCTBeHHOl'O npenapaTa x

~ |/laTa BHeceHHs H3IMeHEHHIT B perucTpaLHOHHOE
YA0CTOBEPEHHE 1eKapCTBEHHOro NpenapaTa (1aTa
3aMEHbI PErHCTPALHOHHOIO Y10CTOBEPEHHS
JIEKaPCTBEHHOIO Npenapara)

06.07.2022

HHdopmauus o 3aperucTpupoBaHHOM JleKapcTBEHHOM MpernaparTe:

Toprosoe HauMeHoBaHHE Tarpucco

MekayHapoaHoe HellaTeHTOBAHHOE, WIIH
. |rpynnupoBoYHOe, WM XHMHYECKOe OcumepTHHHD
 |HanmMeHOBaHHe

- |Jlexapersennas dopma TabNETKH, MOKPbLITHIE NAEHOYHOH 0BoNouKoit

iloaupomca 40 mr, 80 mr

| KayecTBeHHRBIH COCTAB U KOTHYECTBEHHBIH COCTAR JNIelCTBYIOLIHX BEUIECTB U KaYeCTBEHHbII
COCTAB BCNIOMOTATE/IbHbBIX BeLIECTB

ocumepTuHuba Me3unar 47.7/95.4 mr (cooTBetcTBYeT OcHMepTHHHOY 40/80 Mr), BCIOMOTATEBHbIE :
BELECTBA (MAHHHTOI, LIEILTH0/1032 MUKPOKPHCTAIIHYECKAS, THIPOJI03a C HH3KOH CTENEHBIO 3aMellieHNA,
HaTpus creapundymapar, obonouka Onazapaii [l GexeBblii [nonUBUHHIOBbI CITUPT, THTAHA AMOKCHI,
makporos 3350, Tanbk, KpacHTemb Kenesa okcua xeatsiii (E 172), KpacuTelb XKeJle3a OKCH/ KPacHbIi
(E 172), kpacurens sxenesa okcul yepusiii (E 172)])

{®opmbl BeINYCKA (JlekapcTBeHHas opma, TaBIeTKH, NOKPBITBIE MIEHOUHOI 0BONOUKOH,
A03WPOBKA, NEPBHYHAT YNAKOBKA, KoiHyecTBO (40 mr (Gnmctep) 10 x 3 (mauka kaprounas)
JIEKAPCTBEHHOI (GOpMbI B NePBHYHOI ynaKkoBKe, |TalieTky, NOKPHITHIE IEHOUHOI 060I0YKOH,
KO/IMYEeCTBO MepBHYHOI YNAKOBKH B 80 mr (Gnrctep) 10 x 1/3 (nauka KapToHHas)

‘|norpeburennckoii YNaKOBKe, KOMIJIEKTHOCTEH)

{PexBuznTLI HOPMATHBHO# 10KYMEeHTALHH JIT1-004492-181017

042629
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CrpaHHLA 2 pericTPaLMOHHOTO yaocToBeperus No JII1-004492

[Mpon3BoacTBeHHBIC NJIOIAAKH, YHACTBYIOLIHE B IpoUecce NPOU3BOACTBA JEKAPCTBEHHOI0
npenapara, ¢ yKaiaHuem cTaJHil npoH3BOACTBA, HA3BAHHI U PAKTHYECKHX aJPECOB
MeCTOHAXO0KAEHHH

Hpouzevoumens (Bee cmaduu npouzeodemasa) Actpa3enexa AB, Lserus /
AstraZeneca AB, Sweden

Gartunavagen, 151 85 Sodertalje, Sweden

fpouzsodumeis (Bee cmaduu npouseodcmea) OO01IeCTBO ¢ OrpPaHHYEHHOT

OTBETCTBEHHOCTHIO "AcTpa3eHeka
Hupactpuz" (OO0 "Actpa3eHeka
Hnnacppustiy-Pocgy
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