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AbupaTtepoH Accord (abiraterone acetate)
06w npernen Ha AbupaTtepoH Accord n ocHoBaHus 3a pa3pewaBaHe B EC

KakBo npeacrasnssa AbuparepoH Accord v 3a KakBO ce usnonssa?

AbupaTtepoH Accord e NpOTMBOPAKOBO J1IeKapCTBO, KOETO Ce M3M0N3Ba 3a JIeYeHNe Ha MbXe C
MeTacTaTM4YeH pak Ha NpocTaTaTta. ToBa € pakK, KOWTO 3acsira NpocTaTHaTa xJe3a (k/ie3a Ha MbXkaTta
penpoAyKTUBHa cucteMa). Manonsea ce, KOraTo pakbT Ce € pasnpoCcTpaHuI B APYrn 4acTu Ha TA0TO
(MeTacTtaTuyen).

A6upaTepoH Accord ce M3nonsea B KOM6MHAUUSA C NPeAHU30H UM NPeaHN30/0H
(NpoTMBOBB3NANUTENHN NIEKApPCTBA):

J KOraTo pakKbT € HOBOAMArHoCTnMumMpaH, BUCOKOPUCKOB N YYBCTBUTENIEH KbM XOPMOHW; B TaKnBa
cny4daun A6leaTepOH Accord ce nanonsea B KOMbMHaUMS C sieveHue, HapeydeHo aHaporeH
AenpuBaunoHHa Tepanu4;

e KOraTo MeMKaMeHTO3HaTa kacTpauus (M3Mnosi3BaHe Ha NeKapcTBa 3a CruMpaHe Ha Npou3BOACTBOTO
Ha MbXKM XOPMOHW) B KOMBUHALMA C aHAPOreH AernpuBaLUMOHHA Tepanus He e noaelncTeana uu e
cnpsina Aa AeWCTBa NpW MbXe, KOUTO HAMAT CUMMATOMMU UKW UMAT CaMo JIEKU CUMNTOMU U MPU KOUTO
olle He e HeobxoaMMa xuMuoTepanus (nekapcTea NpoTUB pak);

e KOraTo MeAMKaMeHTO3HaTa MKW onepaTMBHAaTa KacTpauus U xMMmoTepanuaTa C AoLeTaKcesn He ca
noAencTeanun uan ca cnpenu ga Aencrear.

AbupatepoH Accord cbabpXa akTMBHOTO BelecTBO abupaTepoH auetaT (abiraterone acetate) n e
,FTEHEPNYHO NnekapcTBo". ToBa 03HauyaBa, Ye AbupatepoH Accord cbabpKa CbLLOTO aKTUBHO BELLECTBO U
[ENCTBa Mo CbLUMS HauMH KaTo ,pedepeHTHOTO JIEKapCTBO", KOETO BeYe e pa3peLleHo 3a ynotpeba B EC
W ce Hapuya Zytiga. 3a noBeye MHbOPMaALMA OTHOCHO FrEHEPUYHUTE NleKapCTBa BMXTE AOKYMEHTa TuN
»BBMPOCU U OTFrOBOPU™ TYK.

Kak ce nanonssa A6uparepoH Accord?

AbupaTtepoH Accord ce npegnara noa ¢opMaTa Ha TabneTku M ce OTNycKa Mo JIeKapckKo npeanmcaHue.
MpenopbuntenHata go3a e 1000 mg, NnpMeMaHu BeAHBbX AHEBHO Ha Npa3eH CTOMax. ToBa O3HauyaBa, 4e
nauneHTbT TpsibBa Aa M34yaka noHe 2 yaca cnej XxpaHeHe, Npeau Aa B3eMe J1eKapcTBOTOo, U He Tpsibea
[a rnoema xpaHa noHe 1 yac cneg npuveMa My. JleyeHmeTto TpsibBa Aa 6bae nNpekpaTeHo, ako NauneHTuTe
pa3BuAT yepHoapobHM npobnemu. B cnyyal ye yepHoapobHaTa yHKLMS ce HOpManusmpa, 1e4eHNeTo
MOXe Aa 6bAe Bb306HOBEHO C HaMajleHa A03a.
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3a noBeye nHbopMaumsa oTHOCHO ynoTpebaTta Ha AbupatepoH Accord BMXTE NUCTOBKAaTa UM ce
CBBbpXXETe C Bawmsa nekap win dapmalesT.

Kak pencrBa A6uparepoH Accord?

AKTUBHOTO BellecTBO B A6upaTepoH Accord, abupaTepoH aueTaT, ce NpeBpblua B opraHM3Ma B
abupaTepoH, KOMTO cnvMpa NpON3BOACTBOTO HA MbXKWUS XOPMOH TECTOCTEPOH B OpraHu3Ma. A6upaTtepoH
AelictBa, kaTo 61okMpa eHsnMa CYP17 B TeCTUCUTE U B APYTM YacTU Ha opraHmM3Ma. Tbil KaTo paKbT ce
Hy>X/Aae OT TECTOCTEPOH, 3a Aa Ce NoaabpxKa M pa3sBuea, AbupatepoH Accord Moxe Aa 3abaBu pacTexa
Ha paka Ha npocTaTtaTa Ypes3 HaMansBaHe Ha NPOM3BOACTBOTO Ha TECTOCTEPOH.

Kak e npoyuyeH AbupaTtepoH Accord?

Mpoy4yBaHUsa 3a NON3UTE U PUCKOBETE Npu o0A06peHnTe ynoTpebn Ha akTUBHOTO BELLECTBO BeYe ca
npoBefeHun c pedepeHTHOTO NekapcTBo Zytiga n He e HeobxoamMMo fa ce nosTapsT ¢ AbupaTepoH
Accord.

KakTo 3a BCAKO nekapcTeo, hupmaTta e npeacraBuia NpoyyBaHUsa 3a KayecTBoTo Ha AbupatepoH
Accord. ®dupmaTa e npoBena CbLiO NPOyYBaHUSA, KOMTO MOKa3BaT, 4Ye TOBa JIeKapCTBo e
610eKBMBaNEHTHO Ha pedepeHTHOTO IeKapCcTBo. [lBe iekapcTBa ca GMoeKkBMBaNEHTHN, KOraTo MMaT
€[lHM U CbLUM HMBA Ha aKTMBHOTO BELLECTBO B OpraHM3Ma M nopaau ToBa Ce o4YakBa Aa MMaT eauH m
Ccbly, edekT.

KakBu ca nonsure n pumckoserte, CBbp3aHu ¢ AbuparepoH Accord?

Tbn kaTo AbupaTtepoH Accord € reHepUYHO JIEKApCTBO M € BMOEKBMBAJIEHTHO Ha pedepeHTHOTO
NekapcTBO, ce Np1MeMa, 4Ye rnosas3uTe U pUCcKoBeTe Ca CbLuMTe KaTo Npu pedepeHTHOTO JleKapCcTBo.

3auwo A6buparepoH Accord e paspewieH 3a ynorpeba B EC?

EBponeiickaTa areHumMs no nekapcrTBaTa 3aK/ouun, Ye B CbOTBETCTBME C U3NCKBaHUATa Ha EC e
[oKasaHo, ye AbupaTtepoH Accord e cbC CpaBHUMO Ka4yecTBO M e bMoekBMBaneHTeH Ha Zytiga. 3aToBa
CTaHOBMLLETO Ha AreHumsaTa €, Ye KakTo npu Zytiga, nonsute ot ynotpebata Ha AbupatepoH Accord
npesBnLIaBaT YCTaHOBEHMUTE PMCKOBE M TO3M NPOAYKT MOXe Aa 6bae paspelweH 3a ynotpeba B EC.

KakBu Mepku ce npeanpuvemMar, 3a Aa ce rapaHTupa 6esonacHaTa m
ecdexkTBHa ynorpeba Ha AbupartepoH Accord?

MpenopbknTe 1 NpeanasHnUTe Mepkun 3a 6e3onacHaTa n edekTnsHa ynotpeba Ha AbupatepoH Accord,
KOWUTO cfie[Ba Aa Ce cnasBaT OT MEAULMHCKUTE CMEeLManncT 1 NaumMeHTuTe, ca BKJIIOYEHN B KpaTkaTa
XapaKTepucTuka Ha NpoayKTa U B NMCTOBKaTa.

KakTo npu BCUYKKU NeKapcTBa, AAHHWUTE BbB Bpb3Ka C ynotpebaTta Ha AbupaTtepoH Accord
HenpekbcHaTo ce npocneasBaT. CbobLEHUTE HEXeNaHW peakunn, CBbp3aHu ¢ ynoTpebaTa Ha
A6upaTepoH Accord, BHUMaTENHO CE OLEHSBAT M Ce npeanpuemMaT BCUYKN HEOBXOAMMN MEPKM 3a
3alWmTa Ha NauueHTuTe.

AonbnHutenHa uHpopmayma 3a AbuparepoH Accord:

JonbnHutenHa nHgopmMauus 3a AbmnpartepoH Accord MoXeTe fa HaMepuTe Ha yebcaliTta Ha AreHuumsaTa:
ema.europa.eu/medicines/human/EPAR/abiraterone-accord. MHdopMaums OTHOCHO pedepeHTHOTO
NleKapCcTBO CbLLO MOXe Aa ce HaMepwu Ha yebcaiTa Ha AreHumsaTa.
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