MUHUCTEPCTBO 3/{IPABOOXPAHEHHSI
POCCHUHCKO! ®EJIEPALIUM

Pemwpaunonuoe yOCTOBEpeHne

.uelcapCTBeﬂﬂom npenapara juis MelHIHHCKOTO npnmeuenuﬂ
JII-Ne(005264)-(PI'-RU)

(HOMCP PErucTpalMOHHOTO YI0CTOBEPEHHA nekapcnaeﬂﬂoro npenapa"ra)

HaumeHnoBanue ae p#aTe/s perucTPALHOHHOIO
YA0CTOBEPEHUSN:

AstraZeneca UK Limlted United ngdom

Anpec aepKaTesisi perHCTPALUHOHHOTO
YAOCTOBepeHHs:

1 ®pencuc Kpuk Asenro, KemOprmk Bromenuxan’
Kemopuax, BenukobGpurtanns CB2 0AA /-
1 Francis Crick Avenue, Cambridge Biomedical Can
Cambridge, United Kingdom CB2 0AA

: Jdara PerucTrpauHu:

22.04.2024

JlaTa ucTedeHHst CPOKa AeCTBHA
PErHCTPALIMOHHOIO YI0CTOBEPEHHS:

22.04.2029

JaTa moATBep#KIAHUS PErHCTPALIHH

- (mepeperucTpaunu):

lara BHecenus H3MeHeHHii (MepeodopmiaeHus) B
PErHCTPALIHOHHOE YI0CTOBEpPEHHE:

22.04.2024

3

Jata peructpauun B pediepeHTHOM rocyaapcerse:

22.04.2024

- Ha TePPUTOPUU:

M TIOATBEPHKALT, UTO JIEKAPCTBEHHbIH MpPenapaT 3aperucTPUPOBAH i PA3PELICH K MEIMLIHHCKOMY npmwe

Poccuiickoii @enepauuu

(rocynapctBo — uneH EBpasHiicKoro 5KOHOMHYECKOTO CO3a)

Mudopmarns o 3aperucTpupoBaHHOM JIEKAPCTBEHHOM MpenapaTe

Toprosoe HaHMeHOBAHHE JIEKAPCTBEHHOTO
npenapara:

@opcura

MexkayHapoaHOe HeMATEHTOBAHHOE
Haumernosanue (MHH), nnu odmenpunnToe
(TpYNNUpoOBOYHOR) HAMMEHOBAHHE, HIH
XHMH4YeCK0e HAKMeHOBAHHE AKTHBHOM
(hapmaLeBTHHYECKOH CYGCTAHUHU

(npu oreyrereun MHH):

Hanarnidnosud

JlekapcTBennan dopma:

TabNeTKH, MOKPBITHIE MIEHOUHOH 06010UKO]

Hosuposxa(-n):

5wMr, 10 Mr

®opma(-bI) BbINYCKA:

TabeTKH, MOKPBITHIC MIEHOUHOH 0001049KOH, 5 M
(Gaucrep) 10 x 3 (nauka KapToHHas) =
Ta0JICTKH, NMOKPHITHIE IIEHO4YHOH 000J04KO0H, 5 MI
(6auerep) 14 x 1/2 (mavyka kapToHHAas)

TabNeTKH, MOKPbITHIE MJICHOYHOH 0001049K0H, 10 MT
(6amctep) 10 x 3/9 (mavka KapTOHHAsA)

TaONeTKH, MOKPBITLIE NIEHOYHOH 000n0uK0H, 10 M
(6aucrep) 14 x 1/2 (navka KaproHHas)

Ynakoeka "un-0ank":

TabNeTKH, MOKPBITHIE NISHOYHOH 060I0UKOH, 5 MT, 10
(6nuctep) 10 x 180 (kopo6)

CocTaB 1eKapcTBEHHOr 0 NpenapaTa:
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Crpanuna 2 perucrpauuoHsoro yaocrosepenus No JII-No(005264)-(PI'-RU)

KPEMHHs AHOKCH, Marius creapar, obonouka [Onanpait® 11
KENTRI (MOTMBMHKIIOBBIH CIIMPT YaCTHYHO
IHIPOJIM30BAHHLIH, TUTAHA IMOKCHI, Makporon 3350,
TANbK, KPACHTEIh OKCHIL JKE/I1E3a JKENTRIHA)])

14

CpoK rogHocTH:

3 roma

WHdopmaLsg o NpoH3BOAMTENE IEKAPCTBEHHOrO NpenapaTa (Ha3BaHHs U aapeca NPOU3BOACTREHHBIX IUIOWAI0K,

VUACTBYIOLIMX B NPOLEcce MPOM3BOACTRA JeKapCTBEHHOTO Npenapara)

Ne | Craaus npoH3BOICTBA HasBauue opraHusauuu Anpec npon3BOICTBeHHOH MJIOWAAKH
(BCe YYACTHHKH
NPOM3BOACTBEHHOI O
npouecca)
1 I1poH3BOICTBO TOTORO# Actpa3eneka ®apmaceiotukanc JII, | 4601 Xaityah 62 Hcr, Maynr Bepron,
NexapcTBeHHOH dropMbl CIIA / AstraZeneca Pharmaceuticals | Munmana, 47620, CHIA / 4601 Highway 62
LP, USA East, Mount Vernon, Indiana, 47620, USA
2 [Tpou3BoacTBO roToBO#H O06111ecTBO € OrpaHU4EHHOH 249006, Kanyxckas obnacts, bopoBckuit
JCKAPCTBEHHOH (OPMBL OTBETCTBEHHOCTHIO "AcTpadeHeka paiioH, aep. JJoGpuHo, 1-b1i Bocroumslii
(madnemxu, nOKpuIntele Hunactpus” (OO0 "Acrpa3enexa npoesn, BraacHue 8
nieHouHoln oboroukol, 10 Wunacrpus"), Poccuiickas
Me) DenepaLius
3 [MepruuHas YIIAKOBKA Actpa3enexa FOK Jlumuren, Cunk Poya Busnec [Tapk, Makkncdunz,
Bemuko6puranus / AstraZeneca UK Yewnp SK10 2NA, BeaukoOpuraHus /
Limited, United Kingdom Silk Road Business Park, Macclesfield,
Cheshire SK10 2NA, United Kingdom
4 [epBuynas ynakoska OO011ecTBO C OrpaHHYEHHON 249006, Kanyxkckas o6nacts, Boposckuii
(mao.emxu, ROKPbiMbLe OTBETCTBEHHOCTBIO "AcTpa3eHeka paiion, aep. Jo6puno, 1-siii BocTouHbIH
naenoynou obonoyxon, 10 | Uupacrpuz” (OO0 "Acrpa3eHeka npoes, BraaeHne §
a2l Hunactpus"), Poccuiickas
DPeepanns
5 BropuuHas ynakoska Acrpa3eneka KOK Jinmuren, Cunk Poyn busnec ITapk, Makkacdunz,
BenukoOpuranus / AstraZeneca UK Yewnp SK10 2NA, Benukobputanus /
Limited, United Kingdom Silk Road Business Park, Macclesfield,
Cheshire SK10 2NA, United Kingdom
6 Bropuunas yriakoska OO01ecTBO ¢ OrpaHHYEHHOH 249006, Kanyxckas o6nacte, boposckuii
OTBETCTBEHHOCTRIO "AcTpa3eHeka paiioH, aep. JoOpuro, 1-biif BocTouHbIH
Hunactpuz” (OO0 "Actpa3enexa npoesa, BaaaeHue §
Hupacrpus"), Poccukickas
Denepauus
7 Brinyckatomuit koutponis | Actpa3enexa HOK Jlumuren, Cuiik Poyn busnec [Tapk, Makkachuna,
KAaueCTBa BenukoOpuranus / AstraZeneca UK Yemnp SK10 2NA, Benukobpuranus /
Limited, United Kingdom Silk Road Business Park, Macclesfield,
Cheshire SK10 2NA, United Kingdom
g Brinyckaroumid kontpoas | OOniecTBo ¢ orpaHM4eHHOH 249006, Kanyxckas ofnacts, bopoBckuid
KauecTsa OTBETCTBEHHOCTBIO "AcTpaleHeka paiion, aep. [lo6puno, 1-slit BocrouHbli
HMupacrpus” (000 "Actpadedeka | npoesn. BaaneHHe 8
Wnaactpus”), Poceniickas " :
Deneparms £ oh :

3amecTurens Munuerpa Bty

o4
C.B. I'marosien

(o Anvich)



