MWHUCTEPCTBO 34paBOOXPaHeHUs

oS 2505090
Poccuinckon degepaumun
PEOEPANBHAA CNYXXBA MO HAA3OPY r
B CHPEPE 34PABOOXPAHEHWNA
(POC3APABHA/3OP) CyObeKTbl 06paLleHus
PYKOBOAUTE/b NEKAPCTBEHHbLIX CPEACTB

CnaBsiHckaa nn. 4, ctp. 1, Mocksa, 109074
TenedoH: (495) 698 45 38; (495) 698 15 74

OS. al/bl -

Ha Ne oT

r 0 BHECEHWWN HOBbIX faHHbIX N0 |
6e30MacHOCTU B MHCTPYKLUIO MO
NPUMEHEHWIO NEKaPCTBEHHOIO
npenapara ApuMmnaekc®
(MHH - AHacTposon)

defepanbHas cyxkba rno Hag3opy B cdepe 34paBOOXPaHEHUST B paMKax UCMOSTHEHNS
rocyapcTBeHHOM (hyHKLUMW M0 opraHm3auum n NpoBeaeHNIO (hapMaKoHaa3opa 40BOANT A0
CBefleHNS CyObeKTOB 0b6palleHNA NeKapCTBEHHbIX CPeACTB WM CreumasincToB B 061acTu
3apaBooxpaHeHna nucbMo OOO «AcTpaldeHeka PapmMacbloTUKaN3» 0 HOBbIX AaHHbIX MO
6e30NacHOCTN U BHECEHUWN M3MEHEHWUI B UHCTPYKUUIO MO MEAMLMHCKOMY MNPUMEHEHUIO
NeKapCTBEHHOro npenapara ApMmnaekc® (aHacTpo3os), TabneTKW, NOKPbITbIE MIEHOYHON
060/104KO0I1, 1 Mr.

NpunoxkeHwve: Ha 2 n. B 1 3Ka.



O6LLEecTBO C orpaHMyeHHoli 0TBETCTBEHHOCTbLHO
«AcTpa3eHeka PapmacbloTrkana»
123112, r. Mockea, 1-ii KpacHorBapgelicknii npoesg, a.21, ctp.1

Ten. +7 495 799 5699 dakc+7 495 799 5698 AstraZeneca

04 anpensa 2022
Wcx. 7513-2-S ot 04.04.2022

NHopmaynoHHoe NnUcbMO A8 cneynanncTtoB B 06a1actn 34paBooXpaHeHuns
n/nnn papmauyeBTUKN

YBaxaemble gambl 1 rocnogal

O6wWwecTBO C OrpaHNYEHHON OTBETCTBEHHOCTbIO «AcTpa3eHeka dapmacbloTuKans» (ganee -
O6uwecTBO) cBUAETENILCTBYET Bam cBoe noyteHne n MHPOPMUPYET O MONYYEHUN HOBbIX
[aHHbIX N0 6e30MacHOCTM IeKapCTBEHHOrO npenaparta: ApuMmnaekc®, tabneTku,
NOKpPbITble M/IeHOYHOM o6onoykoin, 1 mr, Actpa3eHeka HOK Jiumntes, BenukobputaHus,
perncTpauymoHHoe ygoctosepeHne 1 N013285/01 ot 19.02.2010 (manee - MNpenapar).

Mony4yeHbl HOBble AaHHble NO 3PEKTUBHOCTM U Ge3onacHocTn lMpenaparta, B CBSA3W C
YeM BHECEHbl U3MEHEHMsI B UHCTPYKLUIO MO MeAMLUHCKOMY MpPYMEHEHUo, BK/Yas pasgen
«[oboyHOe AeNCcTBME» - BK/HOUEHA HexXenaTtefnbHas peakuuss CO CTOPOHbI CKeNeTHo-
MbILLEYHOW N COeAUHUTE/IbHON TKaHW - «OCTEO0NopOo3».

N3meHeHna BcTynuam B cuny anas Apumuaekc®, Tabnetku, MNOKPbITble MJEeHOYHO
o6onoukoit, 1 mr, Actpa3eHeka HOK Jlumuten, Benunkobputanus, ¢ 15.02.2022 (PelwweHue
MuHucTepcTBa 3apaBooxpaHeHus Poccuiickoii ®eagepaumm 3a Ne 20-3-4190252/A4/VW3M ot
15.02.2022).

C n3MeHeHUs MU, BHECEHHbIMW B UHCTPYKLMIO N0 MeAULMHCKOMY npumMeHeHuio MNpenaparta
oT 15.02.2022, Bbl MOXeTe 03HaKOMUTbCA Ha caite MPJIC

https://grls.rosminzdrav.ru/Grls View v2.aspx?routinqGuid=dldabd71-1fda-447a-8422-
a399096f3e0f&t= (MN3m. Ne 10, M N013285/01, 2022).

Mepepn Ha3HauyeHuem Mpenaparta, noxanyincra, BHUMATENbHO 03HAKOMbTECH C MHCTPYKLUEl
no MeAULUHCKOMY NMPUMEHEHUIO.

Mpocbba coobuw,aTb O HeXenaTesbHbIX ABIEHUAX

Coob6LieHnst cneunasiucToB 34paBOOXPAHEHNUA O HeXenaTefbHbIX peakuusix MMeT BaXHoe 3HauyeHue Ans
aHanm3a npoduna 6e3onacHOCTV NIeKapCTBEHHOro npenapaTta W MOryT MOCAYXWTb OCHOBaHWEeM /11 BHECEHUS
N3MEHEHUS1 B PerucTpauMoHHYH0 JOKYMEHTaLUM0 B yCTaHOBMIEHHOM (hefepasibHbiM 3aKOHOM MopsifKe.

Ecnv BaM cTano uW3BeCTHO O MOAO03PEBAEMbIX HeXesnaTeslbHbIX peakuusiX, CBS3aHHbIX C YKa3aHHbIM
npenapaTom, noXxasyiicta, coobwuTe 06 3TOM, HarnpaBuB 3aro/iHEHHYI (OpMYy «l/I3BelleHne 0 /TI060UYHOM
[eiicTBMU, HexenaTeNbHOW peakuun Uam oTCYTCTBUS OXWUAAEMOro TepaneBTUYeckoro apdpekTa» Mo KoHTaKTam,
YKa3aHHbIM HUXe.

Vicnonuurtens:

depotosa M.K.

+7 495 799 56 99
Safetv.Russia@astrazeneca.com
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O6LLEeCTBO C OFPaHNYEHHON OTBETCTBEHHOCTbIO
«AcTpa3eHeka PapmacblOTUKaN3»
123112, r. MockBa, 1-n KpacHorBapgewckuii npoe3sg, 4.21, ctp.l

Ten. +7 495 799 5699 dakc+7 495 799 5698 AstraZeneca

KoHTakTHas nHtopmauyms

Mpy BO3HWKHOBEHUM BOMPOCOB WM HEOOXOAMMOCTM MOMAYYEHUS AONOMHUTENBHONM MHOPMaUMK, Noxanyicta,
obpalwantecb B MeguuMHCKMiA otaen komnaHum OOO «AcTpa3eHeka PapmacbloTvkan3d», Poccus, 123112, r.
MockBa, 1-ii KpacHorBapgenckuii npoesg, g.21, ctp.1, TenedoH: +7 (495) 799 56 99, chakc +7 (495) 799 56 98,

[ns coobLeHnst o HexenaTtesibHbIX peakuusx Ha NekapCcTBeHHble npenapatbl «AcTpa3eHekax:
NHPOPMAaLMOHHbIN pecypc «CoobLleHMe 0 HeXenaTesibHOM SBNEHUN»
https://www.contactazmedical.astrazeneca.com wan 37eKTPOHHasi noyTa
Safetv.Russia@astrazeneca.com,

Mo Bonpocam, CBSI3aHHbIM C MeAULMHCKON nHdopmaumein, Bel MoxeTe 06paTntbecs no tenedoHy +7
495 799 56 99, nHcopmaunoHHbIN pecypc https://www.contactazmedical.astrazeneca.com unun no
3NeKTpoHHoI noute MedInfo.ru@astrazeneca.com.

B depepanbHyto cnyxby no Haasopy B chepe 3gpaBooxpaHeHns (Poc3gpaBHansop):
Mo 3M1EeKTPOHHOI nouTe: pharm@roszdravnadzor.gov.ru,
no nouyte: 109074, Poccusa, Mockea, CnaBsiHckas nn., 4.4, ctp.l, kab. 211.

Cnucok nutepartypbl:

1. WHCTpyKuMSa No MmeauunHCKOMY NPYMEHEHUI0 IeKapCTBEHHOIO npenapara
ApMmngekc®, TabneTtku, NOKpbITble NAEHOYHON 060104KOn, 1 Mr, AcTpa3eHeka HOK
Numuten, BennkobputaHma, ot 15.02.2022.

C yBaxeHuewm,
N. P. ®epoposa

OO0 «AcTtpa3eHeka PapmacbloTUKaN3»
PykoBogutens rpynnel no dpapmakoHansopy,
MeAULUMHCKON nHdpopmaymmn, Poccua n Espasns

VicnonHutens:

®depotoBa M.K.

+7 495 799 56 99
Safetv.Russia@astrazeneca.com
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