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@ [HAyKUiHa Ta nigTpumytoya Tepania ¢onikynapHoi nimpomu llI-IV ctagii’
@ [ligTpumytoya Tepania ponikynapHoi nimbomu llI-IV ctagii 3atBepgxeHa EMA 1a FDA
ANA NauieHTiB, AKi BiANOBINM Ha iHAYKUiNHY Tepanito npenapatom MabTepa®
® 12 UMKNIiB KOXHi 2 MicALi NpoTArom 2-x pokis??

® 3acTocyBaHHsA Npenapaty Mabtepa® ana nikyBaHHs GponikynapHoi nimpomm
pekomeHAoBaHO HacTaHoBamy ESMO T1a NCCN*?
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[itoua peyoBuHa. Putykcumab. @opma BunycKy. KOHLEHTpaT AiA NpUroTyBaHHsa po3unHy ans iHdysin. ®nakoHu no 100 mr/10 ma N2 2, no 500 mr/50 mn N@ 1y KapTOHHil yrnakoBLi
n A0 3acTocy HexopxkiHcbki nimpomu (HXJT). MoHoTepanisa nauieHTiB 3 donikynapHoto nimpomoto IlI-1V cTapii, pesucteHTHoi go ximiotepanii, abo ski nepebyBaioTb
y cTagii Apyroro abo HacTynHVX peumauBis nicns ximiotepanii. CD20-no3ntrBHa AudysHa B-senukoknitiHa HXJTy kombiHaLii 3 ximiotepanieto CHOP (unknodpocdamia, aokcopy6iLnH,
BIHKPUCTWH, NPe/AHi300H). PaHille He nikosaHa donikynapHa nimdpoma lll-1V ctagii y kombiHaLii 3 ximiotepanieio. MiaTpumytoua Tepania donikynapHoi nimpomm nicns oTpumaHHa Bianosiai
Ha iHAYKUiliHY Tepanito. XpoHiuHwii nimponenkos (XJ11). PaHiwwe He nikoBaHUM i peyunanBytoumnit/pedpakTepHUin XpoHiuHUn nimdoneinkos y KombiHauii 3 ximioTepanieto. MpoTunokasaHHs.
MigBuLeHa YyTMBICTb O AilOYOI PEYOBMHM abo GINKIB MULLI, aKTUBHI, TAXKI iHGeKL, BUpaxeHuin imyHogediunt. Mpenapat MabTepa® NpoTUNoKasaHWii NauieHTam 3 PeBMaToiAHUM
apTPUTOM 3 TAXKOIO cepLeBoto HegocTaTHicTio (IV OK NYHA) abo TaxKi HEKOHTPONbOBaHi NopylueHHs cepueBoro putmy. Cnocié 3actocyBaHHA Ta fo3u. HXJ1: 3HWKyBaTV O3y B XOAi
Tepanii He peKomeHayeTbCA. [py CninbHOMY NpU3HaYeHHI 3 XiMioTepani€lo KopuryBaTu 031 XiMioTepaneBTUYHMX NpenaparTis BiANOBIAHO A0 IHCTPYKLIl. MabTepa® BBOAATb Y 1-i AeHb
ximioTepanii micns BBeeHHA KOPTUKOCTEPOIAHOro KomnoHeHTa cxemn CHOP. @onikynapHa HXJ1. KombiHoBaHa Tepanis. IHAYKUiliHa Tepanis y NauieHTiB, AKi He OTPVUMYyBany NikyBaHHA
paHilue, abo nawjieHTiB 3 peLuavBytoUo/pedpakTepHoto GponikynapHo nimpomoto: 375 Mr/m? NoBepxHi Tina Ha LMK, Ao 8 LuuKnis. MMigTpymytoya Tepanis: y NauieHTiB, AKi oTpuMyBanm
nikyBaHHA paHilue, y AKX 6yna oTpymaHa BiAMNoBiAb Ha iHAYKLUilHY Tepanito, — 375 Mr/m? noBepxHi Tina 1 pa3 Ha 2 micALi (MounHaloun Yepes 2 MicALi MicnAa ocTaHHbOT 03U IHAYKUINHOT
Tepanii) 4o nporpecysaHHA abo MakcManbHO A0 2 PokiB. PeLmavsytoya/pedpakTtepHa ponikynsapHa nimdoma. Y nawjieHTis, y AKnx 6yna otpumaHa BiANoBIfb Ha iHAYKLiiHY Tepanito, — 375 mr/m?
nosepxHi Tina 1 pa3 Ha 3 Mmicayi (NoumHalouM yepes 3 MicAui MiCAA OCTaHHbOI AO3U iHAYKUINHOI Tepanii) 4O nporpecyBaHHA abo MaKcumanbHO A0 2 PoOKiB. MoHoTepanis.
Peunavisytoua/pedpartepHa dponikynapHa nimboma. IHayKuiliHa Tepania — 375 mr/m? noBepxHi Tina B/8 1 pa3 Ha TUAeHb 4 TUXKHI. [IOBTOpHa MOHOTepania — 375 Mr/m? noBepxHi Tina B/8
1 pa3 Ha TvkaeHb 4 TkHi. ludysHa B-sennkoknituiHa HXJ1. Y kombiHaLii 3i cxemoto CHOP 375 mMr/m? noepxHi Tina B 1-i1 AeHb KOXXHOTO LKy, 8 LMKiB. XpoHiyHa nimdoLuTapHa nenkemis.
3a 48 roavH po BBeAeHHs NpenapaTy Ma6Tepa® NpoBoAATb NPodiNakTUKy i3 3aCToCyBaHHAM afeKBaTHOI riapaTalii i NpU3HaYeHHAM npenaparis, AKi 3HXYIOTb PiBeHb CEYOBOI KNCIOTH, 3
METOK 3HUKEHHA PU3NKY PO3BUTKY CUHAPOMY Ni3ncy nyxauHu. Mpu pisHi nimpoLnTie >25x109/n peKoMeHAYETbCA NPU3HAYEHHA NPEAHI30N0HY B A03i 100 M 3 METOI 3HUXKEHHA PU3NKY
rocTpux iHPY3iHUX peakuiit i/abo cCMHAPOMY BUBINIbHEHHA LMTOKIHIB Y NALIiEHTIB, AKI paHille He OTPUMYBaV JiKyBaHHS, | NpW peLuavBi 3aXBOPIOBaHHA — 375 Mr/m? noBepxHi Tina B 1-1
[leHb KOXXHOTO HaCTYMHOro LMKy, 6 UMKNiB ycboro. XimioTepaniio BBogATb micns iHdysii npenapaty Mab6Ttepa®. Mo6iuni peakuil. IHdysiiHi peakuii (50% Bunaakis), cuHapom nisucy
NyXJIMHK, CUHAPOM i LINTOKIHIB, 19G, iHdekuii (B-kniTnHHE BUCHaxeHHA — 70-80% nalieHTiB), Nporpecytoya MynbTudoKanbHa nelikoeHuedanonartis. 36epiraHHa
po3uuHy. [0TOBUI po3unH f51A B/B iHY3ii npenapaTy MabTepa® 36epirae cTabinbHicTb (Gi3nyHy i XiMiuHy) NpoTarom 24 roguH npu Temnepartypi 2-8 °Ci 12 roavH nNpu KiMHaTHIN Temnepary-
pi. 36epiraHHa npenapary. 36epirati GpnakoHn npu Temnepatypi 2-8 °C. YHUKaTV NOTPaNAAHHA COHAYHOTO CBiTNa. Y 3axulieHoMy BiA AiTen micLi. He 3aMopoiKyBaTu i He CTpyllyBaTm.
TepmiH npugaTHOCTI Npenaparty: 2 poku 6 MicALiB. YMOBM Bignycky. 3a peLienTom.

IHdopMmaLlis HaBeAeHa y ckopoueHoMy BUrAAL Binblu feTanbHa iHpopmaLiia WwWopao npenapaty MabTepa® HaBeAeHa B IHCTPYKLT AnA MeUYHOTO 3aCTOCYBaHHA MeAVNYHOro iMyHOBIoNoriYHo-
ro npenaparty (Hakas MO3 YkpaiHu N 793 Big 17.11.2011 p.). Mepef 3aCTOCYBaHHAM YBaXHO O3HANOMTECA 3 iHCTPYKLIEI ANA MEAUYHOTO 3aCTOCYBAaHHA MEAUYHOTO iMyHOGIONOrYHOTO
npenapaty Mab6tepa®. Ceptudikat npo aepxasHy peectpauito MO3 Ykpainu N2 400/11-300200000 Big 17.11.2011 p. IHpopmauia ansa npodeciitHoi AiANbHOCTI MEANYHIX Ta GapMaLieBTUYHUX
npauiBHUKIB. [InA po3MilLeHHs y cnewjianizoBaHyX BUAaHHAX, MPU3HAYeHNX 1A MeANYHUX YCTaHOB Ta JlikapiB.
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