MUHUCTEPCTBO 3[iPABOOXPAHEHHS
POCCUHCKOM ®EIEPALIA
PerucTpaunoHHoOe YIOCTOBEPeHHe
JlehﬂpCTBeHH()l"O Apenapara st MeAHIMHCKOTO npumenenuﬂ

JITI-007476
(Homep peruc"rpau.uou HOrO Y/JOCTOBEPEHHs J1eKapCTBEHHOrO rpernapara)

| HanmenoBaune aepxkatens (Baaae1bua)
| PErHCcTPANMOHHOIO Y10CTOBEPEHHS '
| 1eKapCTBEHHOIO Npenapara

Hoeapric ®apma AT, [UBeﬁuapﬁsi;
Novartis Pharma AG

| Aapec mecTonaxoxaenusi aepKatess
| (B1azenbua) PErHCTPAUHOHHOIO YAOCTOBEPEHHS! Lichtstrasse 35, 4056 Basel, Switzerland
| rlekapeTBeHHOro NpenapaTa

- | Mara rocynapcrsennoii perncrpaunn
| exapersensoro npenapara 07.10.2021

| Cpox seiicrBus perncrpaunonnoro 51150005
| yaocTOoBepenns leKapcTBEHHOTo npenapaTa 1205

- | lara BHecenns n3meHennii B perucTpaunoHHoe
~ | yroctoBepenue JIeKapCTBEHHOr0 Npenapara 19.09.2023
| (naTa 3aMeHbl PErHCTPAUHOHHOIO i T

= | y1ocTOBEpEHHS 1eKAPCTBEHHOTO NMpenapara)

Undopmatins 0 3aperucTpUpOBaHHOM JIEKAPCTBEHHOM Tpernapare:

=3 :';Top'rob_oe HaHMeHOBaHHE nuepseiip Bpusxanep®

- | Mekaynapoanoe HenaTeHTOBaAHHOE, I
- | rPYNNHPOBOYHOE, HIH XHMHYeCKoe
| HaumeHoBaHue

[nukonupponus Opomua + Mupakarepos +
MowmeraszoH

{ Jlexapcraennas dopma KancyJisl ¢ NOPOLWIKOM I MHFANA L

Jlo3upoBka 50 Mkr + 150 M&r + 80 MKT 1
30 mkr + 150 MKr + 160 MEr

| KauecTBeHHbIIi COCTAB H KOJIHYECTBEHHbII COCTAB AEHCTBYIOLINX BEUIECTB I KA4ECTBEHHbII
g“'.-comn BCIOMOTaTe/IbHbIX BELECTB

-j, mnxonnppouus 6pomua 0.063/0.063 mr [coorBeTcTBYET rnKONMppoHus ochorakuto 0.050/0.050 mr],

17 MHnaKaTepona auerat 0.173/0.173 mr [cooTBeTCTBYeT HHAAKaTepo:ia ocHosaruio 0.150/0.150 mrl,

| momeTazona dypoar 0.080/0.160 Mr, Bcriomorare/bHble BSUISCTBA (1AKTO3bl MOHOTH/PAT, MArHHsI

: c*reapa-r, 000104Ka Karcy.ibl — FHNPOMEINI03a, BOAA OUMILEHHAsA, KaPparnHaH, Kajlis XJI0pHA, KpacHTens
| xenesa okcun kenrwlii (E 172), unanrokapmus (E 132), uepunia deprbie [Boga oumilleHHan, xenesa
| okcua uepublii (E 172), wsonponaxos, nponuieHrankons (E 1520). runpomesinosa (E 464)], uephuna -

| Genbie [Bosa ounienHas, Tutana amokena (E 171), usonponanon, nponunedriukois (E 1520),

" mnpomennma (E 464)] / weprunna vepHbie [BOAa OUMILEHHAR, KENE3A OKCHI HePHbIH (E 172),

i | wzonponaon, nponuienraukons (E 1520), runpomeniosa (E 464)))

| ®opma Brimycka (Jlexapersennas gopma, [Kancyiel ¢ TIOPOWIKOM  [UIA  MHTAsLwii, |
| mosmpoBka, nepBUYHAR YNAKOBKA, KOTHYECTBO | 50  wmkr  + 150 MKF -+ 80  MKr u'-*
| rekapcTBEHHON GOPMBI B EPBHYHOIN YNAKOBKE, | 50 vixr + 150 mkr + 160 mir (Grucrep) 10 x 173 =

| KOIMYECTBO NEPBHYHOI YIIAKOBKY B " i S CRTE ! =
|| norpebuTeNILCKOIl yNIAKOBKE, KOMIVIEKTHOCTD) Eﬁﬁg ::}f:oﬂzﬂk;aramuu (bpusXaicy )’? Ix

050899
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Crpanniia 2 perucTpaorHoro yaocrosepenus Ne JII-007476

PeKBH3HTBHI HOPMATHBHOH A0OKYMEHTAUHH JITT-007476-190923

[IpousBoJACTBEHHBIE IVIOMAAKH, Y4aCTBYIOLIHE B IPOUECCe NPOH3BOJACTRA JIEKAPCTBEHHOTO
npenapara, ¢ yKasaHuem crajuil IpoM3BOACTBA, HAIBAHMIT U HAKTHUECKUX A/IPECOB
MeCcTOHAXOMAEHHUS

Hpouzsodcmso 2omoson 1eKapemeenn ol ghopmel Hogapruc ®apma llreiin AT, [Hleelinapus /
Novartis Pharma Stein AG. Switzerland

Schaffhauserstrasse, 4332 Stein

[Ipouzeodecmeo como6ot aekapcmeennou hopmol 3urdpua bapepa C.JL., Ucnanus / Siegfried
Barbera S.L., Spain

Ronda Santa Maria, 158, 08210 Barbera del Valles, Barcelona

Hepsuunas ynaxoska 3urdpun bapdepa C.JL. Ucnanus / Siegfried
Barbera S.L.. Spain

Ronda Santa Maria. 158, 08210 Barbera del Valles, Barcelona

Bmopuunas/nompebumenscrkasn ynakoeka 3urdpua Bapbepa C./T., Mcnariua / Siegfried
Barbera S.L., Spain

Ronda Santa Maria, 158, 08210 Barbera del Valles, Barcelona

[poussooumens (Buinyckalowpuit KOHmMpois Hosapric ®apmaceiotika C.A., Menanus /
Kauecmeaa) Novartis Pharmaceunc'\. S. AN Spam

Gran Via de les Corts Catalanes, 764, Barcelona, 08013 Barcelona
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