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Indopmaniitauit TUCT-3BepHEHHS 10 MEIUYHKX TIPAIliBHUKIB

I'niBek (iMaTHHI0) — HeoOXigHicTH mepeBipKH MamicHTIB Ha HasBHiCTHL Bipycy
renaTuty B (HociiicTBO) mepex mouarkom JikyBaHHs iHri6iropamm BCR-ABL-
Tupo3uHKinasu (ITK) y 38’ s13ky 3 pu3ukom peakTuBauii renatury B

[llaHOBHUH MEeTMYHHI TTPAIliBHUKY !

Kommanis «Hosapricy, IlIBelinapis, mnoBimomsisse Bac mpo Bkpaii BaXIHBY
PEKOMEHJAIII0 IIOJ0 HEOOXiJHOCTI NEpeBipKM MAallieHTIB HA HAsBHICTH Bipycy
renatuty B (HBV) (mociiicTBO) mepen moO4aTKOM JIKYBaHHSI y 3B’SI3KY 3 PH3HKOM
peakTHBamii rematuTy B mixg wac npmifomy mnpemapary I'misek. Ilg inpopmanis
y3romxena koMmnaniero «HoBapricy, inTepecH sikol B Ykpaini npezactasisie «Hosapric
®apma Cepaicez Al'» 3 JlepkaBHUM ekcriepTHHM HeHTpom MO3.

Kopomkuii onuc npobnem b6e3nexu:

Ilicnss mpmiiomy inribiropa BCR-ABL-tmposunkinazn (ITK), manpuxnan,
iMaTHHI0OY, MOXKYTh TPAalIMTHCH BHIAJKH peakTHBaUii rematury B y maumienris,
SIKi € XpOHIYHUMH HOCISIMH ILOTO Bipycy.

Pexomenmpamii:

e JlamieHtiB caig nepeBipmTu Ha HasBHicTh HBV indexuii mepex Ttum, ax
MOYHHATH JIiIKyBaHHS iMaTHHIOOM.

e JlamienTn, fiKi B:xkKe NpHAMAaIOTH iMaTHHIO, MOBHHHI MPOWTH HEpeBIipKy Ha
nasBuicTe HBV indexnii 115 Toro, mo6 BUSIBUTH XPOHIYHUX HOCIIB Bipycy.

e Jlepex mouaTkoM JlikKyBaHHf iMaTHHIOOM mAmiEHTIBE 3 NO3MTHBHOIO
CEepOJIOTiYHOI0 peaKuicio Ha renaTuT B (Bk/II04a04n nanieHTiB 3 XBopo6oio B
akTHBHI ¢a3i) Ta manienriB, pe3yIbTaTH HEpeBipKH AKHMX HA HASBHICTH



HBV indexnii mix wac JdikyBaHHS € NMO3MTHBHHMH, CJIA 3BepHyTHCH 3a
KOHCYJIBTAIICI0 [0 renaroJorie Ta iHdexuiomictiB, #Ki MawTh A0CBiX
JikyBaHHS reoatuty B.

e Ilamienris-nociis HBV, sxi norpeGyrwors Jgikysamms imMaruHiGOM, cin
pereibHO IepeBipATH HAa 03HAKH Ta CHMITOMH aKkTHBHOY indexuii rematary
B mix wac jgikyBaHHSI Ta HPOTAroM AEKLILKOX MicANiB Hicjf 3aKiHdyeHHS
Tepanii.

Iepeaymorn npo6.iem Ge3nexu Ta mogaILIIi pexoMenxamil

Hemonapnilt KymMynaTHBHMI aHaNi3 NAHUX KIHIYHUX BUNMpoOYBaHL Ta HOCBiXY
HiCIAPEECTPaifHOro 3aCTOCYBaHHSA, IO NPOBOAMBCH CBPONEHCHKOIO arcHINEI 3
nixapeekux 3acobiB (EMA), mokasas, mo peaxrtusamis HBV Moxe TpanuTucs y
xponiyarx HociiB HBV Ha ¢oni 3acrocyBanns y mumx ITK BCR-ABL. V gesxux
BUINAJKaX HaciigkaMy peaktuBanii HBV 6ynm roctpa newinkoBa He[OCTaTHICTH abo
GbynpMiHaHTHHH TenaThT, IO IPU3BOIMIM IO IIEPECajikKu METiHKH ab0 CMEPTI.

V nesKwX BHIIAJKAX Y MalieHTiB renatuT B GyB B aHaMHe31, IO Majlo JOKyMEHTAIbHE
IiATBEPIDKEHS, B iHIIMX BHIANKaX CEPONOTIYHME CTAaTyC NALICHTIB Ha BUXiZHOMY
pieHi OyB HeBimommii. Ilicns peaxtusanii HBV 6yio miarHOCTOBaHO NiJBHUINEHHS
BipyCHOTO HaBaHTaXKEHHS a00 MO3UTHBHY CEPOJIONTYHY PEAKILIO.

3asHadeHe BUINE CBIAYMTH IpO Te, W0 peaxtusauis HBV moxe Tpanutucs B 6ymp-
AKHHM MOMeHT 1117 yac JjikyBanHs [TK BCR-ABL.

25 mororo 2016 poxy EMA 3pobmia BHCHOBOK, mio peaktupanigs HBV e xmac-
cuenudiganm edextoM ITK BCR-ABL B €sponeiicekomy Coro3i, Xoua MexaHi3M Ta
yacroTta peaxtuBanii HBV mix yac BBy Ha faHuil MOMEHT HEBIIOMI.

3axoau, mo OyayTh BxuTi Komnanier «HoBapTic»:

e JIOKyMEHTH, LIO CTOCYIOThCs mpemapary Imisex® (imarmmi6), a came:
inpopmanis Tpo Ipemapar, IHCTPYKIUsS i MEIMYHOIO 3aCTOCYBAHHS,
PEryjisspHO OHOBIFOBaHI 3BITH 3 O€3NeKW, IUTaHW YIPaBIiHHS PH3UKAMH
OyIyTh OHOBJICHI i3 3a3HaYEHHAM HOBOI iH(opMarii

® YV NOCHiDKEHH:A, CIIOHCOPOM SIKMX BHCTymae kommaris «Hosapric», 6yayTs
BHECEHI TaKi 3MiHH Ta JONOBHEHHS, OO npoTokoiw, Gopmu ingopmMoBanoi
3roj| Ta Opourypa JoCIiAHAKa BITOOpakay MOTEHIIHHNN PU3HK PEaKTHRALlIT
Bipycy renaTtuty B y narienTis, sKi npuiiMaroTs iMaTHHIO.



Ilopsgox moBixoM/IeHHS PO MOOIYHI peariii

IIpo yci moGiuHi peaxiiii, 110 BUHKUKIK y Bammx namieHTis, HeOOXiAHO IOBIIOMIIATH
1o Jlepxasnoro excreptHoro nentpy MO3 Bignosiguo xo Hakasy MO3 Ykpainu Bij
27.12.2006 Ne898 (31 3miHamm, BHeceHMMH HakazoM MO3 Vkpainu Nel005 Big
29.12.2011 p.).

KonTakTHa iHdopMmanis

Y pasi BUHUKHEHHS OyIb-SIKMX MOOIYHUX peaKiliif mij1 yac 3aCTOCYBaHHs Ipenapary
I'niBek, abo sixuio Bam nmotpibHa nomarkoBa iHgopMallis Ipo 3acTOCyBaHHS
npenapary I'niBek, Oynp jacka, 3sepraidtecs 10 [IpeacraBHuiiTBa KOMITamii
«Hosaptic ®apma Cepsice3z AI'» B Ykpaini 3a Ten. +380 44 389 39 30 a6o na
€NIEKTPOHHY azxpecy: drugs_safety.ukraine@novartis.com.

3 nosaroto,

KepiBnuk Binginy peecrpamii Ko3auok K.O.




