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NYImTa.AOM? NeQdjkLzAM3 //Z°

Ha Ne oT

O HOBbIX faHHbIX No 6e3onacHocTn |
NeKapCTBEHHbIX NpenapaTos
dnemokcuH Conotadb, dremoknas
ContoTab, BunsnpadgeH ContoTab,
Cynpakc Contotab, FKOHMaokc ContoTab

depepanbHas cnyxba no Hag3opy B cihepe 34paBOOXPaHEHNS B paMKax MCMONHEHUS
rocyfiapCTBEHHON PYHKLMN MO OpraHM3aumy 1 npoBedeHnto papMakoHaa3opa 40BOAUT A0
cBefeHus cneyuanucToB B 0061acTM  3[paBOOXPaHeHUAs MUCbMO NpeAcTaBUTENbCTBA
KomnaHun «Actennac ®apma HOpon b.B.» (HuaepnaHabl) r. MocKBa 0 HOBbIX AaHHbIX MO
6esonacHOCTW, a TakKXe W3MEeHeHUM peKOMeHAyemMoro cnocoba MpUMEHEHNUS
NeKapCTBEHHbIX nMpenapatoB ®nemokcmH Conotad (AMOKCUUMANWUHA Tpuruapar),
®dnemoknas Conotab (AMOKCUUMNNNH+KNaBYNnaHoBas kucnota), BunobnpapeH Contotabd
(O>xo3ammumHa nponuoHaT), Cynpakc ContoTtab (Ledwukcum), HHugokc ContoTab
(JOKCUUMKNMH) B NeKapCTBEHHOW popMe TabneTkn gucrneprmpyemole.

MpunoxeHwne: Ha 3 N. B 1 3Ks.

M.A. MypallKo



Mucbivo-o6palleHme K cneymannucTam 3apaBooxXpaHeHus

®nemokcuH ContoTab® (AMOKCULMANMHA TPUTUAPAT), TaBNETKN AUCTIEPTUPYEMbIE

®dnemoknas ContoTab® (AMOKCULMANMH+KNABYNaHOBas KUC0Ta),TabneTkm
aucneprupyembie

BunbnpageH Contotab® (A>Xo03amuLMHa NponMoHar), TabneTkn gucneprupyemMbie
Cynpakc Contotab® (uedumkcum), TabneTkn ancneprupyemMble
FOHngoke Contotab® (JOKCULUKNMH), TaBNETKN AncneprupyemMole

Moaunchunkaums cnocoba NpuMeHeHUs

YBakaeMble cneymnanncTbl 34paBooXpaHeHmns,

Mo cornacoBaHuto ¢ deaepanbHON Cnyx60i NO Haa3opy B cepe 34paBOOXPaHEHUS, KOMMaHUA
Actennac ®apma HOpon Bb.B. (HugepnaHgbl) xoTena 6bl cOOOWUTL BaM O CNefyHOLWUX HOBbIX
JaHHbIX No 6e30MacHOCTM CBOWMX MpenapatoB, a TakXe W3MEHeHUU pPeKoMeHLyemoro cnocoba
NMPUMEHEHNSA:

Pe3tome

3aperncTpupoBaHo efMHUYHOE CO0b6LLLEHNE O Cepbe3HOM HeXenaTeNbHOM fBNEHUN
(daTanbHaa MexaHMYeckas acUKCUA y TPEXNETHEro pebeHka) nocne npuemMa BHyTpb
Tabnetkn npenapara «®nemokcuH Contotab» ® Lenvkom, 6e3 npesBapuTeNIbHOMO
pacTBOpPeHUs B BOZE.

C uenblo MMHUMKU3aLUN pUCKa Mbl 6e30TnaraTe/lbHO PEKOMEHAYeM BCEM creumanmcram
34 paBoOOXpaHeHns, KOTOpble MOTYT HazHayaTb npenapatbl «PemMoKCUH ConTab»®,
«Pnemoknas ConoTtab»®, «BunbnpaheH Contotab»®, «Cynpakc Conotadc»® u
«tOHMoKec ContoTab»®, coobLaTh KaXXA0OMY NauneHTy 0 He06X0AMMOCTN PacTBOPATb
TabneTky B Boge (MMHUMYM 50 M) 1 TwaTeNbHO NepeMewnBaTh CMeCb nepes npYeMom
BHYTpb.

Pasgenbl «Crnocob NpMMeHeHUs 1 A03bl» MHCTPYKLUIA MO MeLULMHCKOMY NMPUMEHEHUIO
(UMM) n/nn KpaTKMX xapakTepuCcTUK NeKapcTBeHHbIX npenapatoB (SmPC) «®neMoKCcuH
Contotab»®, «dnemoknas Contotab»®, «BunsnpadeH Conotab»®, «Cynpakc
Contotab»® n «KOHMpokc ContoTab»® 6yayT AONOMHEHbI CNeAYHOLLE peKOMeHAaUNeA:

0 SmPC: [lo6aBbTe TabneTKy B CTakaH BOAbl M TWATeNbHO NepemeTanTe o
obpa3oBaHuMsa ogHoOpogHON cmecn (MUHUMYM 50 mn). HeMegneHHO NpornoTuTe
CMECb.

0 WMIM: Bcerga npuMeHAnTe AaHHbIA npenapat, TOYHO coboas yKazaHMs Bpaya
nnun apmauesTa. MPOKOHCYNbTUPYIATECH C BpaYOM UK (hapmaL,eBTom, ecnv Bbl He
YBEPEHbI, KaK UMEHHO C/iefyeT UCMnonb30BaTh npenapar.

0 Jlo6aBbTe TabneTky B CTakaH BOAbl U TLaTe/IbHO MepemeTainTe 0 06pa3oBaHus
ofHopogHoN cmecn (MUHMMYM 50 mMs1). Hemea/leHHO NpornoTuTe CMeCh.

Mockonbky  npenapatbl  «®nemMokcnH  ConwoTab»®, «Pnemoknas ConoTabt»®,
«BunenpadeH ConwoTtab»®, «Cynpakc Conotab»® un «HOHugokc Conotab»®



BbINyCKalTCA B (JopMe AUCNEeprupyemMbix TabneToK, He MbiTaliTeCcb NPOrfOTUTL TabneTky
LenMkom [laHHble npenapaTsbl cieAyeT NPUHMMATb TOIbKO NOC/e PacTBOPEHUS B BOJE.

OnucaHune npobnembl 6e30NacHOCTU

JNlekapcTBeHHble cpefcTBa «PnemokcnH ConTab»®, «dnemoknas Conotab»®, «BunbnpadeH
Conotab»®, «Cynpakc Conotab»® n «KOHMaokc Conotab»® nokasaHbl B3POC/bIM U AETAM ANA
NevyeHnss MHGEKUMOHHBIX W BOCNanUTeNbHbIX 3a00/Me€BaHWUNA, BbI3BaHHbIX MWKPOOPraHU3Mamu,
YyBCTBUTE/IbHbIMU K BblLIENepeyYncneHHbiM npenapatam. ®aemokcuH Contotab® BbiNyckaeTcs B
(hopme aumcneprupyembix Tabnetok, cogepxawmx 125, 250, 500 u 1000 mr AeiCTBYHOLLErO
Bewectea; Pnemoknas Conwtab® - B opme Aucrneprupyembix TabneTok € COAepXaHUEM
pericTeytoulero seuiectea 125 mr/31.25 mr, 250 mr/62.5 wmr, 500 Mr/125 mr n 875 mr/125 wr;
BunbnpageH Conwtab® - B (opme Aucneprupyembix TabneTok, cogepxawmux 1000 wmr
AencTeytouero BewecTsa,; Cynpakc Contotab® - B hopme agucneprupyemoix tabnetok ¢ 400 mr
feicTeytowero BewecTsa, a lOHupgokc ConwoTtab - B (opme AUcCNeprupyembix TabneTtok,
cogepxauimx 100 Mr JeiACTBYIOLLErO BELLECTBA.

Ha Tepputopun Poccuitickoin depepalmm 3aperncTpupoBaHo eaUHNYHOE CMOHTaHHOEe coobLeHmne
0 CMEepTU BCNeACTBME MEXAHMUYECKON acPUKCUKN. TpexNeTHU pebeHOoK NPUHAN BHYTPb TabneTky
npenapata «®nemokcuH ContoTab» ® Lennkom, 6e3 npeaBapuTeIbHOr0 pacTBOPEHUs B BOAE.
Coobuaetcs, 4To TabneTka YaCTUYHO pacTBOpUaacL B NONOCTU pTa pebeHKa 1 npeBpaTunach B
nactoobpa3Hoe BeLLecTBO, KOTOPOE 3aN0/HWO fbiXaTeNbHble NYTW, BbI3BaB TeM CaMbIM YAYLLIbE 1
CMepTb.

HecmoTpsa Ha TO, YTO BbILLIEYNOMAHYTbIN eJMHUYHbIA CNyYai OTHOCUCH TOMIbKO K PIeMOKCUHY
Conotab®, komnaHnsa AcTennac xoTena 6ol cefoBaTh 60/1ee KOHCepBaTUBHOMY MOAX0AY K
cnocoby NpMMeHeHUs 1 0BHOBUTb MHCTPYKLMIO MO MeAULUHCKOMY npumeHeHuto (UMW) n/nnn
KpaTKyt XapakTepuCTUKY fiekapCcTBeHHOro npenaparta (SmPC) He Tonbko gns PreMoKcuHa
Conotab®, HO W A4N1A APYrUX Mpenaparos, BbIMYCKaeMblX B (hOPMe AUCMeprupyembiX TabneTok.

C uenblo MUHUMU3AUMK pUCKa 419 BCeX MauWeHTOB, HO B MepPBY0 ouepesb MNoABepXKeHHbIX
OMNacHOCTM YAYyLeHNs (LeTW, NOXW/bIE NIOAN U NALUEHTbI C 3aTPYAHEHHbIM rnotaHuem), 8 UM
nmnn SmPC 6yaeT yKasaHo, 4To npenapatbl «®aemokcnH ContoTab»®, «dnemMoknas
ConoTab»®, «BunbnpadgeH Contotab»®, «Cynpakc Conotab»® n «kOHMgoke Contotab»® B
(hopme aucneprupyembix TabneTok cnefyet Bcerga pactBopsaTs B Boge (MUHUMYM 50 M) nepeg
npuemom BHYTpb. He pekoMeHAayeTcs npornarbiBaTe TabNeTKy LeIMKOM.

KpaiiHe BaXHO NPOMH(OPMUPOBATL BCEX 3aMHTEPECOBAHHbLIX /ML, O HEO6XOAMMOCTU NPUMEHEHNA
npenapatoB «®nemokcnH Conotab»®, «dnemoknas Conotab»®, «BunbnpageH Conotab»®,
«Cynpakc ContoTab»® 1 «KOHugokec ContoTab»® cornacHo MeToauke, nNpeAcTaBeHHON BblLLE.

KOHTaKTHble AaHHble /151 e006LLEHNST 0 HeXenaTe/lbHbIX peaKLunsax

MpocuMm cneunannmcToB 34paBOOXPAHEHMUA MOMHUTL O HEOO6XOAUMMOCTU MPOLO/HKATb coobwatb O
Nnofo3peBaeMbiX HeXenateflbHbIX peakunsax, CBA3aHHbLIX C WCMOJ/Ib30BaHMEM fleKapCTBEHHbIX
CpeAacTB, COrnacHo NPUHATLIM TPpeboBaHMAM K CMOHTAHHLIM COOBLLEHUAM.

O60 BCex NOAO3peBaeMbIX HexenaTefbHbIX peakuuax, CBA3AHHbIX C MPMMeHeHUeM npenapaTtos
«@nemokcnH Contotab»®, «dnemoknas ContoTab»®, «BunenpadeH ConoTab»®, «Cyrnpakc
Contotab»® un «tOHugoke ConoTab»®, crnefyeT coo6MWTb B COOTBETCTBUM C AEACTBYHOLWMUM
3aKoHogaTtenbCTBOM Poccuiickolr ®egepaunn no apmakoHaasopy, BKoYas, HO He OlpaHMYmMBasCh
$3-61 ot 12.04.2010 «O6 06pantOHMM NEKAPCTBEHHbIX CPEACTB».



Co06LLeHNs 0 MOAO3PEBAEMbIX HEXENaTe/lbHbIX PeakuMsaX Ha BbllLENepeynceHHble npenaparbl
TaKkXXe MOryT 6blTb HanpaBneHbl B MpeAcTaBUTeNbCTBO KoMNaHun «AcTtennac ®apma HOpon B.B.»
(HugepnaHpabl) No 3N€KTPOHHON NouTe MAK (hakcy, UCNOMb3Ys HUKENPUBEAEHHbIE KOHTAKTbI.

KOHTaKTHble faHHble KOMMNaHUn

Mo Bonpocam, Kacalwmmcs NpuMeHeHns npenapaToB «®nemokcuH ConwTab»®, «Pnemoknas
ConoTab»®, «BunbnpageH ContoTab»®, «Cynpakc Contotab»® n «KOHMgoke ContoTab»® Bl
MoXeTe o6paTutbcd B [lpeactaBuTenbCTBO  KoMnaHum  «Actennac ®apma HOpon bB.B.»
(Hngepnangbl) B Mockse:

Ten: +7(495)737 07 55, ¢akc: +7(495)737 07 67.
Email: pharmacovigilance.ru@astellas.com.

C yBaXKeHuem.

Cneumnannct no apmakoHagsopy WpuHa YenaiiknHa
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