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Degevma (denosumab)
O6bw npernen Ha Degevma n ocHoBaHus 3a pa3pewaBaHe B EC

KakBo npeacrasnsaBa Degevma u 3a KakBO ce usnonssa?

Degevma e fieKapcTBo, KOETO Ce M3MoJ3Ba 3a NpeAoTBpaTsABaHE Ha YCNOXHEHWS, CBbP3aHN C KOCTHaTa
cucTeMa, NMpu Bb3pacTHW C HanpeaHana dhopMa Ha pak, KOMTO ce e pasnpocTpaHui B KocTTa. TakmBa
YCNOXHEHMS BKJIOUYBAT DpakTypu (CUynBaHUS Ha KOCTU), rpbBHaYHOMO3bYHa KOMNpecus (HaTUCK
BbpXY rPbOHAUYHUSA MO3bK, MPUUMHEH OT YBPEXAAHE HA OKOJIHUTE KOCTU) MM KOCTHM Npobnemu,
Hanarawum ibyeTepanust UM XMpypruyHa Hameca.

Degevma ce M13Mon3Ba 1 3a JIeYeHMe Ha BUJ paK Ha KOCTTa, HapeyeH rMraHToK/IeTbYeH TyMOp Ha
KOCTTa, NPV Bb3PaCTHU U HOHOLWIK, MPU KOUTO KOCTUTE Ca HaMb/IHO pasBuTU. Manon3Ba ce npu
naumveHTn, KOUTO He MoraT Aa 6bAaT NeKyBaHW onepaTUBHO MM MPU KOUTO ornepauusaTa Moxe Aa
MNPUYUHU YCNOXKHEHNS.

Degevma cbabpxa akTMBHOTO BewwecTBo AeHo3yMab (denosumab) n e 6nonornyHo nekapcreo. To e
~6nononobHo nekapcrteo®. ToBa o3Ha4yaBa, Ye Degevma e MHOro nogobeH Ha Apyro 6uonormyHo
nekapcTBo (,pedepeHTHO NeKapCcTBO™), KOETO BeYe e paspelleHo 3a ynoTpeba B EC. PecdhepeHTHOTO
nekapcrteo 3a Degevma e Xgeva. 3a noBeye nHpopMaLms OTHOCHO bnonogobHMTe nekapcTBa BUXTE
AOKYMeHTa Tun ,,BbNpoCu 1 OTroBOpU™ TyK.

Kak ce manonssa Degevma?

Degevma ce oTnycKa Nno sieKapcko npeanucanue. MNpeanara ce nog opMaTta Ha UHXEKLMOHEH
pa3TBoOp, KOMTO ce npunara NoAKOXHO B 6e4poTo, KopeMa Uan MUWHKULATA.

3a [la ce NpefoTBpaTAT CBbP3aHM C KOCTHATa CUCTEMA YCNOXHEHUS MPU paK, KOMTO ce € pasnpocTpaHusl
B KOCTTa, JIEKAPCTBOTO Ce npuiara BeaHbX Ha Bcekn 4 ceammum. Mpu NaumMeHTn C rMraHToKNeTbYEeH
TYMOP Ha KOCTUTE TO Ce nMpunara BeAHbX Ha BCEKU 4 ceaMUUM, KAaTo AOMbHUTENHA A03a Ce npunara

1 ceamMuua v 2 ceaMuUM Cnea nbpeaTta 403a.

Mo Bpeme Ha neveHmeto ¢ Degevma naumeHTuTe Tpabea aa npmemat nobaBku C Kanuumi n BuTammH D.

3a noseue MHbOPMaLMa OTHOCHO ynoTpebaTta Ha Degevma BMXTe NIMCTOBKATa UM Ce CBbPXKETE C
Balus nekap wim dhapMalesT.
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Kak peicrtBa Degevma?

AkTnBHOTO BewecTBo B Degevma, aeHo3yMab, € MOHOK/IOHANIHO aHTUTAI0, KOETO € NpeAHa3HavyeHo Aa
pa3sno3HaBa U Ada ce CBbp3Ba C NpoTenH, HapedeH RANKL. To3u NpoTeMH aKTUBMpPA OCTeOoKNacTuTe —
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 nonsu ot Degevma ca yCTaHOBEHM B Npoy4YBaHUATa?

NabopaTopHuTe npoyyBaHusa, Konto cpaeHasaT Degevma c Xgeva, ca nokasanu, 4ye akTUBHOTO
BewecTBo npu Degevma e MHOro Nnogo6HO Ha ToBa Npu Xgeva No CTpyKTypa, Yncrota u 6monornyHa
aKTMBHOCT. [poyyBaHuATa nokassaT Cblo, Ye NnpMmeMbT Ha Degevma BoAM A0 CXOAHM HUBA Ha
aKTMBHOTO BELWECTBO B OpraHu3Ma kaTto Xgeva.

OcBeH TOBa B npoy4yBaHe edeKTUBHOCTTa Ha AeHo3yMab B Degevma ce cpaBHsiBa C e(peKTUBHOCTTa Ha
paspeLleHo 1eKapCcTBo, CbabpXKallo AeHo3yMab npu 332 XeHu ¢ ocTeonopo3a (3abonsBaHe, KOETO
npaBu KOCTUTE KPexXKn), KOUTO ca NpeMnHanu npes meHonaysaTa. Cnea egHa rogmMHa sie4eHue KoctHaTa
MWUHepanHa NIbTHOCT B rpbbHayvHus ctbnb (Msipka 3a ToOBa KOJIKO 34paBu Ca KOCTUTE) Ce yBesim4dasa C
6,1 % npwu xeHuTe, npueMawwn Degevma, u ¢ 6 % Npu XeHnTe, NpuemalLm Apyroto nekapcrso,
CbAbpXKallo AeHo3yMab.

Tbi KaTo AeHo3yMab AeicTBa no nogobeH HauMH NMpuM OCTeoNnoposa u npu 3abonsaBaHUsSTa, KOMTO ce
npeaswxaa Aa ce nekysaT ¢ Degevma, He e He06X0AMMO CneunasnHo npoyysaHe Ha eeKTMBHOCTTa Ha
Degevma npu Te3un 3a6onsBaHus.

KakBu ca puckoBeTte, cBbp3aHu ¢ Degevma?

BesonacHocTTa Ha Degevma e oLeHeHa U Bb3 OCHOBa Ha BCUMUYKM U3BbPLUEHU MPOYYBAHUS CE CUMTa, Ue
HeXXenaHuTe peakuumn oT JIEKapCTBOTO Ca CPaBHUMU C T€3U Npu pedepeHTHOTO fekapcTeo Xgeva.

3a NbJHUA CMUCBK Ha HeXenaHuTe peakunm n orpaHnyeHusaTa npu Degevma BMXXTE NIMCTOBKATA.

Han-uyectute HexenaHu peakumun npu Degevma (KOMTO MOXe Aa 3acerHat noseye oT 1 Ha 10 aywwn)
BKJ/TIOUYBAT XMnokanumemms (HUCKM HMBA Ha Kanuui B KpbBTa) U MyCKYJ/IHO-CKeneTHa 6onka (6onka B
MYCKynuTe u KoctuTe). [pyrn 4ectn HexenaHun peakumm (KOMTO MOXe Aa 3acerHaTt He rnosede oT 1 Ha
10 aywn) BKIOYBAT OCTEOHEKPO3a Ha YentocTTa (YBpexaaHe Ha KOCTUTE Ha YeniocTTa, KOeTo Moxe Aa
nosege no 6oska, paHu B ycTtata M pa3sksalwaHe Ha 3bbute).

XnnokanunemusTa ce pa3BMBa NpeaAnMHO NMpes NbpeuTe 2 CeAMULM OT HAYaNoTO Ha JlIeYeHNEeTO U MoXe
na 6vae Texka; T9 obaue Moxe ga ce nekyBa ¢ gobaBsAHe Ha Kanuumim n BuTammH D.

Degevma He TpF|6Ba Aa Cce n3nonisea npun nauyneHTn C paHn oT CTOMAaToJZIorM4yHa Uan opasHa Xupyprusa,
KOUTO BCE Olle HE Ca 3apacCHann, UWaun npu Xxopa C TexkKa, HeneKyBaHa Xunokaaumemms.

3awo Degevma e pa3pelweH 3a ynortpeba B EC?

EBponeiickaTa areHuus no fiekapcTeaTa pellun, Ye B CbOTBETCTBUE C U3NCKBaHMATa Ha EC oTHocHO
6uonogobHuTe nekapcrtea Degevma MMa MHOro nogobHa Ha Xgeva CTpyKTypa, YMcToTa M 6MonornyHa
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aKTUBHOCT U Ce pasnpeaesns B opraHunsMa no CbliMsa HauyuH. B aombiHeHWe eaHO NpoyyBaHe NokasBa,
ye Degevma e cbLlo ToNKoBa eeKTUBEH, KOMKOTO APYro eKapCcTBO, CbAbpXallo AeHo3yMab, npu
XKEHW € ocTeonopo3a. [JeHo3yMab AeicTBa MO CXOAEH HAYMH MpPU IeYEHUETO Ha OCTEONOPO3a U Mpu
npeasuaeHute ynotpebu Ha Degevma.

Bcuuku Te3m gaHHM ce cumTaT 3a AOCTaTbYHM, 3a Aa ce 3aktoumn, ye Degevma we nMa cblymte edekTu
KaTo Xgeva 3a paspelleHnTe ynoTpebu. MNMopaan ToBa AreHumsiTa cumTa, Ye KakTo npu Xgeva, nonsute
oT ynoTtpebaTta Ha Degevma npeBuLwaBaT YCTaHOBEHUTE PUCKOBE U TO3M MPOAYKT MoXe Aa 6bae
pa3peweH 3a ynotpeba B EC.

KakBu Mepku ce npeanpuemMart, 3a fa ce rapaHTupa 6e3onacHata m
edexkTnBHa ynotpeba Ha Degevma?

dupmMaTta, KoAaTo npeanara Degevma, We NpeaocTaBun Kapta C MHGopMauns 3a NaumMeHTUTe OTHOCHO
puYCKa OT OCTEOHEKPO3a Ha YeNCTTa U C MHCTPYKLMM [1a Ce CBbPXKAT C SleKap, ako MMaT CUMMNTOMU.

MpenopbkuTte 1 NpeanasHuTe Mepkun 3a 6e3onacHaTa v edekTuBHa ynotpeba Ha Degevma, Kouto
cnepga Aa ce crnasaTt OT MeAUUMHCKUTE CrneunanmncTi 1 nauneHTnTe, ca BKKYEHN CbLLO B KpaTkaTa
XapaKTepucTmkKa Ha npoayKTa u B JIMCTOBKaTa.

KaKTo npu BCMUYKKN NeKapcTBa, laHHWUTE BbB Bpb3Ka C ynotpebata Ha Degevma HemnpekbCcHaTo ce
npocneassat. CbobLLIEHNTE HEXEeNaHW peakLmmn, CBbp3aHu ¢ ynotpebaTa Ha Degevma, BHUMaTENHO ce
oLieHABAaT M ce npeanpuMemMaT BCUYKM HEOBX0AMMIN MEPKM 33 3aluMTa Ha NauneHTUTe.

OonbnHutenHa nHpopmauus 3a Degevma:

JonbnHuTtenHa nHdopmaumns 3a Degevma MoxeTe Aa HaMepuTe Ha yebcanTta Ha AreHumsTa:
ema.europa.eu/medicines/human/EPAR/degevma.
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