JIncropka: aapoOpMaAnHd 32 I

Cyuntunu6 Tepa 12,5 mg TBupaf KAl
Sunitinib Teva 12.5 mg hard &é&?&m N eeieiemsevcrmmensescnaans

Cynaranu6 Tepa 25 mg TBEPAH KanCyJIH
Sunitinib Teva 25 mg hard capsules

CynaTunabd Tesa 50 mg TBBpAR KANCYIH
Sunitinib Teva 50 mg hard capsules

CYHUTHHHO (sunitinib)

IIpoueTeTe BHHMATEIHO NAJATA JRCTOBKA, HPEAH A4 3aN09HETE 1A NPHEMATE TOBA JIEKAPCTBO,

ThH KATO T4 ChABPXKA BAKHA 3a Bac AaEpopManu.

- 3amnazere Ta3H JJMCTOBKA. Moxke Jia Ce HAJIOKH Oa 5 NpOYETETe OTHOBO.

- AKO UMaTe HAKAKBH JOIBIHUTENHU BEOPOCH, NomuTaiiTe Banmia nexkap wnw papMaliesT.

- Toga nekapcTBo € npearmcano JH4YHO Ha Bac. He ro npeorcrenpaiite Ha aApyru xopa. To Moxe
[a UM HABPSOM, HE3aBHCHMO Ye NPH3HALIMTE HA TAXHOTO 3abo/dBaHe ca ChIMMTE KaTo Balnute.

- AKO MOJIYIHTE HAKAKBH HE)KeJIaHM JIEKAPCTREHH PEakLidH, yeeaoMere Bauma nexap HiH
(papmaiierT. TOBa BK/IIOUBA M BCHYKH BB3MOXHHA HEXeaHH PEaKLUH, HEONMHCAHH B Ta3H
JUCTOBKa., BIKTE TOUKA 4.

KaxBo chabpKa Ta3H JHACTOBKA

Kaxpo npeactasinssa CyHuTuERO TeBa H 3a KakBoO ce H3MOJ3Ba
Kakso Tps6Ba fa 3Haere, npeau Aa npuemere CyHHTUHHO Teba
Kak na npuemare Cynurnnub TeBa

BB3MOXHE HEXENaHH peakLMH

Kak pa cexpanssate CyHuTHHHO TeBa

ChanpkasHe Ha OMakoBKaTa M JONBIHUTENHA HHOpMALHA
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1. Kaxso npeacrapiasea CyaaTaHu® TeBa m 3a KaKBO ¢e H3N03Ba

Cynnrinu® TeBa chabpika aKTHBHOTO BELIECTBO CYHHTHHMO, KOETO € MPOTeHHKHHA3EH HHXHOHTOP.
HM3nonzea ce 3a JleMeHHe HA pakK KaTo MpeoTBpATABa aKTHBHOCTTA Ha CTICI[HANTHA rpyTa MPOTEeHHH, 34

KOHTO € U3BECTHO, 9€ YYacTBaT B PacTerka H pa3lIpOCTPAHEHHETO HA PAKOBHTE KIICTKH.
Cynurnau® Tepa ce H3Mo3Ba npH Bb3PACTHH 34 JICUCHHE HA CICTHHTE BHAOBE PaK:

- racTpouHTecTHHANEH cTpoMaieH Tymop (TUCT) - BHA pak Ha cToMaxa M 4epsara, IpH KOHTO
HMATHHHO (APYyro MpOTHBOPAKOBO JIEKAPCTBO) Beue He BH ASHCTBA MM HE MOXKETE A
npHeMare UMaTUHHO,;

- MeTacTaruvet OB0peuHokneThueH KapunHoM (MBKK) - Bua kapumHOM Ha 6s0peimre, KOHTO
CE € pa3NpOCTPaHHA B APYITH YacTH Ha TAIOTO,

- HEBPOCHIOKPHMHHE TYMOPH Ha 3aJcToMamHaTta adesa (MHET) (TyMopu Ha XOpMOH-
NPOM3IBEKAALINTE KICTKH Ha 33ACTOMAIHATA #UIe3a), KOHTO ¢a HATIPEAHANH WIH HE MOTaT aa
ObaaT OTCTPaHEHH XMPYPTHYHO,

AKO UMaTe HAKAKBH BBIIPOCH 3a TOBa Kak AeiicTBa CyHuruHuO TeBa wnu 3amo By
JIEKapCTBO, NONMMTaiTe Bamus nekap.

K

2. Kakero Tps0Ba aa 3aaeTe, npean A2 npaeMere CyHHTHHAO Tena

HE npremaiiTe CynaTnaa0 TeBa

N3NLIHUTENHA AFEHLUA 110 NEKAPCTBATA




- aKO CTe AJIEPrHYHH KBM CYHHTHHHO Hj1H KbM HAKOS OT OCTAHAIMTE CHCTaBKH Ha CYHHTHHHMO
Tepa (M36poeHn B TOUKA 6).

IpeaynpexieHus 1 NpeANa3sHE MEPKH
I'oBopere ¢ Bamus Jexap npean a2 npaeMere CyauTaanG Tepa:

- AKO HMATE BACOKO KpbBHO Haaaranme. CyHHTHHHO Tepa MosKe J1a IIOBHIIH KPBBHOTO
HaJisrase. Bamuar ekap Moxe a NpoBepH KPBBHOTO By HallArane mo BpeMe Ha JIUCHHETO ChC
Cynurnanb Tepa H ako ce Harmara MOxe aa Bu nekyBa ¢ IekapcTBa 3a IOHIDKaBaHe HA KPBBHOTO
HaJIATaHe.

-  AKO0 HMAaTe HJH CT¢ HMANH 3200, I1BAHEe HA KPbLBTA, NPolJjieMH ¢ KEPBEHETO HIIH
ofpasyBaHe Ha CHEHHHE. JleueHueTo ¢v¢ CyHuTHHHO Tepa MoXe Ja NOBEIE A0 MO-BHCOK PHCK
OT KBPBEHE WIH Ja AOBENE A0 NPOMEHH B Opos Ha onpeie/ieHH KPBBHU KIIETKH, KOSTO MOXKE Aa
npeAH3BHKA aHEMHA HJIH Ja OKaXKe BIIMAHME BBPXY CIIOcOOHOCTTA Ha KpbBTa BH fa ce ChcHpBa.
Ako npuemate papapuH MK allCHOKYMapoJl, JIEKapcTBa, KOMTO pa3pexAaT KphBTa, 3a Jia
NpPeIOTBPaTAT 00pazyBaHeTO HAa CHCHPELH, PHCKBT OT KhpBeHe Moxke Ja O6bae mo-romsiM. Kakere
Ha Bamnsa nekap, ako HMaTe HAKAKBO KBpBeHe, nokaTto npueMare CyHHTHHHO Tepa.

-  Axo EmaTte npobaemn cbe cppueTo. Cynurnan® Tesa Moxke na NpeAU3IBHKA CHPACYHH
npodneMu. Kaxere na Baima nekap, ako ce 4yBCTBaTE MHOTO YMOPEHH, HMATE 3a0yX HIH
MOXYTH KpakKa H ITIe36HH.

- AK0 HMAT¢ HAPYIMICHHN BA ChHpACIHEE pATEM. CynnTnand Tesa MOXe 1a npeanusBHKa
HapyIeHHs B cbpAevHMs Bu pureM. Bammsat fnexap Moxke Ra BH HanpasH eJeKTpOKapAHOTPaMH,
3a Ja OIIeHH Te3H npobneMH Mo BpeMe Ha JietueHHeTo Bu cbe CynuTnHHO Tesa. KakeTe Ha
Bamua nekap, ako ce IyBCTBATE 3aMasHH, NpWiomasa By WK HMaTe HapyIIEeH CbpACYEH PHTEM,

Hokato npuemMare CyHHTHHHO Tepa .

- AKO BACKOPO ¢Te HMAJIH Npod/ieMH ¢ KPbBHH ChCHPEIlE BHB BEEHTE H/HJIH apTepHHATE
(BHA0BE KPLBOHOCHH CBHAOBE), BRIIYHTEJIHO RACYIT, HHPAPKT, eM0oaAA BAR TpomMbo3a.
CeopakeTe ce Beanara ¢ Baums jekap, ako no speme Ha nedcHHe ¢b¢ CyHuTHHHG Tepa
MONYYHTE CUMITTOMH KaTo 00Jika WIH ycelllaHe 3a HaTHCK B obiacTTa Ha repauTe, 60JIKa B
poLeTe, rbpba, BpaTa WM 4eIIOCTTa, 3ayX, CKOBAHOCT WA ¢naboCT OT eAHAaTa CTpaHa Ha
TAIOTO, 3aTPYAHEH TOBOp, IN1aBofoIEe HNH 3aMagHOCT.

-  AKO0 HMAaTe HJH ¢Te HMAH YBpEXKAaHe HA HA-MANKHTE KPHBOHOCHH ChA0BE, R3BECTHO
KaTo TpoMOoTHYRA Makpoarraonatua (TMA). Kaxere Ha Bamms jiekap, ako pa3BHETe
TPEeCKa, YMOPa, OTNaHANIOCT, CHHHHH, KbpBEHE, OAyBaHe, CObPKaHOCT, 3ary0a Ha 3peHHE H
I'bPYOBE.

- AKo HMAaTe npob/ieMH ¢ IETOBAAHATA XIe3a. CyHuTHHHO Tesa Moxe Aa Npean3BHKA
npobneMu ¢ MUTOBUAHATA XJe3a. Kaxkere Ha Bamna nekap, ako o BpeMe Ha JIEYEHHETO Che
Cynutnané Tepa ce usMopaBaTe NO-l1ecHO, OOHKHOBEHO BH € mo-cTyieHo, OTKOJIKOTO Ha
ApyruTe Xopa okono Bac unu rmacsT Bu crane npesras, @yHkuuaTa Ha Balara mproBHIHA
xne3a TpAdBa na Opae npoBepeHa, Npean JeyeHHeTo cbe CYHUTHHHO TeBa B peOBHO IO BpeMe
Ha JIeYeHHETO. AKO IMTOBHAHATA BH Kne3a He NpOH3BEXAa AOCTATHYHO THPEOKACH XOPMOH,

MOXKe a2 Bu 660 npiiokeHo THPEOUAHO-3aMECTHTEIHO XOPMOHAJIHO JIEHECHHE.
-F'
5
- AKo EMATE WIH €T¢ HMAJH HAPYIIeHHH HA 38/ICTOMAIIHATA AJIe3a HJI ‘ SRR
Kaxxere Ha Bamina nexap, ako nomydnte HAKOM OT CleAHUTE NPH3HAL HACANATOMIZ DO
o6J1acTTa Ha cTOMaxa {ropHaTa 4aCT Ha Kopema), rafieHe, NOBpBIaHe H BUCOKa-TEMUED AT

ToBa MoKe /3 Ce AB/DKH Ha BB3NATCHHE Ha 33CTOMALIHATA AUIe3a WK Ha HUTHYHIR N
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-  Axo HMATE HJIH cTe HMaJH YepBoApob6an npodaemn. Kaxere Ha Bamna nexap, ako nojpy*iy
HAKOM OT CIICAHHTE NPH3HALM ¥ CHMITTOMH Ha UepHOApoOHH NPobIeMH 110 BpEME Hg: FOFEHHETO
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cbe Cynuruan® Tera: crplex, MOKBITABaHE HA OYHTE WIH KOoXKaTa, ThMHA YPUHA B O0JIKa 1M
AUCKOM(OpPT B ropHaTta AscHa kopeMHa obnact. Baumsar iekap Tpa0OBa 1a Hanpasd KPHEHU
M3CeBaHHs, 3a Ja NpoBepH YepHOApoOHaTa BH QyHKIMA NPEAH M 1O BPEME Ha JICHEHHETO ChC
Cynurnau® Tesa u criope KITHHHYHHTE H3HCKBAHHA.

- AKo HMAaTe HJIH cTe HMAJH 0b0peunn npobaemn. Bamust exap ue nmpocnensea OrOpeuHara
Bu ¢pysxuus.

-  Axo Ba npeacron onepannas HiR HacKopo ¢a Ba onepapann. CynutHHUO Tepa MOXe JAa
NOBIMAC HA HAYMHA, N0 KOMTO 3a3/paBaBar paHATe Bu. O0HKHOBEHO Ne3eHAEeTO BH CBhC
Cynutunnt Tera e 6pae cnpsro, ako Bu npeacroun onepanns. Bammar nekap e pemM Kora
Jla 3amo4YHe OTHOBRO NeuyeHueTo ¢bC CynuTnnud Tepa.

- Moxe na 6baeTe IOCHBETBAHH A2 HANPABHTE CTOMATO/IOTHYEH NPEreA Npean Ja
3anouHeTe Jeuenne ¢cbe CynaTunub Tena

- aKO MMAaTe WK CTe HMaIH §0iKa B ycTaTa, 3b0HTe H/WIH 9EII0CTTa, NoAyBaHe HiH
BB3TIANICHHE B YCTHATA KyXHHA, CKOBAHOCT WIH YYBCTBO Ha TEXECT B UEIIIOCTTa HIH
pasamase Ha 350, Beanara kaxere Ha Bamua nekap u 3p60nekap.

- aKO Ce Hajiara Ja ce no;JI0yKHTe Ha HHBa3UBHO CTOMATOJIOTHYHO JISUCHHE HIH
CTOMATOJIOTHYHA OTIEpalius, Kaskere Ha Bamms 3u60nekap, 4e ce nexyBare Cbe
Cynntuau6 Tesa, oco6eHo ako chino Bu ce npunarat wid ca Bu npunaranu
Sudocdonarn nnTpaseHo3HO. brudocdonaTnTe ca nekapcrsa, H3NOM3BAHH 34
IpPEAOTBEpaTABAHE HA KOCTHH YCIOKHEHHA, KOHTO MOXe Jja ¢a Bu 6MnH NpHIoKeH:H U
33 APYro MeAMOMHCKo 3a00sBane.

- Axo HMaTe H/H CTe HMAJIH HAPYIICHHA HA KOXKATA M NOJKOKHEATA ThKaH. J[JokaTo npuemarte
TOBa JIEKAPCTBO MOXKE [a HACTHITH ,,IIHOJIepMa raHrpeHo3yM ™ (DolIe3HEHO pa3sa3BABAHE HA
KOXKaTa) MM "Hekporusupain ¢pactmar” (0bp30 pa3npocTpaHaBalla ce HHpEKIs Ha
KOXKATA/MEKHMTE ThKaHH, KOATO MOKe Oa ObJe skHBoTO3acTpainasatia). Toa cxbnrie
00HKHOBEHO € 0OpaTHMO CJiell CIMpaHe Ha JiekapeTeoTo. [Ipu ynorpebara Ha cyHuTHHHO ce
¢ch0OLIaBa 3a NOABA HAa TECAKKH KOXKHH peakuuu (cMHApoM Ha CTHBBHC-JKOHCHH, TOKCHYHA
eNHIepMAIHA HEKPOIH3a, epUTEMA MYJITH(POPME) N0 TANOTO, KOUTO C€ MPOABABAT IIbPBOHAYAIHO
KATO YEPBEHHKABH, MUINEHO-TIONOOHH ITETHA MJTH KPBIJIH IUTAKH, YECTO C MEXYPH B LIEHTHpA.
O6pueBT MOXKE Aa IporpecHpa A0 OOLIHPHO pasnpocTpaHEHHE Ha MEXYPHUTE WITH H3IOIBaHE Ha
KOKaTa ¥ MOXKe Ja ObJe XKMBOTO34CTpamaranl. AKO pasBHETE OOpHUB WIIH TE3H KOXKHH CHMIITOMH,
He3a0aBHO NOTHPCETE CHLBET OT JIEKap.

- AKO EMATe H/IH CT¢ HMAJIH I'bpUY0Be. YBeaoMere Balug 1exap Bb3MOKHO HAU-CKOPO, Ko
HMaTe BUCOKO KPBBHO HaJIAraHe, IMaBoboHe WiH 3ary0a Ha 3peHHe.

- Axo umate auaber. CTOHHOCTHTE Ha KpPHBHAT2 3aXap HpuU [MalMeHTUTE ¢ AMader TpAdBa fa
OBaaT npoBepABaHH PEAOBHO, 3a a Ce MPELEHH JAMH 103aTa Ha AHTHIKHA0ETHOTO JIEKAPCTBO
TpsAOBa Ja ce KOPUTHUPA, 34 14 ¢e CBEAE IO MUHHMYM PUCKBT OT HUCKH CTOHHOCTH HA KPBBHATA
3axap.

Jlena u JonomnA

Cynuranu6 Tepa He ce npenopruBa 3a ynorpeGa npH xopa Ha pe3pact nmox 18 ro
Apyru nexapersa m Cynntann® Tena

HMudopMupaiite Balnua jgekap win ¢gapMaleBT, ako NpUHEMAaTe, HACKOPO CTe npﬂemann HJ’.[H %, ;{
BB3MOJKHO Jd IIPHEMATE APYTrH JIEKAPCTBA, BIJIFOYUTENIHO JIEKapCTBa, KOUTO C¢ omycica*r 6es Tie

NpeAnMCAHUE, JOPH TE3H, KOHTO HE ¢a IPEANUCAHH. L w



Hsixom nekapcTBa MOTAT Ja OKaXaT BIMsAHWE BepXy HuBaTa Ha CynnTHHmO Tesa B oprannsma Bh.

TpaGera na mudopMupare Bamina nekap, ako pUeMarte JieKapcTBa, ChbAbPKalllH CIeAHHTE AKTHBHH

BELIECTBA!

KETOKOHA30J1, HTPAKOHA30JI —KOUTO CE€ M3MONI3BAT 3a JICUCHHE HA bOMYHM HH(PEKLHH,

ePUTPOMHELINH, KIIaPHTPOMHIIHH, pA(aMITMIAH —HA3MOI3BAHH 33 JICYCHHE HAa HHOEKLVH,;

PUTOHABUP —H3MOI3BAH 3a jieueHHe Ha HIV undexums;

NEKCAMETA30H —KOPTHKOCTEPOH/, M3MON3BAH 3a JIeUeHHe Ha pa3iHuHu 3a6onaBaHus (KaTo

HaIpUMep ANePrHYHH/ IHXaTelHH HapyLIeHHs WK KOXHH 3a00/aBaHu);

o ¢eHHTOMH, KapOaMaszenuH, peH0obapOHTaN —M3MON3BAHM 34 JICUCHHE HA CTHJICTICHA H APYTH
HEBPOJIOrHYHH 32005 1BaHHA,

* PACTHTETHH NIPOAYKTH, CBABPKAMIH JCBIT KauTapHoH {(Hypericum perforatum)—a3noN3BaHy 34
JIEYEHHETO HA ACTIPECHs W TPEBOMKHOCT.

CyanaTrrRO TeBa ¢ XpaHa B HANHTKH
I[To Bpeme Ha neuenue cbe CynuTHHMO Tera Tpabea aa u3bareate MpHeMa Ha COK OT rpeHngpyT.
bBpeMeRHOCT H KbpMeEHe

Axo cTe GpeMeHHa WM KbPMHTE, CMATATE Y€ MoXe [a cTe OpeMeHHa WIH TU1aHupaTe SpeMEeHHOCT,
NMOCHBETBAlTE ¢e ¢ Batma nekap win papManest, npeiu 1a NpHEeMeTe TOBA JIEKapCTRO.

AKO HiMa BEpOATHOCT Aa 3abpemeHeere, Tpia6Ba Aa H3noN3BaTe HAIEKACH METO 3a MPESANIa3BaHe OT
3a0peMeHsBaHe 110 Bpeme Ha nevenne ¢be Cynutuan® Tesa.

Ako KppMuTE, HHpOpMHEpaiiTe Baina mexkap. He Tpa6Ba Aa KbpMUTE 1O BpeMe HA TECUYCHHE CEC
CyHuruuan® Tepa.

Illojpupane 1 padoTa ¢ MAMIHAH

AKO noJTyguTe 3aMaliBaHe WK e YyBCTBaTe HeOOUUaiHO YMOpPEHH, OBJeTe 0CODEHO BHHMATEIHH,
KOraTo wodupare uiu paboTHTe ¢ MallHHH.

3. Kakja npaemare CyruTRHEO Tesa

BuHaru npueMaifTe TOBa JIeKapcTBO TOUHO KakTo BM e kazan BawuusaT nekap. Ako He CTe CHTYPHH B
HeLo, monmuTaiTe Baluna aekap.

Bamuar nexap me Bu npeamume no3a, KOATO € noaxoaaima 3a Bac, B 3aBHCHMOCT OT BUAA Ha
eKyBaHWA TyMOp. Ako nposexkaare nedenue 3a TUCT unu MBKK, obu4atinata noza e 50 mg
BEAHEXK JHEBHO B HPOAB/DKeHHe Ha 28 nHu (4 ceIMHIM), mocaeasaHa ot 14 auu (2 ceaMunu) nayza
(6e3 nekapcTBO) HAa 6-CEAMMYHH MHKJIH. AKO cTe nojjioxeHu Ha nedenne 3a nHET obuvavinara no3a e
37,5 mg BeaHBK AHEBHO 6¢3 NepHO HA NOYHBKA.

BaiusT nexap e onpeacny noaxoAsiara Ao3a, KoATo Tpadsa Aa NpHEMAaTe, KaKTO H aKO B KOTa
TpabBa ga cnpere neucHueTo cbe CyHATHHHE Tera.

Cynnmurn® Tesa Moxe fa ce nprema cve WM 6e3 XpaHa. i

AKO cTe npHeaH NoBede oT HeoOxoanmara X033 CynuTnanb Tepa

Ao CITyyaliHO CTe NpHeIM TBBPIE MHOTO KanCyil, HHdopmupaiite Bexnara Bam ncigdp, T

MOJKE Jia ce HYXKJAeTe OT MEJULIHHCKA MTOMOIL. C b R R



Axo cTe nponycHaad aa npaeMere CynaTannb Tepa

He npuemMaiire qBoiiHa no3a, 3a 1a KOMNEHCHpAaTe MpPOITyCHATATa A034.

4. Bb3IMOXHH HEXeJNAHH PeAKNHA

KakTo BcHukn JICK&pCTBa, TOB& JICKAPCTBO MOXKC J1a MPCAHU3BHKA HCKCIIAHH PeaKIHH, BBIIPOKH Y€ HE
BCCKH T'H ITOMYYARA.

Beamara tpabBa ga ce ceppkere ¢ Balius nekap, ako NOJIy4YHTE HAKOS OT TE3H CEPHO3HH HEXKEIaHH
peakiuH (Bikte ome Kaxkso Tpabba ga 3naere, npesn na npaemere Cynaraanb Tena):

AKO MoNy4YuTe NOAYBaHe HA JIMLETO, €3HKA WIIH I'bpJIOTO, KONPUBHA TPECKA, 3aTPYAHEHO NPErThliaHe
HIH QHiaHxe, TpsaOBa Aa cnpere npueMa Ha CynutnHub Tepa.

Crpaeunn npobiaemn. Kaxere na Bamma nekap ako ce 4yBcTBaTe MHOIO M3MOPEHH, HMATE 3a0yX
HIIM MOAYTH Kpaka H rie3eHn. ToBa MoXKe f1a ¢a CHMITTOMM Ha NpoOIEMH CBEC CBPLIETO, BIIIIOYMTEHO
CBHpAEYHa HEAOCTATHYHOCT M ITPOGJIEMH ChC CHPACYHHA MYCKYJ1 (KapAMOMUONIATHA ).

IIpoGaemn ¢ DenuTe Apobose Bn JHmMAHeTO. Kakere Ha Balivg nekap, ako HMaTe Kanuiuna, 6oika
B 00N1acTTa Ha CBPAMTE, BHE3ANHA NOABA Ha 3a0yX Wil OTKANLITHE HA KPBB. TOBa MOXE Jia ca
CHMITTOMH Ha 3a0oiaBaie, HapeueHo GenoapobHa eMOOIHA, KOETO ¢ MOMYy4aBa KOraTo KpbBeH
ChCHpPEK JOCTHTHe Ao Genure Bu apodore.

buopeunn Hapymennsa. Kaxxere Ha Bains nekap, ako imMate npoMEeHEHa 9€CTOTa HJIH JIHIICA Ha
YPHHHpaHe, KOMTO MOTAT Aa OBJaT CHMITOMH Ha OBOpeyta HENOCTaTHYHOCT.

KupBene. Beanara kaxere Ha Bawnsa nekap, ako 1o speMe Ha nedeHHeTo ¢b¢ CyHHTUHHO TeBa
MOJIyYHTE HAKOU OT CIEAHHUTE CHMITTOMH WIH HMATE CEPHO3EH NpoOsIeM ¢ KbpBEHE: OONEC3HEH, NOAYT
CTOMAaXx (KOpeM), NOBPBIIATE KPBB, YSPHH, JIEIKABH H3MPaKHEHHA, KbpBaBa ypHHa, rinasofonne wim
MPOMSAHA B IICHXHYECKOTO BH ChCTOSHHE, OTKALIUIAHE HA KPbB HIIH KbPBAaBH XpavkH OT OcnwTe
apodoBe WK OT IUXATETHHTe MHTHILA.

Pasnagane Ha TymMopa, KoeT0 BOAH K0 npobus B uepBoTo. Kaxere Ha Baiug nekap, ako uMare
CHIHA KOpeMHa 00JIKa, BUCOKA TEMIIepaTypa, raicHe, NoBPhINaHe, KPbE B H3NPaKHEHHATA WITH
IIPOMEHH B YECTOTATA HA H3XOXIaHE.

Hpyrure Hexxenanu peakiuu ¢e¢ CyHUTHHHO TeBa morar aa Osaar:

MHoOro 4ecTH: MOraT Aa 3acerHat noeede ot 1 Ha 10 aymu
. HamaneH OpoH TPOMOOLMTH, YUEPBEHH KPBHRHH KIICTKH H/HITH Oe/lH KPBBHH KIIETKH (HaIp.
HEYTPOQUITH);

3anyx,

BHCOKO KPBBHO HAJIATaHe;

MHOTO CHJIHA YMOpa, 3aryba Ha CHia;

NOAYBaHe, MPHYHMHEHO OT 3aAbPKaHe HA TEUHOCT MO/, KOXKATA H OKONO oUuTe, ABIAOOK
aneprayeH obpHs;

* Gonka/npasHeHe B ycTara, aQTH/BL3NaNeHHE/CYX0Ta B yCTaTa, IPOMEHH BbB BKyca, pa3cTpoeH
CTOMaX, rajicHe, MOBPLIIAHE, AHAapHH, 3anek, 6onka/nmoaypaHe HA KopeMa, 3aryda/HaManapane
Ha aneTHTA; ==
MOHIKEHA AKTUBHOCT Ha MIMTOBHAHATA XKJ1€3a (XHIIOTHPSOHAU3BM);
3aMasgHOCT;

raobone;

KBpPBEHE OT HOCA;

6onku B repba, OONKH B CTABHTE,




Oonkwy B peLIETE M Kpakata;
NOKBITIBAHE Ha KOXKaTa/o0e3lBeTIABaHe Ha KOYKATa, MHOTO CHIHO OLBETABaHEe HA KOXKATa,

MPOMsAHA B LBETa Ha KOCaTa, OOPKB N0 ANIaHUTe Ha PHICTE H XoAuNaTa, oOpHB, Cyxa KoxKa;
KallTALA;

BHCOKA TEMIIEPATYPa;

3aTPYJHEHO 3aCIIMBAHE.

YecTH: Morar 1a 3acersat Ao 1 Ha 10 ayuiu

KPBBHH CHCHPELM B KPBBOHOCHHTE CHIOBE;

NOLIO KPEBOCHA0AABaHE HA ChpASYHHA MYCKYJ NOpajAH 3alylIBaHe WIH CTECHABaHE Ha
KOpPOHApHHTE apTepHH,;

fonka B 00nacTTa Ha rbpAUTE;

HaMaJIIBaHe Ha KOJHYECTBO KPBB, U3IIOMIIBAHO OT CHPUETO;

3aapBKKA Ha TEYHOCTH, BKJIIOMHTENHO 0KoJo Oenure gpoboee;

HHGEKIHH;

MOHIXKEHH CTOMHOCTH Ha KPbBHATA 3aXap. AKO MOILYYATE NPH3HALA K CHMITTOMH Ha HACKH
CTOMHOCTH Ha KpBhBHATA 3axap: YBeaoMeTe Baunda nexap BE3MOKHO HaH-CKOPO, ako
NOYYBCTBAaTe YMOp4a, ChpuieOHeHe, H3MOTABAHE, IV1aJ M 3aryda Ha Ch3HaHHE.

3aryfa Ha Oe/ThK ¢ YPHHATA, IOHAKOTA BOACINA A0 OTOLH;

TPUNONCACOEH CHEAPOM,

OTKJIOHEHHS B H3CJICABaHHATA Ha KPhBTA, BKIIOYHTEIHO Ha TIAHKpEeaTHYHUTE H YePHOAPOOHH
CH3HMH;

BHUCOKO HHBO Ha TIMKOYHA KMCENHHA B KPBBTA;

XEMOPOHMAH, 60JIKa B TIPABOTO YEPBO, KbPBEHE OT BEHIIMTE, 3aTPYAHEHO HIIM HEBBE3MOXKHO
[IPETITbINAHE;

napewo wid 60JIe3HEHO YCeIaHe Ha €3HKa, PB3MIaICHHE HA IHTABHIIATA HA XPAHOCMIJIATEITHHTS
OpraHi, NPeKOMEPHO KOJIHYECTBO TA30B€ B CTOMAXA WITH 4epBaTa;

3aryba Ha Terno;

MYCKYJIHO-CKeJIETHA Oonka (OoNika B MyCKYJIHTE H KOCTHTE), MYCKYJIHa c1aboCT, MyCKyJIHA
yMOpa, MyCKyIHa 60/1Ka, MyCKYJTHH CIIa3MHU,;

CyXO0Ta B HOCA, 3alylleH HOC,

MPEKOMEPHO CHII3EHE;

HeoOMuaiiHa YyBCTBHTEIIHOCT Ha KOXATA, CyXa KOXKa, ChpOex, MoLieHe H Bh3NaJIeHHe Ha
KOXaTa, MEXYPH, akHe, TIPOMsAHA B LIBETA Ha HOKTHTE, KOCOIAN,

HeoOHUaliHM yecelaHHs B KpaHHHALKTE;

HeoOHYaliHO MOHIKEHA/YBeIH4eHa YyBCTBUTEIHOCT, 0COOEHO NpH AOTIND,;

KHMCEJIHHH B CTOMAaxa;

00e3BoIHABAHE;

rOpery BbIIHH;

HeoOHUYalHO OLBETEHA YPHHA;

Aenpecus;

BTPHCAHE.

HeuecTu: Mmorar aa 3acersat Jo 1 #al 00 qymu

JKHBOTO3acTpallapaila HHGEKIHI Ha MEKHTE ThHKaHH, BKIIOYHTEIHO aHOreHUTATHaTa obiacT.
CeepkeTe ce Beanara ¢ Bamus nekap, ako ce MosBiIT CUMIITOMH Ha KOKHA HHEKIHS KaTo:
KOMKHO YBpeXaHe, BKIIOYBAIIH BUCOKA TEMIIEPATypa, OoJika, 3a4cpBABaHe, NOXYBAHE HITH
OTIOCAHE HAa THOHM WIH KPBB.

ynap (MHCYIIT);

ChbpAcYcH HHDAPKT, MPHYHHEH OT [IPEKbCHAT WK HaMaNeH MPHTOK Ha KPbB KbM
NpOMAHA B €IEKTPHUCCKATA AKTUBHOCT HA CHPLETO WM HENPABUIACH Chp/eye

TEYHOCT OKOJIO CHPLETO (IepHKapAeH H3MKB),
YepHOAPOOHA HEAOCTATHYHOCT; T
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L [-r-l -
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Oonka B cToMaxa (kopema), NpHYMHEHA OT BBE3NAICHHE Ha 3a/ICTOMAIIHATA Mesa,« SN
pa3nian Ha TyMopa, BOAeLl Ao npoOHBaHe Ha yepBaTa (repdopanms); v

A
-
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BBb3NajIleHHe (IMOAYBAHE H 3a4CPBABAHE) Ha AIThUKATA ChC WIH 0€3 CBBP3aHH ¢ HEro KaMbHH B
AKITHUKATA.

HeoOHYaiiHO KaHamJye, CRBP3Ballo eHA TefleCHa KyXHHA ¢ ApYyra KM ¢ KOXKara;

6oika B ycTara, 350HTE H/MIH YENIOCTTa, NOAYBaHE WIH BB3IIAJICHHS B YCTHATA KyXHHa,
CKOBaHOCT HJIH YyBCTBO Ha TEXKECT B UENIOCTTa WIH paskiauane Ha 360. ToBa Moxe xa Obpgar
NpH3HALM U CHMITTOMH Ha KOCTHO YBpeXAaHe Ha 4emocTTa (ocTeoHekposa). Kaxere seanara
Ha Banms siekap win 35001eKap, ako NOJy4HTe HAKOH OT TAX.

CBPBXIIPOH3BOACTBO HA XOPMOHH Ha LIIMTORH/IHATA JKJI€3a, KOSTO NOBHIIABA KOJMYECTBOTO HA
€HepruiaTa, KOATO OPraHH3MbT H3MON3BA NPH NOKOMM;

mpobNeMH ¢hC 3a3papgBaHeTO Ha PaHH Clef onepalug;

NMOBHINEHH KPHBHH HHMBA HA €H3MMa (KpeaTHH (PochOKUHa3a) ¢ MYCKYJICH MPOHM3XOA;
HeaJleKBaTHA ¥ MHOTO CHITHA peaKkiiis KEM AIEPTeH.

Penxu: Mmorar ma 3acernar g0 1 Ha 1 000 pymu

TEXKKA peaki[Hi Ha KOKara WK TMraBaiTe (CHHAPOM Ha CTHBBHC-/KOHCHH, TOKCHYHA
CHHACPMAaJIHA HEKPOJNIN3a, EpHTEMa MyITHGOpME);

peaKLHA Ha CBPbXYYBCTBHTEIHOCT ¢ BHE3aIHO MOAYBAHE HA PBUETE, KpaKkaTa WIH ITe3¢HATE,
JIMIETO, YCTHHTE, €3HKA W/IH MBPJIOTO ChC 3aTPYAHEHO NperIbllaHe H JHINAHE;

cuHapoM Ha TyMopeH pasnaz (CTP) —CTP, exmousa rpyna oT METaGOIHTHH YCTIOXKHEHHA,
KOHTO MOTAT [ia ce MOABAT 10 BpeMe Ha JIeUeHHETO Ha pak. Te3H yClIOKHEHHA Ce MPHIMHABAT
OT pa3NaJHHTE MPOAYKTH Ha YMHMPAIKTE PAKOBH KISTKM ¥ MOTaT A2 ObjaT cluenHnTe: rajaeHe,
3aAyX, HENPABHJIEH CHPIACYEH PHTHM, MYCKYJIHH KpaMIIH, 'bp4OB€, TOMBTHABAHE HA YPHUHATA H
YMOP4, CBBP3aHH ¢ OTKJIOHEHHA B Pe3YITATHTE OT J1abopaTOpHHATE H3CACABARMA (BHCOKH HHBA
Ha KAJIHH, MMKOYHa KMcennHa U ¢ochop ¥ HUCKM HHBA Ha KaJllWH B KPBBTA), KOHTO MOrar ia
HOBeJAT A0 MpoMeHH B ObOpetHara dyHkIMs | o ocTpa 6b0peYHa HEMOCTATBYHOCT;
NATOJIOHYHO pasTpaskAaHe HA MyCKYJIMTe, KOeTO MOXe Aa Josene 1o On6peynH npobiemu
(pabSmomuonuza);

NAaTOJIOTMYHH H3MEHEHUs Ha MO3bKa, KOWTO MOTAT Ja NPEAH3BHKAT MHOXKECTBO CHMITTOMH, B
TOBA YHCJIO riaBofonue, 00bPKaHOCT, TEPUYOBE H 3ary0a Ha 3peHine (CHHAPOM Ha obpaTaMa
33JHa JIeBKoeHLiedatonaTus).

Oolle3HeHO pa3a3BiBaHe Ha KoxkaTa ([IHoJepMa raHrpeHo3yM);

BB3MAJICHHEe Ha YepHH Apod (xenarur);

BB3NMAJICHAE HAa IIHTOBHAHATA JKJIC34;

VYBpeXaHe Ha Hali-MaKUTe KPbBOHOCHH CBHIOBE, U3BECTHO KAaTO TPOMOOTHYHA
MykpoaHraonatha (IMA).

Cro0maBane HA HeXKeJAHA PCAKIHH

AKO nony4mTe HAKAKBH HE;KEJIaHH JIEKAPCTBEHH peaklMH, yBeaoMeTe Bauiud nexap WiH papMalesT.
Tora BKIKOUBA BCHUKH BE3MOXKHH HEOTIHCAHH B Ta3H JIHCTOBKA HeXeNnaHu peakimu. Moxkere ¢umo aa
chOOIIHTE HesKENaHH PeakLMH JUPEKTHO Ype3 U3nbIHKTENHA areHI 110 IeKapeTsara, ya. ,.JJaMiaH

I'pyes” Ne 8, 1303 Codmua, Ten.: +359 2 8903417, yebceaiir: www.bda.bg. Kato crobmasare

HeKeJaHH PeakiHK, MOXKETe Ja AaJeTe CBOA MPHHOC 3a NMOMy4aBaHe Ha MOBeUe HHPOPMAIHI OTHOCHO
OezonacHOCTTA Ha TOBA JICKAPCTBO.

3.

Kak na coxpangparte CynuTHHNG Tena

Ja ce ¢hbXpaHABA HA MECTO, HEAOCTHIHO 34 AelA.

He usnonspaiite ToBa A€KapCcTBO ClIeA CPpOKa Ha TOAHOCT, OTOENA3aH BhPXY ka
OmaKoBKa, SyTunkara u 6nucrepa cnen .l oaeH 1o, CpoxsT Ha FOAHOCT O
NOCTEAHNHS ACH OT MOCOYEHHA MECELL. i
Ma ce cexpanasa nog 30°C. Jla ce chxpahiBa B OpUHTHHATHATA onaKoBKa,f
BJIATA. S féf Lo
He u3nonzeaiite ToBa J1€KapcTBO, aKo 3a0e/IeKUTE, Ue ONAKOBKaTa € nonpeneﬂa H,HH; '
NPU3HALK Ha MOINPAaBIHE. E




He m3xpuppidiiTe NexkapeTBaTa B KAHAIM3ALUMATA HIH B KOHTEHHEPA 33 JOMAIIHH OTHAABIIH,
[Monuraiite Bamas gapMaueBT Kak Aa H3XBBP/ATE JIEKApCTBATA, KOHTO Beye He H3non3sare. Tesu
MEPKH IIE CNIOMOTHAT 3a OMa3BaHe Ha OKOJIHATa Cpena.

6. Coabppxanne BA ONAKOBKATA H A0NLJIHHATEIHA HHPOPMANAA

Kakso chabpxa CYHHTHHHO Tena

Cyauntunn6 Tepa 12,5 mg TBBpAR KANCYIA
AKTHBHOTO BEIIECTBO € CYHHTHHHO. Besgka kancyna cpaepxa 12,5 mg CyHUTUHHD..
JApyruTte CECTABKH cA:
- CrOvpacanue Ha KANCYAamMAa: MaHUTON, OBHAOH K-25, KpockapMeno3a HaTpHiH, MarHe3HeB

creapart
- Cwvcmas na xancyrama: Xenatud, THTaHOB QHOKCHA (E171), 9epBeH H XBIT KEIC3ICH OKCH,

(E172)
- Hevamno macmuno: mennak, 4epen xeneser oxcup (E172), nponunenrmikon,
KOHIEHTpHPaH aMOHHEB pa3TBOP M KAIMEE XHAPOKCHI

CynuTuanb Tesa 25 mg TBupan Kancy/n
AKTHBHOTO BellleCTBO € CYRHMTHHHMO. Beaka Kancyna cpanpxka 25 mg CYHHTHHHO..
JlpyrHUTe ChCTABKH CA:
- CwOvporcanue Ha kancyaama: MAHHTON, ToBAIOH K-25, KpockapMesio3a HaTpHH, MarHE3HEB
cTeapat
- Cwemae na xancyrama. JeJlaTHH, TATaHOB auokcupa (E171), yepseH U XKBAT XKelnezeH OKCH
(E172)
- Heuamno macmuno. WeaK, yepeH xenezeH okcug (E172), nponuienrankon,
KOHLEHTPUPAH AaMOHHEB Pa3TBOP H KAJIHEB XHAPOKCH/

CyrutHrEG Tepa 50 mg TBLPAHN KANCYJAH
AKTHBHOTO BEILICCTBO € CYHHTHHHO. Besaka kancyna cpaepxa S0 mg cyHHTHHHO..
Hpyrure CbCTABKH CA:
- Cuvovpoicanuie Ha Kancyaama: MAHRUTOIN, IOBHIOH K-25, kpockapMesio3a HATPHH, MATHE3HEB
creapar
- Cwemas na kancyrama: xenatiH, TuTaHo guokcuAa (E171), 4epseH M XBIT XKele3eH OKCHA

(E172)
- IMeuamno macmuno: mennak, yepeH xeneszen okcuna (E172), nponuneHrankon,
KOHLEHTpHpaH AMOHHEB PasTBOP H KAJIHEB XHAPOKCUA

Kak m3raexaa CynaTRREO TeBa B KAKBO CHABPKA ONAKOBKATA

CyHutuunb Tepa 12,5 mg TBBPAYN KaNCy/IH
TBBEPAH 3KeTATHHOBH KAICY/IH C OpaHKSBOYEPBEHO HEMpO3pavyHO Kanaue 1 OpalKeBOYEPBEHO

HETPO3PAvHO TUIO, ¢ Haammc "12,5" oTmeuaraH ¢ 4epHO MACTHIIO BhPXY KanaveTo. Beeka kancyina e ¢
pazMmep 4 (¢ oOma Jb/DKHHA TpHONManTenHO 14,2 mm) H chABbPKa OpaHXKEB I'paHyTHPaH Ipax.

CynutHHu® Tepa 25 mg TBHEPAM KancyJiu

TeBpAM XKeMATHHOBH KalICYJIH CHC CBETJIOOPAKEBO HEMPO3pauHo Kamave ¥ opamkeBOYepBEHO

HEITPO3PaYHo TWI0, ¢ Haamc "25" oTneyaTaH ¢ YepHO MacTHJIO BBPXY Kanaueto. Beaka Kancyna € ¢

pasMep 3 (¢ obma grokHHA pAGazuTenHo 15,8 mm) 1 cpabpKa OpalKeB rpaHy/IHPaH Ipax.
'f,.-n-"‘““---i..._

CyHHTHHHO Tepa 50 mg TBHPAK KancyaH |
TRBLPAM KEHATUHOBH KATICYJIH © HENPO3PAUHO CBETIIOOPAHIKEBO Kariaye H Herij < 1TV
CBETIOOPAHKEBO TAIO ¢ HafmMce "50" ¢ yepHO MacTHIO BBPXY Kanadero. chca mc'

(¢ 00ma aemxuHa npubausurento 17,6 mm) U CbaBPKA OpaHKEB rpaﬂynﬂpaﬂ npaxi




Cyuutunu® Tepa e namuyeH B 6eny HDPE GyTunky no 30 kancyny, B 6;1McTepHH onakosky r1o 28, 30

KAricyJ1i B B OMAKOBKH C €AHOAO30BH OJIHCTEepH, Chabpxkaiiy o 28x1 1 30x1 xancymnm.

He BcHUKH BHJIOBE OITAKOBKH Morar fia 0644t MycHaTH B npodaxOa.

IIpuTeskaren Ha paspe

MICHHEETO 32 YHOTPEDda H NPOH3BOAHTE

IIpATeXKATE/ HA pa3pEIICHHETO 32 ynoTpeda

Teva B.V.

Swensweg 5, 2031 GA Haarlem

Hupepnanaus

IlpoussonuTean:
TEVA UK Ltd

Brampton Road, Hampden Park

Eastbourne, BN22 9AG
O6earHEHO KPaJICTBO

Teva Operations Poland Sp. z.0.0

ul. Mogilska 80
Krakéw, 31-546
[lomna

Merckle GmbH

Ludwig-Merckle-Strasse 3, Blaubeuren
Baden-Wuerttemberg, 89143

I'epmanud

PLIVA Hrvatska d.o.0. (PLIVA Croatia Ltd.)
Prilaz baruna Filipovica 25

Zagreb, 10 000
XbppaTHd

To3r JexkapcTBeH NPOAYKT € pa3pelieH 3a ynorpeba B appxasaTe unenxa 5a KAII noa

CAeNHHTC HMESHA:

ABCTpHA
Eenma
brnrapus
Kunsp

Yemka penybnuxa
['epmanns

Janug
EctoHus
I'spups

Sunitinib Teva 12,5 mg Hartkapseln
Sunitinib Teva 25 mg Hartkapseln
Sunitinib Teva 50 mg Hartkapseln
Sunitinib Teva 12.5 mg harde capsules, g€lules, Hartkapseln
Sunitinib Teva 25 mg harde capsules, gélules, Hartkapseln
Sunitinib Teva 50 mg harde capsules, gélules, Hartkapseln
Cyrutuaut Tepa 12,5 mg Teppan kancynu
Cyuurnau® Tera 25 mg TBBEpAM KancCylIH
Cynutuau® Tesa 50 mg TBBpAM KaniCy/IH
Sunitinib/Teva 12,5 mg kayaxio, oxAnpa
Sunitinib/Teva 25 mg kaydkw oxinpa
Sunitinib/Teva 50 mg kowydKw GkANPQ
Sunitintb Teva

Sunitinib-ratiopharm 12,5 mg Hartkapseln
Sunitinib-ratiopharm 25 mg Hartkapseln
Sunifinib-ratiopharm 50 mg Hartkapseln
Sunitinib Teva

Sunitinib Teva

Sunitinib/Teva 12,5 mg kaydxuw. oxAnpé




Hcnanms

XbppBaTHA

YHrapus

Hpnaupgms

Hramasa
Jlurea

JlaTBHs
JhiokceMOypr

Maira

Hupepnanaus

Hopeernsa
Iomua
Hliserps

ChoBeHHA

Cnoraxud

ObeHHEHO KpaJICTBO

Sunitinib/Teva 25 mg kaydxux cxAnpa
Sunitinib/Teva 50 mg koydKw cxAnpa
Sunitinib Teva 12,5 mg c¢apsulas duras EFG
Sunitinib Teva 25 mg cdpsulas duras EFG
Sunitinib Teva 50 mg capsulas duras EFG
Sunitinib ratiopharm 12,5 mg kapseli, kova
Sunitinib ratiopharm 25 mg kapsel1, kova
Sunitinib ratiopharm 50 mg kapseli, kova
Sunitinib Teva 12.5 mg, gélule

Sunitinib Teva 25 mg, gélule

Sunitinib Teva 50 mg, gélule

Sunitinib Pliva 12,5 mg tvrde kapsule
Sunitinib Pliva 25 mg tvrde kapsule
Sunitinib Pliva 50 mg tvrde capsule
Sunitinib Teva 12.5 mg kemény kapszula
Sunitinib Teva 25 mg kemény kapszula
Sunitinib Teva 50 mg kemény kapszula
Sunitinib Teva 12.5 mg Hard Capsules
Sunitinib Teva 25 mg Hard Capsules
Sunitinib Teva 50 mg Hard Capsules
Sunitinib Teva

Sunitinib Teva 12,5 mg kictosios kapsulés
Sunitinib Teva 50 mg kietosios kapsulés
Sunitinib Teva 12,5 mg cietas kapsulas
Sunitinib Teva 50 mg cietas kapsulas
Sunitinib Teva 12,5 mg cietas kapsulas
Sunitinib Teva 50 mg cietas kapsulas
Sunitinib Teva 12.5 mg Hard Capsules
Sunitinib Teva 25 mg Hard Capsules
Sunitinib Teva 50 mg Hard Capsules
Sunitinib Teva 12.5 mg Hard Capsules
Sunitinib Teva 25 mg Hard Capsules
Sunitinib Teva 50 mg Hard Capsules
Sunitinib Teva

Sunitinib Teva

Sunitinib Teva

Sunitinib Teva 12,5 mg capsule

Sunitinib Teva 25 mg capsule

Sunitinib Teva 50 mg capsule

Sunitinib Teva

Sunitinib Teva 12,5 mg trde kapsule
Sunitinib Teva 25 mg trde kapsule
Sunitinib Teva 50 mg trde capsule
Sunitinib Teva 12,5 mg tvrdé kapsuly
Sunitinib Teva 25 mg tvrdé kapsuly
Sunitinib Teva 50 mg tvrdé kapsuly
Sunitinib 12.5 mg Hard Capsules
Sunitinib 25 mg Hard Capsules

Sunitinib 50 mg Hard Capsules

JaTa HA DOCJIETHO NPEPAIrACKIAHE HA JHCTOBKATA
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