10.05.16. MHRA. BCR-ABL-iHriditopy THpPO3MHKiHAa3u: PH3HK
peakTuBauii Bipycy renatura B

BCR-ABL-inribitopy THpo3uHKiHa3u (iMaTwHiO, fa3aTiHib, HIMOTIHIO,
603yTHIO i ToHaTiHIO) 3aCTOCOBYIOTHCS TMPH JIiKyBaHHI XPOHIYHOTO Mi€0IAHOTO
neriko3y abo roctporo siMdobiacTHOrO J1eHK03y 3 eKcripeciero dinagenbhilicbKoi
XPOMOCOMM.

byna oTrpruMaHa iHgopMaliisi 3 KIiHIYHUX [J0CTi/pKeHb, a TaKOXK BiJ ¢axiBiiiB
rajaysi OXOpoHHU 370poB'a 3 KpalH €C, npo BUIaAKW peakTHBallil Bipycy renatury B
(BI'B) y natiieHTiB, siki npuiimMasnu inribitopu tupo3uskiHasu BCR-ABL. ¥ neskux 3
Hux rpuiiom BCR-ABL-iHribiTOpiB BUK/IMKAB rOCTPY MEeUiHKOBY HEJOCTATHICTH abo
O/MCKaBUUHUM TemaTwT, 110, B CBOIO uepry, rnoTpedyBaso TpaHCIUIaHTALil MeuiHKu
abo Maso sieTanbHi HAC/TiTKU.

AHani3 oTpuMaHoi iHopmMmaliii A03Bo/sIE NPUMYCTUTH, 1[0 peakTuBallisi BI'B
MO)Ke BimOyBatucs B OyAb-sKHM Tiepiofi mMif uYac JKyBaHHS iHriGiTopamu
TUpo3uHKiHa3u BCR-ABL. [leski naiieHTH B)Ke Ma/u B aHaMHe3i renatut B, y Tou
yac, sIK JJ1s iHIIIKX - CepOJIOTiUHMM CTaTyC He OYB BCTaHOB/IEHUM.

Takum umHOM, pU3UK peakTuBallii BI'B Moxe BBakaTHCSI MOOIiUHNM edeKToM,
1110 BUHUKAE TpU npuiiomi iHribiTopie Tvpo3unkina3zu BCR-ABL. IIpore, mexaHi3m i
YyacToTa peakTHBALlii BipyCy B ZJaHMM YacC HeBiOMi.

3Ba)Kar0uM Ha 3a3HaueHO BHILle, bpuTaHCbKa areHLisi 3 KOHTPOJIIO JIIKapChbKUX
3acob6iB (MHRA) niporioHye Taki peKoMeHAaLlii /71 JliKapis:

- [0 TIoYaTKy JiKyBaHHs iHribiTopamu Tupo3uHkiHasu BCR-ABL HeobxizgHO
TepeBipUTH MAL{i€HTIB Ha HasABHICTb y HUX BI'B;

- CJ1iJi TIPOKOHCYJIbTYBaTUCsA 3 (haxiBLSIMM TI0 3aXBOPHOBAHHSX TEUiHKU i TI0
NiKyBaHHIO BipyCHOTO TernaTtuTy B y marjieHTiB, siKi 0 mo4aTky Tepartii iHribiTopamu
Thpo3uHKiHasu BCR-ABL wmanu nosutuBHy BI'B ceposorito (B TomMy uumcii 3
AaKTUBHMM 3aXBODIOBAHHSIM), i, Y SKUX BUSBWJIOCS JiaHE 3aXBOPIOBAaHHS TIiIbKU ITif
yac npuiioMy iHribiTOpiB;

- HeoOXiZIHO peTe/ibHO KOHTPOJIFOBATH BCi O3HAKM Ta CHUMIITOMH aKTHUBHOI
indekijii BI'B y marfieHTiB, ki BXXe € ii HOciAsMM i MOTpeOyIOTH MiKyBaHHS 3a
noriomoror0 BCR-ABL-inribiTopiB THMpo3uHKiHa3M, T yac MpUHAOMY i MpOTSIroM
JeKUJIbKOX MIiCSLIIB ITiC/1 BIAMIHHU.



