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Vevzuo (geHo3ymab)
O6bw nperneg Ha Vevzuo U OCHOBaHWSA 3a pa3peliaBaHe B EC

KakBo npeacrasnsaBa Vevzuo M 3a KaKBO ce u3nonssa?

Vevzuo e fiekapCTBo, KOETO Ce M3MOoJ3Ba 3a NPeaoTBpaTsaBaHe Ha CBbP3aHM C KOCTHATa cucTeMa
YCIIOXXHEHUWS NPpW Bb3pacTHM C aBaHCUpan pak, KOWTO ce e pa3npocTpaHui B KOCTUTe. TakuBa
YCNIOXHEHUSA BKOUYBAT hpaKkTypu (CUYNBaAHUS HA KOCTM), KOMMPECUS Ha MpeLusieHn (HaTUCK BbpxXy
rpbbHaYHMA MO3bK, MPUUMHEH OT YBpPEXAAHEe Ha OKOJIHATE KOCTU) UM KOCTHM Npo6ieMun, Hanarawim
NTbyeTepanus (fledeHune ¢ pagnauust) UM XMpypruyHa Hameca.

Vevzuo ce 13nosi3Ba M 3a JieyeHne Ha BUA paK Ha KOCTUTE, HapeyeH rMraHToKMeTbyeH TyMOp Ha KOCTTa,
rMpu Bb3pPacTHWU U IOHOLWMU, MPU KOUTO KOCTUTE Ca Hamb/IHO pa3BuUTU. M3rnon3esa ce npu nauneHTn, KouTo
He moraT ga 6vaar NeKyBaHW onepaTtTnBHO NN NPU KOUTO onepaundaTa MOXe Aa NPUYNHU YCNOXHEHUA.

Vevzuo cbAbpXa aKTMBHOTO BewecTBo AeHo3yMab (denosumab) un e 6uonornmyHo nekapcrteo. Vevzuo e
~6rnononobHo nekapcteo". ToBa o3HayaBa, Ye € MHOro nogobeH Ha Apyro 6MoONOrMYHO 1eKapcTBo
(,pedepeHTHO nekapcTBO™), KOETO Beye e pa3pelleHo 3a ynotpeba B EC. PedbepeHTHOTO nekapcTBo 3a
Vevzuo e Xgeva. 3a noBeye nHhopMaums OTHOCHO 6MONOAOBHMTE NeKapCcTBa BUXTE AOKYMEHTA TUM
»BBMNPOCU N OTFrOBOPU™ TYK.

Kak ce manonsBa Vevzuo?

Vevzuo ce oTnycka No nekapcko npeanucaHue. Npegnara ce nog cbopMaTa Ha NHXEKUMOHEH pa3TBoOp
3a NOAKOXHO NMpuUnoXxXeHne B 6€Ll,pOTO, KOopeMa Win ropHaTta 4acT Ha pbKaTta.

3a npenoTBpaTaABaHE Ha KOCTHU YCIOXHEHMSA MpPU pak, KOWTO ce e pa3npoCTpaHna B KOCTUTE,
JIEKAPCTBOTO Ce Nnpusara BeaHbX Ha BCEKU 4 ceAMULM KaTo eqHOKpaTHa NoAKOoXHa UHxXeKkLuus. Mpu
NaLUWEHTN C FTMraHTOK/IETbYEH TYMOP Ha KOCTTa Ce MHXEKTMpPa MOAKOXHO BeAHbX CeaMUYHO B
NpoAb/KEHME Ha 3 CeaAMULM U Ciel TOBa BEAHbX Ha 4 ceaAMUUM.

Mo BpeMe Ha neyveHune c Vevzuo naumeHTuTe Tpsabea aa npuemat fobaBku C Kanuui v ButamumH D.

3a noBeye MHdOPMaUUs OTHOCHO ynoTpebaTa Ha Vevzuo BMXTe JIMCTOBKATa UMK Ce CBbPXKETe C Balus
nekap vnu dapmauesT.
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Kak peicrBa Vevzuo?

AKTMBHOTO BeLecTBO BbB Vevzuo, AeHO03yMab, € MOHOK/IOHaNHO aHTUTAN0, KOETO e NpejHa3HayeHo aa
pa3no3HaBa U Aa ce CBbp3Ba C NpoTenH, HapedeH RANKL. To3u NpoTeEMH aKTUBMpPA OCTEOKNACTUTE,
KNeTKN B OpraHm3sMa, OTrOBOPHM 3a pa3rpaxAaHeTo Ha KocTHaTa TbhkaH. Kato ce cebp3Ba ¢ RANKL u ro
6nokupa, neHo3yMab HamansBa obpasyBaHeTO M AEACTBMETO Ha OCTeoKacTuTe. ToBa NOHMXKaBa
3arybaTta Ha KOCTHa TbKaH, B pe3y/iTaT Ha KOETO Ce HamansBa BeposATHOCTTa OoT dpaKTypu 1 Apyru
CEpPMO3HUN KOCTHM ycnoxHeHns. RANKL yyacTBa 1 B akTUBMpPaAHETO Ha KeTkuTe, NogobHM Ha
OCTeOKacTuTe, NP1 NMraHToK/EeTbYEH TYMOp Ha KocTTa. Nopaan ToBa neyeHmneTo ¢ geHo3yMmab
npeaoTBpaTsBa pacTexa MM M pasrpa)AaHeTo Ha KOCTTa, KOeTo M03BOoJisiBa HA HOpMasiHaTa KOCT Aa
3amMecTu Tymopa.

KakBu nonsm ot Vevzuo ca yCTaHOBEHM B nNpoy4yBaHuATa?

JlabopaTopHuTe Npoy4yBaHus, cpaBHsBalm Vevzuo ¢ Xgeva, nokasBaT, Ye akTUBHOTO BELLECTBO BbB
Vevzuo e MHOro CXo[HO C ToBa B Xgeva Mo OTHOLWEHWE Ha CTPyKTypaTa, YMcToTaTa u 6uonormyHaTa
aKTMBHOCT. MNpoyuyBaHUsITa NOKa3BaT CbLLO, Ye NpuiaraHeTo Ha Vevzuo BoAM A0 HMBA Ha aKTUBHOTO
BELLECTBO B OpraHM3Ma, KOMTO Ca CXOA4HMU C HabntoaaBaHuTe npu Xgeva.

B nonbnHeHMe egHO npoyydBaHe cpaBHSABa edeKTMBHOCTTa Ha AeHo3yMab BbB Vevzuo C Tasu Ha Apyro
NeKapcTBO, CbAbpXallo AeHo3yMab, npu 479 xeHun ¢ octeornopo3a (3abonsBaHe, Npu KOETO KOCTUTE
CcTaBaT 4YyniMBKu), KOUTO ca NpeMuMHanu MeHonaysaTa. Crnea egHa rogMHa Ha evyeHue KoctHaTta
MWUHepanHa NIbTHOCT B rpbbHayvHus cTbnb (Msipka 3a ToOBa KOJIKO CUJTHW Ca KOCTUTE) ce yBenun4asa C
okono 5,5 % npwu xeHute, npnemawm Vevzuo, un ¢ 5,0 % npu Tesun, KOMTO NpmemaT Apyrmns NeKkapcTBeH
NpOAYKT, CbAbpXKaL, AeHo3yMab.

Tbi KaTo AeHO03yMab AeiicTBa No nNoaobeH HaUMH MpU OCTeonoposaTta U Npu 3abonsBaHUATa, KOUTO
Vevzuo e npegHasHayeH Aa JiekyBa, He e Heo6Xo0AMMO CreumnanHo nNpoyysaHe Ha edekTMBHOCTTa Ha
Vevzuo npu Te3un 3abonasaHus.

KakBu ca puckoBeTe, cBbp3aHu ¢ Vevzuo?

Be3onacHocTTa Ha Vevzuo e oLeHeHa M Bb3 OCHOBA Ha BCMUKW MPOBEAEHM MPOyUYBaHUSA Ce CUNTa, ye
HeXeslaHUTe peakuuu OT NIeKapCTBOTO Ca CPaBHUMMU C Te3n Npu pedepeHTHOTO fiekapcTBo Xgeva.

3a MbJIHUA CMUCBK Ha HeXenaHUTe peakunu 1 orpaHnyeHusaTa npu Vevzuo BMXTe SIMCTOBKaTa.

Hari-uectute HexenaHu peakumn npu Vevzuo (KOMTO MOXe Aa 3acerHaT nosede oT 1 Ha 10 aywu)
BKJIIOUBAT Xunokanumemms (HUCKM HMBA Ha Kanuuii B KpbBTa) U MYCKYNHO-cKeneTHU 6onkun (6onku B
MYCKY/NIUTE M KOCTUTE). [Ipyrn YecTn HexenaHu peakumm (KOUTO MOXE Aa 3acerHaTt He noseye oT 1 Ha
10 aywn) BKAOYBAT OCTEOHEKPO3a Ha YentocTTa (yYBpexaaHe Ha KOCTUTE Ha YenlocTTa, KOeTo MoxXe Aa
posege no 6onka, paHu B yctaTa n pasxnabsaHe Ha 3b6u).

XunokanumeMmusaTa ce pasBmBa NPeanUMHO Npes NbpBUTe 2 CEAMULM OT HAYanoTo Ha SIEYEHMETO U MOXE
Oa 6bae Texka; Ta obaue MoXe Ja ce siekyBa € AobaBsHe Ha Kanuuin u ButaMmnH D.

Vevzuo He Tpﬂ6Ba Aa ce n3non3ea npun nauneHTn C paH OT CTOMATOJIOrM4YHaA UK YCTHA XUpyprusa,
KOUTO BCE OLllEe HE Ca 3apacCHanun, Unaun npu Xxopa C TexkKa, HeNneKyBaHa XuUnokaaumemms.

3auwo Vevzuo e pa3pewieH 3a ynorpeba B EC?

EBponeickaTta areHuMs No fekapcTeaTa peLwu, Ye B CbOTBETCTBME C U3MCKBaHUATa Ha EC oTHocHO
6brnononobHuTe nekapcrea Vevzuo nMa MHoOro nogobHa Ha Xgeva CTpyKTypa, YMcToTa U brnosornyHa
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aKTUBHOCT U Ce pasnpeaesns B opraHnsMa no cblumsa HaumH. OCBEH ToBa Npoy4yBaHe rnokasa, ye Vevzuo
€ CblLO TOJIKOBa e(heKTMBEH, KOJIKOTO APYrO JIEKAPCTBO, CbAbPXKALLO AEHO3YMa6, NpU XKeHU C
ocTeonoposa. [JeHo3yMab AeiicTBa Mo CXOAEH HAUYMH NMpU IEYEHNETO Ha OCTEOMNOopo3a U Npu
npeaBuaeHUTEe ynotpebu Ha Vevzuo.

Bcuuku Te3n gaHHM ca cYeTeHM 3a AOCTaTb4YHM, 3a Aa Ce 3aK/umn, Ye Vevzuo LWe uMma cblumte edekTm
KaTo Xgeva npu paspelleHnTe My ynotpebu. 3aTtoBa AreHumsiTa cumTa, Ye KakTo npu Xgeva, nonsuTte ot
ynoTtpebaTa Ha Vevzuo npesullaBaT yCTaHOBEHUTE PUCKOBE M TO3U NMPOAYKT MOXe Aa 6bae paspelueH
3a ynoTtpeba B EC.

KakBu Mepku ce npeanpuemMart, 3a fa ce rapaHTupa 6e3onacHata m
ecdexkTnBHa ynorpeba Ha Vevzuo?

dupmMaTa, KoATo npeanara Vevzuo, e NpeaocTaBu KapTa ¢ MHbopMaumusa 3a naumMeHTMTe 3a pMcka oT
OCTEOHEKPO3a Ha YesoCcTTa U C MHCTPYKUMUK Aa Ce CBbpXaT C lekap, ako MMaT CUMMTOMM.

MpenopbKknTe U NpeanasHUTe Mepku 3a 6esonacHaTta U edekTnBHa ynotpeba Ha Vevzuo, KoOUTo cneasa
[a ce crnassaT OoT MeAWUMHCKUTE CMeumanncTM n naumeHTUTe, ca BKKOYEHN CblLO B KpaTkaTa
XapaKTepucTMKa Ha NpoayKTa U B IMCTOBKaTa.

KaKTo npu BCMUKK NleKapcTBa, laHHWUTE BbB Bpb3Ka C ynotpebata Ha Vevzuo HenpeKbCHaTo ce
npocneassat. CbobLEHNTE HEXENaHW peakLmm, CBbp3aHn ¢ ynotpebaTa Ha Vevzuo, BHUMATENHO ce
oLieHABAaT M ce npeanpuMemMaT BCUYKM HEOBX0AMMIN MEPKM 33 3aluMTa Ha NauneHTUTe.

OonbnHutenHa nHopmauyus 3a Vevzuo

JonbnHutenHa nHdopmauunsa 3a Vevzuo MOXeTe Aa HaMmepuTe Ha yebcalita Ha AreHumsaTa:
ema.europa.eu/medicines/human/EPAR/vevzuo.
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