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Izamby (denosumab)
O6w npernen Ha Izamby 1 ocHoBaHuSA 3a pa3pelwwaBaHe B EC

KakBo npeacrasnsasa Izamby mn 3a kakBO ce nsnonssa?

Izamby e nekapcTBO, KOETO Ce M3M0N3Ba 3a JIeYeHne Ha cnegHuTe 3abonsBaHua:

e ocTeonopo3a (3abonsBaHe, NMPU KOETO KOCTUTE CTaBaT Yyrn/MBM) NMpPU XKEHU Cliel MeHomnaysa v npu
MbXe C YBEMYEH PUCK OT ppakTypu (cuynBaHUa Ha kocTuTe). Mpu xeHu cnen MeHonaysa Izamby
HamansBa pucKa oT pakTypu Ha rpbbHaka u Ha ApYyrn MecTa B TA0TO, BK/IOUMTENTHO Ha
TasobenpeHuTe CTaBu.

e 3aryba Ha KOCTHO BeLLEeCTBO MPU MbXe, NOASIOXKEHWN Ha Jle4YeHMe 3a KapLuMHOM Ha npocTaTtaTta, KOeTo
yBenu4yaea pucka oT dpakTypu. Izamby HamansBa pucka ot ¢ppakTypu Ha rpbbHayHus cTob.

e KOCTHa 3aryb6a npu Bb3pacTHU C NOBULLEH PUCK OT PpaKTypu, KOUTO Ca JIeKyBaHU Abr0 BpeMe C
KOPTUKOCTEPOUAHU IeKapCTBa, NpuUaraHun npes ycrata UM 4pes UHXKEKTUPaHE.

Izamby cbabpxka aKTMBHOTO BelecTBO AeHo3yMab (denosumab) 1 e 6MonornyHo nekapcreo. Izamby e
~6nononobHo nekapcteo®. ToBa o3HayaBa, Ye € MHOro nogobeH Ha Apyro 6MONOrMYHO NeKapCcTBO
(,pecdepeHTHO NekapcTBoO™), KOETO Beye e pa3spelleHo 3a ynoTpeba B EC. PedpepeHTHOTO NEKapCTBO 3a
Izamby e Prolia. 3a noBeuye nHdopMauusa 0OTHOCHO 6MonoaobHUTE NnekapcTBa BMXXTE AOKYMEHTa Tun
»BBMPOCU U OTFrOBOPU™ TYK.

Kak ce nanonssa Izamby?

Izamby ce oTnycka Mo fekapcko npeanucaHune U ce npeanara nog popMaTa Ha MHXEKLMOHEH pa3TBop
B NpeaBapuTENHO HaMb/IHEHN CMIPUHLOBKM.

Izamby ce npunara BeiHbX Ha BCEKM 6 MecelLa KaTo NMoAKOXHa MHXeKkuus B o6ractTa Ha 6eapoTo,
KopeMa Mnu 3aAHaTa YacT Ha pbkaTa. JlekapuTe TpabBa Aa ce YBepsT, Ye No BPEME Ha SleuyeHune
Izamby naumeHTUTe npuemarT A06aBKM C Kanumin 1 ButaMmnd D. Izamby Moxe Aa ce npunara ot nvue,
KOETOo e noaxoAswo o6yyeHo Aa NocTaBs MHXeKLMATA.

3a noseye MHbOpPMaLMa OTHOCHO ynoTpebaTa Ha Izamby BMXTe NUMCTOBKaTa UAK Ce CBbPXXETe C Ballns
nekap wnu cdapmaLesT.
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Kak pencrBa Izamby?

AKTMBHOTO BewecTBo B Izamby, AeHO3yMab, € MOHOKJ/TOHANHO aHTUTSA0 (Bua 6enTbK), KOeTo e
npeAHasHayeHo Aa pa3rno3HaBa M Aa ce CBbp3Ba KbM cneumduyHa CTpyKTypa B TS10TO, HapeyeHa
RANKL. RANKL y4acTBa B akTMBM3MPAHETO Ha OCTEOKNACTUTE — KNETKW B OpraHu3Ma, KouTo yyacTsaT B
pasrpaxaaHeTo Ha KOCTHaTa TbkaH. Kato ce cBbp3Ba ¢ RANKL n rm 6noknpa, aeHo3dyMab HaMmansiBa
obpasyBaHeTO n AeNCTBMETO Ha OCTeoknacTuTe. ToBa Hamansiea 3arybaTa Ha KOCTHa TbKaH M 3anasea
3ApaBMHAaTa Ha KOCTUTE, C KOETO Ce HaMansiBa pUCKbT OT PpaKTypu.

KakBu nonsu ot Izamby ca yctaHOBeHM B nNnpoy4yBaHuUATa?

NabopaTopHuTe Npoy4dBaHus, KOUTO cpaBHsBaT Izamby ¢ Prolia, ca nokasanu, 4ye akTMBHOTO BeLLECTBO
npu Izamby e MHoro nogo6Ho Ha ToBa Npu Prolia no cTpyKkTypa, YncToTa U 6MoNorMyHa akTUBHOCT.
Mpoy4yBaHUATa NOKa3BaT CbLLO, Ye NPUEMBT Ha Izamby BoAM A0 CXOAHW HMBA Ha aKTUMBHOTO BELLECTBO B
opraHmama kaTto Prolia.

B gonbnHeHune, B npoy4yBaHe, o6xBawallo 558 xxeHn ¢ octeonoposa, NpeMUHanM nNpes MeHonay3arta,
edeKkTnBHOCTTa Ha Izamby e cpaBHeHa c Ta3u Ha Prolia. Cnea egHa rogmMHa neyeHue KocTHaTa
MWHepasHa NAbTHOCT B rpbbHayHMa cTbnb (MsipKa 3a TOBa KOJSIKO 34paBu Ca KOCTUTE) Ce e yBennyuna c
okono 5,5 % npu xeHute, npuemawm Izamby, n ¢ 5,3 % npu Te3un, konto npuemart Prolia.

Toi kaTo Izamby e 6uononobHO nekapcTBO, Npoy4YBaHMATa 3a ePeKTUBHOCTTa, NpoBeaeHu C Prolia, He
e Heob6x0aMMO Aa ce NoBTapsAT 3a Izamby.

KakBu ca puckoBeTe, CBbp3aHu cbC Izamby?

3a NbAHUA CMUCBK Ha HeXenaHuTte peakunm n orpaHN4eHnAaTa nNpu Izamby BUXTE NNCTOBKATa.

BesonacHocTTa Ha Izamby e oueHeHa 1 Bb3 OCHOBA Ha BCUUKM U3BbPLUEHM NPOYUYBAHUSA CE€ CUMTA, Ye
HeXefaHUTe peakumMm OT 1eKApCTBOTO Ca CPaBHUMU C Te3u Npu pedepeHTHOTO nekapcTeo Prolia.

Hali-uectnte HexenaHu peakumun npu Izamby (KkouTo Moxe Aa 3acerHat noseye oT 1 Ha 10 aywmn)
BKAtouBaT H6osiKa B pbLUETe Uan KpakaTta un 6onka B KOCTUTE U MyCKynuTe. Heuectute nnum peakm
HeXxenaHu peakumn (KOMTO MOXe Aa 3acerHaT He rnoeye oT 1 Ha 1000 gywun) BkAOYBAT LenynuT
(Bb3naneHne Ha agbnbokaTa KOXHa TbKaH), xmnokanunemms (HUCKO HMBO Ha Kanuui B KpbBTa),
CBPbXYYBCTBUTENHOCT (aneprusa), octeoHeKpo3a Ha vyentocTTa (yBpeXxaaHe Ha KOCTUTE Ha 4YentocTTa,
KOETO MOXe Aa aosege Ao 6onka, nopaXeHus B ycTtata unm pasxsiabBaHe Ha 3bbuTe) n Heobm4dalHu
dpakTypu Ha begpeHaTa KOCT.

Izamby He TpsibBa ga ce npunara npm xopa € XxMnokanumemms (HUCKU HMBA Ha Kanuuii B KpbBTa).

3awo Izamby e paspewieH 3a ynorpeba B EC?

EBponerickaTa areHuus no nekapcreaTta pellu, Ye B CbOTBETCTBUE C U3MCKBaHMSATa Ha EC OTHOCHO
6rnononobHuTe nekapcrea Izamby uma MHoro nogobHa Ha Prolia cTpykTypa, uMctoTa n 6monormyHa
aKTUBHOCT M Ce pasnpeaens B opraHmMaMa no cblumst HaumH. OCBEH TOBa B MPOyYBaHe e nokasaHo, ye
Izamby u Prolia ca ekBMBaneHTHM NO OTHOLIEHME Ha 6e30nacHOCTTa U ePEeKTUBHOCTTA NPU XEHU C
0CTeonopo3a, KOMTo ca NpeMuHann MeHonaysara.

Bcunukm Te3M AaHHM ce cumTaT 3a A4OCTaTb4HM, 3a Aa Ce 3akouu, Yye Izamby we nma cbmte edekTu
kaTo Prolia npu pa3peweHnunTe ynotpebu. Mopaan ToBa AreHumnaTa cumTa, Ye KakTo npu Prolia, nonsute
oT ynotpebarta Ha Izamby npeBuwaBaT yCTaHOBEHWUTE PUCKOBE M TO3M NMPOAYKT MOXe aa 6bae
pa3pelueH 3a ynotpeba B EC.
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KakBu Mepku ce npeanpuemMar, 3a Aa ce rapaHTupa 6e3onacHaTta u
ecdexkTnBHa ynorpeba Ha Izamby?

dupmara, KosATO Npeanara Izamby, We npeaocTaBu KapTa ¢ MHdOpMauus 3a NaUMEHTUTE 3a pUcka oT
OCTEOHEKPO3a Ha YEsoCTTa U C UHCTPYKUMM [la Ce CBbPXAT C JleKap, ako MoYyBCTBaT CUMMTOMM.

MpenopbknTe M NpeanasHUTe Mepku 3a 6e3onacHaTta 1 edekTnBHa ynotpeba Ha Izamby, kouTo cneasa
[a ce cnassaT OT MeANLMHCKUTE CNeunanncTi 1 nauneHTUTe, ca BKJIIOYEHM CblLO B KpaTKaTa
XapaKTepucTMKa Ha NpoayKTa v B INCTOBKATA.

KaKkTo npu BCUMUKM NieKapcTBa, AaHHUTE BbB Bpb3Ka C ynoTtpebata Ha Izamby HenpekbcHaTo ce
npocneaseat. CbobLIEHNTE HEXeNaHW peakumm, CBbp3aHu ¢ ynotpebaTa Ha Izamby, BHMMaTeNHO ce
OLeHSABAT M ce npeanpueMaT BCUUKM Heo6X0AMMN MEPKM 3@ 3allMTa Ha NauMeHTuTe.

AonbnHutenHa nHdopmauyua 3a Izamby:

JonbnHutenHa nHdopmaums 3a Izamby mMoxeTe aa HamepuTe Ha yebcaliTa Ha AreHumsaTa:
ema.europa.eu/medicines/human/EPAR/izamby
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