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MWHNCTEPCTBO 3LpaBOOXpaHeHUs
Poccuiickon degepaumn

PEAEPANIBHASA CNY)KBA MO HAL3OPY r CvE 6
B COEPE 3[IPABOOXPAHEHWA YyOBEKTbI 00palleHna
(POC3[IPABHA/30P) NeKapCTBEHHbIX CPEACTB
PYKOBOJUTE/b

CnassiHcKasa nn. 4, ctp. 1, Mocksa, 109012
TenedpoH: (495) 698 45 38; (495) 698 15 74

www.roszdravhadzor.gov.ru /
27 AMd M1 No
Ha Ne oT

" O BHeceHumn HoBLIX AaHHbLIX MO
6e30MacHOCTN B MHCTPYKLMIO M0
NPUMEHEHNIO JIEKAPCTBEHHOI0
npenaparta Kpectop®

depepanbHan cnyxba no Hag3o0py B chepe 34paBOOXPaHEHUSA B CBA3U C NMONYYEHUEM
pononHuTenbHoW nHgpopmayum ot OO0 «AcTpa3eHeka DapmacblOTUKaN3» coobwaet 06
OTMEeHe WMH(popMaUMOHHOro nucbMa Poc3apaBHag3opa oT 16.12.2022 Ne OLI-1276/22 wn
JOBOAMUT L0 CBeAeHUA CybbeKTOB obOpaleHNs NeKapCTBEHHbIX CPeACTB U crneynasncTos B
o6nactu 3gpaBooxpaHeHns nucbmo OO0 «AcTpa3eHeka ®PapMacblOTUKaN3» 0 BHECEHUU
HOBbIX [aHHbIX MO 6e30MacHOCTM B WHCTPYKLUID MO MeAULWUHCKOMY MNPUMEHEHUIO
nekapcTtBeHHoro npenapata Kpectop® (MHH - Po3syBactatuH), TabneTku, MOKpPbITbie
nneHo4YyHow o6onoukoi, 10 mr, 20 mr, 40 mr, B 0O6HOB/NIEHHOW pefakLuu.

MpunoxeHune: Ha 2 n. B 13K3.

A.B. CamoiinoBa


http://www.roszdravnadzor.gov.ru

O6LEeCTBO C OrpaHNYEHHO OTBETCTBEHHOCTLIO
«AcTpa3eHeka ®apmMacboTUKaN3»
123112, r. MockBa, 1-ii KpacHorBapgenckuin npoesa, 4,21, ctp.1

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

23 aHBaps 2023
Nex. 7977-2-S o1 23.01.2023

VIHpopMayMoHHOEe NNCbLMO AJ1A CreumasincToB B 06/1acTV 34paBooXpaHeHns
n/vinn dbapmaueBTUKN

YBaxkaembre gamol 1 rocroga!l

O6uLecTBO C OorpaHM4YeHHOl OTBETCTBEHHOCTbID «AcTpa3eHeka ®apmacbloTukanis» (ganee -
O6buwecTBO) cBUAETENbLCTBYET Bam cBoe noyteHue v MHOPMUPYET O MOSYHYEHUN HOBbIX AaHHBIX MO
6esonacHOCTM JieKapCTBEHHOro npenapata: Kpectop®, TabneTkn, MNOKPbITbIE M/IEHOYHO
o6onoukoi, 10 mr, 20 wmr, 40 mr, Actpa3eHeka HOK Jiumuten, BennkobputaHusa, perucrpaumoHHoe
yaocTtoBepeHue M N015644/01 ot 24.03.2009 (panee - MNpenapar).

Mony4yeHbl HOBble AaHHble NO 3PEKTUBHOCTU M 6e3onacHOCcTU lpenaparta, B CBA3UN C 4YeEM
BHECEHbl N3MEHEHWS B MHCTPYKLMIO MO MeAULUNHCKOMY NMPUMEHEHUIO, BKOYas pasgen:

- «[loboyHoe peiicTBMe» - pobaBneHa MHGoOpMaUMs O  BO3MOXHOCTU  pa3BUTUSA
NIEKApCTBEHHON peakuyun ¢ 303MHOUANENR U CUCTEMHbIMU cuMmnTomamun (DRESS-cuHapom),
fenpeccuun, nonvHeponaTuu, HapylweHWs CHa, TeHAuMHonatuym. YactoTa BO3HUKHOBEHMSA
TpombounToneHnn un3MeHeHa ¢ "HeyTouyHeHHas 4actoTa" Ha "Pegko". YacToTa
BO3HWKHOBEHNA TMHEKOMAacTUn n3mMeHeHa ¢ "HeytoyHeHHas yacTtoTa" Ha "OuyeHb peako".

- B pasgen «BsanmopgeiicTBMe C ApPYrMMW NleKapCcTBEHHbIMU cpeacTBamMu» pobasneHa
WHopMauunsa o npenapatax TepudayHomus, KanmatnHmb, doctamatuHnb, debykcocTar.

-  WHdopmauma pasgenos «[Mob6oyHoe pJeiicTBue» u «B3aumogelicTBue ¢ Apyrumu
NeKapCTBEHHbIMW  cpeAcTBaMu»  nNpuBefeHa B COOTBETCTBME € WHGopmauuen,
npefcTaB/ieHHON B COOTBETCTBYIOLWMX pasfenax KpaTkoi XapakTepucTuku npenapara,
ofob6peHHON B BenukobputaHum (cTpaHe-npousBoguTesne).

- «Ocobble yKasaHus» - MpPOM3BEAEHbl W3MEHEHUSs B COOTBETCTBUM C OOHOB/IEHHbLIM
cofjepxaHnem pasgena «lMoboyHoe pfeiicTBue»; HasBaHue nogpasgena «HapylweHus co
CTOPOHbLI OMOPHO-ABUraTeENbHOr0 annapaTta» nNpuBeAeHO B pejakuunm «HapyweHus co
CTOPOHbI CKENeTHON MyCKynatypbl», B nogpasgene «WHTepctuumanbHas 60ne3Hb NErkux»
yTOUYeHa yacToTa COObLWEeHN 0 cnyvyasx MHTepPCTULNanbHON 601e3HM Nerkmx.

N3meHeHua BcTynuam B cuny ansa Kpectop ®, TabneTkn, NOKpbITble NjeHOYHOM o06osoukoin, 10
mr, 20 wmr, 40 wmr, AcTtpa3eHeka IOK Jlumnten, BenukobputaHus, ¢ 15.11.2022 (PeweHue
MuHucTepcTBa 3apaBooxpaHeHus Poccuiickoin depgepaumnm 3a Ne 25-6-4205607/MA/N3M ot
15.11.2022).

C U3MEeHeHUAMU, BHECEHHbIMU B UHCTPYKLUIO N0 MeAULUHCKOMY NpuMeHeHuto MNMpenapaTa oT
15.11.2022, Bbl MOXXeTe 03HAKOMUTbLCSA Ha cainTte MPJIC

https://qrls.rosrninzdrav.ru/Grls View v2.asDx?routinqGuid=da0Oea90a-blc2-4c5e-a815-
0643cf03768a

VicnonHutenb:

depotoBa M.K.

+7 495 799 56 99

Safetv.Russia@astfazeneca.com 4851
24.01723
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O6LLecTBO C OrpaHNYEHHON OTBETCTBEHHOCTLIO
«AcTpa3eHeka PapmacbioTKaI3»
123112, r. MockBa, 1-i KpacHorBappgelickuii npoesg, 4.21, crp.l

Ten. +7495 799 5699 dakc+7 495 799 5698 AstraZeneca

Mepepn HasHaueHueM [MpenapaTa, NoXxanyiicta, BHUMATE/IbHO 03HAKOMbTECh C UHCTPYKLMeN no
MeAULMNHCKOMY MPUMEHEHUIO.

np0Cb6a COO6UJ,aTb O HeXXelaTeNIbHbIX ABTIEHNAX

Co06LLeHNs1 CneumasMcToB 3ApaBOOXPAHEHNSI O HeXenaTeslbHbIX PeakUMsX MMEKT BaKHOE 3HadeHue Ans
aHanm3a npoguns 6e30NacHOCTX NIeKapCTBEHHOIo npenapara UM MOryT MOCYXXUTb OCHOBaHWEM A/ BHECeHWs
N3MEHEHWSI B PErCTPALIMOHHYI0 AOKYMEHTALMIO B YCTAHOB/IEHHOM (hefepasibHbIM 3aKOHOM MOpSiAKe.

Ecnm Bam cTano M3BECTHO O MOA03PEBAEMbIX HEXeNaTeslbHbIX PEeaKUMsiX, CBA3aHHbIX C YKasaHHbIM
npenapartom, noXanyiicta, coobluTe 06 3TOM, HanpaBWB 3arofHeHHy (opMy «l/i3BelleHre 0 No6oYHOM
[ENCTBUN, HexenaTenbHOW peakuun WM OTCYTCTBUS OXMAAEMOro TeparieBTU4eckoro adpekTa» Mo
KOHTaKTaM, YKa3aHHbIM HIKE.

KoHTakTHas HopMaums

Mpy BO3HUMKHOBEHMM BOMPOCOB WM HEOBXOAMMOCTM MOJTyHEHNSA AOMOMHUTENBHON NHOPMaLUN, NOXasTYACTa,
obpawjantecb B MeguUUHCKMIA oTaen komnaHum OO0 «AcTpa3eHeka ®apmacbloTukan3d», Poccus, 123112, T.
MockBa, 1-n KpacHoresapgeiickuii npoesg, 4.21, ctp.1, tenecoH: +7 (495) 799 56 99, chakc +7 (495) 799 56 98,

- [Ana cooblweHns 0 HexenaTtenbHbIX peakumnax Ha TeKapcTBEHHbIe npenaparbl «AcTpa3eHekar»:
NHOPMALMOHHBIA pecypc «CoobLueHe 0 HexenaTelbHOM SBIEHNN»
https7/www.contactazmodical astrazeneca.com WX 3/1IEKTPOHHAA noyTa
Safetv.RiiSsia@astrazeneca.com.

Mo Bonpocam, CBSi3aHHbIM C MeAULIMHCKON MHGopMaumeid, Bbl MoxkeTe 06patutbes No TenedioHy +7
495 799 56 99, nHdOpMaLMOHHBI pecypc https://www.contacta?2medicai astrazeneca.com WM no
3N1EKTPOHHON noyTte MedInfo.ru@astrazeneca.com.

B depepanbHyto cny>k6y no Haasopy B chepe 3apaBooxpaHeHms (Poc3apaBHaa3op):
Mo 3/1EKTPOHHON noute: pharm@roszdravnadzor.gov.ru,
no nouyte: 109074, Poccusa, Mockea, CnaesiHcKasa m., 4.4, cTp.1, kab6. 211.

CnucokK nuTepartypsl:

1. WVHCTpyKUMA nNo MeAUUWHCKOMY TMPUMEHEHUIO JieKapCTBEHHOro npenapata Kpectop ®
TabneTkn, NOKpPbITble NAEHOYHOW 060n04koi, 10 mr, 20 mr, 40 mr, AcTpa3eHeka HOK Jlumnutepa,
BennkobputaHusa, perucTpauuMoHHoe ypoctosepeHume 1 NO15644/01 ot 24.03.2009
(n3meHeHusa ot 15.11.2022).

C yBaXeHuewm,

N1.P. ®epopoBa

00O «AcTpa3eHeka ®apmacbloTUKan3»
PykoBoAUTENb rpynnbl MO apMakoHaA3o0py,
MeguUMHCKOW nHgopmaynm, Poccnsa n EBpasusn

VicnonHurtens:

depoTtoBa M.K.

+7 495 799 56 99

Safetv.Russia@astrazeneca.com ‘2125&1 N3
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