MWHWCTEPCTBO 34paBOOXPaHeHUs 2498400
Poccuiickon degepaLmm

PEAEPANIbHASA C/IY>KBA MO HAL30PY
B CPEPE 3[IPABOOXPAHEHNSA
(POC3PABHA/30P) CybbeKkTbl obpaLieHuns

PYKOBOAUTENL NeKapCTBEHHbIX CPEACTB

CnassHckaa nn. 4, ctp. 1, Mocksa, 109074
TenedoH: (495) 698 45 38;69?) 6;38 1574

"EM2022 v O'/'K-

HaNe oT

‘ O BHECEHUW HOBbIX AaHHbIX M0 M
6e30MacHOCTV B MHCTPYKLMIO NO
MPYMEHEHUNIO TEKAPCTBEHHOIO
npenapata Kom6ornus MponoHr®

depepanbHas cnyxba no Haa3opy B c(|>epe 34paBoOXpaHeHNA B paMKax UCNONHEHUSA
rocyfapCcTBeHHON (|)yHKUUM No opraHmsaunum n NnpoBejeHNI0 hapmMakoHaj3opa 40BOAUT A0
cBefeHMA cy6beKTOB obpaweHUss NeKapCTBEHHbIX CpeAacTB W chneuuMannctoB B 06/1acTu
3apaBooxpaHeHnsa nucbmo OOO «AcTpa3eHeka dPapmacblOTUKaN3» 0 BHECEHUU HOBbIX
JaHHbIX no 6e30MacHOCTM B  WHCTPYKUMIO MO  MELULUWHCKOMY TNPUMEHEHUIO
nekapctBeHHoro npenapata Kom6ornmi TponoHr® (MeThopmunH+CakcarnmniuH),
TabneTkn ¢ MOAMGPULMPOBAHHBLIM BbICBOOOXKAEHMEM, MNOKPbITble MJIEHOYHON 060/104KOA,
500 mr+5 mr, 1000 mr+2.5 mr, 1000 mr+5 wmr.

MpunoxeHue: Ha 3 n. B 1 3Ks.



O61LecTBO C OrpaHUYEeHHON OTBETCTBEHHOCTbIO
«AcTpa3eHeka DapMacbloTUKaN3»
123112, r. MockBa, 1-in KpacHorBapgelicknin npoesg, 4.21, ctp.1l

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

12 okta6ps 2022
Mex. 7817-2-S ot 12.10.2022

MHdhopmaumoHHoe NMcbMOo 415 crneumaninctos B 061acTu 34paBooXpaHeHns
n/vim dpapmaueBTUKN

YBakaemMble gambl 1 rocrnoga!l

OO6LWecTBO C OrpaHMYeHHON OTBETCTBEHHOCTbID «AcTpa3eHeka ®PapMacbloTUKaN3»
(nanee - O6LWeCTBO) cBMAETENLCTBYET Bam cBOe NouTeHMe M MHPOPMUPYET O MOJTyHEHUU
HOBbIX [aHHbIX MO0 6e30MacHOCTV NeKapcTBeHHoro npenapata: Kom6ornui [ponoHr®,
TabneTkn ¢ MOAUMPUUMPOBAHHbLIM BbICBOOOXKAEHMEM, MOKPbLITbIE MIEHOYHON 060/10UKON,
1000 mr + 2.5 wmr, 500 mr + 5 wmr, 1000 mr + 5 wmr, Actpa3eHeka K Jinmutep,
BenvkobputaHus, peructpaumoHHoe ypoctoBepeHue JIM-002068 ot 14.05.2013 (ganee -
MNpenapar).

Opo6peHO HOBOE MoKasaHWe K npumeHeHuto lMpenapaTta v NosydeHbl HOBble AaHHble
no acppekTMBHOCTM 1 6e3onacHocTM lpenaparta, B CBA3U C YeM OblIM BHECEHbI 3HAYMMblE
N3MEHEHNSI B UHCTPYKLMIO MO MeAULMHCKOMY MPUMEHEHWNIO, BKIKOYas pasgesbl:

“ «lokasaHusl K MPUMEHEHMIO» - OA0OPEHO HOBOE MokKasaHue - CaxapHblii gnaodeT 2
TMNa B COYeTaHUU C AMEeTON N (PU3NYECKUMU  YNPOKHEHUAMU AN1S  Yy4lleHUs
rMMKEMUYECKOTO KOHTPO/SA Yy B3POC/IbIX NauMeHTOB B KOMOUHMPOBAHHOM MPUMEHEHUN
C UHIMOGUTOPaMN HaTPUIN3aBUCUMOTO NEpPeHOCUMKa OKO3bl 2 TUNa.

~ «[oboyHOoe pgencTBME» — OMNUCaHbl  [AaHHble  LWECTU  ABOWHbLIX  CrenbIX
KOHTPO/IMPYEMbIX WUCCNEeAOBaHUA KIMHMYECKOW 6e30nacHOCT U 3(MEKTUBHOCTMU.
HexxenatenbHble peakunn npeacTaBneHbl B Buae Tabnuy ¢ pacnpegeneHvem no
KnaccaM CUCTEM  OpraHoB. BblHeCeHbl HOBble  HeXenaTeflbHble  peakuuu:
PuHothapmHrnT, 3anop, AHaunakTudeckue peakuun, JepmaTuT, 3ya, bynnesHbii
nemdurons, [OMOBOKPY>XeHNEe.  YTOMMIAEMOCTb, MeTeopusm, MacTpuT,
dpeKTunbHasa AUCHYHKLNA.

~ «®3pMaKOKUHETUKa» — pAobaBneHbl  uUccriegoBaHUa  hapMakKOKUHETUYECKNX
napameTpoB Yy MauMeHTOB C HapyleHuMeM (QyHKLUMM MOo4YeK pas3/IMYHON CTerneHn
TSOKECTU.

- «[lpoTuMBONOKa3aHus» - [f[o06aBfieH rMepeyeHb OCTPbIX COCTOAHUA U OCTPbIX/
XPOHMYECKNX 3a60/1eBaHNin, NpU KOTOPbIX NPOTMBOMNOKa3aH npuem lMpenaparta.

~ «Cnoco6 npuMeHeHMs W [03bl» - [o06aBfeHbl PeKoMeHAauun Mo A03MpPOBKe
MNpenapata wn nepexoge C MeT(POPMUHA HEMEO/IEHHOIO BbICBOOOXAEHUA Ha
MeTOPMUH MOANMDULMPOBAHHOIO BbICBOOOXAEHUS.

- «0Ocobble yKkazaHus» - A06aB/IEHO OnMcaHne OTAesNbHbIX HeXenaTesbHbIX peakuuin u
cuTyaumii, TpeobyrLlmnx 0co60ro BHUMaHUS, Takume Kak «OCTpPblIA NaHKpeaTUT».

VicnonHurtesb:

®eportoBa M.K.

+7 495 799 56 99

Safetv.Russia@astfazeneca.com 4.10.2022
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O6LwecTBO C OrpaHNYEHHON OTBETCTBEHHOCTLIO
«AcTpa3eHeka ®apmacbloTUKanN3»
123112, r. MockBa, 1-ii KpacHorBapaelickuii npoesg, A.21, ctp.1l

Ten, +7495 799 5699 ®akc+7 495 799 5698 AstraZeneca

«XUpypruyeckoe BMellaTeNbCTBO», «HapyLeHNs CO CTOPOHbI KOXM», «Byne3Hblil
nemcurong», «MayneHTbl € o0cnabseHHbIM WUMMYHUTETOM», «[lpuMeHeHne ¢
MOLLUHbIMX  MHAYKTOpamn  nsopepmeHTa CYP3A4». lcnpaBieHo onucaHue
npuBefeHHbIX paHee 0COObIX YKasaHuiA.

N3meHeHns  Bctynuam B cuny  ana Kom6ornms  MponoHr®, Tabnetkm ¢
MOANULMPOBAHHBLIM BbICBOOOXAEHNEM, MOKPbITbIE M/IEHOYHOW 060104Kon, 1000 mr + 2.5
mr, 500 mr + 5 wmr, 1000 mr + 5 wr, Actpa3eHeka K Jlumnten, BenukobpuTaHus, C
20.09.2022 (PeweHne MuHucTepcTBa 3apaBooxpaHeHuns Poccuiickoin ®depepaumnm 3a Ne 25-
6-4200738/14/3M ot 20.09.2022).

C M3MeHeHNAMN, BHECEHHbLIMU B MHCTPYKUMIO NO MeULIMHCKOMY npuMeHeHuto lNMpenapaTta
oT 20.09.2022, Bbl MOXXeTe 03HaKOMUTbLCA Ha canTte PJIC

https://qils.rosminzclrav.ru/Grls View v2.aspx?routinaGuid=25bc8e5c-b5bd-40a6-8ccf-
a6d755b679b0.

Mepen HasHauyeHueM Mpenapara, NoXanyicTta, BHUMATE/IbHO 03HAKOMbTECH C MHCTPYKLIMEN
Mo MeAULMUHCKOMY NMPUMEHEHMIO.

I'Ip00b6a COO6UJ|aTb 0 HeXXeJlaTe/IbHbIX ABNEHNAX

Coo6leHNs cneumanucToB 3[paBOOXPAHEHUS O HeXenaTefibHbIX peakuusx UMelT BaXHoe 3HauyeHue Ans
aHanmsa npodunst 6e30NacHOCTY NEKAPCTBEHHOMO Mpenaparta W MOryT MOCNY>KUTb OCHOBAHUEM A5l BHECEHUS
N3MEHEHWSI B PErncTpaLMoHHYH0 AOKYMEHTAL MO B YCTAHOB/IEHHOM (hefAepasibHbiM 3aKOHOM Mopsiake.

Ecnu Bam CcTano W3BECTHO O MOA03pPEeBaeMbIX HeXenaTesbHbIX PeakuusiX, CBSI3aHHbIX C YKa3aHHbIM
npenapaTom, noxanyiicta, coo6uuTe 06 3TOM, HanpaBMB 3anofIHEHHYH (hopMy «l/3BelleHne o MoGOYHOM
[elicTBUM, HexenaTenbHOW peakuMum WM  OTCYTCTBUS OXWAAEMOro TepaneBTUYECKOro adihekTa» Mo
KOHTaKTaM, YKa3aHHbIM HUXKe.

KoHTakTHas nHdopmMayus

Mpn BO3HUKHOBEHMM BOMPOCOB WM HEOH6XOAMMOCTM MOSYYEHUSI AONOSHUTEIbHOW MHOpMaLmm, MoXanyicTta,

obpawantecb B MegmuuHCcKMin otaen komnaHmm OOO «AcTpa3eHeka ®apmacbioTukans», Poccusa, 123112, T.

MockBa, 1-i KpacHorBappaeickuini npoesg, A.21, ctp.1l, TenedoH: +7 (495) 799 56 99, cakc +7 (495) 799 56 98,
[na coobuweHns o0 HexenatefbHbIX peakunsax Ha iekapCcTBEHHbIe npenapaTbl «AcTpa3eHeka»:
MHOpMaLUNOHHLI pecypc «CoobLeHne 0 HeXenaTeNbHOM SIBIEHUN»
https://www.contactazmedical.astrazeneca.com unu 3nNeKTPOHHasa noyTa
Safetv.Russia@astrazeneca.com.
Mo BonpocaM, CBA3AaHHbIM C MeAULNHCKOW MHopMauuein. Bbl moxeTe o6paTtnTbeca No TenedoHy +7
495 799 56 99, nHopmaynoHHbIn pecypc https://vww.contactazmedical.astrazeneca.com nam no
3nekTpoHHoW noyTte MedInfo.ru@astrazeneca.com.

VicnonHuresns:
®epotoBa M.K.
+7 495 799 56 99

Safetv.Russia@astra2eneca.com WQ 2(m
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O6LecTBO C OrpaHNYEeHHON OTBETCTBEHHOCTbLIO
«AcTpa3eHeka ®apmacbloTUKanN3»
123112, r. MockBa, 1-ii KpacHorBapgelickuin npoesg, 4.21, ctp.1l

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

B PefepanbHyto cnyby no Hag3opy B chepe 34paBooxpaHeHns (Poc3gpaBHan3op):
Nno 3/IeKTPOHHOI noute: pharm@roszdravnadzor.gov.ru,
no noyte: 109074, Poccusa, MockBa, CnaBsiHckasa nn., 4.4, cTp.l, kab6. 211.

Cnncok nuTepaTypsbi:

1. WHCTpyKumns no MeauuMHCKOMY MPUMEHEHMIO NEeKapCTBEHHOrO nNpenaparta
Kom60ornm3 MNponoHr®, Tabnetkn ¢ MoANGULMPOBAHHbLIM BbICBOGOXIEHNEM,
NOKpPbITbIE M/IEHOYHOW 060M104KOM, 1000 Mr +2.5 mr, 500 mr +5 wmr, 1000 mr +5 wr,
AcTpa3eHeka OK Jiumutep, BennkobputaHusa, ot 20.09.2022.

C yBaXkKeHunewm,
J1.P. ®epopoBa

00O «AcTpa3eHeka ®apmacblOTUKaN3»
PykoBoauTenb rpynnsl no papmakoHazsopy,
MeMUMHCKOM nHdopmaumu, Poceus n EBpasus

VicnonHutens:

®eportoBa M.K.

+7 495 799 56 99 83711
Safetv.Russia@astrazeneca.com 14.10.2022
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