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MUHHUCTEPCTBO 3/{PABOOXPAHEHWS
POCCHUMCKOM ®EEPALIMH

PEFHCTP&HHOHHOE YA10CTOBEPEHHUE
ﬂedeCTBQHHOTO npemapara st MEAHHHHCKOTO HPHMEHEHHH

JITI-006598
(HOMEp perMcTpaLHOHHOTO YAOCTOBEPEH S JeKapCTBEHHOrO Npernapara)

| Haumenosanue gepxaredisi (B1ajgenbua)
~PErHCTPALHOHHOIO Y10CTOBEPEHHS

| IeKapCTBEHHOTO Tpenapara

Hogaprrc Oepcus UnBect™enTe AT, Lﬂneﬁnapml
Novartis Overseas Investments AG j

‘| Anpec MecTOHAXOKACHUS JlepiKaTeNst

| (Bn1ajesibua) perucTPaHOHHOIO YA0CTOBEPEHHS

= | AexapcTBEHHOro Npenapara

Lichtstrasse 35, 4056 Basel, .Swit_zerland ; /

- JlaTa rocyaapeTBeHHO PerneTpaunm
“JIeKapCcTBEHHOIO npenapara

24.11.2020

'CpoK AeHCTBHSI PErHCTPalHOHHOTO
| YAOCTOBEpPEeHHs! JIEKAPCTBEHHOr0 npenapara

24.11.2025

- | MaTa BHeceHHsi H3MEHEHUIT B perHcTPalHOHHOE
‘| yrocToBepenHe leKapeTBEHHOO NpenapaTa
--| (naTa 3aMeHbI PerHCTPALHOHHOTO
| yaocToBepenus JieKapcTBEHHOTO Npenapara)

02.10.2023

WHpopmanms 0 3aperncTpUpOBAHHOM JIeKapCTBEHHOM Tpenapare:

i~ TO[J'I' 0B0O€ HAHMEHOBAHHE

Buskbio”

= | Mexaynapoanoe HenaTeHTOBaHHOE, HIH

S

NN .‘.

e

Ll

TPYIITHPOBOYHOE, HJIH XHMHYecKoe
l_la_l'meuosanne

Bponyuusymab

2 ~JlekapcrBenHasi popma

pacTBOp AJiA BHYTPHITIA3HOTO BBEACHHA

= JlosupoBka

120 Mr/ma

Kﬂ‘le(ETBEHHBIH COCT2B H KOJIHSECTBEHHbIH COCTAB JeiCTBYIOLIHX BEIUECTB H xaqecmeuuuﬁ

COCTAB BCNOMOraTe/IbHbIX BELIECTB

_f.'GponyunsyMaﬁ 120 mr, BcioMorarenbHble BellecTBa (caxapo3a, HaTpus LUTpar, noiaucopdar 80, Hatpust |
TUIPOKCHIL, BOJA JUTS MHbBEKLIUI) ==

| ®opma seinycka (ekapersennas Gopma,

03HPOBKA, NEPBUUHAS YNAKOBKA, KOJIHYECTBO
JieKapeTBeHHoif popmbl B NepBHYHOI YIaKOBKe,

| KOJIM4eCTBO NEePBHYHOMN YNIAKOBKH B

2| noTpeduTeNLEKOIH yNaKoBKe, KOMIIEKTHOCTh)

[pactBOp 1A BHYTPHIJIA3HOTO  BBEICHWA,
120 mr/mn (dnakon) 023 mm x 1 + (urna G’:.
¢GunbTpom) X 1] x 1 (nauka kapToHHAsN); i
yIaKkoBKa «HH-0ATKY: [pacTeOp ang
BHYTpHIIa3HOro BBeieHMsA, 120 mr/mi (paaxoH) |
0.23 ma x 1 + (urna ¢ punstpom) X 1] x 1 (uaqxa :
KapToHHaA)

| PekBusnro HOPMATHBHOI JOKYMEHTaLHH

JI[1-006598-241120




Crpanuua 2 peructpatmonHoro ynocropepenus Ne JIIT-006598

Ipou3Bo/icTBeHHbIE IUIOLIANKH, YYACTBYOIHE B IPOLECCe MPOH3BO/ACTBA JIEKAPCTBEHHOTO
npenapara, ¢ yKasanHeM CTaJui IPOH3BOACTBA, Ha3BaHUH 1 (PAKTHYECKHX apecoB

MECTOHaAXOKACHHS

[pouszeodcmeo 20moeot NeKapemeenHoil hopmel

Hogaptuc ®apma Llreiin AT, [lseinapus/
Novartis Pharma Stein AG, Switzerland

Schaffhauserstrasse, 4332 Stein, Switzerland

ITepsuunas ynarxoeka

Hogapruc ®@apma Llreitn AL, IliBeitnapus/
Novartis Pharma Stein AG, Switzerland

Schaffhauserstrasse, 4332 Stein, Switzerland

Bmopuunas/nompebumensckan ynakosxka

Hosapruc ®apwma Llteiin AT, Ilselinapus/
Novartis Pharma Stein AG, Switzerland

Schaffhauserstrasse, 4332 Stein, Switzerland

Bmopuunai/nompebumenbekas Ynakoska

Jlex PapmackroTHKan3 A.4., CioBeHus/
Lek Pharmaceuticals d.d., Slovenia

Verovskova 57,1526 Ljubljana, Slovenia

Bmopuunas/nompebumenvekan ynakoeka

Axunoneproe obmiectso "OPTAT"
(AO "OPTAT"), Poccus

157092, Koctpomckas 061., CycaHUHCKuMiA paiioH, ¢. CeBepHOE, MKP. XapHTOHOBO

Hpouzgooumens (Bvinyckaiowui Konmpons
Kawecmeda)

Hogaptuc ®@apma Ulreitn AL, 1lselinapus
/Novartis Pharma Stein AG, Switzerland

Schaffhauserstrasse, 4332 Stein, Switzerland

Ipouseodumens (Boinyckaiowjuit KOHMpPOons
ravecmea)

Jlex ®apMacbOTHKAN3 JI1]L., CroBeHus/
Lek Pharmaceuticals d.d., Slovenia

Verovskova 57,1526 Ljubljana, Slovenia

Tpouseodumens (Boinyckaiowuit KOHMPOb
Kayecmaa)

AxunonepHoe obmecrso "OPTAT"
(AO "OPTAT"), Poccus

157092, Koctpomckas 0651, Cycanuuckuii paiio, ¢. CeBepHOe, Mﬁﬁnxw/

C.B. I'nnaro.ies

3amecruress Munucrpa

(nomice)



