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3en6opad

BeMypadeHuno

3en6opad — nepBbIN* 3aperncTpupoBaHHbIN Npenapar

ANA nepcoHannsnpoBaHHON MOHOTEpanuvn

HeonepabenbHON NN MeTacTaTUYeCKON MeslaHOMbI KOXKMU, /
B KJ1IeTKax KoTopou BbisiBneHa myTtauusa BRAF V600’ 2

3enbopa®:

YBennuenne OB po 13,6 mec.

YBennueHue Bl1b Ao 6,9 mec.

EANHCTBEHHbIN®
TabneTnpoBaHHbIN Npenapar

ANA TapreTHoOM Tepanun
MeNlaHOMbI KOXK1>

3ENIBOPA®: unchopmauus o npenapare

JeicTByrowee BewecTBo: vemurafenib. JlekapcTBeHHas hopma u cocTtas: TabneTku, no-
KpbITble MNEHOYHON 060m04Koi. 1 TabneTka conepxut Bemypadennéa 240 mr. Mokasa-
Hua. MoHoTepanus HeonepabenbHO MW MeTacTaTU4eCcKoii MENaHoMbI, B KNeTKax KoTopoi
BbIiBNEHO MyTauuto BRAF V600. MpotuBonoka3anus. [10BbilieHHA 4YYBCTBMTENbHOCTb
K BemypacdeHuby u Apyrm KOMnoHeHTam npenaparta. Cnoco6 npuMeHeHus u po3bl. le-
pea Ha4anom npuema npenapata 3en6opad He06X0AMMO NOATBEPANTb HanmMune MyTauun
BRAF V600 B knetkax onyxonu. PekomeHgoBaHHas f03a BemypadeHnba coctasnser 960 mr
(4 TabneTkn no 240 mr) ABaXAbl B CYTKW; CyTO4HAA fo3a — 1920 mr. MoxHo npuHuMath
BMeCTe C eZ0/ unu 6e3 eabl. TabneTku roTaTh LENbIMI, He Pa3XeBbiBaTb, HE Pa3NamblBaTb,
3annBas cTakaHoMm BOZbl. Tepanuio peKOMeHyeTca NPOA0IKaTh [0 Ha4ana nporpeccupoBa-
HWA 3a60/M€BaHNA UKW NOABAEHN HEAOMYCTUMbIX NPU3HAKOB TOKCMYHOCTU. Mo6oyHbIe pe-
akuuu. Han6onee 4acTbiMi N0O6OYHBIMM peakLUIMuU ABASIOTCA apTpanrus, cnabocTb, CbiMb,
peakums POTO4YBCTBUTENLHOCTY, TOLWHOTA, anoneuns v 3ya. 0O4eHb 4acTo co06wWanochL o
NNOCKOKMETO4HOI KapLMHOMe KOXW, fle4eHue KOTOpOii 6bln0, Kak MpaBuno, Xupypruye-
ckum. dapmakonornyeckue csoincTea. BemypadheHn6 — HU3KOMONEKYNAPHBIA Nepopans-
HbIi MHTNONTOP (PEPMEHTA CepuH-TPEOHMHKNHA3bI, KOTOPbIA Koaupyetcs reHomom BRAF.

1. VIHCTpYKLMA N0 MeAnLMHCKOMY npuMeHeHnto npenapata 3en6opad (Mpukas M3 YkpanHbl Ne254 o1 29.03.2013,
p. ¢. M3 Ykpantbl NeUA/12699/01/01). 2. http://www.drlz.kiev.ua. 3. Chapman PB, et al. Updated overall survival re-
sults for BRIM-3, a phase Il randomized, open-label, multicenter trial comparing BRAF inhibitor vemurafenib with
dacarbazine in previously untreated patients with BRAFV600E-mutated melanoma, 2012 ASCO Meeting, http:/
meetinglibrary.asco.org/content/70533?media=vm
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MyTtauun B rede BRAF NpuBOAAT K KOHCTUTYTMBHOI akTusauun 6enka BRAF, 4to moxet
cnoco6cTBOBATH NpoNMepaLmn KNeTok B 0TCYTCTBME (DaKTOPOB poOCTa, KOTOPblE B HOPME
Heo6xoauMbl ans nponudpepauyun. BemypadeH nHrubupyet BRAF-KnHa3bl ¢ akTUBALNOH-
HbIM Kofom 600 myTaunii. 94% matepmana, CB3aHHOro ¢ BemypadeHn60M, BbIBOAATCS
¢ hekanuamm n 1% — ¢ Mo4oii. Cpoku rogHoCTH. 2 rofa. XpaHuTb B HEJOCTYMHOM Ans
Jeteit mecTe. XpaHuTb npu Temnepatype He Bbile 30 °C B 0pUruHanbHoi ynakoBKe B 3aLm-
LLleHHOM OT Bnaru mecte. Kateropus otnycka — no peuenrty.

NHhopmauus npefcTaBneHa B COKpalLeHHoM Buae. bonee getanbHas uHcopmauns oTHOCH-
TenbHO npenapara 3en6opad coAepXKUTCA B UHCTPYKLMM ANs MeSULMHCKOro MCMoNb30Ba-
HUA (yTBEPXKAEHA npukasom M3 Vkpauubl 0T 29.03.2013 No254. PernctpaunoHHoe caupe-
TenbcTeo NeUA/12699/01/01. [lata nocneaHero nepecmotpa: 19.12.2014.

Mepen NpUMeHEHNEM BHUMATENbHO 03HAKOMBTECH C MHCTPYKLMEN ANs MeSULNHCKOro npu-
MeHeHns npenapata. MiHdopmauna ans npoeccuoHanbHol AesTeNbHOCT MeAULUHCKNX
1 hapmaueBTMYeCKMX PaGOTHNKOB. [INA pa3MelleHns B CMeLnanu3npoBaHHbIX U3AAHNSX,
NpeAHa3HaYeHHbIX AN MEAULMHCKIX YYPEXLEHNA U BPaYen.

0B — 061129 BbIXWBaEMOCTb. BB — BbIX1BaeMOCTb 663 NPOrpeccupoBaHms.

* 3aperncTpupoBaHHbIil B YKpauHe.
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