18.04.16. MHRA. ®inronimop ([ineHis) - PpU3UMKH PO3BUTKY MNPOrpecUBHOI
My/bTH(OKanbHOI JelikoeHnedanonatii (IIMJI), kKapuumHoMH 0a3aJbHMX KJITHH Ta
ONMOPTYHiCTHUHMX iH(eKI[il

1. IIMJI

Hagitinna ingopMariis npo 3 Bumagku po3BuTkKy IIMJI y maijieHTiB, siKi JiKyBaaucs
didroniMogomM*, ane He mnpuiiManu HaTanizymab (He y Benukiii bpurtanii). Takoxk 6ymio
3apeectpoBaHo 17 BurazkiB [IMJI y maijieHTiB, sKi paHilie npuiiMaay HatamizyMab. 3Ba)karoud Ha
te, mo 20 000 mrozeli oTpuMyBaiu Teparito (hiHroiMOZOM Mic/as JIiKyBaHHS HaTamizymMabow,
MHRA niopekoMeH/yBaJjia JliKapsm:

o moyatky /ikyBaHHS (PiHr0/iMOZOM CITifl;:

- 3poOUTH PO3rOPHYTHI aHasli3 KPOBi, BK/IFOUAI0UX BU3HAYEHHS JIiIMQOLUTIB;

- 3pobutn MPT ueperna sIK eTajJioH TPOTATOM 3 MICSIiB MiC/s TOYATKy JTiKyBaHHS
¢inronimoom;

- noiHpopMyBaTH TMaLi€HTIB 1po pu3vK po3Butky IIMJI i Horo cumnToMiB Ta
IIOpPeKOMeH/1yBaTH iM MpH I0SIBi TaKKU3 CUMITTOMIB BiJjpa3y 3BepHYTUCH 0 JiKapsi;

[Tig yac yikyBaHHS (hiHrO/MIMOIOM CITifL:

- KO € migo3pa Ha [IMJI, HerailHO MPUMMWHUTY JIiKyBaHHSI BKa3aHUM BHILe JIiIKAPCbKUM
3acobom (JI3) Ta Hame)KHO 0OCTEXXUTHU TIALliEHTa, HATIPUK/Ia/, 3a goromororo MPT abo HaguyT/IMBO1
roJsiiMepasHoi yiaHIrororoi peakuii (ITJ1P);

- TIPOBOZIUTH MOHITOPHHI PO3rOPHYTOr'0 aHasli3y KPOBi yepe3 KOXKHi 3 MiCAL|l ITiC/Ig [o4aTKy
Tepariii Ta NpYHaNMHI pa3 Ha piK mic/d Hel;

- repepBaTty npuiioM JI3, SKIIO0 KibKiCTb JeHKOLMTIB 3MeHIpiacs Hiwkue 0.2x10%71, Ta He
TMPO/IOB)KYBaTH JIIKyBaHHS, SIKIIIO PiBeHb JIEWKOLIUTIB BiJHOBUTBCS;

- 3BepTaTu yBary npu aHanizi MPT Ha I[IMJI-03Haky;

- MPOBOAUTU MOHITOPUHT noganbiiix MPT y maifieHTiB, siki 3HaXOAATbCS B MiABUIEHIN
30HI pU3UKy po3BUTKY [IMJI;

- TPOBO/IUTH MOHITOPHHT TAl[iEHTIB Ha IpeJMeT HasBHOCTI O3HAK Ta CUMITOMIB abo TosB
HOBHUX HEBPOJIOTIUYHMX AUCOHYHKIIiN (HarpHK/Ia/, KOTHITUBHUX ab0 TMCHUXiaTpUYHUX CHUMIITOMIB), 3
orJIsly Ha Te, 1110 o3Haku ITMJI aHasioriydi o3HaKaMu pO3CiSIHOrO CKJIepo3y.

2. Kapioma 6a3aibHUX KTiTHH

KapuuHoma 6asasbHUX KIiTMH Oy/ia 3apeecTpoBaHa Yy TIAL[EHTIB, fKi TpUAMad
@iHroniMoz, B KIiHIUHUX [JOC/II[PKEHHSX Ta B K/IiHIUHIA npakTtuui. o 28 mororo 2015 poky B
ycboMy cBiTi OyB 3apeectpoBaH 151 Bumaziok. 1o 30 Gepesnsi 2016 poky mo MHRA Hagitinia
inbopmallis mpo 2 BumazKa 0Oa3anbHO-KIITMHHOTO paky. Y 3B'si3ky 3 1uM MHRA
IOpeKOMeH/1yBasla JlikapsM:

- He ripu3Hayvaty (iHroaiMo/ naijieHTaM 3 aKTUBHUMU 3/105IKiCHUMH HOBOYTBOPEHHSIMUY;

- IIKipa TMAaI[ieHTiB TIOBUHHA OyTW OLliHEeHa Tepe]; TIpU3HAUeHHSAM BKa3aHoro Buire JI3, a
MOTiM, NPUHAKMHI, pa3 Ha piK, MiJ Yac JiKyBaHHS;

- PO3MOBICTH MaljieHTaM IPO 3arajibHi 03HaKW 6a3a/bHO-K/IITHHHOTO pPaKy Ta HeoOXiHOCTh
3BepHYTUCA [0 JlKaps, KO BOHM BUHUKHYTh. [0 HUX BiJHOCATHCS BY3/IMKW WIKipU (HanpuKiaz,
O/McKyui mepsaMyTpoBi By3nMKW) abo BiJKPWTI paHH, 10 He 3aroOIOThCS TIPOTSATOM JeKiTBKOX
TUKHIB;

- HampaB/ATH TMalieHTiB 3 OyAb-KUMU O3HaKamMH 0a3a/jbHO-KIITUHHOTO PpaKy [0
JilepmaroJiora.



3. IHmii onoptyHicTHYHI iHGeKil

IMmyHOMOZy /IIOFOUi  edpeKTH (DiHTOIIMOAY MOXKYTh 30i/bIIyBaTH PHU3WK PO3BUTKY iHIINX
iHdekwil 1leHTpasbHOI HEpPBOBOI CHUCTeMU: BipyCHUX (HArpukKiaj, BipyCy IpOCTOro reprecy,
BiTpSIHOI Bicru), TPUOKOBMX (HampwK/iaZl, KPUITOKOKOBOTO MeHiHriTy) abo OakTepiasbHUX
(HarmpuK/iaz, aTUNoBoi Mikob6akTepii). [To 30 6epe3Hst 2016 poky Oyso 3apeecTpoBaHO 49 BUTIA/IKIB
OMOPTYHICTUUHUX iH(EKLiM y Malli€HTiB, sKi npukiManu ¢idrosimoz. ¥ 3B's3Ky 3 M MHRA
MOpeKOMeH/lyBaJjia JliKkapsiM:

- He MpU3HaYaTy (PiHroiMo/ MaljieHTaM 3 BaXKKUMHU iHeKILisiMY;

- TIPOBOJAMTH MOHITOPHHI PO3rOPHYTOI0 aHasli3y KPOBi uepe3 KOKHi 3 MIiCsLi Mic/Is1 MoYaTKy
Tepariii abo, MpuHaiiMHi, pa3 Ha PiK Ta B pa3i MosBU OyAb-IKUX 03HaK iH(MEKIIiH;

- TIPUTTMHUTY JTiKyBaHHS JI3, SKII0 y TarfieHTa po3BUHYIach Hebe3reuHa iH(eKIis.

[Tepes MOBTOPHUM 3amyCKOM Tepariii ¢piHroniMo0M:

- IepPeKOHATHCS, 110 iH(EeKLisl 3HULLeHa;

- peTenbHO 30anaHCyBaTH KOPUCTh BiJ 3actocyBaHHS JI3 Ta pHU3MK PO3BUTKY iHIION
iHdexwLiT;

- BUBe/leHHs (DiHro/1iMO/ly 3 OpraHi3my 3aiiMae 2 MicsiLii mic/isi MPpUMHATTS OCTaHHBOI /03U,
TOMY BapTo 30epiraTi MUIbHICTh MPOTSATOM LIbOT'O Tepioay.

* ['ileHisi BUKOPHUCTOBYETBCS B IKOCTI MOHOTeparlii, 1110 MoAudiKye peluANBYOUnii riepeoir
PO3CISIHOTO CKJ/IepOo3y.



