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Kefdensis (denosumab)
O6w npernen Ha Kefdensis n ocHoBaHuA 3a pa3pelwaBaHe B EC

KakBo npeacrasnsBa Kefdensis n 3a kakBo ce nanonssa?

Kefdensis e nekapcTBo, KOETO ce U3Mon3Ba 3a JiedeHue Ha criegHuTe 3abonsaBaHus:

e OcCTeonoposa (3abonsiBaHe, NPy KOETO KOCTUTE CTaBaT YyMJMBMK) MPU XKEHU Cnea MeHonaysa v npum
MbXe C yBEeNMYEH pUCK OT ppakTypu (cuynBaHus Ha KocTuTe). MNpun XeHun cnen MeHonaysa
Kefdensis HamansBa pucka oT ppakTypu Ha rpbbHaka n Ha Apyrn MecTa B TS10TO, BK/TKOYUTESTHO Ha
TasobenpeHuTe CTaBu.

e 3aryba Ha KOCTHO BeLLeCTBO MpM MbXe, NOAJSIOXKEHN HA ledeHmMe 3a pak Ha npocraTaTa, KOeTo
yBenu4yaea pucka oT dpakTypu; Kefdensis HamansiBa pucka ot ¢ppakTypu Ha rpbbHaka;

e 3aryba Ha KOCTHO BELLECTBO Mpu Bb3PacTHU C MOBULUEH PUCK OT DPaKTypU, KOUTO Ca JIEKYBaHMU
ABb/IrO BpeMe C KOPTUKOCTEPOMAHM NeKapcTBa, NpunaraHy nNpes ycrata Ui Ypes MHXeKTUpaHe.

JlekapcTBOTO CbAbpiKa aKTMBHOTO BeLecTBO AeHo3yMab (denosumab) u e 6MonorMyHo nekapcreo. To e
~6nonogobHo nekapcreo". ToBa o3HayvaBa, Ye Kefdensis e MHOro nogobeH Ha Apyro 6MonOrM4HO
nekapcteo (,pedepeHTHO slekapcTBO"), KOETO BeYe e pa3pelleHo 3a ynotpeba B EC. PecdepeHTHOTO
nekapcTtBo 3a Kefdensis e Prolia. 3a noBeue nHgopmMaumsa oTHocHO 6uonogobHUTe nekapcTBa BUXTE
OOKYMeHTa Tvn ,,BbMPOCU U OTroBOpU™ TYK.

Kak ce nanon3Ba Kefdensis?

Kefdensis ce npeanara noa dopMaTa Ha MHXEKLMOHEH pa3TBOp B NpeABapUTENIHO Hanmb/HEHU
CMPUHLOBKMU.

Kefdensis ce npunara BegHbX Ha BCekn 6 Mecela KaTo NoAKOXHA UHXeKuuMs B obnactta Ha 6eapoTo,
KOpeMa unu BbHLUHATa CTpaHa Ha ropHaTta 4yacT Ha pbkaTta. JlekapuTte TpsbBa Aa ce yBepsT, 4Ye no
BpeMe Ha neyeHuneTo c Kefdensis naumeHTute npuemat gobasku ¢ kanuuii u ButammH D. Kefdensis
MOXe Aa ce npwaara oT inue, KoeTo e NoaxXoAswo oby4yeHo Aa nocTaBs MHXeKUUu.

JlekapCTBEHUAT NPOAYKT Ce OTrMycKa Mo JIeKapcKo npearnncaHuve.

3a noeeye MHdOpMaLMs OTHOCHO yrnoTpebaTa Ha Kefdensis BMTe NUCTOBKATa UK CEe CBBbPXKETE C
BalMAa nekap unu dpapMauesT.
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Kak peincrBa Kefdensis?

AkTMBHOTO BewecTBo B Kefdensis, neHo3yMab, € MOHOK/TIOHANHO aHTUTSA0 (Bua 6enTbK), KOeTo e
npeAHa3HayeHo Aa pas3rno3HaBa M Aa ce CBbp3Ba CbC cneumduyHa CTpyKTypa B TS10TO, HapeyeHa
RANKL. RANKL y4acTBa B akTMBM3MPAHETO Ha OCTEOKNACTUTE — KNETKW B OpraHu3Ma, KouTo yyacTBaT B
pasrpaxaaHeTo Ha KOCTHaTa TbkaH. Kato ce cBbp3Ba ¢ RANKL un rm 6nokunpa, aeHo3dyMab HaMmansiBa
obpasyBaHeTO n AeNCTBMETO Ha OCTeoknacTuTe. ToBa HamansBea 3arybaTa Ha KOCTHa TbKaH M 3anasea
3ApaBMHAaTa Ha KOCTUTE, C KOETO Ce HaMansiBa pUCKbT OT PpaKTypu.

Kakeu nonsu ot Kefdensis ca yctraHoBeHM B npoy4yBaHusita?

JNabopaTopHuTe npoyyBaHus, konto cpaBHaBaT Kefdensis ¢ Prolia, ca nokasanu, ye akTUBHOTO
BewecTtBo npu Kefdensis e MHoro nogo6bHo Ha ToBa npwu Prolia no cTpykTypa, uncrtota un 6mMonornyHa
aKTMBHOCT. poyyBaHMsATa Noka3BaT CbLo, Ye npmemMbT Ha Kefdensis Boan 4O CXOAHM HMBA Ha
aKTMBHOTO BELWECTBO B OpraHmama kato Prolia.

B gonbnHeHune, B npoy4yBaHe, o6xBawallo 527 xxeHn Cc ocTeonopo3a B NOCTMEHoMNay3a, eeKTMBHOCTTa
Ha Kefdensis e cpaBHeHa c Ta3n Ha Prolia. Cnea eaHa rognHa neyeHne KOCTHaTa MMHepasiHa NAbTHOCT B
rpbbHavYHMs cTbN6 (MSpKa 3a TOBa KOJIKO 34paBu Ca KOCTUTE) Ce yBenn4yaBa C 0kosio 5,3 % npu
XeHuTe, npuemawm Kefdensis, n ¢ 5,2 % npwu Te3n, npuemawum Prolia.

Tovh kaTo Kefdensis e ,,6uononobHo™ nekapcTBo, NpoyyBaHMsaTa Ha epeKTMBHOCTTA Ha AeHO03yMab,
nposeaeHun ¢ Prolia, He e HyxHO ga 6baaTt noBTapsiHM 3a Kefdensis.

KakBu ca puckoBeTte, cBbp3aHm ¢ Kefdensis?

Be3onacHocTtTa Ha Kefdensis e oueHeHa 1 Bb3 OCHOBa Ha BCMYKM U3BBbPLUEHN NPOyYBaHUA Ce CUuTa, ye
HEXeNaHUTe peakunmn OoT 1EKapCTBOTO Ca CpaBHMMU C TE3N NpU DEd)ep(EHTHOTO nekapcTtso Prolia.

3a MbJHWUSA CNUCBK Ha HexenaHuTe peakuun un orpaHndenmsata npu Kefdensis BuxTe nncroskaTa.

Hali-uectnte HexxenaHu peakumun npu Kefdensis (konto Moxe ga 3acerHat nosede ot 1 Ha 10 gywmn)
BKAtouBaT 60sKa B pbLUeTe UM KpakaTa n 6onka B KOCTUTe, CTaBuUTe U MyckynuTte. Hevecturte
HeXxenaHu peakumn (KOMTO MOXe Aa 3acerHaT He noeye oT 1 Ha 100 gywwn) BKAKOYBAT UENyaUT
(Bb3naneHue Ha agbnbokaTa KOXHa TbKaH). Peakute HexenaHn peakumm (KOUTO MOXE Aa 3acerHart He
noseye oT 1 Ha 1 000 aywwn) BKAKOYBAT Xunokanumemms (HUCKO CbAbpXaHME Ha KaluuMin B KpbBTa),
CBPbXYYBCTBUTENHOCT (aneprusa), octeoHeKkpo3a Ha yentocTTa (yBpexxaaHe Ha KOCTUTE Ha 4entocTTa,
KOeTo MoXe Aa aosene Ao 60nkKa, paHu B ycTaTa unu pasxnabBaHe Ha 3b6uTe) N HeobuyanHu
dpakTypu Ha begpeHunTe KOCTH.

Kefdensis He TpsibBa aa ce npunara npu xopa € Xxmnokanumemus (HUCKM HMBA Ha Kanuun B KpbBTa).
3auwo Kefdensis e paspelweH 3a ynorpeba B EC?

EBponeiickaTa areHuus no nekapcreaTta peLlun, Ye B CbOTBETCTBME C U3MCKBaHMATa Ha EC OTHOCHO
6nononobHmnTe nekapcrea Kefdensis nma MHoro nogo6bHa Ha Prolia cTpykTypa, uncrtota n 6uonormyHa
aKTUBHOCT M Ce pasnpenenst B OpraHM3Ma no CbliMsl HauMH. B gonbsiHeHWe NpoyyYBaHUATa NoKa3BaT, ye
6e3onacHocTTa U edekTMBHOCTTa Ha Kefdensis ca ekBuBaneHTHU Ha Te3un Ha Prolia npu xeHu ¢
0CTeonoposa, NpeMMHann NoCcTMeHoMNaysa.

BcMukK Te3n AaHHM ce cuMTaT 3a A0CTaTbyHU, 3a Aa ce 3aknun, vye Kefdensis we nMa cbuimte edextu
kaTo Prolia 3a pa3pelueHuTe ynotpebu. MNMopaan ToBa AreHumsTa cumTa, Ye Kakto npu Prolia, nonsute ot
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ynoTtpebaTta Ha Kefdensis npeBuwaBaT yCTaHOBEHUTE PUCKOBE U TO3M NPOAYKT MOXe aa 6bae paspelleH
3a ynoTtpeba B EC.

KakBu Mepku ce npeanpuvemMart, 3a Aa ce rapaHTupa 6esonacHaTa u
ecdekTnBHa ynortpeba Ha Kefdensis?

dupmara, kosATo npeanara Kefdensis, e npeaoctaBu kapTa ¢ MHGOPMaUus 3a NaUMEHTUTE 3a pUcka oT
OCTEOHEKPO3a Ha YesoCTTa U C UHCTPYKUMM [la Ce CBbPXAT C JleKap, ako U3NUTaT CUMMTOMM.

MpenopbkuTe U Npeana3HUTE MepkK 3a 6esonacHaTa n ecdekTMBHa ynoTpeba Ha Kefdensis, konto
cneaBa Aa ce CrnasBaT OT MEAMUMHCKUTE CMeuManmcT U NauMeHTUTe, ca BKIOYEHM CbLLO B KpaTkaTta
XapaKTepucTMka Ha NpoayKTa v B INCTOBKATA.

KakTo npu BCUMYKM NekapcTBa, AaHHUTE BbB Bpb3Ka C ynoTpebaTta Ha Kefdensis HenpekbcHaTo ce
npocneasasaT. CbobLeHNTEe HEXENaHM peakumm, CBbp3aHu ¢ ynotpebaTta Ha Kefdensis, BHUMaTenHo ce
OLleHABaT M ce npeanpuemMaT BCUUKM HEO6X0ANMMM MEpPKM 3a 3aliuTa Ha NaumeHTuTe.

AonbnHutenHa nHpopmaumsa 3a Kefdensis:

OonbnHutenHa nHdopmaumsa 3a Kefdensis moxeTe ga HamepuTe Ha yebcainTa Ha AreHumsaTa:
ema.europa.eu/medicines/human/EPAR/Kefdensis
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