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Cxnap: pitoya pevosuna: pirfenidone; 1 kancyna mictutb nipdeninoy 267 mr;

Jlikapcbka chopma. Kancynu.

DapmaxonoriyHi BNacTMBocTi.

®apmaxoguramika. MexaHiam aii nipcheHifoHy NoBHICTIO He BUBYeHNIA. OfHaK, iCHyt0Yi faHi CBig4aTh Npo Te, Lo NipdeHifoH Mae aHTUEIGPOTUYHI | NPOTM3ananbHi BNACTUBOCTI B Pi3HMX cucTeMaX in vitro i TBapUHHNX Moensx (i6posy
nerexb (pi6pos, iHaykoBaHnit GneomiurHOM, i hi6pos, iHAYKOBaHNIA TpaHcnnanTaTom). MipcheHifoH 3meHLye nponidepadito hibpobnactis, BUpo6neHHs hibpo3oacouiioBanHnx 6inkiB i LMTOKIHIB i 36inbLUye 6I0CUHTE3 Ta HAKOMNYEHHS
€KCTPaLLeNNAPHOro MaTpUKCY Y BIANOBIAL HA (DAaKTOPW POCTY UMTOKIHIB, TaKNX K TpaHCOpMYyL04mii hakTop pocTy 6eTa i TpoMGOLMUTapHNiA hakTop pocTy.

lMoxasanns. IikyBaHHs ifionaTn4HOro NerexeBoro (hibposy NErkoro Yu NOMIPHOTO CTYNEHS THKKOCTI.

[poTunokazaxxs.

[inep4yTnuBicTb A0 Aik040i pe4oBUHN 260 6yab-AKOi JONOMIXHOT PE4OBMHM. AHMIOHEBPOTUYHNI HABPAK HA 3aCTOCYBAHHS NipeHifoHy B aHamHe3i. OfHo4acHe 3acTocyBaHHs (yBOKCaMiHy. TsxKka nediHkoBa HeoCTaTHICTb a60
TepMiHanbHa CTafis 3aXBOPIOBAHHA NeYiHK. TAXKa HUPKOBA HEJOCTATHICTb (KNIpeHC KpeaTuHiny < 30 Mn/xB) a6o TepmiHanbHa CTadif HUPKOBOI HEOCTATHOCTI, fika noTpebye Aianiay.

3actocysaHHA y Nepiog BariTHOCTi/roAyBaHHsA rpyaat/(epTHIbHICTb.

Hemae fanux wopo 3actocysaHHs npenapary ECOpieT BariTHUM XiHkam. Sk 3anobikHuii 3axi, 6aXaH0 yHUKaT 3acToCyBaHHa npenaparty EcOpiet nia vac BaritHOCTI. HeBifomo, 4v nipdeHifoH 4v oro MeTabonitin BUAINAITLCS B rPyaHe
MONOKO. PU3NK AN AUTUHW, SiKa OTPUMYE rOJYBaHHSA rPYAHUM MONOKOM, HE MOXe OYTW BUKMO4EHWIA. PilleHHs NPo NPUNUHEHHS MPYAHOrO BUTO[0BYBaHHA ab0 NpUNuUHeHHs Tepanii npenaparom Ec6pieT cnig npuiimaru, 6epy4n [o ysaru
KOPUCTb FPYAHOTO BUrOAOBYBAHHS ANA AUTUHY | KOPUCTb NikyBaHHs npenapatom EcOpieT ans matepi. B AOKNIHI4HNX LOCNIMKEHHAX HE CNOCTEPIranocs HeCNPUATANBOTO BNNBY HA (EPTUNbHICTb.

Cnoci6 3acTocyBaHHs 1a JO3H.

Mpenapar Ec6pieT npu3Hayennii Ans nepopanbHOro 3actocyBaHHs. Kancynu npenaparty cnif KOBTaTW LinuMW, 3anuBaoyy BOAOID, i NPUAMATY 3 DKEI0 3 METOK 3MEHLUEHHS BiPOriAHOCTI BUHUKHEHHS GMIOBAHHS Ta 3anaMOPOYEHHS.
Micns noyatky nikyBaHHs 403y npenapary cnif TuTpysatu npoTarom 14 AHiB 40 AOCATHEHHS PeKOMeHA0BaHOT 4060BOI 403M, LU0 CTaHOBUTbL 9 kancyn Ha A06y. PekomenaoBaHa fo6osa Ao3a npenapaty EcopieT Ans nayienTis 3 igionatnyHum
nereHesUM hibpo3om CTaHOBUTDL 3 Kancynu no 267 mr 3 pasu Ha 406y pasom 3 dketo (3aranbHa 4o6osa 4o3a 2403 mr/fo6y).

Mo6iyni peaxyji.

Haii6inbLu 4acTo NoBiAOMAOBaHUMM NOGIYHUMY peakLisMi Nif Yac KNiHIYHOTO AOCMIAKEHHS NPy 3acTocyBaHHi npenaparty Ecopiet y 1o3i 2403 mr/po6y nopiBHAHO 3 nnawe6o, BiANoBiAHO, YNy HyA0Ta, BUCUNAHHS, iapes, BTOMIOBAHICTb,
ZVCNEncis, aHOPeKCis, ro0BHNIA 6inb, peakuis CBITNOYYTNNBOCTI. B KNiHIYHNX AOCNIHKEHHAX CEPHO3HI NOBI4HI peakuii 6y 3apeecTpoBaHi 3 NOAIGHOI 4acTOTOK Y NaLiEHTiB, AKi 0TpUMyBany npenapar EcopieT y nosi 2403 mr/poby, iy
nauieHTis, aki OTpUMyBany nnae6o.

Tepmin npnpatHocTi. 4 poku.

YmoBu 36epiranns. 36epiratu npu Temneparypi He uLe 30 °C. 36epiratv y HedocTynHoOMY ANs AiTei MicLi.

YnakoBka. [nsLwka i3 nonieTuneHy BUCOKOI LWiNbHOCTI, MICTKiCTIO 250 MA 3 iHAYKLiHO-3anasHOK MeMOPaHO Ta MeXaHi3MOM 3axWUCTy Bif BIKPUTTA AiTbMu. 10 270 kancyn y naswui. Mo 1 naswui y KapToHHi KopooLi.

Kateropis sianycky. 3a peuentom.

[lata octaHuboro nepernspy: 06.04.2016

NHcbopmaums npusegeHa B COKpalleHHOM Buge. bonee feTanbHas MHGOpMauus KacaTenbHO npenapata JcOpueT MpuBefeHa B WHCTPYKLMM AN MEAUUMHCKOrO MPUMEHeHUs
npenapara (yreepxaeHa npukazom M3 YkpauHbl Ne 320 ot 06.04.2016. Mepen npUMeHEHNEM BHUMATENBbHO 03HAKOMBTECH C MHCTPYKLMENR ANs MeAULNHCKOro NpUMEHEHUs npenapara.
PernctpaunonHoe yaoctosepeHne M3 YkpanHbl NeUA/15073/01/01 o1 06.04.2016. IHdopmaums ans npodheccuoHanbHON AesSTenbHOCTU MeANLIMHCKIX U hapMaLieBTUHECKNX PaBOTHNKOB.
[nf pa3meLLieHns B CneLnanin3npoBaHHbIX U3LaHNSX, NPeHA3HAYEHHBIX ANs MESULMHCKUX YYPEXAEHNA 1 Bpaden.
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