3acTocyBaHHs Npenapary A/ JiKyBaHHs PO3CiAHOro cK/epo3y Jlemrpasa
00MeXyeThcs, a oryisag EMA npofoBKy€eTbCA.

€BpOMNENChKOI0 areHIfiero 3 JmkapcbKux 3acobiB (EMA) po3mouaTo orusg
niKapchKOTro 3aco0y AJ1st JIiKyBaHHS po3cissHoro ckiepo3y Lemtrada (anmemty3yma0)
Tic/is HOBUX TIOBi/JOMJIeHb TIPO iMyHO-OTIOCepe/IKOBaHi cTaHu, TIpobiemMu 3 cepiieM i
KPOBOHOCHHMMMU CyZMHAMU, BK/IFOUAtOUW CMepTeJIbHI BUMaJKHU.

Ha uyac mpoBegeHHsi oryisiay Lemtrada Mo)ke BHUKOPHUCTOBYBATHCS TUIBKU Yy
JIOPOC/IUX TIALIIEHTIB 3 BUCOKOAKTMBHUM PELUJWBYIOUUM PO3CISIHUM CK/I€PO30M,
mic/si, TpUHAliMHI, JBOX iHIIMX XBOP00OO-mMoubiKyrounux Tepariiii He3aJe)KHO Bif
KypCy Ta pe3y/bTaTy abo y BUMaAKY KOJHM iHIli MeTOJu JIiKkyBaHHS € Hee()eKTUBHUMU
abo X BMKOpHUCTaHHS HeMOXX/iuBe. IlaifieHTH, siKi TipoxoasTh Tepariro Lemtrada Ta
MarOThb MO3UTHUBHY JAUHAMIKY, MOXXYTb MIPOJOB)KYBAaTH JIIKYBaHHS IMiC/I KOHCY/IbTAL[il
31 CBOIM J1iKapem.

HNonatkoBo KowmiteT 3 oiiiHKM pu3uKiB y (apmakoHarnsni EMA (PRAC)
peKOMeH/IlyBaB OHOBUTM iHCTPYKILIitO /i1 MeJUYHOro 3acTocyBaHHs Lemtrada, Ta
BHeCTHU iH(opMallito Mpo TaKi BUMAIKU:

* IMyHO-OTMOCepe[IKOBaHi  CTaHW, BK/IKYAOUM AayTOIMyHHUW rematur (3
MOIIKO/PKEHHSIM TMEeYiHKU) 1 remodaroiuTapHui aiMQoricTionuTo3 (HEKOHTPO-
JIbOBaHa akKTHBallisi IMYHHOI CHUCTeMH, L0 MO)Ke TPU3BECTH [0 TSKKOI OpPraHHOI
AUCOYHKIIT);

* npobsemMu 3 ceplieM Ta CyAUHAMM, 1[0 TMOYMHAKOTHCS MpPOTsIrom 1-3 AHIB micss
NpuiioMy  JIiKiB, BK/IOYalOUM KpOBOTeUy B JiereHsX, iH(GApPKT, iHCYJbT,
1jepBiKoliedasbHy apTepia/libHy JuCceKIjifo (pPOo3pMBH B C/IM30Biii 000/OHII apTepiii
TOJIOBM i 1IHY);

* Ba)KKa HeUTporieHist (HU3bKUW piBeHb HEUTPOisTiB).

MeauuHi mpal[iBHUKXA TIOBUHHI pPO3IJIAHYTU [UTaHHA IIPO [PUITMHEHHS
JIIKYBaHHSI TAL[i€HTIB, y pa3l BUHUKHEHHs O3HaK LIMX CTaHiB. Y BUNAAKY, KOJU
MaIfieHT BiZlUyBa€ TakKi CUMMTOMH, HOMY HeoOXi[HO HeraiiHO 3BepHYTUCS 3a
MeJJMYHOIO [J0IIOMOTOX0.

EMA or1jinuTh BCi HasiBHi JjaHi I[0/I0 PU3UKIB 3 Oe3reKu Mpy BUKOPUCTaHHi
Lemtrada, po3r/iisiHe AOAATKOBi 3axofu 3 ix MiHimi3allii Ta 3abe3reueHHsT 3aXUCTY
naijieHTiB. Takoxx 6yJe po3r/asiHYyTO MUTAHHS, 1]0/[0 He0OXiTHOCTI 3MiH y [03BOJIi Ha
BUKOPHCTAHHSI.

Indopmaliis a/1a nanieHTiB

e TloBimomsiasiocss TIPO HOBi BHUIAAKKA ITOOIYHMX peakijiii IpW 3aCTOCYBaHHi
Lemtrada, Bk/Itouarour BUNaZIKA ypa>keHHs Ceplisl, CY/JVH, JIeTeHIB i MeuiHKU.
e HeraliHO 3BepHITbCS 3a MeJJUYHOI JOMOMOIOH0, SIKIIIO BHU BiJUyBa€Te
CUMIITOMHU:
- roctpi (parToBi) mpobiemMu 3 cepijeM (3a3BUuaii NpoTarom 1-3 AHIB micas
TIpUIIOMY TIperapary) Taki sSIK yCK/IaJHeHe AUuXaHHs i 0isb y rpyasx;
- KpOBOTeYa B JIETeHsIX: YCK/IaJJHeHe JUXaHHA Ta Kallesb 3 KPOB'10;
- mapamiu (1To3) 06/MuYs, parToOBUM CUJILHUM TOJIOBHUM 0isb, cr1abKicTh B
OJlHi!i CTOpOHI Tisia, po3/aZii MoBJeHHS Ta Oinb y tmi. Ile moxe OyTu



CUMIMTOMH iHCY/bTY, ab0 TOBHOTO UM YaCTKOBOTO DO3PHBY CYAMH, IIIO
MOpYIIY€E KPOBOIOCTaYaHHS MO3KY;

- TIOpYyIlIeHHs poOOTH TeUiHKH, 1[0 MPOSBJISETLCA MOKOBTIHHAM IIKipy abo
oueil, TeMHUM KOJIbOPOM Ceui, KpOBOTeuero abo CUHLISIMU;

- 3arnasbHe 3aXBOPIOBaHH4, Bijome AK remMoaroruTapHuii
MMQOriCTiONXUTO3: TakKi $K JMXOMaHKa, NPUITYXHI 3a/J03U, CUHL |
BUCUIAHHSA Ha LIKIipi.

e dkimo Bu maere Oyab-siKi 3 I[UX CHUMITOMIB, TOAi Jiikap TIpoBe/le BaM
00CTe)KeHHSI Ta MOyKe TIPUMIMHUATH JiiKyBaHHs Lemtrada Ta 3amporioHye
a/ibTepHaTUBHE JIIKYBaHHS.

¢ Tlornmbnenuii oryisag Lemtrada TpuBae, i mogasnbiia indopmaiiis Oyje HajaHa,
K TUTLKA BOHa Oyzie JOCTyTIHA.

e Ha uac nmpoBeseHHs1 ornsny, Lemtrada moTpibHO Tpu3HAuUaTH JIKIIE HOBUM
TarjieHTaM, y BUMaAKYy KOJIM iHIIli MeTOAu JIiKyBaHHS He Jaiu pe3y/bTaTiB abo
IX BUKOPHUCTAHHS HEMOJK/IMBe

¢ [loroBopith 3i CBOIM /iKapeM, SIKIIIO Y BaC BUHUK/IM 3alTUTaHHS ab0 CyMHiBU
L[0/10 JIIKYyBaHHS.

Indopmariis J/1a MeJMUHUX NPALiBHUKIB

e HoBe JiKyBaHHS CJIi PO3MOYMHATU TUIBKKM Y [JOPOC/JUX TIALIIEHTIB 3
BUCOKOAKTUBHHUM PEeLIUAVUBYHOUMM PO3CISTHUM CK/J€p030M, TiC/sg TPUHAUMHI
JIBOX iHIIMX XBOpoOO-mMoau(iKyrounx Tepariii He3aJeXXHO Bif iX Kypcy Ta
pe3ysibTaTy abo y BUIAAKy KOJM iHII MeTOU JIiKyBaHHS € Hee()eKTUBHUMHU
ab0 X BUKOPHCTAHHS HEMO>K/TUBE.

* Y MailieHTiB, AKi MPOXoJaTh MiKyBaHHS 3 Lemtrada, HeoOXiZlHO KOHTPOTIOBATH
JKATTEBI TIOKAa3HUKM [0 1 TiJi 4yac BHYTPIIIHBOBEeHHOI iH(QYy3ii. Y pas3si
BUHUKHEHHSI KJIIHIYHO 3HAuyluUX 3MiH, (/11 T[PUIIUHUTU BBeJEHHs, Ta
MPOBeCTU JOAATKOBI AOC/i)KeHHs, BKItouarouu EKI'.

e [lepes moyaTKoM i i/l Yac JIiKyBaHHS HeoOXiZIHO TIPOBECTU TeUiHKOBi MpoOu.
Ao y naijieHTa 3'B/SIOTBCH O3HAKU TMOIUKO/KeHHS TeUiHKW: IMiBULLeHHS
piBHS MeuiHKOBUX (hepMeHTIB ab0 CUMIITOMH, 1[0 TIPUITYCKAIOTh TIOPYIIeHHS
byHKIii Teuinku (HygoTa, OstoBaHHS, Oifb y JKUBOTI, BTOMa, AHOPEKCi,
JKOBTSIHUIIST abo TeMHHUI Kousip ceui), MOBTOpHe JiiKyBaHHS Lemtrada ciiif
Ha3HAyaTH JIUIIIE TTiC/Is peTeIbHOTO 00CTeKEeHHS.

® Y BUNAAKY KOJMU Yy TMaLi€HTa 3'IB/SIOTHCA O3HAKU T[1aTOJIOTIYHOI IMYHHOI
aKTUBHOCTI, HOro CJiJi HeramHo T[epeBipUTM Ha HAsIBHICTb [iarHO3y
reMocdaroruTapHui gimMmdorictionuto3. CUMOTOMM iMYHHOI aKTUBAllil MOXYThb
BUHUKATH MPOTATOM 4 POKIB IiC/IS TI0YATKY JIIKYBaHHS.

¢ Tloaasnbina iHbopMmariisi OyJe HaflaHa ITiC/IsA 3aBePIIeHHS OISy .

Jlok1ajHimIe npo JTiku

Lemtrada BMKOPUCTOBYETbCSA [Jig JIiKyBaHHS [JIOPOC/IMX TIAL[iEHTIB 3
pPeLVBYOUYO-PUMITYIOUMM PO3CISHAM CKJ/I€PO30M, 3aXBOPIOBAaHHSIM HEpPBIiB, IpU
SKOMY iMyHHa CHCTeMa 3HHIIy€ 3aXUCHY OOOJIOHKY, II0 OTOUYY€E HEepBOBi KJIiTHHU.
PelivByrouo-pyMIiTyrOuUMid  O3Haya€, L0 Y TMaljieHTa YepryroTbCs Hamnaau



(petmpuBy) 3 mnepiogamu pewmicii. IlpemapaTr 3acTOCOBY€TbCA [/ MAL[i€HTIB 3
AKTUBHUM 3aXBOPIOBAHHAM. BUKOPUCTOBYETBCA y BUIVIAAL BHYTPIIIHBOBEHHOI
iHdy3il.

AnemTy3ymMab € rymaHi3oBaHe MOHOK/IOHajbHe aHTHUTi/IO, TIpU3HAueHe [JIs
pO3Mi3HaBaHHA Ta MpUKpiruieHHs 0 Oiska CD52, SKuii 3HAXOAWUTHCS Ha TTOBEPXHi
Oimx KpoB'ssHUX KMTUH iMyHHOI cucTemu. [lpuennaBimck g0 CD52, anemMty3ymab
MPU3BOJUTE [0 TOrO, IO JIEMKOUWTA THHYTh | 3aMIiHIOKOTbCSA, TUM CaMUM
3MEHIIYIOYM LIKIJIUBY aKTUBHICTh IMYHHOI CUCTEMHU.

Lemtrada otpumanna sigensito B €C y 2013 poui. binbiue iHpopMarii npo miku
MO>KHa 3HalTH Ha BeO-caiiTi EMA: ema.europa.eu/medicines/human/EPAR/lemtrada.

Jlok/1ajHilIe po npoueaypy

Ornsag Lemtrada OyB iHiliMioBaHMM Ha TipoxaHHS €Bporeiicbkoi Kowicii,
BianoBigHO 10 ctaTTi 20 Pernamenty (€C) Ne 726/2004.

Ornspg nipoBoguthcsi PRAC, KomiteTom, 110 BiATOBifae 3a OLHKY IWTaHb
Oe3meKu 18 JTiKapChbKUX 3aC00iB /1151 JIFOUHU, IKWK CKJlale Habip peKoMeH/Jallii.

Ha nouatky oryssmy PRAC BulaB THMYAcOBi peKOMeH/arlil 11010 00MeKeHHSs
BUKOpUCcTaHHs Lemtrada y HoBux manieHTiB. PRAC TakoX HaZjaB pekomeHJarlii
ITI0ZI0 OHOBJIEHHS iHCTPYKI[ii /11 MeJUYHOTO BUKOPHCTAHHS JIiKAapChKOTO 3aco0y.
Ocrtarouni pekomenzallii PRAC OyayTe HaripaBsieHi o KowmiTeTy 3 jiKapChbKuUxX
3acobiB g moauaun EMA (CHMP), skuii BucnoButh AymMkKy EMA. PimeHHs
CHMP O6yae HampaBneHo a0 €EBporeiicbkoi Kowmicii, sika BHUJacTb OCTaTOUHE
IOpUAMYHO 000B'SI3K0OBe [I71s1 BUKOHAHHS pillleHHs /1 BCixX Kpain €C.



