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Cynutnau6 ®apmacaitbhe 12,5 mg fs'bpnn:mcyﬂu no.
Sunitinib Pharmascience 12,5 mg hard capsules ~6 6262 <) ¢1 L -08- 2004

CyHUTHHUO DapmacabHC 25 Mg TBBPAM KAMCYJIM = oo e ———
Sunitinib Pharmascience 25 mg hard capsules

CynutuHu6 ®apmacaitbHe 37,5 mg TBBpAM Karncyiu
Sunitinib Pharmascience 37,5 mg hard capsules

Cynutnnu6 ®apmacaiibie 50 mg TBEpIAH Kancy/u
Sunitinib Pharmascience 50 mg hard capsules

CYHHTHHHO (sunitinib)

IIpoyereTe BHHMATE/IHO UAIATA JIHCTOBKA, NPEIH A2 3aN0YHETE Aa NIPHEMATe TOBA JIEKAPCTBO, Thil
KaTo T8 ChAbPKa BaxkHa 3a Bac undopmanus.

- 3anasere Ta3H JUCTOBKA. MoJKe 1a ce HaJIOXKH J1a s MPOYETETE OTHORO.
- AKO HMaTe HAKaKBH JOMBJIHUTETHU BBIIPOCH, MonuTaiite Bawus nekap uiu dpapmanesr.

- ToBa niekapcTBO € npeanycaHo JH4YHO Ha Bac. He ro npeorcrenBaiite Ha apyru xopa. To Mosxe
Ja UM HaBpeaM, HE3aBUCHMO OT TOBA, Y€ MPU3HALIMTE Ha TAXHOTO 3a00/gBaHe ca ChlUIUTe KaTo Baiure.

- AKO MOJIyYHTe HAKAKBH HEXE/IaHH JIeKapCTBEHH peakLH, yBenomere Bawmus nekap. Tosa
BKJIFOYBA U BCHYKH BB3MOXKHH HEXEJIaHU peaKL UM, HEONMTMCaHH B Ta3H JIMCTOBKA. Bukre TOuka 4.

KaxkBo cbAbpka Ta3H JHCTOBKA

KakBo npencrasnssa CyHutuHu6 @apmacaiibHC M 3a KAKBO CE M3MOI3Ba
KakBo Tps0Ba na 3Haete, npeau na npueMmere CyHuTHHUO MapmacaifbHe
Kak na npuemare CyHutunu6 ®apmacaiinHe

BB3MOXKHH HEXEJTaHH peaKLHH

Kak na cpxpansaBare CyHuTuHu6 ®@apmacaitbHce

CobabpkaHve Ha OMaKkoBKaTa U JONTbJIHUTETHA HH(pOpMAaLHUs

ol il

1. KaxBo npeacraBaaBa CynuTunu6 ®apMacaiibHC H 32 KAKBO Ce H3M0/3BA

CynutiHnO ®apmacalbHC ChABP)KA aKTHBHOTO BEIECTBO CYHHTHHHO, KOETO € MPOTeHHKHHA3EH
HHXUOHUTOP. M3Mmos3Ba ce 3a TeueHre Ha pak 4pe3 MpefoTBpaTsBaHe Ha aKTHBHOCTTA HA CrieLHaTHA
rpyrna NpoTeHHH, 3a KOMTO C€ 3Hae, Y€ y4acTBaT B pacTeka U pa3rpOCTPAHEHHETO HA PAKOBHTE KJIETKH.

CyHutuHHO DapMacaifbHC Ce M3M0I3Ba NPH Bb3PACTHH 34 JIEYEHHE HA CJIEHHTE TUIIOBE KapLIMHOM:

- I"'actpounTrecTrnanen crpomanen tymop (IF'MCT), BMA KapuUHHOM Ha CTOMaxa M 4epBata, MpH
KOHWTO UMaTHHHO (Apyro NpoTUBOPAKOBO JIEKAPCTBO) Beye He BU neiicTBa WM He MOXKeTe /a [pyUeMare
UMaTHHHUO.

- MeractatuyeH 6b0peuHo-kieTbueH kapuuHoM (MBKK), Bua kapuunoM Ha 6b6peruTe

€ pa3snpoCTpaHu/ U B APYrd YaCTHU HA TAJIOTO.
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- HeBpoeHAOKPHHHM TyMOpPH Ha 3aacToMaliiHaTa xiie3a (HET) (Tymopu Ha
XOPMOHTIPOM3BEXKAALLUMTE KIETKH Ha 33[CTOMALLHATA JUIe3a), KOHTO Ca HAMPEHAN WK HE MOraT /1a
6BJAT OTCTPaHEHH XHUPYPrU4iHO.

AKO MMaTe HAKaKBH BBIpocH Kak aeiictsa CyHuTHHHO Papmacaibie Wi 3auo Bu e npeanucaHo Toea
JIeXapcTRO, NonuranTe Bauws nexap.

2, Kakso Tpa6Ba aa 3naere, npean Aa npHemere CynurnHud PapMacaibHC
He npuemaiite CyrHTHHHG PapmacaibHC:

- aKO CTe AJTepri4HU KbM CYHUTHHHO MJIA KbM HSKOS OT OCTaHA/IMTE ChCTAaBKH Ha CyHUTHHUO
apmacaiipic (M36poeHH B TOUKa 6).

Ipeaynpexaenns H NPeANasHU MEPKH
ToBopeTe ¢ Bawus Jexap npean ga npuemere CyHuTHHHO ®apMacanbHC:

- AKO HMaTe BHCOKO KPbBHO Hanarane, Cynutuanb dapmMacalbHC MOXE 1@ MOBULIH KPBBHOTO
HaJAraHe. BamusaT nexap MoXe Aa MpoBEPH KPbBHOTO BH Hansgrane no BpeMe Ha JICYCHUETO CBbC
Cynutunnb ®dapmacaifbHe U MOXe Ja ObAaTe JieKyBaHH C JIEKApCTBA 32 MOHIDKABAHE HA KPBBHOTO
HajsraHe, ako ce Hanara.

- AKO HMAaTe WJIH cTe HMaJH 3a6osBane HA KPBLBTA, Npo6JieMH ¢ KbPBeHe HiIH 00pazyBaHe
na cunual. JTleyenrnero ¢be CyHUTHHUO DapMacaitbHC MOXKE aa JOBEAE A0 MOBUIICH PUCK OT KbPBEHC
WM a foBene 10 POMeHH B Gpos Ha HAKOU KPBBHHU KJIETKH, KOeTo 61 MOTJIO a JOBEE 0 aHEMHUA HIIH
[1a OBJIKsE BBPXY CIOCODHOCTTA HA KPpbBTAa BH /1a ce ChCHpBA. AKO pHeMaTe BappapuH WIH
aLIEHOKYMapoa — JIEKapCcTBa, KOMTO paspexKaT KpbBTa, 3a ia IPEROTBPATAT obpa3yBaHeTO Ha ChCHpEIlH,
PUCKBT OT KbpBeHE Moxe Aa 6bae no-ronam. Kaxere Ha Bamys nekap ako uMaTe HAKAaKBO KbpPBEHE,
nokaro npueMare CyHWTHHHO PapMacanbHC.

- AKko umare chpaeunn npobaemu. CyHUTHHHO PDapMacalbHC MOXKE 14 NPUYMHU CHPICUHH
npobnemu. Kaxere Ha Baius nekap ako ¢€ 4yBCTBATE€ MHOIO YMODEHH, UMaTe 3alyX WIH MOIYTH Kpaka
¥ [JIC3EHH.

- AKoO IMaTe HAPYIIeHHA HA Chpaeunua puTbM. CyHHTHHUO DapMacalbHC MOXKE /12
peanW3BUKA HAPYIIEeHHUs B ChpAeYHus By pUTbM. BallMAT fiekap MOXe fa Bu HanpasHu
eeKTPOKapAHOTPama, 3a a OLEHH Te3H MPobaeMH Mo BpeMe Ha JiedeHHeTo BH Che CyHUTHHHO
apmacaiipic. Kaxxkere Ha Bamina nekap ako ce 4yBCTBATE 3aMagHH, NpHIIOLIABa Bu uiu umare
cvpuebuene, nokaro npuemare CyHUTHHHO DapMacaibHC.

- AKO cTe HMAJIH NpoG/IeMH ¢ KPLBHH ChCHPENH BbB BeHATE H/A/K apTepHHTe (BHAOBE
KPBBOHOCHH CBI0BE) HACKOPO, BKAIOYHTEJIHO HHCYT, ChpA€ieH NPHCTEI, eMO00/ 1M HIH
TpombGo3a. Obanere ce BeaHara Ha Bawus jekap, ako no BpeMe Ha JICHCHHETO CbC CyHUTHHHO
dapmacaifbHC MMaTe CUMITTOMHU KaTo 6OJIKa WM HATUCK B MbpAUTE, OO/IKa B PBLETE, rppba, BpaTa Wik
ueJTIoCTTa, 334y X, H3TPBIBaHe WK ¢1a0oCT B €HATa NONOBHHA HA TA/IOTO, 3aTPYy/AHEH FOBOD,
rnapofosie WM 3aMasHOCT.

- AKO CTe HMAJIH aHeBpH3Ma (pa3liMpsaBaHe U oTc/iabBaHe Ha cTeHa Ha KPbBOHOCEH Chl) WIH
pa3KbCBaHE HAa CTEHA Ha KPBBOHOCEH ChA.

- AKO HMaTe HJIH CTe HMAIH YBpEXKAaHe HA HAH-MAJIKHTEe KPbBOHOCHH CbA0BE, H3IBECTHO
xaro TpomboTuana mukpoanrnonatua (TMA). Kaxere Ha Balnusa jiekap, ako pa3sBHETe TpeCka,
yMOpa, OTIIaAHANOCT, KpbBOHACAaHUA, KbPBEHE, NNOAYBAHE, oObpKBaHe, 3aryba Ha 3peHHe U MPpHNakbIIH.




- Ao umaTe nNpobaeMH ¢ IHTOBHAHATA 3*K.1e3a. CyHHTHHHO DapMacaHbHC MOXKE A3 MPUIHHM
npoGieMH ¢ WUToBUAHATA Hule3a. Kaxkere Ha Balums nexap ako no BpeMe Ha JICHCHHETO ChC CyHUTHHHUO
dapMmacalibHC ce H3MOpABATe I0-JIECHO, NMO-CTyAeHO BH € B CpaBHEHHE ¢ OKOIHHUTE WK IMAaCET Bu crane
npesras. @yHkuusTa Ha Bawara MTOBKIHA XUie3a TPAOBa a Oble npoBepeHa, Npean JCUeHHETO U
PEIOBHO MO BpeMe Ha JiedeHneTo. AKo HIMTOBUAHATA BH »e3a He NpoU3BexkIa NOCTaThYHO THPEOHIEH
XOPMOH, MOke 1a Bu 6b1€ NpHIOKEHO THPEOHAHO-3aAMECTUTENHO XOPMOHAIIHO JICHEHHE.

- AKO HMaTe HJIH CTe AMAJIH MAHKPEATHYHH H/IH K/JIbYHH HapymeHHs. Kaxere Ha Baiuns
fleKkap aKo MONy4YHTe HAKOH OT C/IeHHTE PH3HALM K CHMNITOMK: 60Nka B 00/1acTTa Ha CTOMaxa (ropHaTa
4acT Ha KOpeMa), rajieHe, OBPhILAHE U TeMIepaTypa. ToBa MOXe fa C€ Ib/UKH Ha BB3MAleHHe Ha
3aACTOMALITHATA JKJ1e3a HIIH HA XJTbYKaTa.

AKO HMATE HJIH CT¢ HMAJIH YepHoapoOrn npobaemn. Kaxere Ha Baliug jiekap ako pa3BHETe HAKOU
OT CJIeJHHUTE IPHU3HALM ¥ CUMITTOMH Ha 9epHOAPOOHH NMpobsieMH 1o BpeMe Ha JIEYEHHCTO CBC
CynutvHu® ®apMacaifbHe: cbpbex, MOoXLITABAHE HA KOXKATa H OYHTE, ThMHA YpHHA M DoJika Uu
auckoMdOpT B ropHaTa AscHa kopeMHa obinact. Bauar nekap TpsOsa fa HanpaBH KPbBHY H3CIeNBaHNA,
3a 1a npoBepH YepHoapoOHaTa BH QyHKUMS peAH H NO BpeME HA JIEYEHHETO CBC CyHUTHHHO
dapmacaifbHC H aKO C€ Hajlara criopel CheTogsHuero Bu.

- AKO MMaTe HjH cTe HMaau 6h6pedHH npoGaemu. Bawusr nekap we npocnenun 0b6pedHaTa
Bu dyHKLmA.
- Axo Bu npeacTon onepauuns niu Hackopo ca Bu onepupasnu. CyHuTHHHO PapMacanbHe

MOE 12 TIOBJTMSE HA Ha4KHa, N0 KONTO 3a3apassear panute Bu. O6HKkHOBEHO ieueHHeTo BH Cbe
Cyuutusut @apmacaiibHe e Oba€ CrpsHo, ako BH npeAcTOH onepalu. BauvaT nekap e peld Kora
1a 3aMOYHe OTHOBO JIeYEHHETO cbc CYHUTHHUO DapmacaibHC.

- Moske 1a ObaeTe NOCHLBETBAHH 1A HANPABHTE CTOMATOJIOTHYEH Nperjiea Npeax Aa
3anouHeTe Jederne ¢b¢ CynnTuHnG PapMacaibHC,

- aKo MMaTe WIH cTe uManu Dosika B ycTaTa, 3b0MTe W/WIH Y4eNiocTTa, MOAyBaHe WK Bh3NAJICHHUC B
yCTaTa, H3TPBIBAHE WM HyBCTBO HA TEXKECT B YEKOCTTa MJTH pasKilaliaHe Ha 360, BeAHara KakeTe Ha
Baiuus nekap 4 3ndonekap.

- 4KO Ceé HaJlara /a ce noL10KHTE Ha CBBP3aHO ¢ KbPBEHE CTOMATOJIOTMYHO JICHEHHE HITH

CTOMATOJIOTHYHA OllepaLys, kaxkeTe Ha Barums 3p60sekap, ye ce neKypare ¢b¢ CyHUTHHHO
dapmacaiibHe, 0cobeHOo ako ollle By ce npunarar win ca Bu npunaranu oudocdoHaTH HHTPABCHO3HO.
BudocdoHaTuTe ca tekapcTsa, H3MOA3BaHH 33 NMPEAOTBPATABAHE HA KOCTHH Y CJIOKHEHMUS, KOUTO MOXKE
a ca MPWJIOKEHHU 3a APYro MEAHLIMHCKO ChCTOSHHE.

- AKO HMATE KJIH CT€ EMIH HApYIIeHHsl HA KOXATAa H HOJKOKHATA ThKaH. JlokaTto npuemare
TOBA IEKAPCTBO MOXKE @ HACTBIM ,,[THOAepMa FAHIPeHO3YM™ (DO1€3HEHO pasA3BsBaHe Ha KOXKaTa) U

"nexpoTH3upall pacuuut” (6np30 pasnpocTpaHABaIlA ce HHhEKUNA Ha KO)XaTa/MEKUTE ThKaHH, KOSITO
Moxe na Gbae JkuBoTo3acTpalasauia). Cebpkere ce Beanara ¢ Bamus nexap, axo ce noiBiT CHMIITOMH
HA MHQEKLMSA OKOJIO KOXKHO YBPEXAaHe, BKIIOYBALM BHCOKA TEMNEPATypa, bonka, 3a4YepBsBaHe,
NoJyBaHe WIH OT/AE/sHE Ha THOW wir KpbB. ToBa cbOHTHE OOUKHOBEHO € oOparuMo ciaen NnpekpaTaBaHe
Ha mpreMa Ha cyHUTHHUG. C ynorpebarta Ha CyHUTHHHO ce ChODLIaBa 32 TEXKKH KOXKHH peakLuH
(cuHapoM Ha CTHBBHC/XKOHCBH, TOKCHYHA eMTHAepMaliHa HEKPO/in3a, CpHTeMa MYIITHGOpME), KOUTO Ce
MpOSABABAT MBPBOHAYAITHO KaTO YePBEHNKABH, MOA0OHHN Ha MHUIEHA TOUKH WIH KPBIJIH NETRHLUA, HECTO C
LEHTPATHO PA3MOJIOKEHH MEXYPH MO TAnoTo. OOPHBBT MOXE Jla porpecypa A0 LIMPOKO
PasMPOCTHPALLM CE MEXYPH HIIH JIIOIIEHE HA KOXKaTa U MOXKE 1a Obae JKUBOTO3aCTpallaBall. Ako
pa3BHeTe OGPHB WM TE3HW KOJKHH CHMITTOMHM, He3a0aBHO MOTBPCETE CHBET OT JICKAp.

- AKO HMATe HJIH CTe HMAJH NpEnagbud. BeaHara kaxere Ha Bamus nexap, ako HIMaTe BHCOKO

KpBBHO HaNAraHe, FMaBoGosHe Win 3aryba Ha 3peHHe.
- Ako umaTe qnader. CTOMHOCTHTE Ha KPHBHATA 3aXap NpU nauueHTuTe ¢ Auaber TpidRa na
OBAaT NpoBepSBaHH PEJOBHO, 33 Ja Ce OLICHH Aa/ld A03HPOBKATa Ha aHTHAXAOETHOTO /, ADCIRO T
na Obae MpOMEHEeHa, 3a Aa Ce HaMaJli PUCKBT OT NMOHMKABaHe HA KPbBHATA 3aXap. Vi - :
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JIeKap Bb3IMOKHO Hal-CKOPO, aKO MOMyYMTE KAKBUTO W Ja € NPH3HALK U CUMITTOMH Ha HHCKA KPbLBHA
saxap (yMopa, ¢bpLebueHe, H3NOTABaHe, rN1aj U 3aryda Ha cb3HaHUe).

Hena v WHOIIH
Cynutnnu® MapMacaitbHC He ce npenopbuBa Ha Be3pact nof 18 roausuu.

Apyru gekapcrea ¥ CYHRTHHHO DPapMacaiibHC

HMudopmupaiite Bamins Jekap Wik ¢apMaleBT, ako NPUEMATE, HACKOPO CTE MPUEMANTH WIH € Bb3MOXKHO
Aa npHeMare JIpyry JIeKapcTBa, BIJTFOUHATETHO IeKapcTBa 063 eKapeko NpeAucalune, ¥ JOpU TesH,
KOHUTO HE ca NMpEeanUCaHH.

Hsakou nekapcTBa MOFaT 1a OKXKAT BIMAHHE BbpXY HHBaTa Ha CyHUTHHHO DapMacaiibHC B OpraHu3Ma
Bu. Tpabea na uHdpopmupare Bailug fiekap, ako OpHEMATE JICKApPCTBA, CBABPKALLY CEAHHTE AKTUBHU
BELLECTBA!

. KEeTOKOHA30JI, UTPAKOHAa30J — JIEKAPCTBA, H3IONI3BaHM 3a JieueHUe Ha 'bOMYHM HHPEeKLUMY;

. EPUTPOMHUNMH, KIAPUTPOMHLIMH, pH(aMMALIMH —M3I0I3BAHU 34 JICUCHHE HA HHDEKUHH;

. PUTOHABHpP —H3MON3BaH 3a JeueHue Ha XUB;

. IEKCAMETA30H — KOPTUKOCTEPOU ], H3MNOJI3BAH 3a JICUEHUE Ha pa3nuiHu 3aboaBaHus (KaTo
HalpHMep afeprui/HapyueHHs B JUIAHETO WIH KOXKHH 3a00nsBaHK);

. ¢eHuTONH, Kapbama3zenuH, GeHobapbyuTan — U3MOJ3BAHH 3a JICYEHHE HA €MTUIIETICHUA U IpYTrH
HEBPOJOrH4HH 3a00/IBaAHHUA;

. PacCTUTENHHU TPOAYKTH, CbABPIKALUH X BAT KAHTAPHOH (Hypericum perforatum) — H3MOJ3BaHH 3a

JICHCHHETO Ha ACIIPCCHA M TPCBOZKHOCT.

CynuTHHRO PapMacalibHC ¢ XpAHA, HAMHTKH H AJK0X0J1
Tpabea ga u3bAreate npyMema Ha COK OT I'PEHINIPPYT MO BpeMe Ha JieHeHHe ¢bC CYHUTHHHO

dapMacabHC.

bpeMeHHOCT, KbpMeEHEe H PepPTHIAHRTET

Axo cTe OpeMeHHa WIH KbPMHTE, CMATATE Ye MOXKE /a cTe OpeMeHHa WIH TJIaHUpaTe OpeMEHHOCT,
nochkseTpalTe ce ¢ Bamua nekap unu gapMauesT, Ipeau Aa MPUEMETE TOBA JIEKAPCTEO.

AKO MMa BepOATHOCT Jia 3a0peMeHeeTe, TpaOBa Ja U3NON3BaTE HAAEKACH METO/l Ha KOHTpALIETILIUSA MO
BpeMe Ha JieueHHue ¢b¢ CyHuTHHUO PapmacaifbHc.

AKo KbpMHuTe, HHGQOpMHUpaiTe Bawus nexap. He OMBa 1a KbpMHUTE 10 BPEME Ha JICUEHUE ChC
CyHutHnO QapMacalbHC.

IMlogupake u paboTa ¢ MAILHHMU
AKoO nIoy4HTe 3aMaiiBaHe WK ce YyBCcTBaTe HeoOWUyaiHO yMOpeHH, ObaeTe 0COOEHO BHUMATEIHH,

KOraTo wodupare Wiy paboTUTE ¢ MalllMHH.

IloMoIHH BemecTBa
ToBa nekapcTBO ChbABPXKA [IO-MAJIKO OT 1 mmol HaTpuit (23 mg) Ha kancyna, T.e. MOXe Ja ce Kaxe, Je
NpakTHYECKH HE ChbABPKA HATPHH.

3. Kak n1a npuemare CyHuTuHHO ©apmacaHbHC

Bunarn npuemaiiTe TOBa 1eKapCcTBO TOYHO KakTo By e kazan Baumar nekap. AKO HE CT€ CUTYPHH B
Helo, nonuraiTe Bamuusa nekap.




BawumsT nekap uwie npeanuiue noaxoasuara 3a Bac xosa, B 3aBUCHMOCT OT BUAA HA TYMOpPa. AKO ¢Te
MOJAJIOKEHH HA JISHEHUe 3a:

- ractponHTecTUHANIeH crpoManesd TyMop (ITUCT) unn (MetacTaTuueH 6b0pedHO-KNeThYEeH
kapuuHoM) MBKK: oGuyaiiHata no3a ¢ 50 mg seaHbK AHEBHO, 38 28 nHH (4 ceaMHLIM), TOCAeIBaHA OT
14 nuu (2 ceaMuLM) naysa (06€3 NekapeTso), B 6-CeAMUYHU LIMKIIH,

- HeBPOCHJOKPHHHH TYMOPH Ha 3aacTomalinHata xJiesa (nHET): obuyaiHata nosa € 37,5 mg
BEIHBX OHEBHO 0€3 NepHoa Ha MOYHBKA.

Bauwmst nexap e onpeaeny noaxoAalaTa A03a, KoaTo Tpabsa aa npuemare, KakTo U Jajld H Kora
TpsAOBa Ja crpeTte feueHHeTo ¢b¢ CyHUTHHMO DapmacaibHc.

CyHutuHub® ®apmacailbHC MOXKe Aa ce npreMa cbe WiK 0e3 xpaHa.

AKo cre npuenn noseve oT HeoOxoaumara go3a CynuTuHnHO ®PapMacaiibuce
AKo cny4aifHO cTe Npuenu TBbPAE MHOTO Kancynu, MHpopMHpaiTe BeaHara Bainusa nekap. Bue Moxke

Ad CC HYXKJACTC OT JICKADCKH I'PHXKH.

AKO cTe nponycHaH xa npueMere CYHRTHHHO PapmacalbHC
He B3emaiTe ABOHHA 1034, 3a Aa KOMIIEHCUPATE NPOITyCHATATa J03a.

4, BB3MOXKHH HeXKeJIaHH PE€AKIIHH

KakTo BCHUKH JACKAPCTBA, TOBA JNEKAPCTBO MOXKE Aa NPCOAH3BHKA HCKCIAHH PCAKUHH, BBIIPCKH Y€ HC
BCCKH I'H I10J1yHaBa.

Tpabpea peaHara aa ce cBbpxkeTE ¢ Baurug nekap ako noJydnTe HAKOA OT TE3H CEPHO3HU HEXKeNlaHH
peakuuH (BHKTe olle Kakso TpadBa na 3sHaere npean ga npaeMere CyHHTHHRO ®apmacalibHc):

Copaeunn npobaemu. Kaxkere Ha Baluys nekap ako ce YyBCTBaTe MHOIO U3MOPEHH, UMaTe 3a0yX UTd
MOJYTH KpakKa M rie3eHd. Tosa Moke Ja ca CHMITTOMH Ha ChbpJedHd npobaeMH, KOUTO BKJIIOYBAT

CbpAEHHA HEAOCTATHYHOCT U NpodAEMH CbC CHPACYHHS MYCKYJ (KAPAUOMHUOIIATHS ).

IIpobaemu ¢ GenuTe Apobose uan Anmanero. Kaxere Ha Bawuns iekap ako umare xaunuivua, 6onka B
I'bpINUTE, BHE3AICH 3aQyX WIH H3KALIATE KPBB. TOBa MOXKE Aa Ca CUMIITOMH Ha CbCTOAHHUE, HAPEUEHO
benonpoben eMOOIH3BLM, KOETO €€ MOJTYUYaBa KOraTo KpbBEH ChCHPEK AOCTHUTHE A0 Oenute Bu apoboee.

buOpednn napymenus. Kaxere Ha Baluua nexap ako ypyHupaTe ¢ NpOMEHEeHa YeCTOTa UM HE
ypHHHpaTe, TOBa MoraT Ja Ob1aT CUMNTOMH Ha HB0peyHa HeAOCTAThYHOCT,

Kbnpeene. Kaxere Ha Bawug nekap ako UMaTe HAKOH OT CIEIHUTE CHMITTOMH WM NTPOONIEMH ChC
CEPHO3HO KbPBEHE 10 BpeMe Ha jieueHHeTo ¢bc CyHHTHHHO PapmacaiibHe: 6oe3HeH NMOAYT KOPEM;
[MOBpBILAHE HA KPBB; YEPHH, JIENKABH H3MPAKHEHUR; KbpBaBa YpHHA; rNaBo0oIke Wik poMaHa B
NCUXU4eCKOTO BY CBCTOAHME; H3KalIsiHE HA KPBB WK KBPBaBH Xpavku oT Oenure apobose UM oT
MUXATEJTHHTE ITHTHIIA.

Pa3snanane Ha TYMOpa, BOACIHIO 10 l'lpﬁﬁﬂﬂ B HE€PBOTO. Kaxxere Ha Bauiusg JICKAp aKO UMaTC CHWIHA
KOpPDEMHA 60.]][{&, TCMIICPATYPa, raacHE, MNOBPbhILHAHE, KPBB B H3IIPpAXKHCHHUATA HIIH TIIPOMC
HAaBHLIH.




JIP}*TH HECKCTAHH pCAKLIHHA MOXE Na BKITKOYBAT.

MHoro yectu: Morart Aa 3acerHat noeede oT 1| Ha 10 xyum

. Hamanen 6poii TpoMOOLINTH, YepBEHH KPBBHY KIETKN WK Oenr KpbBHHU K1eTKU (Harp.
HEYTPO(MHIIH).

. HenocTur Ha Bb3OyX.

. BHCOKO KpBbBHO HAIATaHE.

. Texxka yMmopa, 3aryba Ha cuna.

° IToaysaHe, OBDKAWIO ¢€ Ha TEYHOCT MO KOXATA WIH OKONO OYMTE, OBA00K anepradeH oOpHs.
’ bonka/npa3HeHe B ycTaTa, 3a4yepBiBaHe/Bb3TNIaIeHHe/CyX0Ta B ycTaTa, [I[POMEHM BbB BKYyCa,

pa3CTPOEH CTOMAaX, rajieHe, MOBPbINAHe, AXapHs, 3amek, 6onka/moayBaHe B KOpeMa, 3aryba/HamMasisBane
Ha areTuTa,

. [ToHH»XeHa aKTHBHOCT Ha WWTOBHIHATA *#Jie3a (XUNOTHPEOUIH3BM).

. 3aMasgHoCT.

. ["maBobonue.

. KnpBeHe ot Hoca.

. bonku B repba, 60aKU B CTABHTE.

. bonka B pplieTe W Kpakara.

. [ToxxbpnTABaHE Ha KOXKaTa/00e3LBETABaHE Ha KOXKATa, MPEKOMEPHO OLIBETABAHE HA KOXKaTa,

NMpOMAHA B LiBETA Ha KocaTa, OOpHB Mo AnaHHTE Ha pBUETE U X0ouUnaTa, oOpHB, cyxa KoxXKa.
. Kauunuua.

. Bucoka teMnepaTtypa.

. TpyaHO 3acniBaHE.

Yecru: morar ga 3acerdat go 1 Ha 10 gywuu

. KpbBHH CBCHPELH B KPBBOHOCHHUTE CHIOBE.

. HenoctarhbyHOCT Ha NPUTOKA HA KPBB KbM CHPIACUHHA MYCKYJI, TOpaaH 3aImyLIBaHE WIIH
CTECHABAHE HA KOPOHAPHHUTE APTEPHH.

. bonka B repauTe.

. HamaneHo KOJIM4eCcTBO KPbB, H3MIOMIIBAHO OT CHPLIETO.

. 3aapbAKKA Ha TEUHOCTH, BKITKOUUTENHO OKONMO bennTe apodoBe.

. Uudexuun.

. YcnoxHeHHE Ha TexkKa HHbeKIHA (HAIMYHA B KPBBOOOPALEHUETO ), KOATO MOXKE [1a JOBeIE N0
YBpEeXKAaHe Ha ThbKAaHH, OpraHHa HeJOCTATbYHOCT U CMBPT.

. [ToHHxeHa KpbBHA 3axap (BHXKTe TO4KaA 2).

. 3aryba Ha OenTBK C YpUHaTa, MOHAKOTa BOAESLLA A0 OTOLA.

¢ ["'punonoaobeH cuHAPOM.

. AGHOpMHM KPBBHH NTOKa3aTeNY, BKIIOUYBALIM [TAHKPEATHYHH U YEPHOAPOOHU EH3UMH.

. Bucoko HMBO Ha MAKO4YHA KHCENMHHA B KPBBTA.

. XemoponaH, 601Ka B NpaBoTO 4€pPBO, KbpPBEHE OT BEHLUUTE, 3aTPYAHEHO MPEribLIaHe WK
HEBB3MOXKHOCT J1a C€ MperiTblA.

¢ [Tapemo uiu O0IE3HEHO yCellaHe Ha €3HKa, Bh3MaleHHe Ha 00BUBKaTa Ha XpaHOCMHIATEIHUSA
TPaKT, MPEKOMEPHO KOJTMYECTBO ra30oBe B CTOMAaxa WU 4E€pBaTa.

. 3ary6a Ha Terino.

. MyckynHo-ckeneTHa 6onka (60/ka B MyCKYJIMTE U KOCTHTE), MYCKYyJHa cnabocT, MyCKy 1Ha
yMopa, MycKyJiHa 60/ika, MyCKYJIHH CHa3MH.

. CyxoTa B HOCa, 3aImyLueH HOoC,

. [IpexOMepHO CBHI30TEYEHUE. -

. Heobuuaitna qyBCTBUTENHOCT Ha KOXKaTa, ChbpOex, JIOWIEHE U Bb3najie

4AKHC, MTPOMAHA B UBCTAd Had HOKTHTC, KOCOITA .
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. HeoOwuaiiHi ycellanus B KpanHHULIHTE.

. Heo6HualiHO MOHHKEHA/YBETHYEHA YyBCTBUTETHOCT, 0CODEHO MPU AOTHP.
. KucenuHu B croMaxa.

. O6e3poaHaBaHe (OeXUaApaTaLu).

. [‘opemy BBIHH.

’ HeoOu4aiiHO oUBETEHA YPHHA.

. Henpecus.

. BTpucase.

HeuectH: MoratT Aa 3acerHar 4o 1 sa 100 pyuiu

. YXuBoTo3acTpaluapaiid MHPEKLMH Ha MEKMTE ThKaHH, BKIIOUHTEIHO aHO-TeHUTANIHATa 00NacT
(BIDKTE TOUKA 2).

. VY aap (MHCYAT).

. CopneueH MHGMAPKT, MPUYHHEH OT NPEKhCHAT WK HaManeH MPUTOK Ha KPbB KbM CHPUETO.

. [TpoMsHa B eJeKTPHUUECKaTa AKTHBHOCT Ha ChPLIETO MM HENIPaBUIEH ChPICUEH PHTHM.

. TeuHocT OKONO CHPUETO (NEpUKapAEH H3JIHB).

. YepuoapoOHa HEAOCTATHUHOCT.

. Bonka B cToMaxa (kopeMa), NpUYMHEHA OT Bh3NalieHHe Ha 3aZiICTOMaIlHaTa XJIe3a.

. Pasnan Ha Tymopa, Bozel ao npobuB Ha yepsarta (nepdopawms).

. Bn3naneHue (MoJyBaHe H 3aUepBABaHE) Ha HUTbUKATa CbC HITH ©€3 CBBP3aHH ¢ HEro KAMBHH B
XKNBUKATA.

’ HeecTecTBEHO KaHAT4e, CBRP3BAlIO €IHA TENECHA KyXHHa ¢ ApYra UiId ¢ KOKaTa.

. Bonxa B ycrarta, 360MTe W/IWTH YEMIOCTTa, NOXYBaHE WK BB3MANCHHE B YCTATa, BKOYAHCHOCT HIH

YyBCTBO Ha TEXECT B UEIOCTTA WM paskiallaHe Ha 360, Tosa Moxe fa OBIAT CHMITTOMH Ha KOCTHO
yBpEXKOAHE HA YENIOCTTa (OCTEOHEKPO3a), BUKTE TOUKA 2.

. CBpBXNPOAYKUHSA HA IIXTOBUAHH XOPMOHH, KOATO MOBHIIABA KOJMYECTBOTO EHEPIH, KOCTO
TAJIOTO M3M0JI3BA ITPH MOKOH.

' [TpobnemHo 3a3/ipaBsiBaHe Ha paHaTa C/IeA onepauus.

¢ [ToRHILEHH KPBBHH CTOMHOCTH Ha eH3uMH (kpeaTHHDOCHOKHHA3a) OT MYCKYJIHTE.

. [IpekoMepHa peaKiiis KbM alepreH, BKIIIOUHTENHO CEHHA XpeMa, KOXKEH OOpHB, KOXKEH ChpOex,
YPTHKapHs, NoJyBaHe Ha YacTH OT TAJIOTO K 3aTPYAHCHO AHULIAHE.

’ Br3naneHue Ha Ae¢6€10TO 4epBO (KOJIUT, HCXEMHYEH KOJHT).

Penxu: Morat ga 3acerHat 1o 1 Ha 1 000 oy

. TexKa peaKuys Ha KO>KaTa W/uiu TuraBHLMTe (cuHapom Ha CTUBBHC-JDKOHCHH, TOKCHYHA
SNUAECPMATHA HEKPOH3a, epyHTeEMa MYyJITHGOpME).
. Cungpom Ha TyMopeH paznan (CTP) — CTP, siurousa rpyna oT METabOJIMTHH YCIOXKHEHHS,

KOMTO MOTAT 4 € NOABAT N0 BPEME HA JIeYeHHETO Ha paK. Te3H YCA0KHCHHS CE IPHYHHABAT OT
pa3mafHHTE NPOAYKTH HA YMHUpALlUTe PAKOBH KJIETKHM ¥ MOTAT Jla BKITIOYBAT CJIEAHOTO: TafICHe, 3a1yX,
HETIPABIICH Chp/JEYEH PHTHM, MYCKY/IHH CMa3MH, MPUNAgbLY, MOMBTHABAHE Ha yPHHATa 1 YMOPa,
CBBP3aHHM C HAPYIIEHHS B Pe3y/ITATHTE OT NaGOpaTOPHHUTE M3C/eBaHYs (BHCOKH HHBA HA KaJWH,
MHKOYHA KucelruHa U Gocdop H HUCKH HHBA Ha KAIUMH B KPBBTA), KOMTO MOTaT Jia I0BEAAT /10 [TPOMEHH
B 6nOpeuHara hyHKUHA ¥ ocTpa ObOpeyHa HEIOCTaThHHOCT.

. Heo6uuaiiHo pasrpakaaHe Ha MyCKynMTe, KOETO MOXe Jia joseie 10 6b0petru mpobiemu
(pabooMuonn3a).
. Heo6uyaliH¥ H3MEHEHHA Ha MO3bKa, KOMTO MOraT Ja [IpeIM3BHKAT MHOXXECTBO CHMITTOMH, B

TOBA YKCIIO Ty1aBoGonue, o6 bpKBaHe, MPUINATBELHM H 3ary0a Ha 3peHHe (CHHAPOM Ha obpaTumMa 3a1Ha
neBKoeHUepanonaTus). ~
’ Bose3HeHo pa3a3BABaHe Ha KOXaTa ([IHOACpPMA [AHTPEHO3YM).
. Bo3naneHue Ha yepHUs apod (XernaTur).




* BosnaneHue HA LIUTOBHIHATA »KII€34.
. VBpexaaHe Ha Hali-MankuTe KPbBOHOCHH CBIOOBE, H3BECTHO KAaTO TpOMOOTHYHA
mukpoanruonatus (TMA).

C "eH3BECTHa 4ecTOTa (OT HAUTHYHUTE JaHHH HE MOxe 1a ObAe HarpaBeHa OLIEHKA)

. PasiuupsBaHe B OTC1a0BaHe Ha CTEHAa HA KPbBOHOCEH CbJl HITH pa3kbCBAHE Ha CTCHA HA
KPbBOHOCEH CbJl (AHEBPU3MH M apTEPHAIHH JRHMCEKALMK).
. Jlurica Ha eHeprus, O6bPKAHOCT, CHHAMBOCT, 6e3cb3HaHHE/KOMa — TE3H CHMIITOMH MOJKe jJa ca

MPH3HALIK Ha MO3bYHA TOKCHMUYHOCT, MPEJH3BUKAHA OT BUCOKH HUBA Ha 4MOHSK B KPBBTA
(xunepaMoHeMHYHA eHUedaonaTus).

CrofiaBane HA HEXKeJAHH PeAKIHH

AKO TIOTyYHTE HAKAKBH HeXeJIaHH JIeKapCcTBeHH peakllvH, yseaomere Baiunsa nexap. Toea BkouBa
BCUYKH BH3MOKHH HEOMIHUCAHHU B Ta3H JIMCTOBKA HexXeJTaHW peakuun. MoxkeTe b0 Aa cholluTe
HeXKeNaHH peaKLHH AUPEKTHO 4Ypes.

HampaKTENHA areHUMs M0 J1eKapCcTBaTa

yi. ,,JJamsaH ['pyes” Ne 8

1303 Codus

Tes.: +359 2 8903417

yebcairT: www.bda.bg

KaTto ch0o01maBaTe HEXEIAHH peakLiMy, MOXere 1a JaaeTe CBOsl IPUHOC 34 MojlyyaBaHe Ha NOBEYE
HHOpMaLsi OTHOCHO 6e3011aCHOCTTa Ha TOBA /IEKapCTBO.

5. Kax aa coxpanaate CynHTHHHO PapMacalbHC

- Jla ce cbXpaHsABa Ha MACTO, HEAOCTBITHO 3a ACLa.

- He m3nonssaiiTe TOBa JIEKApPCTBO Ce CPOKa Ha FOJHOCT, 0TOEIA3aH BbPXY KapTOHEHaTa
OrnakoBka, OyTunkaTa v 6nucrepa cnien ,,l'oneH 00:”. CpoKeT Ha FOMHOCT OTrOBapst Ha MOC/IEAHHA A€H OT
MOCOYSHUA MECELL.

- Tosa nekapcTBO HE M3UCKBA CTeL[HATHH YCJIOBHS Ha CHXPaHEHME,

- He usnonssaiiTe TOBa JIEKApCTBO, ako 3a0enexure, 4e ONaKOBKaTa € yBpeaeHa WiIH UMa CIEAu OT
OTBapsHE.

He u3xBbpisiiTe IEKapCTBaTa B KaHAIM3aLMATA WIMA B KOHTEHHepa 3a JoMalHH oTnianbLy. 1lonnTanTe
Bawnsa dhapMaleBT Kak Ja H3XBBPIIATE IEKapCTBAaTa, KOUTO Beve He u3nonasare. Te3n Mepky e

CIIOMOrHAT 3a OIla3BaHC Ha OKOJIHATa CpEia.

6. CoabpxKaHHe HA ONAKOBKATA H XONbJAHRTEAHA HHopManHs
Kakpo cpabpxa CYHHTHHHO @apMacaHbHC

Cynurannb ®apmacafinuc 12,5 mg TeLpAH KancyJjx
AKTHBHOTO BELIECTBO € CYHHTHHMO. Beska Kancyna cbabpxka CyHHTHHHOOB XMAPOXJIOpU, CKBHBATICHTEH
Ha 12,5 mg cyHUTHHHUO.

JHpyrute ChCTaBKH ca.

- Kancynno cvovpacumo: maruron (E421), kpockapMenosa HaTpHi, noBuaoH (K-25) u Marsesunes
cTeapar.

- Cwvcmaé Ha kancynama. )eJlaTuH, depseH xenesed okcul (E172) u TuraHoB




- Hevamno macmuno. 1WENNAK, MPOMTHNEHIIIHKOIN, YepeH xkene3eH okeua (E172), aMoHAK,
xoHUeHTpHpaH pasteop (ES527), kanuer xuapokcun (E525).

CyauTuauad ®apmacaiibac 25 mg TBEPAH KANCYJH

AKTHBHOTO BELLECTBO € CYHUTHHHO. Besaka kancyna chabpxka CyHUTUHUOOB XHAPOXNIOPHI, EKBHBAJIEHTEH
Ha 25 mg CyHWTHHHO.

Hpyrure CbCTaBKH ca:

- Kancyano cvovpacumo: mannron (E421), kxpockapmenosa Hatpuii, noeuaoH (K-25) U Marnesues
cTeapar.

- Cvcmas Ha kancyrama: KeiaTHH, xuiT skenezeH okeua (E172), uepsen xeneseHd oxeng (E172)
THTAHOB qHokcHa (E171).

- [Tevamno macmuno: WeNNaK, NPONKIEHITIHKOIN, YepeH xene3eH okcua (E172), aMoHsK,
kOHLEHTpHpaH pasTeop (ES27), kanues xuapokcua (E3525).

CyunTnrnd ®apmacaiinuc 37,5 mg TBbpAR KANCyJIH
AKTMBHOTO BELLECTBO € CYHHTHHHO. Beska Kancysa cbabpxa CyHUTUHHOOB XMAPOXIIOPH,
eKBHBaJIEHTeH Ha 37,5 mg CYHHTHHHO.
JIpyruTe ¢bCTaBKH ca:
- Kancyano cvovpacumo: maauTon (E421), kpockapMernosa HATpHiA, MOBHAOH (K-25) U MarHe3ues
cTeapar.
- Cvcmas na kancyrama: xenatuH, THTaHoB auokcuz (E171), xbir xkeneseH okeun (E172).
- Hevamno macmuno: wennak, MPoMUISHTIIMKO, YepeH xeneseH okcul (E172), aMoHiK,
koHUeHTpupaH pa3teop (ES527), kanuer xuapokeun (E52)5).

Cyuurnaud @apmacaiinnc 50 mg TBLpAH KaNCyIH

AKTHBHOTO BeLIECTBO € CYHUTHHNO. Besdka kancyma cbabpika CYyHHTHHHOOB XMAPOXIAOPHI,
ekByBaieHTeH Ha 50 mg CyHUTHHMD.

JIpyrure CbCTaBKHU ca:

- Kancynno cvovpocumo: Maunton (E421), kpockapMenosa HaTpHi, NOBUAOH (K-25) 1 MarHe3ues
creapar.

- Cvcmas wa kancyrama. xenarul, THTaHos ndokcun (E171), sxwar keneseH okeua (E172),
yepBeH skese3eH okeua (E172).

- Hevamno macmuio: 1IENNAK, NPONUISHITIHKON, YepeH xene3ed okcul (E172), amonsk,
koHLieHTpHpaH pazreop (E527), xkanues xuapokcu (E5235).

Kak m3raexna CysuTanund @apMacaHbHC H KAKBO CbABPXKA ONAKOBKATA

Cynutunun6 ®apmacaiibhc 12,5 mg ce npeaiara KaTo TBbP/H KEJATHHOBH KanCyaH ¢ pasMep 4, ¢
OpaHXEBO Kanaye ¥ OPaHKeBO TAJIO, ¢ Hame4aTaHo ¢ 4epHo MacTHIo “STN 12.5 mg” BbpXY TAIOTO,
CBABPXALUH OPAHXKEB MNpax.

Cynutnuu6 dapmacailbHC 25 mg ce npeanara Karo TBbPIH XKEJNaTHHOBH KalCy/u ¢ pasmep 3, ¢
OpaHKEBO Kaflaye H OparKeBO TAJIO, C HareyaTaHo ¢ YepHo MacTH0 ,,STN 25 mg” BepXy TANIOTO,
ChOBPKAL[HA OpaHKEB Npax.

CynutuHn® ®apmacaiibHe 37,5 mg ce npeanara kKaTo TBbPAH XKENATHHOBH KarCyu ¢ pasMep 3, ¢
Kafaye M TJIO, C LIBAT Ha CJIOHOBA KOCT, ¢ HaneuaraHo ¢ 4yepHo MacTwio “STN 37.5 mg” Bepxy T4710TO,
CBAObPXKALLM OPatKeB Ipax.




CynutnHub ®apmacaitsnc 50 mg ce npeiara KaTo TBbPIH KEJATHHOBH KaNCyJd ¢ pa3Mep 2, OpatKeso
Kanade ¥ OpaHKeBO TAJIO, C Hame4aTaHo ¢ YyepHo MacThio ,,STN 50 mg” BbpXY TANOTO, CHABPIKALIH
OpaHKeB Mpax.

[peanara ce 8 HDPE 6yTunky ¢ kanauka 3amuteHa or geua no 30 xancynu 1 Gnuctepu o 28 u 30
KallCyJIM.

He BcHuYKM BHIOBE OMIAKOBKH MOTaT Ja Objar MycHAaTH B nipoaakda.

IIpuTexkarTes HA pazpemieHHETO 3a ynorpebda

PHARMASCIENCE INTERNATIONAL LIMITED
I, Lampousas Street,

1095 Nicosia,

Kunsp

IIpousBoanuTEN

Bluepharma - Industria Farmacéutica, S.A.
S. Martinho do Bispo

3045-016 Coimbra

[TopTyraaus

To3n nekapcTBEH MPOAYKT € paspeiieH 3a ynorpeda B Appkasure Yienku Ha EUII noa cieannTe
AMeHA:

ITopryranus Sunitinib Bluepharma

Kunnp Sunitinib Pharmascience 12,5 mg xaydxw oxinpa
Sunitinib Pharmascience 25 mg xoyaxio oxanpd
Sunitinib Pharmascience 37,5 mg xoydaxw sxkinpa
Sunitinib Pharmascience 50 mg kayaxwe okAnpa

buarapug CyHutnHu® ®apmacaitbie 12,5 mg TBBpIM KancyJu
CynuruHn® ®apmacailbHe 25 mg TBEPAH KancyJiu
Cynuruaub ®@apmacaifbie 37,5 mg TBbPAH Kancysiu
CynurnHnb ®apmacaipHc S0 mg TBHPAH KANCyIn

XbpBaTHsl Sunitinib Pharmascience 12,5 mg tvrde kapsule
Sunitinib Pharmascience 25 mg tvrde kapsule
Sunitinib Pharmascience 37,5 mg tvrde kapsule
Sunitinib Pharmascience 50 mg tvrde kapsule

Yuarapus Sunitinib Pharmascience 12,5 mg kemény kapszula
Sunitinib Pharmascience 25 mg kemény kapszula
Sunitinib Pharmascience 37,5 mg kemény kapszula
Sunitinib Pharmascience 50 mg kemény kapszula

IHoama Sunitinib Pharmascience

CaoBenust Sunitinib Pharmascience 12,5 mg trde kapsule
Sunitinib Pharmascience 25 mg trde kapsule
Sunitinib Pharmascience 37,5 mg trde kapsule
Sunitinib Pharmascience 50 mg trde kapsule

JiaTa HA NOCJIENHO ONpepasriexiaHe Ha JHCTOBKATA:
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