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“npmweHeHna HaCToAIIEE PETUCTPALIMOHHOE y;:[ocmaepemde BI:I,IIaHO

Haumeﬂosanue nepmare.ﬂﬂ
pernmpaunonnoro YAOCTOBEpEeHHsI:

ACTpaBeHeKa AB, H_[i;eum/
AstraZeneca AB, Sweden

Alpec 1epaTeJisi PerHCTPALMOHHOIO
| yaocToBepeHus:

SE-151 85 Conepranse, HIperms /
SE-151 85 Sodertalje, Sweden

| Mara perucrpanuu:

27.02:2023

Jara ucreyeHus cpoka JeHcTBHS
PErHCTPALHOHHOIO YI0CTOBEPEHMS:

27.02.2028

Mara N0 TBEPIKACHHS perucTpanuu
(nepeperncrpauun);

‘| MaTa BHeceHUs H3MEHEH Ui
~(nepeodopmJIeHHsT) B perHCTPaLIHOHHOE
| yAocToBepeHHe:

04.09.2025

| JMata perucrpauun B pedepeHTHOM
‘rocyjaapcrse:

27.02.2023
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Toprosoe HaNMeHOBaHHE JIEKAPCTBEHHOIO
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150 mMr/mi

(I)OpMa(-bl) Bbll'lyCKa:

- KOHLEHTpAT A I]'pPIFOTOBJ]eHPIX pacTtBopa

s uHy3ui, 150 mr/mn ($nakor) 2.0 M (300
2.0 M) x 1 (magka KapToHHAN)

Cocras JIEKApPCTBEHHOI'0 npenapara:

aHuGpomymab 150 Mr, BCIOMOTraTeNbHbIE BeLLE
(L-ructunns, L-ructununa rympox.no
MOHOTH/pAT, L-Tu3kHa TUAPOXIOpHS, ,0-Tperas

IMruapat, noaucopbar 80, Bona A | =

CpoK rogHoCTH:
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CrpaHula 2 peruCTPaldOHHOrO yA0CTOBEpeHUst N @§2(901857)—(PF-RU)

HHdopmanms 0 IpOn3BOMTENE JIeKapCTBEHHOTO TperapaTa (Ha3BaHus ¥ aapeca IPOM3BOACTBEHHBIX [L10MAOK,
yYaCTBYIONIMX B MPOLIECCE TPOU3BO/ICTBA IeKapCTBEHHOTO MpenapaTa)

Ne | Craaust npoM3BoACTBa
(BCe Y4aCTHHKHU
MPOU3BOACTBEHHOIO
npomecca)

Ha3BaHue opraHuzauuu

Anpec NpoN3BOACTBEHHOMN MIOLHAAKH

1 IIpounsBoncTBO roTOBOM
JIEKapCTBEHHOU (OpMBI

Actpa3eneka Helimeren b.B.,
Hunepnanns! / AstraZeneca
Nijmegen B.V., Netherlands

Jlarenannceser 78, 6545 CG,
Heiimeren, Hunepnaunst /
Lagelandseweg 78, 6545 CG, Nijmegen,
Netherlands

2 | TlepBuuHas ynakoBKa

Actpa3eneka Heiimeren 5.B.,
Hunepnanns! / AstraZeneca
Nijmegen B.V., Netherlands

Jlarenangceser 78, 6545 CG,
Hetimerer, Hunepnanns! /
Lagelandseweg 78, 6545 CG, Nijmegen,
Netherlands

3 | BropuyHad ymakoska

Actpa3eneka Ab, IlIpewust /
AstraZeneca AB, Sweden

®Dopckapratal 18, Conepranse, 151 36,
IBenus / Forskargatan 18, Sodertalje,
151 36, Sweden

4 | BTopuaHas yakoBKa

OO611ecTBO ¢ OrpaHUYeHHON
OTBETCTBEHHOCTBHO
«CKOITMHCKUI
OAPMALIEBTUYECKHM
3ABO/I» (OO0
«CKOIIMH®APM»),
Poccuiickas @epepanus

Poccniickas @enepauus, 391800,
Ps3anckast 0011., CKONUHCKHUH paiioH,
Tep. IIpoMbinuieHHas 30Ha Ne 1, 31, 1

5 | Brmyckaromui
KOHTPOJIb KayecTBa

Actpa3eneka AB, LlIBerps /
AstraZeneca AB, Sweden

I'aptynaBaren, Coxeprainse, 152 57,
lIseuus / Gartunavagen, Sodertalje,
152 57, Sweden

6 Brinvekaroniyii
KOHTPOJIb Ka4ecTBa

OO01IeCTBO C OrpaHUYEHHOM
OTBETCTBEHHOCTBIO
«CKOITMHCKUHA
®APMALEBTUYECKHI
3ABOI» (OO0
«CKOITMHO®APMY),
Poccuiickas @enepanus

Poccuiickas @enepatius, 391800,
Ps3anckas 061., CxonrHCKUi paiioH,
tep. IIpombinieHHas 308a Ne 1, 31, |
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