255736S
MUWHUCTEPCTBO 3PaBOOXPaHEHUA

Poccuiickoin degepaumm
SEOEPANIBHAA CNYXBA MO HAA3OPY

B COEPE 3[PABOOXPAHEHMS CyObeKTbl 0bpaLLieHms
(POC3APABHA/3OP) NeKapCTBEHHbIX CPEeLCTB
PYKOBOAUTE/b

CnaBsiHckas nn. 4. cTp, 1L Mocksa, 109012

TenedhoH: (495) 698 45 38; (495) 698 15 74
www.roszdravnadzor.gov.ru /
- NTAD

Ha Ne oT

‘ O HOBbIX AaHHbIX MO 6e30MacHOCTH
NeKapCTBEHHOr o npenapara bpunvH ra®
(Tvikarpenop), TabNeTKW, NOKPbITLIE
M71IEHOYHON 060/104KOM, 60 Mr

denepancHas cnyxkéa no Haa3opy B cihepe 34paBOOXPAHEHNS B paMKax UCMNOHEHWS
rocyilapCTBeHHOWN (hyYHKLMM MO OpraHn3auun 1 NpoBeeHnto hapMakoHaA30pa 4OBOANT A0
CBefieHNs CYyObeKTOB 0OpalleHNsi NTeKapCTBEHHbIX CPeACTB M CreuuanncToB B 06/1acTu
3apasooxpaHeHns nncbMo OO0 «AcTpa3eHeka dapmacblOTUKaN3» 0 HOBbIX AaHHbLIX MO
6€30NacHOCTN U BHECEHUM W3MEHEHMI B UHCTPYKUMIO N0 MeAULMHCKOMY MPUMEHEHUIO
NeKapcTBeHHoOro npenapata bpunnHta® (MHH - Tukarpenop), TabneTkun, MOKPbITble
M1eHOYHOM 060104KOM, 60 Mr.

[MpunoxkeHne: Ha 2 N. B 13K3.

A.B. Camoinnosa


http://www.roszdravnadzor.gov.ru

O6LLEeCTBO C OrpaHNYEHHON OTBETCTBEHHOCTLHO
«AcTpa3eHeka ®apmacbioTUKan3»

Poccuitckas ®epepaups, 123112. 1. Mockaa,

1-1 KpacHoreapaeickumin npoesg, Aom 21, cTpoeHune 1

Ten. +7 (495) 799 56 99; dakc +7 (495) 799 56 98 AstraZeneca

18 mana 2023 r.
Nex. 8217-2-S ot 18.05.2023 .

NHdopmauroHHoOe NMCbMO 15 cneynasincToB B 06/1aCTy 34paBOOXpPaHeHUs
n/vnn dpapmaLeBTUKU

YBaxaemble gambl 1 rocrnoga!l

OO6LLECTBO C OrpaHWYEeHHOW OTBETCTBEHHOCTbIO «AcTpa3eHeka ®dapMacbloTUKai3»
(panee- O6wWecTBO) cBUAeTeNIbCTBYET Bam cBoe MouTeHMe U MHAOPMUPYET O MOyYEHUU
HOBbIX [aHHbIX MO 6e30MacHOCTM leKapCTBEHHOro npenaparta: bpuinHTa® (Trkarpenop),
TabneTku, MNOKpbITble MNEHOYHOM o6onovkoii. 60 M™r, AcTpa3eHeka AbBb, LBeuus,
perncTpaunoHHoe yaoctoBepeHue JIM-003779 ot 12.08.2016 r. (ganee - MNpenapar).

B cBfA3M C NOMlydeHMEM HOBbIX AaHHbIX O NpuMeHeHun [Npenapata y AeTei c
CeprnoBUAHO-KMIETOUHOW aHeMMEN akTyain3anpoBaHa MHGOPMaUMsa B Cleayoumx pasaenax
WMHCTPYKLUMUIO NO MeANLNHCKOMY NPUMEHEHWIO:

“  «®dapmakogmHamuka» - gobaBneH nogpasgen «etn» ¢ nHpopmauymen o pesysibtarax
NPOBEAEHHOIO K/JMHNUYECKOro UCCNnefoBaHUA U OTCYTCTBUM [0Ka3aHHOIO CHWKEHUSA
4aCTOTbl Ba30OKK/THO3MOHHbLIX KPU30B Y AeTel B Bo3pacTe oT 2 A0 18 nieT ¢ ceprnoBmgHoO-
KNEeTOUYHOW aHEMMUEIA:

“ «®3pmakokuHeTuka» - B nogpasgenie «Ocobble nonynauuMn nauneHToB» - «[eTn»,

BHeceHbl U3MEHeHUs1 B NpuMeHeHue MNpenapaTta y AeTeil Ha «TuKarpenop He mnokasaH
NeTAM>.

- «MpoTwusonokasaHusa» - B NYHKTe «[eTCKMA BO3pacT A0 18 neT» BHeceHa uHcopmauus,
06 OTCyTCTBME YCTaHOBNEHHOI 6e3onacHoCTM U 3 EKTUBHOCTN MPUMEHEHMNA
MpenapaTta y AaHHO rpynnbl NayMeHToB.

~ «[llpumeHeHue B nepuog 6epeMeHHOCT M U FPYLHOTO BCKapMauBaHusi» - B nogpasgene
«BbepeMeHHOCTb» W3MEHEHO YTBEPXAEHME O npuMeHeHun [penapata C «He
pekoMeHA0BaH» Ha «MNPOTUBOMOKa3aH BO BpeMsi 6epeMeHHOCTU».

“ «Cnoco6 npumeHeHus n A03bl» - B nogpasgene, «letn» npusegeHa nHopmaunsa ood
OTCYTCTBME YCTAaHOBJ/IEHHOW 6€30NacHOCTU 1 3a(P(PEKTUBHOCTN NpUMeHeHna MNpenaparta
y AeTeii mnagwe 18 ner.

N3meHeHus BCTynunu B cuiy Ana bpunnHTa®, TabneTku, MOKPbITble MEHOYHOM
o6osioukor, 60 mr, Actpa3eHeka Ab, LUBeumsa, c¢ 13.04.2023 r. (PeweHne MwuHuCTepcTBa
3apaBooxpaHeHnsa Poccuiickoii depgepaumm 3a Ne 25-6-4237086/M4/M3M ot 13.04.2023 T.).

C n3mMeHeHUsAMU, BHECEHHbIMW B NHCTPYKUMIO N0 MeAULMHCKOMY NMPUMEHEHUIO
Mpenapata oT 20.04.2023 r., Bbl MOXeTe 03HaKOMUTbCS Ha caiTte PJIC:

https://qrls.rosmin2drav.ru/Grls View v2.aspx?routingGuid=9a35defd-53f8-4c57-a5f1-0ff3e6afle07

MNepepn Ha3zHavyeHneM MpenapaTa, Noxanyincra, BHUMaTE/IbHO O3HAKOMbTECH C
NHCTPYKUMEN Mo MeauUMHCKOMY NpuMeHeHuto MpenaparTa.

Ncnonuutens;

"pomakoBckasn C.B.

T: +7 495 799 5699 F: +7 495 799 56 98
Safety.Russia”astrazeneca.com


https://qrls.rosmin2drav.ru/Grls_View_v2.aspx?routinqGuid=9a35defd-53f8-4c57-a5f1-0ff3e6af1e07

O6LLEeCTBO C OrpaHNYEHHON OTBETCTBEHHOCTbLIO
«AcTpa3eHeka ®apmMacbioTUKaN3»

Poccuiickas depepaumst, 123112. r. Mocksa,

1-i KpacHorBapaelickuii npoesa, aom 21, ctpoeHne 1

Ten. +7 (495) 799 56 99: dakc +7 (495) 799 56 98 AstraZeneca

I'Ip00b6a COO6LLI,aTb O HeXeslaTeJIbHbIX ABJTIEHNAX

Co06LeHNs cneumancToB 34paBOOXPaHEHMST O HeXeNaTelbHbIX peakUUsiX, KOTopble UMelT
BaXHOe 3HaueHwe AN aHanusa npoduis 6e30nacHOCTM fIeKApPCTBEHHOrO npenapara, u
MOTyT MOC/NYXWTb OCHOBaHMEM [OJ/11 BHECEHUs] W3MEHEeHUs1 B  PerncTpaLmoHHYHo
AOKYMEHTaLUUIO B yCTAaHOB/IEHHOM (hefiepas/ibHbIM 3aKOHOM MOPSIAKE.

Ecnn Bam cTaso M3BEeCTHO O MOA03peBaeMbIX HeXeslaTes/ibHbIX peakuusix, CBSA3aHHbIX C
yKazaHHbIM MpenapatoM, noxanyiicta, coo6umuTe 06 3TOM, HarnpaBuB 3amnosIHEHHYO chopMy
«M3BeleHnss 0 NO60UYHOM AENCTBUN, HEXeraTe/IbHOW peakuum UM oTCYTCTBUS OXMAAEMOro
TepaneBTMUYECKOro adppekTa» Mo KOHTaKTaM, yKasaHHbIM HUXKeE.

KoHTakTHas nHdopmauusa

Mpn  BO3HWUKHOBEHUX BOMPOCOB WIN HEOOBXOAMMOCTU  MONYYEHUS  LOMNOSHUTEIbHOW
nHopmaumn, noxanyicrta, obpawaiitecb B MegUUVHCKWIA oTaen komnaHum OO0
«AcTpa3eHeka dapmacbloTukans», Poccusa, 123112, r. MockBa, 1-i KpacHorBapgewckui
npoesn, A.21, ctp.l, TenedoH: +7 (495) 799 56 99, dhakc +7 (495) 799 56 98,

- [Ansa coobuleHnsa 0 HexenaTesbHbIX peakuusax Ha iekapCTBEHHble npenaparbl
«AcTpa3eHeka»: MH(popMaLNOHHbIN pecypc «CoobLeHne O Hexenare/ibHOM
asneHum» https://www.contactazmedical.astrazeneca.com mnu 371eKTPOHHAasA rnovrta
Safetv.Russia(S)astrazeneca.com.

- [No Bonpocam, cBA3aHHbIM C MeAMLNHCKON nHdopmaumreii. Bol MoXxeTe 06paTuTbCs
no teniedpoHy +7 495 799 56 99, MHOPMaLVOHHBLIN pecypc
https://www.contactazrnedical.astrazeneca.com wuan no 3/71IEKTPOHHOW noyTe
MedInfo.ru(5?astrazeneca.com.

B ®epgepanbHyto cnyx06y no Hag3opy B cdoepe 3apaBooxpaHeHnsa (Poc3apaBHan3op):

- MO 3NEeKTPOHHOW noyTte: pharm(a)roszdravnadzor.aQv.ru
- no nouyte: 109074, Poccus, Mockea, CnaBsiHcKkas nn., A.4, ctp.l, ka6. 211.

Cnucok nuteparypbl:
1. VIHCTpyKUMa Mo MeOUUMHCKOMY TMNPUMEHEHUI0 JIeKapCTBEHHOro  bBpuinHTa®,
TabneTkn, MNOKPbITble MNEHOYHOK 060n04kon, 60 mr, AcTpa3eHeka AB. LlBeuus,
peructpaynmoHHoe ygoctoBepeHue J1IM-003779 ot 12.08.2016 T.

C yBaxeHuewm,
depnoposa J1.P.

OO0 «AcTpa3eHeka dPapmMacbOTUKaSI3»
PykoBoguTtenb rpynnbl No oapmMakoHaa3opy,
MeANLMHCKON nHdopmauuun, Poccna n EBpasns

NcnonHutens;

pomakoBckas C.B.

T: +7 495 799 5699 F: +7 495 799 56 98
SafetY.Russia@ astrazeneca.com


https://www.contactazmedical.astrazeneca.com
https://www.contactazrnedical.astrazeneca.com
mailto:SafetY.Russia@astrazeneca.com

