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JlucroBka: unopmauus 3a norpedureis

CyHUTHHHO 3eHTuBa 12,5 mg TBbPIAM KaICyJ/IH
Sunitinib Zentiva 12,5 mg hard capsules

-6 6 985-9, 1 13- 1k

CyHuTHHHO 3eHTHBA 25 Mg TBBPAH KaICyH
Sunitinib Zentiva 25 mg hard capsules

CYHUTHHHO (sunitinib)

[Ipoyerere BHUMATE/IHO USJIATA JIMCTOBKA, MPE/IH 12 3alI04HETE 12 NIpHeMaTe TOBA JIEKAPCTBO, Thil KATO TH
CbABbpPKa BaxkHa 3a Bac undpopmauus.

- 3anasere Ta3u JucToBka. Moke J1a e HAJI0XKH /1a A [IPOYETETE OTHOBO.
- AKO UMATE HAKAKBH JOIIBJIHHTCIHHU BbIIPOCH, NonUTanTe Bawus siekap win gapmavesr.

- ToBa nekapcTBO € npeanycano Ju4Ho Ha Bac. He ro npeorcrbenBanTe Ha Apyru xopa. To Moxke J1a um
HaBPE/IH, HE3aBMCUMO OT TOBA, Y€ IPHU3HALMTE HA TAXHOTO 3a0o0/BaHe ca cbhuMTe KaTto Bawure.

- AKO NOJIyUHTE HAKAKBH HEXKC/IAaHH JICKAPCTBCHU peakumH, yBeaomere Bawus nekap wiam papmauest. Tosa
BK/IIOYBA U BCHYKH Bb3MOXKHH HEKEJIAHU pEaKLIMH, HCOIMUCAHH B Ta3H JIMCTOBKA. BuxkTe TOUKA
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Kakso CbhAbpPAKa TA3H JIMCTOBKA

KakBo npejcran/isiBa CyHHTHHHO 3eHTHBA M 32 KAKBO CE M3I110J13Ba
KakBo Tpsa0Ba j1a 3Haere, npeau aa npuemere CyHUTHHHO 3¢HTHBA
Kak na npuemare CyHMTHHHO 3¢HTHBA

Bb3MOKHH HEXKEJIAHH PEAKLIMH

Kak na cbxpanaBare CyHuTHHHO 3eHTHBA

CbabpkaHue Ha ONAKOBKATA M AOMbJIHMTENHA HHPOpMaLIUs

R

1. KakBo npeacraBisiBa CYyHUHTHHHO 3eHTHBA M 32 KAaKBO ce M3I10/13BA

CyHuTHHHO 3eHTHBA Ch/IbPXKA AKTHBHOTO BEUIECTBO CYHUTHHHO, KOETO € IpoTeMHKHHa3eH nuxuburop. M3nosizea
CC 3a JICUCHHUE HA paK Ype3 NMPEeAOTBpATABAHE HA AKTHBHOCTTA HA CIICLHAJIHA IPyla NPOTEHHH, 3a KOUTO CE 3HaE, 4ye

y4acTBaT B PacTexa U pa3lpoCTPaHCHHUETO HA PAKOBUTE KIICTKH.

CYHHTHI-IH'S 3eHTHBA CE M3I10/13BA [IPH Bb3PACTHH 34 JICYHCHHC HA CJICIHHTC THITOBC KApLHHOM:

- ['actpounTecTuHasnen crpomalieH tymop (I'MCT), Bua kKapuHHOM Ha cTOMAaxa M yepBara, [pH KOHTO
MMaTUHUO (APYro NpOTHBOPAKOBO JIEKAPCTBO) Beye He B jieicTBa Wik HE MOXKeTe J1a IPUEMATEe UMATHHUO.

- MeTtacratuuen 0b0peuHo-kiaerbueH kapuunoMm (MBKK), Bua kapunnom na 0b0peuure, KOHTO ce e

pa3npoCTpaHW/ U B IPYI'M YaCcTH HA TAJIOTO.
- HeBpoenj0kpuHHu TyMOpPH Ha 3ajactomaiunatra xJie3a (HHET) (tymopu Ha XopMoHIIpoun3Be

nonuranTe Bauus jiexkap.



2. KakBo Tpa®Ba aa 3Haere, lipeiau aa npuemMere CyHntuHud JentunBa

He upuemaiite CynuTHHnb 3eHTUBa:

- AKO CTE€ ICPIUUHN KbM CYHUTHHHO MM KbM HRKOS OT OCTaHAJIMTC CbCTaBKH 1A TOBA JIEKApPCTBO (M30pOCHH B
TOUYKA 6).

[IpeasynpexaeHHa ¥ npealnaHy MepKH
['oBoperte ¢ Bamunna nekap upeau na npuemere CyHuTHHHO 3enTHBA:;

- AKO HMAaTe BHCOKO KPbBHO HaiATaHe. CyHUTHUHUO 3eHTHRA MOXKE /13 (10BN KPbBHOTO HANAraHE.
Bawust aekap MOXe ga npoBepH xpbBHOTO By Hanaraue 1o BpeMe Ha jneucHUeTo ¢be CyRHTHHHO 3CHTHRA
H MOXE J1a 0bJaTe JICKYBAHH € JICKAPCTBA 33 [IOHHXX3BaHe HA KPhBHOTO HAJATAHC, AKO CC HANara.

- AKO HMaTe HJIH CTe HMAJIH 3200.151BAHE HA KPBBTA, NPolJIeMH ¢ KbPBeHe HJIH 00palyBaHe HA CHHHHA.
Jledennero cb¢ CyHUTHHHUO 36HTHBA MOXKE A A0BEIC 10 IOBUILCH PUCK OT KbPBCHE UM LA JOBEAC 1O
IPOMCHH B OpOs Ha HAKOH KPBBHH KJICTKH, KOCTO O MOLJIO 43 A0BEAC A0 alEMUS HIIH 12 LIOBJIHAE BBPXY
cnocobHocTTa HA KpBbBTA Bu 1a ce cbeupBa. Ako npueMare sapapni Hild allicHOKYMapoil — JIEKAPCTBA,
KOMTO pa3spe:KUaT KpBBTa, 3a 1a NPCAOTBPATIT 00pa3yBaHCTO Ha ChCUPELIM, PUCKBT OT KbPBEHE MOXE /14
Obae no-ronaM. Kaxere na Bauiua nckap ako MMaTe HAKAKBO KbpBCHC, 10KaTo npucMarte CyHHMTHHHO
3CHTHBA.

- Axo nMaTe cbpaeunH npodiieMH. CyduTHnuO 3cHTUBA MOXKE Aa LIPUUHLHK ChpAcauH ipodiiemu. Kaxere Ha
Bawusa sekap ako ce 4yBCTBATE MUOTC YMOPEHH, UMATC 33/1yX WIH [OAYTH KPaka M I'Jie3eHH.

- AKO HMAaTe HAPYHIEHHUS HA ChpAeyHHA pUTBM. CyHurunub 3¢HTHBA MOXKE 11 NIPEAH3BHKA HApYLUCHUS B
chpacuHHa By purnM. Bawuar ntexap moxe g1a By nanpasu eNeKTpoKapAHOrpamMu, 3a Ha OUEHH TE3H
[ipobaeMy 110 sBpeme Ha tedeHueTo Bu cve Cynutnund 3entusa. Kaxere Ha Bawus jickap ako ¢e uyBcTBaTC
3amasHy, npujouiasa By uax umare cbpuebueie, rokaro ipuemare CynutuHuO 3ciThBa.

- AKO CTe HMAJIH IlpﬂﬁJlEMH C KPBBHH CLCHPCUH BHB BEHUTE u/um dPTCPHHTE (BHLIDBE KDPBBOHOCHH

Ch/0BE) HACKOPO, BKIIIOYHTETHO HHCYIT, ChpAcyer IIPHCTBI, eMboaud HiaH TpoMboia. Obauere ce
BC/lidl'a Ha Baruus JICKAp, aK0 N0 BpCMC Ha JICHCHHCTO CbC CYHHTHHH'E; 3CHTHBAa HMAaT¢ CHMITTOMK KaTo

00JIKa W1 HATUCK B I'bPAHTC, OoJika B DPLLUCTC, 1"]:[763.. BP4T4 HJIK HCHUKCTTA, 34]1¥X, BKOYdHCHOCT HWIHN
cJ1abocT B CAHATA [10JIOBHHA Hd TAIOTO, 3aTpyAliCt roBOp, J1aB000JIMe WIH 3aMasHOCT.

- AKO cTe HMAJIA aHeBpU3IMaA (pa3WwiHpABaLIE H OTCl1aDBale HA CTCHA HA KPLBOHOCEH CbA) HIIH pa3KbhCBAHC HA
crela Ha KPLBOHOCEH Ch.

- AKO HMaTe HJIH CTe UMA/TH YRPEXKAAHE HA HAH-MAJIKHTE KPBLBOHOCHH Ch/I0BEe, H3BECTHO KaTO
TpoMboTHHHA Mmukpoanrnonatusa (TMA). Kaxcre na Bawns nekap, ako pa3BHere Tpecka, ymopa,
OTNAaANANOCT, KPBBOHACAAAHMKSA, KbPBEHE, IOLYBAHC, OObPKBaHE, 3ary0a Ha 3peHHC H HPKNAMbUH.

- AK0 uMaTe UpohH/IeMH ¢ IMHTOBHAKATA xiae3a. CyHuTHHHO 3CHTHBA MOMKE JIa JIPHYHHHN NIPODIJIEMH C
wWHTOBMAHATA xe3a. Kaxere Ha Balius jiekap ako 110 Bpeme Ha #edcHHeTo ¢bC CyHuTind 3CeHTHBA cC
H3IMOpPABATE LI0-JIECHO, NO-CTYAEHO BU € B CpaBHEHHE ¢ OKOJIHHTC BH MmackT BH craHe jpe3ras. dyukuusaTa
Ha Bawara winrosuaHa %uic3a TpsOBa aa ObIC MpoBEpCHa, NPedH JISYCHUETO H PEAOBHO (10 BPEME HA
JICYEHKUCTO. AKO LIMTOBHAHATA BH wJie3a HE IPOH3BEXK A A0CTATHYHRO THPCOUACH XOPMOH,
NPUAOKEHO TUPCOHAHO-3aMECTHTEIHO XOPMOHA/IHO JICYCHHC.

- AKO HMaTe HJIM CTe HMAJIH NAHKPEATHYHH WU XKIAbYHYU HApYHIeHus . Kaxere |
MONYHYHUTE HAKOK OT CJICAHUTE CHMIITOMHM: DonKa B 00aacTTa Ha cTOMaxa (ropHara y



HeBPLUIAHC B TCMIICPATYPA. Tosa Moxe Ad CC OLJIKH Ha BBL3NAJICHHEC HA 3aACTOMALUIHATA KJIC3a HIH HA
AJIBYKATA.

- AKO HMaTe HW/IH CTe HMAJH YepHOaApoOHU apobaeMu. Kaxere na Bauius Jiekap ako pa3BHCTE HAKOH OT
C/IEIHHTE CHMUTOMK HA YCPHOUAPODHK 11pODAEMH 110 BpeMe Ha JieueHHeTo cb¢ CynuTHHHMD 3cHTUBA: ChpOex,
[IOXBJITABAHE HA KOXKATa H OUYHTE, ThMHA YPHHA H DOJIKa HIH AMCKOMOOPT B ropHara aacHa Kopemia
obnacT. Bawuat nekap 1psbsa na nalipaBy KPbBHH H3C/ICABAHU, 34 Aa NpoBepH ycpnogpobuara Bu
byHKLMA HpELd U 110 BpEME HaA ncuenyeTo cbc CYHHTHHUOG 3eHTHRBA M aKO ce HaJlara Cnopei ChCTOAHHETO

Bu.
- AKO HMATe H/IH CTe UMAJIH 0b0peuHn npodaemu. Bawusr sickap we upocnenu 6u0peunara Bu dynxuus.
- AKO Bu npeacrou onepauxa UK Hackopo ca Bu onepupann. CyuntuHund 3cHriBa MOXKE fa [IOBI/IMAE 1A

HayHHa, N0 KOHTO 3a3gpasasar paunte Bu. O6uknoseno nevennero Bu cbe Cynutnud 3entuna we 6suac
ClIpAHO, ako BH 1ipeacroun onepaumns. Baluuar niekap Wi peliy Kora Aa 3alo4He 0THOBO JICHEHHCTO ChC

CyHHTHHUKO 3cHTHRA.

- Mo:xe 12 0beTe NOCHBETBAHH 12 HATIPABUTE CTOMATONOMHMEH Nperiel NPeaH 1a 3a104HeTE JIeueHHe
¢bhC CYHHTHHUD 3eHTHBA.

- aKO UMaTe WK cte umaliu OoJika B ycrarta, 3u0UTe H/MAH 4eiIOCTTa, MOAYBAHE HIlH Bh311a/ICHHE B yCTaTa,
BKOYAHECHOCT HJIH 1YBCTBO HA TEXECT B 4EJIIOCTTA WM pa3KialladHe Ha 350, Beanara kaxere Ha Bawus nexap
U 3p00JICKap.

- aKO CC Hanara J1a ce IO/I0HTC Ha CBLP3al0 ¢ KbPBEHE CTOMATOIOIMYHO JIEYEHHE HIH CTOMATOIIOIHYHA
otlepauua, Kaxere Ha Bamnsa sebonekap, uc ce jiekyBare ¢ CyHuTHHHO 3euTHBA, ocobeno ako oule Bu ce
lpuaarat M ca Bu npuiaranu omdocdonaty nutpaseHoszno. bugocdonatire ca jiekapcTsa, U3IOI3BaAHU
33 IPCAOTBPATABAHE HA KOCTHH YCJIOXKHCHHUSA, KOHTO MOXC 1a Ca IPHUIOKCHMU 33 JPYIO MEJAMLHHCKO
ChCTOSHUE,

- AKO UMATE WJIH CT€ HMAJIH HAPDYIICHHA HA KOXKATAa ¥ NOAKOKHATA ThKaH,. /JokaTo npueMarc Tosa
ACKAPCTBO MOXKE 1A HACTbIIH , IINOJAEPMA FaHTPCHO3YM (DONC3IICHO Pa3A3BABAHC HA KOXATA) WM
"nexporrivpawl gacuuuT” (0Bp30 pasnpocTpanaBallia ce MHMEKLMA Ha KOXKATA/MEKHTC ThKaHH, KOATO MOKE
na ObAe KUBOTO3acTpawlaBawa). CBLpKETE ¢ Beanara ¢ Bawusi nckap, ako ce nosiBAT CHMIOTOMH Ha
HHCKLHR OKOJI0 KOXHO YBPEXKaile, BK/IIOYBALIM BUCOKA TEMICpaTypa, 00/1Ka, 3aucpBsiBaHe, [101YBAHC MK
OT/JENAHC Ha THOH HIH KPbB. ToBa ¢bOUTHE O0MKHOBEHO € 00PaTHMO ClIe/l IIPCKPATABAHE 1A 1IpHEMA HA
cynutHHUO. C yriorpebara 11a cyHuTHHUO ce ¢hoB11aBa 338 TEKKH KOWKHH peaklHH (CHHAPOM Ha
CruebHc/KOHCBI, TOKCHUHA CNUACPMAIHA HEKPOIIM3A, epyuTeMa MyATHGOPME), KOUTO ce HPOIABABAT
TbPBOIAYAIHO KATO YCPBCHUKABH, 1104001H Ha MHLIECIIA TOYKH KJIH KPBIIIM IICTBLHUA, YCCTO C HENTPATIIO
Pa3NoMIoKEHH MEXYPH N0 TANOTO. OOPUBBLT MOXKE 3 IPOI'PCCHPA 10 LIMPOKO Pa3npoCTHPALLH CE MEXYPH
HITH JIOWEHE Ha KOXKaTa H MOXKE 1a Ob/e AHBOTO3acTpaulaBall. AKo pa3sueTe oOpHB MIIH TE3H KOXHU
CHMIITOMM, ile3aDaBHO NMOTBPCETE ChBCT OT JICKAP.

- AKO HMaTe WIH CTe HMaJIH NpUNaaLuH. Beanara xaxere na Bamns jiexkap, ako ©mMatTe BHCOKO KPBBHO
HaAraue, riagobdoue wiu 3aryda na 3peHuc.

- Axo umarte auader. CTONHOCTHTE 1A KPbBHATA 3axap [IpH nauxciTure ¢ auader pabsa na oObaat
IIPOBEPABAHK PCI'YNAPHO, 3a JIa CE OUEHH Jajd JO3HPOBKaTa Ha aHTHAMABETHOTO NEKapcTBO TPsSORA ua Ob/C
MPOMCHCHA, 32 44 CC HAMAIH PHCKBT OT [IOHHKABAHC 1A KPbBHATA 3axap. YecgoMere Bamusd Jickap
BB3IMOXKHO HAU-CKOPO, aKO NOJYUKRTE KAKBUTO M Ja C NpU3NALK H CUMIITOMM 1A HHCKA KPhBHA 3axap (ymopa,
ChpucOHCHE, HIIOTABAHE, 141 M 3aryda Ha cb3HaHHe).

Heua v oHOLIH

CynutTHHHO 3eHTHBA HE ¢C NPEIIOPBLYBRA IIPH [1ALHEIITH HA Bb3pacT Nol 18 rosuam.




Hpyru JiekapcerBa U CyHuTHHUO 3eHTHBA

Uudopmupaiite Bawuns nckap wiy gapmanestT, ako [I[pUCMale, HACKOPO CTE IIPUEMANIH HItH € BB3MOXKHO 14
lIpUCMaTe APYrH JIeKapcTBa.

Hsikon sckapersa MoraT Aa OKaxar BiuAlide BbpXy HHBATa Ha CYHHTHHUO B opranu3ma Bu. Tpsabsa na
unHpopMupate Baluiuna niekap, ako [pUeMare JICKapCcTBa, CbAbPXKALM CHEIAHHTE AKTHBHH BCILECTBA!

. KEeTOKOHA30/, HTPAKOHA30/1 — JICKapCTBa, U3I10J13BalH1 34 JICHCHHE HA MBOMYHN HHMCKLHNH.

. CPUTPOMUIMH, KIHAPUTPOMUUHK, prbaMOULME —U3110/13BAHH 3a JIEHEHHE HA HHEKLIMM.

’ PUTOHABUP —H3MOI3Ball 3a neucuue Ha XHB.

. JACKCAMCTAa30H — KOPTHKOCTEPOH L, H3M0JI3Ball 3a JISHCIHIME Ha Pa3/IH4HH 3a00BAHNA (KATO HANPUMED
ANePryur/HApYILCHUA B AULIANETO MK KOXKHU 3a00519BaHUA ).

. dennTouH, kapdamaienni, GeHoOapOUTAI — H3INOJI3BAHH 3a JICUCHHE HA CHWIEIICUA U APYTH HEBPOIOI'HYHH
3ab0/1ABaHNA.

. PACTUTE/IHH NPOAYKTH, ChABPKALULW KBIAT KAHTAPUOH (Hypericum perforatum) — H3N013BaHH 3a NSUYCHHETO

HA ACNPECHS U TPEBOXKHOCT.

CYHUTHHHO 3eHTHBA C XPAHH K HAMIHTKH

Tpabra na u3bsaresaTe 1IPUCMa Ha COK OT rpedndpyT 110 Bpeme Ha Jiedenue cbC Cynutunud 3enTHsa.

bpeMeHHOCT H KbpMeHe

AKO cTe OpCMCHIA HJIK KbPMHTC, CMATATE HE MOXE JAa ¢Te OpecMCHHA MM IIAHUPATE DpEeMEHHOCT, IOCHBCTBANTE
c¢ ¢ Bawusa nekap unu gapmMauesT, HIPCAN 4a [IPHEMCTC TOBA JIEKAPCTBO.

AKO UMa BCPOATHOCT Aa 3a0pemeliecte, TpEOBa 1a H3MOI3BATC HAMECHKACH METOA HA KOHTPALCIILMKA 110 BpEME Ha
neycHue ¢bC CyHUTHHHUO 3enTuea.

AKo kppMuTe, HHpopMmupanTe Bawms nexap. He OuBa ja kbpMute 110 BpeMe Ha JieueHue ¢bC CyHUTHHHO 3eHTHRA,

IHlopupane n paora ¢ MaluKUHH

AKO HOJIYYHTE 3aMaHiBaHe MM CC 4YBCTBATC HCODHYAHO yMOpeHH, ObAeTe 0COOCHO BIMMATCIIHN, KOraTo
wodguparte WK paboTHTE ¢ MaLLIHHHU,

CyHuTHHHO 3eHTUBA CHABLPKA HATPHH
ToBa nekapcTBo CbABLPKA 110-Ma)ko 0T | mmol Harpuit (23 mg) Ha , T.e. MOXKE 1a C€ KaxXe, HC NPAKTHYCCKH HE
ChAbPKA HATPUH.

3. Kak a1a npuemarte CyHutuHu6 3enTHBa

Buxary upuemaitte Tosa nckapcTBo Todlio kakto Bu e kazan Bamuar sickap uim dhapmaueBT. AKO HC CTC CUrypiid
B HELLO, HONUTaiTe Bamuna nckap wiv gpapmayesr.

Batunat jiekap wie npeatimiie noaxoudwara 3a Bac no3a, B 3aBHCHMOCT OT BHAa 114 TyMOPa. AKO CTEC NOAJIOXCHY
Ha jleYeHHe 34:
- THCT ninn MBKK: obuyatinara j103a ¢ 50 mg sBeiubxk AHCBHO, 3a 28 aAuH (4 ceamul
nHHU (2 ceamuim) naysa (06e3 nekapcTBo), B 6-ceaMUHYITH LUHMKIIH.
- nHET: obuyaiinara jgo3a e 37,5 mg Beaunsk AleBHO Oe3 nepyoa HA 1I04NBKA.

BaluaT Jiekap e onpejieny 110/1X0/1411aTta 103a, KoaTo Tps08a /1a IpueMare, KakTo
cnpere ACHCHUETO CbC CyHHTHHHUO 3EHTHBA.




Cynutuau® 3cHTHBA MOXCE /1a c¢ fipUeMa cbhe HitM De3 xpana.
AKO CTe IpHE/IH noBeYve 0T Heodxoaumara 1032 CYHHTHHHO 3eHTHBA

AKO Clly4alHO CTC IPHEIK TBBPUAE MHOI'0 Kancyny, nipopmupantce scanara Bawus nexkap. Bue moxe aa ce
HYKAA€Te OT NEKAPCKH I'PHIKH,

AKO cTe nponycHanu na npueMere CYHuTHHHO 3eHTHBA
He B3cmaiite nBoiiHa J103a, 32 1a KOMIICHCHPATC NPONyCHATaTa 103a.

AKO HMaTe ApYTH BBIIPOCH, CBBP3alin ¢ ynotpebaTa Ha TO3M JIEKapCTBEH NIPOAYKT, 1loluTaiTe Bauua nekap wim
hapmaueBT.

4, Bb3MOXKHH HEXKETAHH PEAKIHH

KakTo BCHUKH JIEKApCTBa, TOBA JICKAPCTBO MOKC Ia IIPCAU3IBUKA HCXKCIAHH PeaKUMHU, BbIIPCKHK Y€ HE BCCKH I'H
[10J1y4asa.

Tpadpa BcAHAra J1a ¢¢ CBbLpKETE ¢ Baluna fickap ako HOJAYHHTC HAKOA OT T€3H CEPUO3HH HEXKEAAHK PEaKLHK
(Buk1e oule Kakro TpadBa 1a 3HaeTe npeau ga upuemere CyHHTHHHD 3eHTHBA):

Copaevnu nupobdiemnu. Kaxere nHa Bamug sexap ako ¢¢ uyBCTBaTe MHOIO H3IMOPEHU, HMATC 3a/yX MIAH TIOAYTH
Kpaka W rie3cHy. ToBa MOMKC Jia Ca CHMIITOMH 11a ChP/ICYHK NPOOJIEMH, KOMTO BKIIIOUYBAT Chpaelia
HEUOCTATBYHOCT H IPOGICMH ChC ChPACHHHA MYCKY (KapLHOMHOMNATHA).

[Ipobiiemu ¢ DennTe ApoboBe HIH AHMIIAHETO, Kaxere na Bawius jickap ako uMare Kauuua, 00Jika 8 I'bpiUHTE,
BHC3AMCH 33AYX MJIH H3IKAULIATE KpbB. TOBAa MOXC /J1a €2 CUMIITOMM HA CbCTORHME, HapeueHo Oernopoben
eMOO0JIH3BM, KOETO CC [10J1y4aBa KOraTo KPbBCH ChCUPCK JOCTUIHE 10 Oenure Bu apoboge.

buopeunu Hapymenua. Kaxere Ha Bawus nekap ako ypHHHPATC ¢ LIPOMEHCHA YeCTOTa HIIK HC YPUHHpATE, TOBA
MOI'aT JAa ObJAT CUMIITOMH HA OBOPCUHA HCAOCTATBYHOCT.

Kupeene. Kaxcere na Bauins nckap ako UMare HAKOU OT CASAHUTC CUMITTOMHU WK NPOodNEMH ChC CEPHO3HO
KbPBEHE [10 BPCMC Ha JIeyCHUETo ¢bC CyHHTUHKO 3eHTHRA: O0JIC3HEH 1104YT KOPCM; NOBPBHLIAKE HA KPbB; YEPHH,
JICNIKABH H3HPAKHCHMA, KbPBaBa YPHHA, I1aBO00OIHE HIK HIPOMAHA B IICUXHYCCKOTO BH ChCTOAHKE, MIKALULISHC 1A
KpbB HIIM KbPBaBH Xpayku OT 6ciHTe ApoOOBE MM OT AMXATC/IHMTE IIbTHILA.

PainajaHe Ha TYMOpa, BojAeLI0 A0 1ipodnB B yepBoTo. Kaxere 11a Baiuus nekap ako uMmare cuiHa KopeMHa
Oosika, TemnepaTtypa, raJCHe, NOBPBLIANC, KPBB B H3IPAXKHECHUATA WIH NIPOMCHH B UPEBHHUTC HABHLM.

HPYFH HEWKE/IAHH PCAKLHH NIPH NTPHIIOMKCHHC HA CY[IHTHHH'ﬁ MOMC J1d BKAKOYBAT.

Muoro yectu (Mmorat aa 3acerdar noseue or | na 10 ayumm):

. Hamanch 6poit TpoMOOLNTH, HEPBEHH KPBBHHU KIIETKA H/UNH OCIIM KPBbBHHU KICTKH (11anp.
HCY TPOMHIIN).
. Henoctur na pb3ayx.
. BUCOKO KPpbBHO HaNIAI'AHC. —
. Kpaiina ymopa, 3aryda Ha cunad. ()
. [loayBane, AB/KALLO CC HA TCHHOCT 110 KOMATA MIIH OKOJIO QUUTE, ABIDOK alepruicH o @ .
. bouka/npasiiene B ycTaTa, 3a4epBABalie/BL3NaICHUE/CyX0Ta B YCTaTa, [IPOMEHH BbB BKYYazD i) s
CTOMAX, rajcHe, OBPbLUAHE, HAPHA, 3alleK, 60JIka/nojlyBaHE B KopeMa, 3aryba/namandb4Be ;
. [TonnkcHa aKTHBHOCT HA LWHTOBH/IHATA *NC3a (XHIOTHPEOHAHIBM ). =

5




3aMasHocCT.

[ naBsobosne.

Kbpeene oT HOca.

bosiky B 1'p0a, 0OJIKH B CTaBUTC.

boJika B pbUCTE H KpaKata.

[loxbiraBane Ha KOXKATa/00e3UBETIBaNC 113 KOXATa, IPCKOMEPHO OUBETABAIIC HA KOXATA, IPOMSAHA B UBCTA
Ha KocaTa, OOpUB M0 JJIAHKUTC HA PBLUCTC U XOAUNATA, 0OPUB, CYXa KOXa.

Kaunuua.

Bucoka teMiepatypa.

TpyaHo 3acuuBane.

(Morar na 3acerxart o 1 na 10 aywn):

KpbBHU CLCHUpCUN B KPBBOHOCHHTC ChJAOBC.,

He10cTaThbYHOCT HA OPHTOKE Ha KPBB KbM ChPACYHHA MYCKYJL, NIOPAJLH 3a1IYIUBAHC HIIU CTECHABAHE HA
KOpPOHAPHHUTE apTCPHH.

boika 8 rspaure.

HamasneHo K0AHUYCCTBO KPbB, H3IIOMIIBAHO 0T ChPUETO.

3a/[pb¥Ka HA TCUHOCTH, BKIIIOUUTEIIHO 0K0I0 Ocnute apodose. O Mudexunu.

YenoHeHue Ha TeKKa HHQCKUNA (HA/IH4ia B KPBBOOOpaLICHHETO), KOATO MOXKCE [ia NOBEAE L0 yBpeKUalle
1ia ThKally, OpranHa HeaoctarbyHocT M cMbpt. O TlonmikeHa KpbLBHA 3axap {BHXKTE TOUKa 2).

3aryba na 6eiTbK ¢ ypHHATA, [IGHAKOIa BOJELIA A0 OTOUM.

[ punonoaodCH CHHAPOM.

ADHOPMHH KPbBHH 110KA3aTCAH, BKIFOUBALIH [IAHKPCATHYHH U YEPHOAPOOHH CH3IUMH.

BHCOKO HHBO HA HUKO4YHA KUCCIIMHA B KPBBTA.

XcMOpouH, 00JIKa B IPABOTO YEPBO, KBPBCHE OT BCHUHTC, 3aTPYAHEHO LIPErIbLIale HIIK HEBBLIMOXKHOCT 1a
CC HIpCrirbila.

IMapewo uin 60/1€3HCHO YCEeWAaHe Ha €3MKaA, Bb311AJICUMC 1A 00BHBKATA HA XPaHOCMHIIATEHHA TPAKT,
HPEKOMCPHO KO/IHYECTBO 1'A30B€ B CTOMaxa MIIM YepBara.

3aryba Ha Terno.

Myckynno-ckesietHa 6oaka (6oka B MYCKYJIHTC M KOCTHTC), MYCKYJIHA CJ1aDOCT, MYCKYJIHA YMOpa,
MYCKYJIHA DOJIKA, MYCKYJIHH CIIa3MM.

Cyxota B HoCa, 3allynic Hoc.

[IpekomMepiio CBi30TCUCHHE.

HeoOuuaitna uyBCTBHTEIHOCT Ha KOXKAaTa, CLpOeK, MWENE H Bh3IAJICHHC 11& KOXATA, MCXYPH, aKue,
[IpPOMSAIIA B 1[BCTA Ha HOKTHTC, KOCONAM.

Hecobuuainnu ycewanuns B KpaultniMTE.

Hecobuxuaiino 1onuxcHa/ yBeluieHa YyBCTBHTCIHOCT, OCODCHO HPH J01IUD.
Kuceniuu B cromaxa.

Oo0e3poalABane (acxuaparauua).

[‘opeiun Brinm.

HcobuuaiHo ouserena ypmHa.

Henpecus.

Brpucane.

Heuecrn (Morar na 3acernar go 1 Ha 100 ayuiu):

Kusoto3acrpawiaBaliH HHPEKLHH HA MCKHTC ThKaHuW, BKJIIOYHTEIIO aHO-reHHTaNHaTa obnact (BUKTC
TOUYKa 2).

Yaap (HHCyT).

CopaeveH uldapKkT, NpUYHHEH OT OPEKbCHAT HIIK HAMAJICH NPUTOK HA KPbB KbM CBP
[IpoMana B ¢NCKTpHUECKATa AKTUBHOCT Ha CbPUCTO HIIH HEIPABHIICH ChPIACHCH PH
TedHoCT OKOIIO ChpUCTO (NEPUKAPACH H3AUB).

Hepuoapobila HenoCTaTh4HOCT.

boaka B ctoMaxa (KopeMa), NpHYHMHEHA OT Bb3HAJICHUC HA 3a4CTOMALIHATA KIIC3
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. Pasnaz Ha Tymopa, BoJ€ll J10 npoOuB Ha yepBara (nepgoparius).

o Bb3nanenue (1oayBaHe H 3a4epBsiBaHE) HA *KJIbYKATA CbC MJIH O€3 CBbP3aHH C HEr0 KAMbHH B XK/IbUKaTa.
. HeecTecTBeHO KaHa/Iue, CBbP3BalllO €/1HA TEJIECHA KyXHHA C JIpyra H/IK C KOXarTa.
. bosika B ycrara, 3b0MTE M/HIIM YEIOCTTAa, [101yBaHE HIIM Bb3I1aJICHUE B YCTaTa, BKOYaHCHOCT MJIM YYBCTBO Ha

TEXECT B YEJIIOCTTA HIIM pa3kiiamaHe Ha 360. ToBa Moxke Ja ObJaT CUMIITOMH Ha KOCTHO YBPEKIaHE Ha
yeJrcTTa (OCTEOHEKPO3a), BUKTE TOYKA 2.

. CBpBXIIPOJAYKLHSA HA LIMTOBHHH XOPMOHH, KOSATO IOBHILIABA KOJIMYECTBOTO €HEPIHs, KOCTO TAJIOTO
H3I1013Ba [1IPH [10KOH.

. [IpofiieMHO 3a3/paBABaHE HA paHaTa Ccie/l olepaLms.

. [ToBMILIEHH KPBBHH CTOHHOCTH HAa €H3UMHM (KpeaTUH(DOCPOKHHA3a) OT MYCKYJIHTE.

. [IpekomepHa peakuusi KbM aJIepreH, BKIOYUTEIHO CEHHA XpeMa, KOKEH 00pHUB, KOXKEH ChbpOCK, ypTHKApHS,
[10/lyBaHE HA YACTH OT TAJIOTO M 3aTPYAHCHO JIMLIAHEC.

. Bo3naneHue Ha 1e0€/10TO 4EpBO (KOJMUT, HCXEMHUYEH KOJIUT).

Pejikun (morar aa 3acerat 40 1 na 1 000 gywm):

. Texka peakius Ha KOXarta W/uiau Jurapuumure (CuuapoM Ha CTuBbHC-/KOHCBH, TOKCHYHA €NuaepMatia
HEKPOJIM3a, EpUTEMA MYJITH(POPME).
. Cungpom Ha tymopen pasnaz (CTP) — CTP, BkintouBa rpyna ot MeTabOJIMTHH YCII0KHCHHS, KOUTO MOrar Ja

CE MOABAT 110 BpEME Ha JICYEHHETO Ha paK. Te3H YCII0XKHCHUS Ce IPHYMHABAT OT pasiagHUTe IIPOAYKTH Ha
yMHpAILIMTE PAKOBH KJIETKH U MOIar J1a BKJIKOYBAT CIICAHOTO: raJieHe, 3ayX, HEIPaBHICH CbPJACUYCH PUTHM,
MYCKYJIHU CMa3MH, [IPUIIAAbLUH, [IOMbTHABAHEC HA YPHHATA U YMOpA, CBbP3aHH C HAPYIIEHHS B PE3YJITATHTE
OT J1labopaTopHUTE U3CIIe/IBaHHs (BUCOKH HMBA HA KAJIMH, IMKOYHA KHCEIHHA H (POocdOop M HHCKH HUBA HA
KaJILiHil B KpbBTA), KOUTO MOIar Jia JI0BE/1aT /10 NIpoMeHH B ObOpeuHarTa pyHkuus u octpa 0b0peuna
HE0CTATBYHOCT.

. HeoOunuaiiHo pa3rpax/iane Ha MyCKYJIMTE, KOETO MOXE Jia JIOBe/i€ 10 ObOpeunu npodsieMu (padaomuonunsa).

. HeobOnuaiiny M3MEHEHHS HAa MO3bKa, KOUTO MOrar Jia NpPEeAH3BUKAT MHOXKECTBO CUMIITOMH, B TOBA YHMCJI0
riaodosine, oObpKBaHe, NpUIaAbily 1 3aryda Ha 3peHue (CHHAPOM Ha oOpaTHMa 3a/1Ha
JIEBKOCHLIC(haIonaTHs ).

¢ bosie3neHo pa3s3BiaBaHe HA KOXaTa (HoAepMa IraHIPEHO3YM).

. Bb3najenue Ha YepHHs Apo0 (XenaTur).

. Bb3nanenue Ha LIMTOBH/IHATA XKJ1€3a.

. YBpexjaaHe Ha HAH-MaJIKMTE KPbBOHOCHH Cbh/I0BE, H3BECTHO KaTO TPOMOOTHYHA MHUKpoaHruonatus (TMA).

C nHeu3BecTHa YecTOTA (YecToTaTa HE MOXKE Ja Ob/e onpe/ie/icHa OT HAJIMUHUTE JIAHHH):
. Pa3iumpsBane v orciaadBaHe Ha cTeHa Ha KPbBOHOCEH Ch/l HIIM Pa3KbCBAHE HA CTEHA HA KPbBOHOCEH Ch/l
(AaHEBPH3MH M APTECPHAJIHH JAHMCEKALIHH).

. JInrica Ha eHeprusi, 00ObpKaHOCT, CbHJIMBOCT, 0€3Ch3HAHUE/KOMA — TE3H CUMIITOMHM MOKE Jla Cca [PUH3HaALK Ha
MO3b4YHa TOKCHYHOCT, PEAU3BUKAHA OT BUCOKH HUBA HA AMOHSK B KPbBTA (XHIIEPAMOHEMHUYHA
cHuedasonarus).

Cbol0aBaHe HA HeXKeJIAHU PeaAKLIHHU

AKO 110J1y4uTEe HAKAKBH HEXEJIAHU JIEKapCTBEHH peakuuM, yegomere Bawus nekap winu ¢papmauest. ToBa
BKJIIOYBA BCHYKH Bb3MOKHH HCOIMUCAHM B Ta3M JIMCTOBKA HEKE/IaHH peakuuu. Moxkere CbLIo ja CboOWMTe
HEXKEeJlaHH peakUMH JUpeKTHO M3nbinuTe/Ha areHuus no aexkapersara, yi. ,Jlamau 'pyes” Ne 8, 1303 Codus,
Ten.: +359 2 8903417, yebcaiit: www.bda.bg. Kato ¢chbobuiaBare HeKeNnaHu peakiMu, MOXKETE J1a AaJIeTE CBOS
[IPUHOC 34 [0JlyyaBaHe Ha rnoeye nugpopmanuus OTHOCHO OE30M1aCHOCTTA HA TOBA JICKAPCTBO.

o Kak na coxpanaBate CyHHTHHHO 3eHTHBA

Jla ce cbxpansBa Ha MSACTO, HELOCTBIIHO 3a JICL1a.

He u3noJsi3BaiiTe TOBa JIEKApCTBO CJIe/] CPOKA HA rOJHOCT, OTOC/IA3aH BbPXY KapTOHE
6aucrepa caen ,.Jonen n0:”/ ,, EXP:®. CpokbT Ha roHOCT OTrOBaps Ha MOCIEAHHUS



Toga JICKApPCTBO HC H3UCKBA CIICLHAJIHH YCIIOBHA HA CbXPAHCHHC.
He u3nosnssaire ToBa JICKAPCTBO, aKO 3a0€/1eKHUTE, YC OllaKOBKATa € YBpC/ACHA HIIM HMA CJICAH OT OTBAPAHC.

He u3xsbpiisiite jiekapcrBara B KaHaJIM3aUMATa WM B KOHTeHHepa 3a JoMalinu otnaabuM. [Tonuraiire Bauus
(apmaueBT Kak J1a H3XBbP/ATE JICKAPCTBATA, KOUTO BEUe HE M3Io3Bare. Te3n MEpKH LLEe CIIOMOrHAT 3a Olla3BaHe

Ha OKOJIHATa cpe/ia.

6. CbAbp/KaHUEe HA ONAKOBKATA H A0NbJHUTEIHA HHPOPMALIUA

Kakso coabpka CYHHTHHHOD 3eHTHBA

—  AKTHBHOTO BELIECTBO € CYHHTHHHO.

Cyuutunu0 3enTuBa 12,5 mg TBbPAM KAICYJIH
Bcsika kancyna cpabpka 12,5 mg cyHUHTHHMO.

CyHurHu0b 3eHTHBa 25 Mg TBBPAH KaIlCY/IH
Bcsika kancyna cbabppxka 25 mg CYHUTHHHO.

—  Jlpyrure cbCTaBKH ca:

Kancyino cvovpocumo: MUKpokpucTalina uenyiosa (E460), manuton (E421), kpockapmesiosa HaTpHii, HOBH/IOH
K30 (E1201), marue3ues creapar (E470b).

Cyuutunu0 3entuBa 12,5 mg TBbpAM KANCYJIH
-  Cwcmas Ha kancyrama: yepBeH kejeseH okcua (E172), turanoB aquokeua (E171),

JKenatuH.
- Ileyamuo macmuio, 6s0. weinak, TutTados auokcua (E171), nponuneurnukosn (E1520).

CyHHUTHHHO 3eHTHBA 25 Mg TBBP/IH KAICYJIH
—  Cwcmas na kancynrama: yepeH xenesed okcua (E172), yepsen xene3en okcun (E172), xbaT xkene3eH oKCHI

(E172), TuTanoB auokcug (E171), xenatTus.
—  Ileyamno macmuno, 6sn0: wennak, taraioB auokcua (E171), nponunenrnukon (E1520).

Kak u3ruiexaa CyHuTHHHO 3eHTHBA H KAKBO ChbIbP’Ka OIIAKOBKATA

Cynutuuu0 3entusa 12,5 mg TBbpAH KaIICYJIH
KenaruHoBH KaricyJiu pasmep 4 (okosio 14,3 mm Ab/KHHA) C OPAHXKEBO Kallaye H OPaHkKEeBO
Os10 MacTui1o “12.5 mg” BbpXy TAJIOTO U ChAbPIKALIHN KbJITH /10 OPaHIKEBH I'PAHYIJIH.

CynutuHu0 3eHTHBa 25 Mg TBBPAH KAICYJIH

XKenaruHoBu kKancynu pasmep 3 (okono 15,9 mm abmkuHa) cbC CBETIOKA(SABO KE
Hane4aTaHo ¢ 0510 MacTHIIO0 ,,25 mg” BbpPXY TAJIOTO H ChABPXKALLHM XbJITH 10 OPaHXKEB
8
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CyHuTHHHMO 3eHTHBA TBBPAM KAIICYJIM CE [peiarat B OJMCTepH, ChAbpxKaluu 28 TBbP/AH KalCyu; B neppopHpaHH
Ojicrepu ot 28 x 1 1 30x 1 TBBpAM KanCy/M M J1aCTMACOBH OYTHIIKH, ChlbpiKallld 30 TBbPIH KalCyJIH.

He BCHuKH BHIOBE OIIAKOBKH MOrar /la ObJaT IyCHATH B 1pojaaxoa.
IlpuTexkare) Ha pa3pelleHHeTO 3a YOTpeda

Zentiva k.s.
U kabelovny 130,
Dolni Mécholupy

102 37, Prague 10
Yewka peny0iuka

IIpousBoauTel

Remedica Ltd

Aharnon Street, Limassol Industrial Estate,
3056 Limassol

Kunsp

Pharmacare Premium Ltd
HHFO003 Hal Far Industrial Estate :

BBG3000, Birzebbugia
Maura

ToBa nexkapcTBO € pa3spelieHo 3a ynorpefa B CTpaHMTe YWieHKH Ha EBponeHcKOT0 MKOHOMHYECKO
npoctpaHcTBo H O6eannenoro Kpasicreo (Cesepua UpJianaus) moa cjieIHUTe HMEHA:

Hunepnanaus, Yewka penyonuka, lanus, Ecronus, @panuus, ['epmanus, Utanus, Jlarsus, Jlutsa, [lonwa,
Pymbuus, llIseuns, Cnosakus, Od6eaunenoro Kpancteo (CesepHa Mpnanaus): Sunitinib Zentiva
bounarapus: Cynutunud 3eHTuBa/Sunitinib Zentiva

JlaTa Ha nocJjie[iHO npepa3rJie’k/JiaHe Ha JIMCTOBKATA:
02.05.2024 r.




