MUHHUCTEPCTBO 3[IPABOOXPAHEHHWA
POCCUNCKON ®EJEPALINH

Perncrpannonnoe y,IIOCTOBepeHI’le

HEKapCTBEHHOFO npenapﬁﬁaﬁﬂﬂsgﬁeﬂmf HSKOI’O ﬂpI'IMEHeHHﬂ

(HOMEp PErHCTPALHOHHOIO YA0CTOBEPEHH nekapc’_rneﬂﬂoro npenapara)

HaumenoBanne nepxarens J
PETHCTPAUHOHHOTO YI0CTOBEPEHHS: AstraZeneca UK Lumted, United Klngdo,m ;
AJlpec aep;KaTes perucTPalHOHHOIO | ®pencuc Kpux Asento, Kembpumi Brovenu: i
YIOCTOBEpeHUs: Kamnyc, Kem6puk, Benukobpuranns CB2 0A

1 Francis Crick Avenue, Cambridge Biomedic
Campus, Cambridge, United Kingdom CB2 OA

Hata perucTpauun: 27.04.2024

JaTa ucTedeHHn cpoka aeiicTBUA 27.04.2029
PEerucTpauOHHOIO YI0CTOBePEeHMsI:

Hata noaTBepKIeHUs PErHCTPALIMK
(nmepeperncrpauun):

Jara BHeceHUn H3IMEHeHUIH 27.04.2024
(nepeodopmiieHNHs) B perucTpanuoHHoe
VAOCTOBEepeHne:

Harta perncrpannn B pedpepeHTHOM 27.04.2024

_ rocyaapcrse:

~ M OOATBEPIKAACT, TO NEKAPCTBEHHLI NMPEnapaT 3aperucTpPHPOBAH H Pa3peileH K MEAHUHHCKOMY npm«xen 3
- Ha TEPPHTOPHU:

Poccuiickoii @enepaunn

(rocynapetso ~ yneH EBpasuiickoro 3kOHOMHYECKOro cor3a)
MHudopmaums o 3aperincTpHpoBaHHOM TEKapCTBEHHOM npenapare

®
Toprosoe HanMeHOBAHHE J1EKAPCTBEHHOTO 3oranekc
npenapara:

MexayHapoaHoe HeNATEHTOBAHHOE Fosepenin

HanMeHoBanue (MHH), niu o6menpunsroe
(rpynnupoBOYHOE) HAUMEHOBAHNE, HIH

XHMHYECKoe HAHMEHOBaHHe AKTHBHOI

tbapmanesTHYeCKO# cyGcTaHIHK

(npu orcyrerBun MHH):

JlekapcrBennas gopma: HMIIAHTAT
Josuposka(-un): 3.6 mr, 10.8 mr
@opma(-bI) BRINYCKA;

3AUIMTHEIM MEXaHH3MOM (CHCTeMa Ge3onmacHoro
seenenua Safety Glide)) 1 x 1 (nauxa KapTOHHaSI)

CoCTaB JIeKaPCTBEHHOI0 NpenapaTa; rosepennta auetar 3.8 Mr (B riepecuere Ha rosepesn
3.6 MI), BCTIOMOraTeNbHbIC Bemecma (MOJ’IO'-IHOﬁ‘H:

YKCYCHAs KHCIIOTA (C HH3KHUM conﬂaﬁ(&lﬁi%
YKCYCHOTO aHruan,ua))




Crpanunua 2 peructpaionHoro yaocroepenus No JIH-Ne(005334)-(PL-RL)

rozepenud 10.8 Mr), BcrioMoraTtensHble BENIECTRA
(HM3KOMOJEKYIAPHBIH MOJIOYHON H TITHKOIEBO#H
KHCIIOT cononumep (95:5), BLICOKOMOIEKYIAPHBIIH
MOTIOYHOH M ITTHKONEBOH KHCIOT cornoaumep (95:5),
JIeAAHas YKCyCHasa KHCII0Ta (C HHU3KHM COACpKAaHHEM
YKCYCHOTO aHTHApuaa))

14 | Cpox roamocT: 3 roaa

Hudopmanus o npoH3BoaMTENE IEKaPCTBEHHOTO NpenapaTa (Ha3BaHus U aapeca MPOH3BOACTBEHHBIX MIONIANOK,
YYaCTBYHIOIIUX B MPOLECCE MPOH3BOACTBA TeKaPCTBEHHOIO IpenapaTa)

Ne | Cragus npoussoxcra | Ha3zpaHne opranuzanmuu Anpec NpoH3BOACTBEHHOM IIOWATKH
(BCce YUaCTHUKH
NIPOH3BOACTBEHHOTO
npouecca)
1 [NpouseoacTeo rotoBoit | Actpa3enexa IOK Jlumuren, Cunx Poyn Busnec [Mapx, Makknchuna,
JeKapcTBeHHOM dopmel | BemkoGpuranus / AstraZeneca SK10 2NA, BenukoOpuranns /
UK Limited, United Kingdom Silk Road Business Park, Macclesfield,
SK10 2NA, United Kingdom
2 | HepBuuHas yIakoBKa Actpa3enexa HOK Jlnmuren, Cunk Poyn Busnec IMapk, Makxnchuna,
BenukoOpuranus / AstraZeneca SK10 ZNA, Benukobpurasus /
UK Limited, United Kingdom Silk Road Business Park, Macclesfield,
SK10 2NA, United Kingdom
3 | Bropuunas ynakoska Actpa3enexa IOK Jlumuren, Cunk Poyn Bnsuec IMapk, Makkncung,
BenukoGpuTanusa / AstraZeneca SK10 2NA, Benukobpuranus /
UK Limited, United Kingdom Silk Road Business Park, Macclesfield,
SK10 2NA, United Kingdom
4 | Brimyckaromuii Actpa3eneka IOK Jlumuren, Cunk Poyn busnec IMapx, Makknchunz,
KOHTpOJIb Ka4ecTBa Bennkobpuranus / AstraZeneca SK10 2NA, Benukobpuranus /
UK Limited, United Kingdom Silk Road Business Park, Macclesfield,
TR, SK10 2NA, United Kingdom
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