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A"5.05. Ne OYcy -

HaNe oT

r()BHeceHmm HOBbIX J@HHbIX N0
6e30MacHOCTN B MHCTPYKLMIO MO
NPUMEHEHUIO NNEKAPCTBEHHOIO
npenapata Tarpucco
(MHH - OcumepTUHKG)

denepanbHasa cnyxba no Hag3opy B chepe 34paBOOXPAHEHNSA B paMKaX UCNOMHEHUS
rocygapCTBEHHON hYHKUUM NO OpraHu3aumnm 1 NnpoBeaeHNI0 hapMakoHaasopa 4OBOAUT A0
cBefeHNA cybbeKTOB O0b6palleHNs NeKapCTBEHHbIX CPeACTB M cCNeunmannucTtoB B 06n1acTu
3apaBooxpaHeHns nnucbmo OOO «AcTpa3eHeka PapmacbiOTMKaN3» O BHECEHUM HOBbIX
JaHHbIX N0 6e30MacCHOCTM B  WHCTPYKUMIKD N0 MEeAWUMHCKOMY MNPUMEHEHUIO
nekapcTBeHHOro npenapata Tarpucco (OcuMepTUHNG), TabNeTKN, NOKPbITbIE MIEHOUYHOW
o6onoukoi, 40 mr, 80 mr.

MpunoxeHue: Ha 2 n. B 13K3.

A.B. Camoiinosa


http://www.roszdravnadzor.gov.ru

O6LWecTBO C OrpaHNYEHHON OTBETCTBEHHOCTbLIO
‘«AcTpa3eHeka PapmMacbOTUKaI3»
123112, r. MockBa, 1-ii KpacHorBapgerickmin npoesg, 4.21, ctp.1l

Ten. +7 495 799 5699 ®akc+7 495 799 5698 AStrazeneca

04 mas 2023 T.
Ncx. 8177-2-S ot 04.05.2023 1.

NHhopmaynoHHoe NMCbMO AN1A CneymanncTtoB B 061acTu 34paBoOXpaHeHns
u/vnu papmaneBTUKN

YBaxaemble gambl 1 rocnoga!

OO6uLIecTBO C OrpaHWUYEHHON OTBETCTBEHHOCTbH «AcTpa3eHeka ®dapmMacblTUKan3»
(aanee - O6WeCTBO) cBUAETENLCTBYET Bam cBoe nouyTeHMe M MH(OpMUPYET O NOJSTyYEHUN
HOBbIX [aHHbIX NO 6e30MacHOCTM JNleKapCTBEHHOro npenaparta: Tarpucco®, TabneTtkw,
NOKpbITble  NNeHo4YHol o6onoukol, 40 wmr, 80 wmr, AcTpa3eHeka ABb, LWeeyus,
perncTpaynoHHoe yaoctosepeHue JM-004492 ot 18.10.2017 (panee - MNpenapar).

MonyyeHbl HOBble AaHHble MO 3P EKTUBHOCTM U 6e3onacHocTK MpenapaTa, B CBA3N C
YyeM BHEeCEeHbl U3BMEHEHUSI B UHCTPYKLUMIO MO MEAULMHCKOMY MPUMEHEHUI0, BKYas pasaensl:

- «®PapmaKkokMHe TUKa» - B nogpasgen «PapmakoknHe TUKay 0Cco6bIX rpynn nauneHToB»
pobasnieH NyHKT «llauyMeHTbl C MeTacTasaMu B FOJIOBHOW MO3r», BHECEHHbI Ha
OCHOBaHMW pe3y/ibTaTOB K/AWHMYECKOrO0 WUccnefoBaHWSA MUKPOL030BOAN MO3UTPOHHO-
9MWCCMOHHOW ToMorpacum nocne BBeAEHUA MUKPOLO03 OCUMMeEpPTUHMOA nauueHTam C
HEMe/IKOK1eTOYHbIM PakoOM NIerkoro ¢ MyTtauunei reHa anngepmanbHOro gpakrtopa pocrta
onyxonn (EGFR) ¢ metacta3amu B ro/IOBHOM.

- «Cnocob npumeHeHNsa 1 A03bl» AobaBneHa nHopmaymsa o He06XoAMMOCTN NPeKpaTUTb
Tepanuto npenapaTtom Tarpucco (Tabnuua 1) B ciyvyae pasButus cuHgpoma CTuBeHca-
DKOHCOHa © annactuyeckolr aHemunm (M3MEHEHUSA BHeCeHbl Ana obecneyvyeHus
COr1acoBaHHOCTUN TEKCTa U He cofepxaT HOBYK MHopmaumo no 6e3onacHocTn).

- «[loboyHoe peicTBUEe» - pAob6aBfieHbl CBEAEHUA O MNOBbLIWEHWN aKTUBHOCTWU
kKpeaTnHtocdokmHasbl kpou (Tabnuubl 2-5). B noatabnunyHoi cHocke kK Tabnuue 2
nobaBneH npeanoyvYTUTENbHbIA TEPMUH «OpraHM3ylollLasica MNHEBMOHMS» B COCTaBe
rPynnoBOro TepMuHa «MHTepcTMUnanbHas 60n1e3Hb JIerkux», a TakkKe yToyHeHa yactota
39TOr0 rpynnoBOro TepMUHa M 4yacToTa BO3HUKHOBEHUS TOKCMYECKOTrO aNuaepmasibHOro
Hekponusa (Tabnuua 2);

- «Ocobble ykasaHua» - pobasneH nogpasgen «MynbTuopmHaa aputema U CUHLPOM
CtuBeHca-[)XoOHCOHa» W p[AaHHble O TOKCM4YeCcKOM 3nuaepmasibHOM Hekponuse. B
nogpasgene «WHTepcTuymanbHas 60N1€3Hb JNlerkux» YTOYHEeHa 4yacTtoTa pasBuUTuUSA
NHTepcTULNanbHOW 601e3HN Nerkux.

N3meHeHua BcTynunan B cuny Ana Tarpucco®, Tabnetku, MNOKPbITbie MNEHOYHOWN
o6onoukoii, 40 wmr, 80 wmr, AcTtpa3eHeka AB, LWBeunsa, c¢ 20.04.2023 r. (PelweHune
MuHuctepctBa 3apaBooxpaHeHns Poccuiickoin ®epepaumn 3a 25-6-4238153/MA4/MN3M ot
20.04.2023 r.).

C M3MEHEHNAMM, BHECEHHbLIMW B MHCTPYKLWIO MO MeAULUMHCKOMY npumeHeHuto lMNMpenaparta
oT 20.04.2023 r.. Bbl MOXeTe 03HaKoMUTbCA Ha cante MPAC

NcnonHutens;
'pomakoBckas C.B.

+7 495 799 56 99
Safetv.Russia@astfazeneca.com \2023
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O6L,ecTBO C OrpaHNYEeHHOM OTBETCTBEHHOCTbHO
‘«AcTpa3eHeka PapmacbloTUKa3»
123112, r. MockBa, 1-ii KpacHorBapgerickmin npoesg, a.21, ctp.l

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

https://grls.rosminzdrav.ru/Grls View v2.asDx?routinaGuid=bd6cl1 b79-8862-4ef3-92b7-
e24e433c168e%20

MNepepn HasHauyeHnem lMNpenapaTta, noxasyicta, BHUMATENbHO 03HAKOMbTECH C MHCTPYKLUEN
no MeANLUHCKOMY NPUMEHEHMIO.

Mpocbba coobwaTb 0 HexeslaTesibHbIX ABNEHNAX

CoobuieHns cneunanmcToB 34paBoOOXPaHEHNS O HexenaTebHbIX peakunsax MMeKT BaHOoe
3HaueHne AN aHanu3a npoduna 6e3onacHOCTU NekapCTBEHHOro mnpenapata v MoOryT
MOCNYXNTb OCHOBaHWEM AN BHECEHUS W3MEHEHMS B PErucTpauuoHHYyl OOKYMEeHTaLuuio B
yCTaHOB/IEHHOM (pefepasibHbIM 3aKOHOM MOpPSAKe.

Ecnn Bam cTano vM3BeCTHO O MoA03peBaeMbiX HexenaTesibHbiX peakuusix, CBA3aHHbIX C
yKasaHHbIM npenapaTtomM, noxanyincra, coobwmte 06 aToM, HanpaBuB 3aMoOJ/IHEHHYO DOPMY
«/3BeweHne 0 N0O60YHOM AENCTBMU, HEXeNnaTebHON peakunn Uam oTCYyTCTBUSA OXUAAEMOro
TepaneBTMYeckoro agpgpekra» Mo KOHTaKTam, yKasdaHHbIM HUXE.

KoHTakTHaa nHdopmayuns

Mpyv BO3HUKHOBEHMW BOMPOCOB W/IN HEOBXOAMMOCTW MNONYYEHUA L[O0MNONMHUTE/IbHOW WHopmauun,
noxarnyicra, obpauwaintecb B MeaUNLUHCKNIA otpen KOMMnaHnun 000 «AcTpa3eHeka
dapmacbloTUKans», Poccuda, 123112, r. MockBa, 1-ii KpacHorBappgervickuii npoesg, A4.21, ctp.l,
TenedoH: +7 (495) 799 56 99, cakc +7 (495) 799 56 98,

- [na coobweHnsa o HexenaTesbHbIX peakuMax Ha lekapCTBeHHble npenaparhbl
«AcTpa3eHeka»: NHPOPMALMOHHbLIN pecypc «Coo6GULeHNE O HeXenaTelbHOM SABIEHUN»
https://www.contactazmedical.astrazeneca.com wnnu snekTpoHHas nouyrta
Safetv.Russia@astrazeneca.com.

- Mo Bonpocam, cBA3aHHbIM C MeAULUUHCKON nHopmayunein, Bol moxeTe o6paTutbcsa no
TenegoHy +7 495 799 56 99, nHdopmaynoHHbIN pecypc
https://www.contactazmedical.astrazeneca.com WM No 3/1EKTPOHHON Mo4Te
MedInfo.ru@astrazeneca.com.

B depepanbHyto cnyx6y no Haasopy B cdhepe 3apaBooxpaHeHmsa (Poc3apaBHansop);
- N0 3N1eKTPOHHOM noute: pharm@roszdravnadzor.qov.ru
- no noyte: 109074, Poccua, Mocksa, CnassHckas nin., g.4, ctp.1, ka6. 211.

Cnucok nutepatypsbl:
1. NHCTpyKuMA No MeaAuLUHCKOMY NPUMEHEHUIO IeKapCTBEHHOIO npenapara
Tarpucco®, TabneTkn, NOKPbITble NIEHOYHOM 060104k0n40 mr, 80 mr, AcTpa3eHeka
ABb, Weeuyna, ot 20.04.2023 .

C yBaxeHunem,
N.P. ®epgoposa

OO0 «AcTpa3eHeka PapmacbloTMKaN3»
PykoBoguTens rpynnel No papmakoHansopy,
MeanUnHCKOM nHdopmauun, Poccus n EBpasus

McnonHurtens:

'pomakoBckas C.B.

+7 495 799 56 99

Safetv.Russia@astrazeneca.com (K0.2023
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