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CyHuTHHHO 3enTHBa 12,5 mg TBBpAH KancyJiu
Sunitinib Zentiva 12,5 mg hard capsules

CyHuTHHHO 3eHTHBa 25 mg TBBPAH Kancyu
Sunitinib Zentiva 25 mg hard

CYHHTHHHO (sunitinib)

[IpoyeTeTe BHHMATEJNHO UNJIATA JIHCTOBKA, NMPeaH 12 3an04YHeTe 12 NPHEeMaTe TOBA JIEKAPCTBO, Thil KATO TH
ChABbPa BaxkHa 3a Bac unpopmauusn.

- 3anasere Ta3u JHCTOBKA. MOXKe 1a ce Hall0XKH 1a 1 NpOYeTeTe OTHOBO.

- AKO MMare HAKAKBH JONBJIHUTEJIHU BBIPOCH, nonuTaiite Bauus nexkap uau gapmauesr.

- ToBa nekapcTBo e npeanucado aM4HO Ha Bac. He ro npeorcrenBaiite Ha apyru xopa. To Moxke 1a um
HaBpeIH, HE3aBHCHUMO OT TOBA, Y€ MPHU3HALMTE HA TAXHOTO 3a00JsaBaHe ca chlMTe KaTto Bamure.

- AKO nonyyuTe HAKAKBH HEXeJlaHH JIeKapCTBEHU peakluu, yBeaomere Bawns nexap unu ¢apmauent. Toa

BKJIO4YBA H BCHYKH Bb3MOKHH HEXKCJ/IAHH PCAKLIHH, HCOITHCAHH B Ta3H JIHCTOBKA. Buxre Touka
4.

KakBo cbABbpkKa Ta3H JHCTOBKA

KakBo npeacraBnspa CyHUTHHHO 3eHTHBA H 32 KAKBO C€ M3MOJI3Ba
KakBo TpaOBa na 3Haere, npeau aa npueMere CyHUTHHHO 3eHTHBA
Kak na npuemare CyHuTHHHO 3eHTHBA

Bb3MOXHHM HexeJlaHH peaKkUHu

Kak na cbxpansaare CyHHTHHHO 3eHTHBA

ChabpkaHHe Ha ONaKOBKaTa U AONMbJIHHUTENHA HH(pOpMaLIuA
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1. KakBo npeacrapasBa CyHHTHHHO 3eHTHBA H 32 KAKBO ce H3M0J13Ba

CyHHTHHHO 3eHTHBa CbAbPKa aKTUBHOTO BELIECTBO CYHHTHHHO, KOETO € NpoTenHKHMHa3eH HHXHOuTOp. U3non3sa
ce 3a JIeYyeHHe Ha paK 4pe3 NpeJoTBpaTABaHe Ha aKTHBHOCTTA HA CNELMAIHA Ipyna NPOTeHHH, 3a KOMTO Ce 3Hae, 4e
y4acTBaT B pacTeka U pa3snpoCTPAHEHHETO Ha PAKOBUTE KJIETKH.

CyHuTHHHO 3eHTHBA Ce H3M0JI3Ba MPH Bb3PACTHH 3a JICYEHHE HA CJIEHHTE THIOBE KApLIHHOM:

E ["acTtpounTecTHHaneH crpomaned TyMop (I'MCT), Bua KapliMHOM Ha cTOMaxa M YepBara, NpH KOHTO
MMATHHHO (Apyro NMpOTHBOPAKOBO JIEKAPCTBO) Beue HE Bu aeiicTBa HIIM HE MOXKETe a NpHUeMare HMaTHHHO.

- MeracraTHuyeH 0b0peuHo-kneTbueH kapunHoMm (MBKK), Bua kapunHoM Ha Ob0penuTe, KOITO ce e
pa3npocTpaHuj U B IPYTrH YacTH Ha TAJIOTO.

- HeBpoeH10KpHHHH TYMOpPH Ha 3aactomainHara xJes3a (nHET) (tymopu Ha xopmounpouanemamme KJIETKH
Ha 3aJICTOMAIIIHATA KJIe3a), KOMTO ca HalpeaHaIN MM He Morar aa ObaaTr OTCTpaHEHH XPpyprirt

AKO UMaTe HAKAKBH BbIPOCH Kak AeicTBa CyHHTHHUO 3eHTHBA MK 3au10 Bu e npeanuc
nonurTanTe Bawus nekap.
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2. Kaxkso TpsuGBa na 3HaeTe, npeau a2 npuemere CyYHHTHRHO 3enThBA
He npuemaiite CynuTunnb 3enTnBa:

- aKo CTe anepruyHi KbM CYHHTHUHUO HITH KBM HAKOA OT OCTAHAIUTE CbCTABKH Ha TOBA JIEKApCTBO (M30pOEHH B
TOYKa 6).

lpeaynpexaenss B OpeAnAIHH MepKH
losopete ¢ Bamua aexkap npeau na npueMere CYHMTHHHO 3eHTHBA:

- AKO HMaTE BHCOKO KPbBHO HaaarasHe. CYHHTHHHO 3eHTHBA MOXE N2 MOBHLIH KPBBHOTO HAJIATaHe.
BamuaT 1exap MOXe Ja NpoBepH KPbBHOTO BH HANAraHe no BpeMe Ha NEYCHUETO ¢b¢ CYHUTHHHO JeHTHBA
u MoXe Aa ObaaTe neKyBaHM ¢ JIEKapCTBa 3a NMOHMWXKaBaHe Ha KPBBHOTO HAIATAHe, aKoO Ce Hanara.

- AX0 HMATE HJIH CTe HMAJIH 330019BaHe HA KPBLBTA, NPobjieMH ¢ KhpBeHRe HaH 00pa3yBaHe Ha CHRHHHA,
Jleuennero cu¢ CyHHTHHHO 3eHTHBA MOXeE [1a JOBEAE A0 NOBHLICH PUCK OT KbPBEHE WIIH Aa A0BEAE A0
npoMeHH B 6pos Ha HAKOH KPBBHH KJIETKH, KoeTo OH MOIJIO Aa AOBEAE 10 AHEMKA HIIH A MOBJIHAC BBPXY
cnocoOHOCTTA Ha KPBLBTA BH 12 ce chcupea. Ako npueMare sapdapHH WiK al€HOKYMapOn — IEKapCTRa,
KOWUTO pa3speXKaaT KpbBTa, 3a A2 NPEAOTBPATAT 00pa3yBaHETO Ha ChCHPELH, PHCKBT OT KbPBEHE MOXKeE Aa
O6bnie no-ronaM. Kaxxere Ha Balnns nekap ako uMare HAKAKBO KbpBEHE, AOKaTO npHeMaTe CyHHTHHUO
3eHTHRA.

- Axo HMaTe crpaevHH npobaemu. CyHHTHHHO 3eHTUBa MOXE Na NPHYHHH ChpAeunM npodbnemMu. Kaxere Ha
Bammus nekap ako ce YyBCTBaTe MHOIO YMOPEHH, HMATE 3alyX WIH NOAYTH KpaKa H ITIe3¢HN.

- AKO HMaTe HapYiLleHHd HA ChpaeuHAs pHTLM, CYHUTHHHO 3eHTHBA MOXKeE Aia NpeAU3BHKA HAPYUICHUA B
¢epAcyHUA By puteM. BaluuaT nekap Moxe Ja BM HanpaBH €J1eKTpOoKapaAHOTPaMH, 34 Oa OLICHH TE3H
npobnemu no speme Ha JeveHneTro Bu cxc CyHHTHHHO 3eHTHBa. Kaxkere Ha Bawnsa nekap ako ce MyBCTBaTe
3aMasHy, npwiolnasa By unu uMmare cepuebuecHe, noxkato npuemMare CyHHTHHUO 3€HTHBA.

- AKO cTe HMAJH NPodaeMH ¢ KPLBHH CHLCHPLIIH BbB BEHHTE H/HIH apTepHHTE (BHA0BE KPbLBOHOCHH
CHI0BE) HACKOPO, BKIIOYHTENHO RHCYIT, ChpAedeH NPHCTHI, eMbonng nan Tpombo3a. Obanere ce
BeaHara Ha Baluna nekap, ako 1o BpeMe Ha ieyeHnero cb¢ CyHHTHHHO 3eHTHBA HMaTe CUMITTOMH KaTo
6o1ka HAK HaTYWCK B repAMTe, 60K B phleTE, bpda, BpaTa KM YEMIOCTTA, 3a/yX, BKOHAHEHOCT WIH
cnabocT B ¢HaTa NOJIOBUHA HA TAJIOTO, 3aTPYAHEH NOBOP, rNaBobOIMe HIIH 3aMasHOCT,

- AKO cTe HMAJIH aHeBPHIMA (pa3iLiupaBaHe ¥ oTcnabBaHe Ha CTEHA Ha KPBBOHOCEH CbJ) WK Pa3KbCBAHE HA
CTEHA HA KPBBOHOCEH ChA.

- AKO HMATE HJIH CT¢ HMAJIH YBpPeXIaHe HA HAH-MAJIKHTE KPLBOHOCHH CHAOBE, H3IBECTHO KATO
TpomboTnana muxkpoanruonatur (TMA). Kaxere na Bamus nekap, ako pa3sBHeETe TpECKa, yMOpa,
OTNAAHANIOCT, KPBBOHACANAHHA, KbPBEHE, NOAYBaHe, 00bpKBaHe, 3aryba Ha 3peHHe U PUNATbLM.

- Axo uMaTe npobaemn ¢ MUTOBHARATS XJae3x. CYHUTHHHO 3eHTHBA MOXKE a OPHYHHH NPoONEeMH C
LUIMTOBHAHATA *Je3a. Kaxere Ha Bawms nexap ako no speMe Ha nedeHHeTo ¢b¢ CyHHTUHUO 3enTHBa ce
M3MOPABATE NO-NECHO, NO-CTYAeHO B ¢ B CpaBHEHHE ¢ OKOJIHHUTE MAH rnackT By ctane apesras. yHxunATa
Ha Bawara muToBuaHa *nesza Tpabpa na 6bvae npoBepeHa, npeaH neUeHHETO H PeAOBHO MO BPEME Ha
NEUEHHETo. AKO LIMTOBKAHATA BH XKJile3a He NMpou3Bexa JOCTATHYHO THPEOUIEH XOPMOH, Moxe na Bu 6bae
NPHIOKEHO THPEOHIHO-3AMECTHTENHO XOPMOHANHO NIEUCHHE.

- AKO HMATe HJIH CTe HMAJIH NMAHKPEATHYHH HJIH XKJIbYHH HapymeHHs . Kaxe
NOJIYYHTE HAKOH OT ClIeAHMTE CHMNTTOMH: Bonka B ofnactTa Ha croMaxa (ropHaTf
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NOBpbILaHe M TeMnepaTypa. ToBa MOXe Aa € JLIDKH Ha Bb3NAICHNE Ha 3aACTOMAIITHATA JKJ1€3a HIIH Ha
XKJTbYKaTa.

- AKO HMATE HJH CT¢ HMAAH YepHOoApoOHH npobaemu. Kaxxere Ha Baluns nekap ako pasBHeTe HAKOH OT
cleAHHTe CHMITOMH Ha YepHOAPOOHH npobaeMHu no Bpeme Ha neyeHHeTo cbe CyHUTHHHO 3eHTHBA: CBpbeK,
NOKBJITABAHE HA KOXATA M OYKHTE, ThMHA YPHHA H 0071Ka WA AMCKOMGOPT B ropHaTa AACHA KOPpEMHA
obnacr. Bauuat nekap TpsaOBa aa HanpaBH KPbBHM M3CNEABaHMA, 32 Aa poBepH YepHoapodHaTa Bu
¢yHKUMA Npeay U Mo BpeMe Ha JiedeHHeTo Cb¢ CyHHTHHHO 3eHTHBA M aKo ce Halara Cropel ChCTOSHHETO
Bu.

- AKO HMATE HJIH CT¢ AMAJH O0L6peunn npobGaemu. Bamusar nekap me npocneayn 6s6peunara Bu pyHkus.

- Axo Bu npeacTon onepanus A1 Hackopo ca Bu onepupaan. CynuTtHHp0 3eHTHBa MOXeE /12 TOBNIHSE HA
Ha4YHHa, 10 KOHTO 3a3apaBsaBaT paHuTe BH. O6ukHOBeHO NeueHHeTo By ¢b¢ CyHHTHHHO 3eHTHBa 11e Obae
CIIpAHO, aKo BH npeAcToH onepaiua. BalusT nekap e pelH Kora Ja 3arno4He OTHOBO JIEMEHHETO CbC

Cyuutnnnb 3eHTHBa.

- Moxe ga 6b1eTe NOCHLBETBAHH A8 HANPABHTE CTOMATONOIHYEH NIperjaed npeAn Aa 3anouHeTe NeUeHHe
¢b¢ CynuTHHHO 3enTHBA.

- aK0 MMaTe WIH cTe HMany 60Jka B ycTaTta, 7b0MTe W/HIH YEMI0CTTa, NOAYBAHE WIH Bh3NAJCHHE B YCTATA,
BKOYAHEHOCT WM YYBCTBO HA TEKECT B YENIOCTTA WIH pa3KiallaHe Ha 310, BeaHara kaxere Ha Bamng nexap
u 3pbonexap.

- aKo CE€ HaNara aa ce NMOJUIOWKHTE Ha CBLP3aHO ¢ KbPBEHE CTOMATOJIOTHYHO NIEYEHHE WIH CTOMATOJIOrHYHA
onepaums, kaxere Ha Bawna 3nbonekap, ve ce nekypare che CyHHTHHHO 3eHTHBA, 0c00eHO ako ome B ce
npunarat unu ca Bu npunaranu 6udocdonati uHTpaBeHO3HO. brdochoHaTHTe Ca nekapcTBa, H3INON3BAHH
3a NNpeJOTBPATABAHE HAa KOCTHH YCIIOKHEHHA, KOHTO MOXE Aa ¢a MPUIOKEHH 32 APYTro MEAULIMHCKO
CBhCTOSHUE,

- AKO HMaTe HJIH CT¢ HMAJR HapYIIeHAS HA KOXKATA H NMOAKOKHATA ThbKaH. Jlokaro npuemare Tosa
NeKapCTBO MOXE [Ja HACTBIIH ,,lINOACPMA FaHIPEHO3YM™ (DoNe3HEHO pa3s3BaBaHe HA KOXKaTa) HiM
"HekpoTH3Hpaml pacuuuT" (6Lp30 pasmpocTpaHapaina ce HHPEKUHA Ha KOXKaTa/MEKUTE ThbKaHH, KOATO MOXKE
1a 6pe xuBoTo3acTpamasaiia). CebpxeTe ce BeAHara ¢ Bamus 1exap, ako ce NOoABAT CHMITOMH Ha
HHPEKLHA OKONO KOXKHO YBpeKAaHE, BKIIOYBALLA BHCOKA TeMNEparypa, 00nka, 3a4epBapaHe, NOAYBAHE HIIH
OoTAe/sIHe Ha rHo#t WK KpbB. ToBa cr0HTHE OOMKHOBEHO € 00paTHMO clie/l NpeKpaTABaHe Ha NpHeMa Ha
cyHHTHHHOG. C ynorpebara Ha CYHHTHHHO ce chOOLIABA 33 TEXKH KOXHH PeaKkLMH (CHHAPOM Ha
CTuBbHCDKOHCHH, TOKCHUYHA CMUACPMAIHA HEKPOJIH3a, epHTEMa MYJITHPOpPME), KOUTO Ce NPOABABAT
NbPBOHAYATHO KaTO YePBEHHKABH, ITOAO0HH HA MHIIEHA TOUKH WIH KPBIJIH NETHHIA, YECTO ¢ UEHTPATHO
pa3onoXeHH MeXypH no Tanoto. OOpUBBLT MOXKE Aa NPOrpeCHpa IO WHPOKO pa3sNnpoCTHPAallH C& MEXYPH
HIH MOLIeHe Ha KOXaTa H MOXe Ja Obae xuBoTo3acTpalnasaill. AKO pa3Buere oOpuB WM Te3H KOXHH
CHMITTOMH, He3a0aBHO NOTBPCETE CHBET OT JICKAap.

- AKO HMATE HJIH CT¢ HMAJH NpHNAALUH. BeqHara kakere Ha Bainus nekap, ako uMaTe BUCOKO KPBBHO
Hansrake, rnapodonne WK 3aryba Ha speHue.

- Axo umate AHaber. CTOlHOCTHTE Ha KpBPBHATA 3axap NpH nauHeHTHre ¢ anader Tpadea ma 6vaar
NpOBEPABAHH PETY/APHO, 3a J1a C€ OLIEHK NAaNK AO3HPOBKATA HA aHTHAHAOeTHOTO NekapcTBO TpAOBa Aa Obae
NpoMeHeHa, 3a J1a C€ HaMaAJIH PHCKBT OT NMOHIHKABAHE HA KPBRBHATA 3axap. YBeaoMere Bamua nekap
Bb3MOKHO Hal-CKOPO, aKO MONYYHTE KAKBHTO M /1a € MPU3HAIM M CHMIITOMH Ha HUCKA KPbBHA 3axap (yMopa,
chpuebneHe, H3NOTABAHE, I1al H 3aryda Ha chiHaHue).

Hefia H IOHOIH

CyHUTHHKO 3eHTHBA He C¢ MpEenophYBa NPH NaUHEHTH HA Bb3pacT noAa 18 roauHu.




Hpyrn JexapcTBa H CYHHTHHHG 3enTHBA

HUudopmupatite Banus nexap wid papMalieBT, ako NpHeMaTe, HACKOPO CTE NPHEMAH KITH € Bb3MOXHO A4
npHeMare ApyTH eKapCTBa.

Hsakon nekapcTBa MOraT Ja OKaxXaT BIHAHHE BbPXY HHBaTa HA CYHHTHHHO B opranuiMa Bu. Tpadsa na
unpopMupare Baiuus nexap, ako npueMare iekapcTea, ChAbPXKAIIH CIeAHHTE aKTHBHH BEIECTBA:

. KETOKOHA30J1, HTPaKOHA30J1 — JIEKapCTRa, K3NO/3BAHU 3a JieueHue Ha rbOHUHY HHGEKLHH.

. EPHTPOMHKLHH, KIAPHTPOMHULIHH, pHPAMAIHLHHE —H3MON3BAHH 3a JICYECHHE Ha HHPEKLIHH.

. PHTOHABUD —H3NOJN3BaH 3a neyeHue Ha XHB.

. AeKCaMeTa30H — KOPTHKOCTEPOHA, H3NON3BaH 33 IEYEHHE Ha pa3IHuHK 3abonasanna (KaTo HanpuMep
aNepruy/HapylieHHs B AUIIAHETO HIH KOXKHH 3abonaBaHus).

. deHUTOHH, KapOaMasenuH, ¢peHobapOKTaT — H3NMOA3BAHH 32 JICUEHHE HA EMUIENCHA H APYTH HEBPOIOTHUHH
3a00N57BaHHA.

. PACTHTEIHH NPOAYKTH, ChABPXKALIH XKbAT KaHTApHOH (Hypericum perforatum) — M3NOJ3BaHH 32 JIEHEHHETO

Ha OenpecHs H TPEBOXHOCT.
CynuTHHHO 3eHTHRA € XpAHH H HATTHTKH
TpabBa na u3bareare npuemMa Ha cok ot rpeindpyT no BpeMe Ha JeyeHue cbc CYHHTHHHO 3eHTHBA.
bpeMeHHOCT H KBpMEHe

AKo cTe OpeMeHHa HIIH KbPMHTE, CMATATE Ye MOXE Aa ¢Te OpeMEeHHa WnH [U1arupate OpeMeHHOCT, NoCHBETRAlTE
ce ¢ Bamna nexap unu dapmanesT, npeay 1a NpHEMETe TOBA NEKapCTBO.

AKO HMa BepOATHOCT Ja 3a0peMeneere, TpaOBa 1a H3INON3BATE HAAEKAECH METOR Ha KOHTpALIENLIUA MO BpEME Ha
neuyenue cb¢ CYHHTHHUO 3eHTHRA.

Axo xkppmuTe, HHPopMHpaiTe Bamnsa nexap. He 6uBa aa xbpMuTe no BpeMe Ha neueHue ¢b¢ CyHuTHHRO 3eHTHBA.
[lo¢npane n paboTa ¢c Mamuun

AKo momyyuTe 3aMaliBaHe WM ce YyBCTBATe HeoOuvaliHO YMOpPEHH, OpaeTe 0cobeHO BHHMATENHH, KOTaTo
mogupare WK paboTUTE ¢ MALIMHHA,

CyHHTHHRO 3enTHB2 CLALPXA HATPRA
ToBa nexapcTBo ChABPKA MO-MANKO OT | mmol Hatpuit (23 mg) Ha , T.e. MOXKe Aa C€ KaXKe, Ye NNPAKTHYECKH He
ChIOBPIKA HATPHH.

3. Kak na npuemare CynnTunnb 3enTuna

BuHaru npHeMalitTe ToBa JIEKapCTBO TOYHO KakTo By € ka3zan BamuAT nekap nnu ¢papmaLeBt. AKO He CT€ CHTYPHH
B Helno, nonuTalite Bamusa nekap win ¢apmauesr.

Bamusar JICKAp 1iC ApeATIdl€ NoAXOoAAlaTA 34 Bac A03a, B 3aBHCHMOCT OT BHAAa Ha TYMOpAa. AKO CTe NOANOXKEHH
Ha JICYCHHEC 34.

- TUCT unun MBKK: ob6uuaiinara go3a € 50 mg BeaHbx AHEBHO, 3a 28 oHH (4 ceaMuuM), nocieaBaHa ot 14
AHH (2 cenMuun) nay3a (6e3 s1iekapeTBo), B 6-CeAMNYHH LIMKJIIH. -
- nHET: obuuaitHaTa noza e 37,5 mg BeHbx AHeBHO 0€3 NEepHOo Ha NMOYHUBKA.

Bamusat nexkap e onpeaeny noaxonsinara 103a, KoATo TpsdBa aa npueMare, KakTo ¥ Jand
cnpere jJedyeHHero ¢bC CyYHHTHHHO 3eHTHBA.




CyHHTHHHO 3eHTHBa MOXE Ja ce npHeMa crC HiH Oe3 xpaHa.
AKO ¢Te NpHEJH noBe4e OT HeoGxoaumaTa 1032 CynuTuBRHO JenTHBS

AKO cnyvaifHO CTe npHellH TBbpPAE MHOIO Kancyid, HHpopMHpaiiTe Beanara Bammug nexap. Bue Moxe na ce
HYKNAETE OT JIEKAPCKH IPHXH.

Axo cTe nponycHa M As npHeMeTe CYHHTHHHO 3enTHBA
He B3emaiiTe nBoiina no3a, 3a Aa KOMINEHCHpATe NPONYyCHATAaTa 4034,

AKO HMaTe ZpYTH BBNPOCH, CBEpP3aHH ¢ ynoTrpebara Ha TO3H JIEKapCTBEH NPOAYKT, nonuTadite Baiiua nexap Hau
(hapmalieBT.

4. Bu3MOXKHH HeXKeJAHH PeaKUHH

KakTo BCHUKH JIEKapCTBa, TOBA JICKAPCTBO MOXE 1A NpeAn3BHKA HEXENaHH peakiiii, BbIIPEKH Y€ He BCEKH I'd
AOJTy4aBa.

TpaOGea BeaHara aa ce cebpxkere ¢ Bauns nexap ako NoJyuYuTe HAKOA OT TE3H CEPHO3HH HEXKEJIAHH pPeaKUHH
(uxTe ouie Kaxeo TpubBa na 3naere npean aa npueMere CyHHTHHHO 3enTHBA):

Coupaeunn npobaemMnt. Kaxere Ha Bauna nekap ako ce YyBCTBATE MHOTO H3IMOPEHH, HMaTe 3a4yX HWIH [TOQYTH
Kpaka W rneseHu. Tosa MOxe Ja ca CHMIITOMH Ha ChpAeYHM NpobIeMH, KOHTO BKIIIOYBAT ChPAEYHA
HEJOCTATBYHOCT U NPodNeMH CBC ChpAUHHA MYCKYJ (KapAHOMHOMNATHA ).

Hpobaemu ¢ Geante ApoboBe nau Anmanero. Kaxere Ha Balins nexkap ako uMare katnnuua, 601ka B repamre,
BHE3aNEH 3aAyX HIH H3KAHUUIATe KpbB. TOBa MOXeE Aa €a CHMIITOMH Ha ChCTONHHE, Hape4YeHO Denoapoben
eMOONH3BM, KOSTO €€ NOJYUYaBa KOraTo KphBEH ChCHpPEK AOCTHIHE o 6enure Bu apodose.

bnlpeunn napymenns. Kaxere Ha Baluug nekap ako ypHHHpATeE ¢ MpOMEHEHa YeCTOTa WK HEe YPUHUpATE, TOBA
MOraT Ja 6’baT CHMNTOMH Ha Ob0peuHa HeAOCTATEYHOCT.

KupBene. Kaxere Ha Bainusa nekap ako HMare HAKOH OT CNEAHHTE CUMITTOMH KIIH NPOBAEMH ChC CEPHO3HO
KbPBEHE N0 BpeMe Ha JieueHHEeTo CbC CyHHTHHHO 3eHTnBa: OOnesHeH NO4yT KOpeM; NOBPBIIAHE HA KPhB; YEPHH,
NIENKABH M3NMPAKHEHU; KbpPBaBa YpUHA; rNaBoboIue WIH NPOMAHA B ICUXHYECKOTO BU CBCTOSHHE; H3KALIUIAHE HA
KPBB HJIK KbPBABH XpauKH OT OenuTe ApoOOoBe WIH OT AUXATS/IHUTE MBTHLIA.

Painazane na TYMOPpa, BOACINO 10 ﬂpl}ﬁllﬂ B Y€PBOTO. Kaxere va Bamns JICKAp aKO HMATC CHWIHA KOpEMHa
60.!']]{3, TEMIIEPATYPA, NIAACHC, NOBPBILAHC, KPhB B HINIPAKHCHHATA HIH NPOMEHH B YPCBHHTC HABHILIH.

JIpyru HexxenaHH peakuiy NpH NPUJIOKEHHE HA CYHUTHHHO MOXe 1a BKTIOUYBAT:

MHoro uectd (Morar aa 3acersart nopeve ot | Ha 10 gyum):

. Hamanen Opoii TpoMGoOLMTH, YepBEHH KPBBHE KIE€TKH H/WIHK Genu KpbBHH KneTku (Hanp.
HeyTpOGUIH).

. HenocTHr Ha PB3OYX.

’ BHCOKO KPBBHO HANATAHE,

. Kpa#tna yMopa, 3aryba Ha cuna.

. [TogyBane, ObMXKalll0 C€ HA TEYHOCT MO KOXKATa WIH OKOJIO OUMTE, ALNOOK anep
. bonka/npa3zHene B ycTara, 3a4€pBABaHe/Bb3NaNeHHE/CYXOTA B yCTara, MIPOMEHH B/ A
CTOMAX, raicHe, MOBpbIliaHe, AHMapH, 3aneK, 601Ka/moayBaHe B KopeMa, 3ary0s
. [TonkeHa AKTHRHOCT HA IIMTOBUAHATA XKe3a (XMNOTHPEOUIUIBM ).
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3aMasHOCT.

['napobonue.

KbpBeHE OT HOCA,

bonku B repba, 60NkH B CTaBUTE.

bonka B pelETE U Kpakara.

[ToxeiaTaBaHE Ha KOXATA/00€3LBETABAHE HA KOXKATA, MPEKOMEPHO OLIBETARAHE HA KOXKaTa, NPOMAHA B LIBETA
Ha KOcarta, 0OpUB 1O JUTaHUTE HA PHIETE H XOAUNAaTa, 0OpHB, CyXa KOXKa.

Kaiwnuxua.

Bucoka TeMneparypa.

TpyaHo 3acnuBaHe.

Yectu (Morar ga 3acersar go 1 Ha 10 aymn):

KpbBHM CHCHPEUH B KPBBOHOCHHTE Cb/OBE.

HenocTarb4HOCT HAa TIPHTOKA HA KPBB KBM ChpACUHHA MYCKYJL, NOPay 3anylIBAHE WIH CTECHABAHE Ha
KOPOHAPHHUTE apTEPHH.,

bonka B repaure.

HamaneHo xonmu4yecTBO KpbB, H3NOMITBAHO OT CHPLETO,

3aapBKKa Ha TEUHOCTH, BKIIIOUHTENHO okono Oennre apobose. 0  HMudexkumn.

YcnoxkHeHHe Ha TexXKa HHPekuna (HATM4YHA B KPbBOOOpallIEeHUETO), KOATO MOKe 1a JOBEAe A0 YBPEXKIaHe
Ha ThKaHH, OpraHHa HeaoCcTaThYHOCT U cMbPT. 0  [loHIDKeHa KpbBHA 3axap (BHKTE TOUKa 2).

3ary6a Ha OeNThbK ¢ YpHHaTa, MOHAKOra BOAELLA J0 OTOLH.

I'punononoben CHHAPOM.

AOHOPMHH KPbBHH NOKAa3aTeNH, BKIOYBALIY TAHKPEATHYHH H YEPHOIPOOHH EHIUMH.

BHCOKO HHBO Ha MUKOYHA KHCEJIMHA B KPBBTA.

Xemopouau, 605Kka B IpaBoOTO YEPBO, KBPBEHE OT BEHIIHTE, 3aTPYAHEHO NPEerTblllaHe WK HEBB3MOXKHOCT Aa
¢e Mpermbiia.

[Napemo unu Gone3HeHo ycellane Ha €34Ka, Bb3najieHHe Ha ODBHBKATa HA XpaHOCMMIATENIHHA TPaKT,
IPpeKOMEPHO KOJIHYECTBO ra30oBe B CTOMAxa HIIK YepBarta.

3aryba Ha Terno.

MycKkyaHo-ckeneTHa bonka (6onka B MyCKY/IHTE H KOCTHTE), MYCKYJIHa ¢1ab0CT, MYCKYJIHA YMOpa,
MYCKYJIHA 60nKa, MYCKYJIHH CNIA3MH.

CyxoTta B HOCa, 3aITyLI€H HOC.

[TpexoMepHO CBLI30TEUCHHE,

HeoOnuaiina YyBCTBHTEIHOCT HA KOKATa, ChPOEK, JIIOINEHE H BhINANCHHE HA KOXKATa, MEXYPH, aKHE,
NpOMsAHA B LIBETA HA HOKTHTE, KOCOMAJ.

Heobyualiny ycellanua B KpaliHUIHTE.

HeobuuaiiHo NOHKKEHA/YBEJIHUYEHA YYBCTBHTEHOCT, OCODEHO MPH AOIMDP.,

Kucenunu B cTomMaxa.

O6e3BoaHABaHe (AeXHOpaTalLHA).

[‘opeluy BBIIHH.

HeobnualiHO OLBETEHA YPHHA.

Henpecus.
Brpucasne.

Heuectn (Morar aa 3acersar no 1 na 100 aywmmu):

JXuBoTo3acTpalasaiiti HHPEKLUHH HA MEKHTE ThbKaHH, BKIIOUMTENHO aHO-TreHUTaNnHata o0nacT (BuxkTe
TOYKA 2).

Yaap (uBHcyaT).

Coppaeved HHQApPKT, NPHUHHEH OT NPEKBCHAT IWIH HaMalleH NMPHTOK Ha KPbB KbM CbD
[TpoMaHa B eIEKTPH4YECKATA aKTHBHOCT Ha ChHPUETO HIH HENPABUIEH CBPACHEH P
TeuHocT OKOJIO CHPUETO (NEPHKAPACH H3JIHB).

YepHOoapobHa HEAOCTATHUYHOCT,

Bonka B croMaxa (kopeMa), NpHINHEHA OT Bh3NaNeHHe HA 33ACTOMAIHATA XKE
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. Pa3nan Ha Tymopa, Bozell 10 npoOMB Ha yepBara (nepgopauus).

. Bb3nanenne (noayBaHe H 3a4epBABaHE) Ha XJIbUKaTa CbC WK 0€3 CBbP3aHH C HEro KaMbHH B XJTbYKaTa.
. HeecTecTBeHO KaHa4e, CBbP3BALIIO €/1HA TeJIeCHA KYXHHA C Apyra WJIH ¢ KoXkKarTa.
. bonka B ycraTa, 30MTE H/MJIM 4eNIIOCTTA, NOAYBaHe WIIM Bb3NAJIEHHE B YCTAaTa, BKOYAHEHOCT HJIH YYBCTBO Ha

TEXKECT B YeJIIOCTTA WM paskiallaHe Ha 360. ToBa Moxke aa ObAAaT CHMNITOMH HA KOCTHO YBpeX/1aHe Ha
YEeII0CTTa (OCTEOHEKPO3a), BHKTE TOYKA 2.

. CBpBXNPOAYKIIMA HA IUMTOBUIHH XOPMOHH, KOSITO NMOBHILABA KOJIHYECTBOTO €HEPIrHsl, KOETO TAJIOTO
M3110J13Ba MPH MOKOMH.

. [IpobneMHO 3a3apaBsaBaHe HA paHaTa CJie/l onepaLms.

e [loBHILIEHH KPbBHHU CTOMHOCTH Ha eH3UMH (KpeaTHHPOCHOKHHA3A) OT MYCKYJIHTE.

. [IpexkomepHa peakuus KbM ajepreH, BKIIOYHTEIHO CEHHA XpeMa, KOXKeH OOpHB, KOXKeH CbpOex, YpTHKapHs,
MOJyBaHe HAa YAaCTH OT TAJIOTO H 3aTPyAHEHO AWILIAHE.

. Bb3nanenune Ha 1e6en0To 4epBo (KOJIUT, HCXEMHYEH KOJIHT).

Penku (Mmorart na 3acerHar ao 1 Ha 1 000 aywn):

. Texkka peakuusa Ha Ko)KaTa W/HWJIH JHraBuumTe (CHHApoM Ha CTHBBbHC-/[PDKOHCBH, TOKCHYHA eNuaepMaliHa
HEKpOJIK3a, epuTeMa MyJTH(opMe).
. Cunapom Ha TymopeH pasnazn (CTP) — CTP, skmousa rpyna ot MeTaboJIMTHH YCIIOXHEHHA, KOMTO MOTaT 1a

ce MOABAT MO BPEME Ha JICYEHHETO Ha paK. Te3H yCI0KHEHHS Ce MPHYMHABAT OT pa3NagHHUTE NMPOAYKTH Ha
yMHpaLIUTE paKOBH KJIETKH H MOTaT J1a BKJIFOYBAT CJIEAHOTO: raZieHe, 3a1yX, HEMPaBUJIEH CbpPAC4YEH PUTHM,
MYCKYJIHH CNla3MH, TIPHINIAAbLIK, MTOMbTHABAHE HA YPHHATA H YMOPA, CBbP3aHHU C HAPYLLIEHUs B pe3yJITaTuTe
ot J1abopaTOpHHTE H3CJieABaHUA (BUCOKM HMBA HA KAIWi, MMKOYHA KHCEeNHUHA 1 (pochop H HUCKH HHBA Ha
KalluHi B KPbBTA), KOUTO MOrart ja J0Be/aT A0 NpoMeHH B ObOpeuHaTa pyHKumusa U octpa 6b0peuHa

HE0CTAaTbYHOCT.

. HeobunuaitHo pasrpaxaaHe Ha MyCKYJIMTE, KOETO MOXe J1a aoBe/e 10 ObOpeuHn npobiemu (pabaoMuonusza).

. HeoOuualiHn H3MEHEHHUS HA MO3bKa, KOUTO MOrraT Ja npeAn3BHKaT MHOXKECTBO CHMITTOMH, B TOBA YHCJIO
rnaBodonue, oObpKBaHe, MpUNAAbLUHK H 3aryda Ha 3peHHe (CHHAPOM Ha oOpaTHMa 3a/Ha
neBKoeHuedanonaTus).

. bone3HeHo pa3a3BABaHe HA KOXaTa (MHOAEPMa raHIPEHO3YM).

. Bb3naneHne Ha yepHUs ApoOd (XxenaTur).

. Bb3nanenue Ha LUMTOBHUAHATA XKJI€3a.

. YBpexkaaHe Ha HaH-MaJIKMTE KPbBOHOCHHU CbH/I0BE, H3BECTHO KaTo TpoMOOTHYHA MUKpoaHrHonatus (TMA).

C Heu3BecTHa yecToTa (YecToTara He MOXe Aa Obje onpeaeneHa OT HAJTHYHHUTE JaHHH):

" PasminpsBaHe H 0TC/1a0BaHE HA CTEHA HA KPbBOHOCEH Cb/1 MJIH pa3KbCBaHE HA CTEHA HA KPbBOHOCEH Ch/
(aHEeBpHM3MH H apTEPHAIIHH JUCEKALHH ).

. JIunca Ha eHeprus, 00bpKAHOCT, CbHIUBOCT, 0€3Cb3HaHHE/KOMA — T€3H CUMIITOMHM MOX€E 1a ¢a MPH3HALK Ha
MO3b4YHA TOKCHYHOCT, NpeIi3BHKaHa OT BUCOKH HHBA HAa aMOHAK B KpbBTa (XHITlepaMOHEMHYHA
eHuedanonaTus ).

CrobmaBaHe Ha HeXKeJIAHH peaKLHH

AKO noJyynTe HAKaKBH HEXKEJIaHH JIEKAapCTBEHHU peakLHu, yBeaomere Bamus nekap uau ¢papmanent. ToBa
BKJIIOYBA BCHYKH Bb3MO>KHH HEOITHCAHH B Ta3H JIMCTOBKA HEXKEJIaHH peakuuH. MoxeTe Chllo aa cboOLuTe
HEeXeJIaHH peaklUHH AUpeKTHO U3mbIHUTEIHA areHLus No JieKkapcTBara, yi. ,.Jlamsau ['pyes” Ne 8, 1303 Codmus,
Ten.: +359 2 8903417, yeocaiit: www.bda.bg. Kato cbo01aBare HexKeJlaHH peakiiii, MOJKETE 1a JaJieTe CBOS
PUHOC 3a NoJiy4yaBaHe Ha noBeye HHPopMaLMsa OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKApPCTBO.

- Kak na coxpansiBate CYHHTHHHO 3eHTHBA

Jla ce cbxpaHaBa Ha MACTO, HEAOCTBHITHO 3a Aella.

He u3non3eaiiTe ToBa IEKapcTBO CJIE/l CPOKA HA FOAHOCT, 0TOE/IA3aH BbPXY KapTOHE 3 .: A 1
6aucrepa cnen ,.lonen no:”/ . JEXP:®. CpokbT Ha roAHOCT OTrOBaps HA MOCIEHHS j it M OCES .



Tosa JICKAPCTBO HE H3HCKBA CNICUHAIHH YCJIOBHA HA CbXPAaHCHHE.
He u3nonsBaiiTe ToBa JIEKApCTBO, AKO 3&6EHE}HHTB, Y€ ONaKOBKaTa € YBp€A€Ha WJIH UMa CJICAH OT OTBapsaHE.

He u3xXBbpaAdTE NeKapcTBaTa B KAaHAIM3aLMATA WIH B KOHTeHepa 3a AoMallHu otnaasiu. [lonuraiire Bamus

cl)apmaueﬂ'r KdK J1a H3XBbBPJIATE JICKApCTBaTd, KOHTO BEYHEC HC HU3I10JI3BATC. Tesun MCPKH LI€ CTIOMOI'HAT 3a Orna3BaHC
Ha OKOJIHATa Cpe/a.

6. CohabpkaHHe HA ONAKOBKATA H IONBJHHTEHA HHpoOpMaLHA
KaxBo cbabpxa CynuTuHub 3enTuBa

—  AKTHBHOTO BELLECTBO € CYHHTHHHO.

CyHuTHHuMO 3eHTHBa 12,5 mg TBBPAH KanNCyJiu

Bceska kancyna ceabpxka 12,5 mg cyHUTHHHO.

— Jlpyrure cbCTaBKH ca:

Kancyano cvovpacumo: Mukpokpuctasina uenynosa (E460), manuron (E421), kpockapmenosa HaTpuii, NOBHIOH
K30 (E1201), marne3ues creapar (E470b).

CynuTHHuO 3eHTHBa 12,5 mg TBbpAH Kancyau

—  Cvcmae na kancynama: xenesen okcua, vepseH (E172), TuranoB auokcuna (E171),
XenatuH.

—  Ileuamno macmuno, 6sno: mennak, TuraHoB auokcua (E171), nponunenrnukon (E1520).

- Cmas macy moxcm yepeH (E172), xxenesen okcuz, vepen (E172), xeneseH okcua, vepeH
(E172), turanos auokcua (E171), xenarus.

—  ITeyuamno macmuno, 6sno.; mennax, TaraHoB auokcua (E171), nponunenrnukon (E1520).

Kak m3rnexaa CynuTuHn0 3eHTHBA H KAKBO ChABPKAa ONAKOBKATA

HUTHHHO 3eHTHBa 12.5 KancvyJiu

XenartuHoBH Kancyau pasmep 4 (uxonu 14,3 mm ABDKMHA) C OpaHXKEBO Karaye U OpaH)XeBO TAJIO, C HaneyaTaHo ¢

-'l'-'l—n._

05510 MacTHO “12.5 mg” BBpPXY TAJIOTO H ChABPXKAILIH XKBJITH 10 OPAHXXEBH I'DAHYJIH.

KenaTHHOBH K cy.nn paauep 3 (nmnu 15 9 mm ABDKHHA) CBC mmmdrno
Harne4aTaHo ¢ 6s10 MacTiiO ,,25 mg” BbpXY TAJIOTO H ChABPXKALIH XKBJITH 110 OpaHKef
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CyHuTHHHO 3eHTHBA TBBPAM KalCyJIM ce npeiarat B OJMcTepH, ChabpKaliy 28 TBbpAM Karncyiu; B neppopHpaHi
onucrepu ot 28 X 1 1 30x 1 TBHpAM KancyJiM M IJIAaCTMACOBH OYTHJIKH, Chabpakaliy 30 TBbPAU KancyJiu.

He BCHYKH BHI0BE ONAKOBKH Morar Ja ObaaT nycHaTH B npojaaxoa.
[IpuTexaTe) Ha pa3pelieHHETO 32 ynoTpeba

Zentiva k.s.
U kabelovny 130,
Dolni Mécholupy

102 37, Prague 10
Yewka penybnuka

[IponsBoauTen

Remedica Ltd

Aharnon Street, Limassol Industrial Estate,
3056 Limassol

Kunbp

Pharmacare Premium Ltd
HHFO003 Hal Far Industrial Estate

BBG3000, Birzebbugia
Manra

ToBa nexkapcTBO e paspewieHo 3a ynorpeba B crpaHHTe WieHKH Ha EBponeiickoTo HKOHOMHYECKO
npoctpancTeo H O6eannenoro Kpaicrso (Cesepna Upaanans) noa cjaeiHHTe HMEHA:

Hunepnanausa, Yewka penyonuka, /lanus, Ecronus, @panums, ['epmanus, Uranus, Jlarus, JluTea, [lonua,
PymbHus, LlIseuuns, Cnosakusa, O6eaunenoro Kpancteo (CeBepra Upnanaus): Sunitinib Zentiva
bbarapusa: CynuTunn0 3eHTuBa/Sunitinib Zentiva

JlaTa Ha nocJielHO Npepa3srJiexaaHe HA JHCTOBKATA:
09.04.2025 .




