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Riximyo (rituximab)
06w npernea Ha Riximyo n ocHoBaHUSA 3a pa3pelwaBaHe B EC

KakBo npeacrasnsiBsa Riximyo v 3a kakBo ce usnonssa?

Riximyo € NNeKapCTBO, KOETO CE N3MN0213Ba 3a JieHeHne Ha cneagHunTe BuaoBe pak Ha KpbBTa U
BBb3MNaJIMTENTHN CbCTOAHNA:

e donukynapeH numdom u andyseH B-eapokneTbUeH HEXOAXKMHOB NMMGOM (ABa BMAa
HEXOOXXKMHOB NIMMAOM, paK Ha KpbBTa);

e  XpoHuyHa numdounTHa neskemusa (XJ1J1, opyr BnA pak Ha KpbBTa, 3acaraly 6enmnTte KpbBHU
KNeTKNn);

e rpaHynomatosa c nonvanrumt (I'TIA nnu rpaHysioMmaTo3a Ha BereHep) M MMKPOCKOMNCKM NOSIMAHTUUT
(MNA), kouTo npeacTaBnaBaT Bb3MaJANUTENHN CbCTOSHUS HA KPbBOHOCHUTE CbAOBE;

e neMduryc Bynrapuc, Texko 3abosisiBaHe, XapakTepM3npaLlo ce C NosiBata Ha MHOXECTBO Mexypu Mo
Ko)kaTa M NuraeuLaTa Ha ycraTa, Hoca, Mbp/oTo U reHuTanmuTe.

B 3aBUCUMMOCT OT CbCTOSIHMETO, 3a UMETO JSleyeHme ce n3nonsea, Riximyo Moxe fa ce npunara
CaMOCTOSATESNTHO UM B KOMBMHaUMa ¢ xuMmumoTepanusa (MpoTMBOPaKoOBUM JieKapCcTBa) WaKM C NeKapcTBa,
M3MN0N3BaHW 3a Bb3NaanTENHN HapylweHus (MeToTpeKkcaT Uan KOpTUKOCTeEpoOuan).

Riximyo cbabp>xa aKTUBHOTO BeLWEeCTBO puTykcmmab (rituximab).

Riximyo e ,,6uononobHo™ nekapcTeo. ToBa o3Ha4vaBa, Ye Riximyo e MHOro nogobeH Ha Apyro
6rnonornyHo nekapcrteo (,pedepeHTHO sIeKapCcTBO"), KOETO BeYe e pa3pelleHo 3a ynortpeba B EC.
PedepeHTHOTO nekapcTBo Ha Riximyo e MabThera. 3a nosBeye MHdoOpMaumsa OTHOCHO 6buonoagobHuTe
NekapcTBa BUXTE AOKYMEHTa Tvn , BbMNPOCU N OTFOBOPU™ TYK.

Kak ce nanonssa Riximyo?

Riximyo ce oTnycka no fiekapcko npeanucaHune. TpsbBa Aa ce npuniara noj CTporoTo HabnoaeHUe Ha
ONWUTEH MEAMLIMHCKM CNeLManncT U B cpesa, KbAETO MMa HEeMoCcpeACTBEH AOCTbN A0 CPeACTBa 3a
oKa3BaHe Ha cnelHa nomouy. JlekapcTBOTO ce npwuiara Ypes uHdysus (BlMBaHe) BbB BeHa.

Official address Domenico Scarlattilaan 6 e 1083 HS Amsterdam e The Netherlands

Address for visits and deliveries Refer to www.ema.europa.eu/how-to-find-us it
Send us a question Go to www.ema.europa.eu/contact Telephone +31 (0)88 781 6000 An agency of the European Union

© European Medicines Agency, 2021. Reproduction is authorised provided the source is acknowledged.


https://www.ema.europa.eu/en/human-regulatory/overview/biosimilar-medicines-overview

Mpeaun Bcsika MHADY3MA Ha NaumMeHTa TpabBa Aa ce Aaje aHTUXMCTaMUHOB npenapar (3a
npeaoTBpaTABaHe Ha afieprmyHn peakummn) n aHTUNUpPETUK (N1IeKapcTBo cpelly NoBUlLeHaTa
TeMnepaTtypa). B 3aBMCMMOCT OT /IEKyBaHOTO CbCTOSIHWE MaLUMEHTUTE MoJSlydyaBaT CbLIO APYrM SIeKapcTeBa
3a oBMaAsiBaHe Ha HeXenaHuTe peakuuu.

3a noBeye MHdOpMaLMs OTHOCHO ynoTpebaTta Ha Riximyo BMXTe NMCTOBKATa WM Ce CBbpXeTe C Ballus
nekap wnn dapmauesT.

Kak gencrsa Riximyo?

AKTMBHOTO BellecTBO B Riximyo, puTykcMmab, e MOHOKNOHaNHO aHTUTAN0, pa3paboTeHo Aa ce CBbp3Ba
C NpoTeunH, HapeyeH CD20, KOUTO Cce HaMMpa No NOBBbPXHOCTTa Ha B-kneTkute. Cnep KaTo ce CBbPXKE C
CD20, putykcmumab ybumBa B-knetkute, koeto nomara npu numdom mn XJ1J1 (korato B-kneTkuTte ca
CTaHanu pakoBu) U Npu peBMaTonaeH apTpuT u nemduryc (Kkorato B-kneTkute yyactsaT BbB
Bb3nasneHneTo). PaspywasaHeto Ha B-kneTkute npu MA n MIMA HamansiBa NpoM3BOACTBOTO Ha
aHTuTenaTa, 3a KOMTO Ce CMATa, Ye U3NMbAHSABAT BaXKHa posis Npu atakyBaHe Ha KPbBOHOCHUTE CbAOBE,
W KOUTO NPUYMHSABAT Bb3NaneHue.

KakBu nonsm ot Riximyo ca yctTaHOBEHM B nNpoy4yBaHusita?

JlabopaTopHuTe Npoy4dBaHus, KOUTO cpaBHsBaT Riximyo ¢ pedepeHTHOTO nekapcteo MabThera,
rnokKasBeaT, Ye aKTMBHOTO BeLlecTBo B Riximyo e MHoro nogo6Ho Ha ToBa B MabThera no cTpykTypa,
yncroTa M 6GUonorMyHa akTMBHOCT. OCBEH TOBa Npoy4YBaHUsATa NokaseaT, Ye NpuemMbT Ha Riximyo Boan
[0 HMBa Ha aKTMBHOTO BELLECTBO B OpraHM3Ma, KOMTO Ca CXOAHM Ha HMBaTa, NpoM3BeAEeHN OT npmuema
Ha MabThera.

OcBeH ToBa Riximyo e cbLo TonkoBa edekTMBEH, KONKOTO MabThera, B eAHO OCHOBHO Npoy4BaHe npwu
629 naumneHTn C HanpeaHan, HenekyBaH donukynapeH nMmdom, B koeTo Riximyo nnn MabThera ce
[06aBAT KbM ApYr BUA XMMMOTEpanus 3a 4acT oT eveHuneTo. PakbT ce nogobpsisa npu Hag 87 % ot
nauveHTute, Nnpuemaiwim Riximyo (271 ot 311 nauMeHTH), U Npu cxoaeH 6po NaumMeHTn, NpMemMaLum
MabThera (274 oT 313 nauneHTn).

Tvi kaTo Riximyo e 6uononobHO fiekapCcTBO, NpOyYBaHMATa 3a epeKTUBHOCTTa M 6e30nacHOCTTa Ha
puTykcumab, HanpaBeHu 3a MabThera, He e HyXHO Aa 6baaT noBTapsiHM 3a Riximyo.

KakBu ca puckoBeTe, cBbp3aHm ¢ Riximyo?

BesonacHocTTa Ha Riximyo e oLeHeHa M Bb3 OCHOBA Ha BCUYKM U3BBLPLUEHN NPOYyUBaHMUA Ce CUnUTa, Ye
HeXeflaHMTe peakumMm OT NIEKApCTBOTO Ca CPaBHMMU C Te3u Npu pedepeHTHOTO nekapcTeo MabThera.

Hali-uecTuTe HexenaHu peakuuun npu Riximyo ca peakuuu, cBbp3aHu ¢ MHdY3MsTa (Hanp. NoBuLeHa
TemnepaTtypa, BTpUCaHE U CTYAEHU TPBIKK), @ Hall-UeCTUTE TEXKWN HEXeNaHU peakLummn ca peakuum,
CBbp3aHu C UHPY3MATA, MHMEKUNU U CbPAEYHN NPO6eMu.

Riximyo He TpsibBa Aa ce npunara npu xopa, KOMTO Ca CBPbXYYBCTBUTENHWN (anepruyHn) KbM
pUTYKCUMab, MULLIN MPOTEUHN UM KbM HSIKOSI OT OCTaHanuUTe CbCTaBKWU, UM NPU NaUMEHTUN C TexKa
MHdeKUMNA Unm Texko otcnabeHa MMyHHa cucTeMma (3awmTaTta Ha opraHusMma). NauueHTtuTe ¢ MA, MMA
unu nemduryc synrapuc colio He Tpsibsa Aa nonyyasaTt Riximyo, ako uMaT TeXKn cbpAedHu npobnemu.

3a MbJ/IHUSA CMUCHK HA BCUYKMK HEXenaHuTe peakunn n orpaHNYeEHNATa Ha Riximyo BUXXTE JTIMCTOBKATA.
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3auwo Riximyo e pa3peweH 3a ynorpeba B EC?

EBponelickaTa areHuus no nekapcreaTta pellu, Ye B CbOTBETCTBUE C U3MCKBaHMSATa Ha EC OTHOCHO
6nononobHmnTe nekapcrea Riximyo nma MHoro nogo6bHa Ha MabThera cTpykTypa, Yncrtota u 6mMonornyHa
aKTMBHOCT U Ce pa3npegens B opraHm3aMa no Cblius HaumMH. OCBeH ToBa Npoy4YBaHe Npu NaumeHTn C
donnkynapeH nuMmdoM e nokasano, 4ye 6e30nacHOCTTa U epeKTUBHOCTTa Ha Riximyo ca cbliuTe KaTo
npu MabThera.

Bcuukuy Te3n gaHHU ce cumTaT 3a AOCTaTbyHM, 3a Aa Ce 3aKk/ouu, 4Ye Riximyo we pearmpa rno cblius
HauuH KaTto MabThera no oTHoweHWe Ha eheKTMBHOCTTa K 6€30NacHOCTTa 3a pa3peLleHnTe ynoTpebum.
MNMopaaun ToBa AreHumsaTa cunTa, Ye KakTo Npu MabThera, nonsute npu Riximyo npesBuwasaTt
yCTaHOBEHUTE PUCKOBE M TO3M NPOAYKT MoXe Aa 6bae paspelleH 3a ynotpeba B EC.

KakBu Mepku ce npeanpuemMar, 3a Aa ce rapaHTupa 6e3onacHaTta u
ecdekTnBHa ynorpeba Ha Riximyo?

®upmMaTa, KoaTo Npeanara Riximyo, we npefocTaBu Ha siekapuTe AONbAHUTENHA nHbOopMaums 3a
NpaBWHOTO NpuiaraHe Ha nekapcTBoTo. OCBeH ToBa TA LWe NpeAoCcTaBu Ha NekapuTe U nauneHTuTe,
npunarawm nekapcrteoTo 3a IMA, MMNA nnn nempuryc, obyuntenHmn Mmatepmanm 3a pMcka oT MHdekumm,
BKJIIOYNTENHO pUCKa OT nporpecneBHa MyntudokanHa neskoeHuedanonatus (MMJ1), psaka Texka
MHdekums. Te3m nauymMeHTH e nosay4vaTt CbLOo CUrHasiHa KapTa, KosaTo TpsibBa Aa HOCAT BMHArm cbe cebe
CU N KOATO MM MHCTPYKTUPA Aa ce CBbpXaT He3abaBHO CbC CBOS N1IeKap, ako UMaT CMMATOMM Ha
MHbekums.

MpenopbkuTe 1M NpeanasHUTe Mepku 3a 6e3onacHaTa u edekTuBHa ynotpeba Ha Riximyo, kouTo cneasa
[a ce cnasBaT OT MeAULMHCKUTE cneunannctn n naymeHTnTe, ca BKIKUYEHN CbLO B KpaTkaTa
XapakTepucTmka Ha npoayKTa u B IMCTOBKaTa.

KakTo npu BCUYKKN NeKapcTBa, AAHHUTE BbB Bpb3Ka C ynoTpebaTta Ha Riximyo HenpekbcHaTo ce
npocneassat. CbobLLIEHUTE HEXENAHM peakuunun, cBbp3aHn ¢ ynotpebaTa Ha Riximyo, BHMMaTesNHO ce
OLUEHABAT M ce npeanpuveMaT BCUYKN HEOBX0AMMU MEPKM 33 3alUMTa Ha NaLUEHTUTE.

AonbnHutenHa nHdpopmayma 3a Riximyo

Riximyo nony4yaBa pa3spelweHune 3a ynotpeba, sanngHo B EC, Ha 15 toHn 2017 r.

JonbnHutenHa nHdopmaums 3a Riximyo MoxeTe Aa HamepuTe Ha yebcaliTa Ha AreHuusTa:
ema.europa.eu/medicines/human/EPAR/Riximyo.

[aTta Ha nocneaHo akTyanusmpaHe Ha Tekcrta 10-2020.
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