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JlucroBka: nnpopmauus 3a norpedurens
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Cynurunu® Ma#aan 12,5 mg rebpau KancyJ/iu
CynuTunn® Maiisian 25 mg TBbp/AH KANCYJIH
CyauTunund Maiiaan S0 mg rBbpAH KancyJiu

Sunitinib Mylan 12,5 mg hard capsules
Sunitinib Mylan 25 mg hard capsules
Sunitinib Mylan 50 mg hard capsules

CYHUTHUHHO
(sunitinib)

[IpouereTe BHUMATE/IHO UA/IATA JIHCTOBKA, NPE/IH A 3aM04YHeTe /1a IpHeMaTe TOBA JIEKAPCTBO,
ThH KaTO TS ChAbpPAKa BaxkHa 3a Bac undopmanus.

3anasere Ta3u JMcToBKa. MOXKe /1a C€ HAJIOKHM 1a 1 [IPOYETETE OTHOBO.

AKO UMaTe HAKAKBH JOIbIHUTEIHU BBIIPOCH, nonurainte Bawus nekap wiau papmaiesr.

Tora nekapcTBo € npeanucaHo Ju4Ho Ha Bac. He ro npeorcrbnBaiTe Ha apyru xopa. 1o moxe
Jla UM HaBpE/IH, HE3ABUCUMO Y€ MPU3HALIMTE HA TAXHOTO 3a00/1sBaHe ca cbhlMTe KaTto Bawure.
AKO MOJIyYMTE€ HAKAKBHM HEXKEJAHW JICKAPCTBEHM peaklMH, yBejgomere Baiuus siekap WM
dapmaueBT. ToBa BK/JIHOYBA M BCHYKHM BB3MOXKHHU HEXKE/IAHU pPEAKLIMHM, HEOIMUCAHW B Ta3u

auMcToBka. BukTe Touka 4.

KakBo ChABbPAKA TA3H /IHCTOBKA.
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MU ek B e

KakBo npejcrapisaa CyHUTUHHO Mait1aH M 3a KaKBO C€ MU3I0J13Ba
KakBo TpsaOBa J1a 3Haere, npeau jaa npuemere Cynutuuud Maiinan
Kak n1a npuemare CyHuTuHMO Makian

3b3MOKHH HEXKEJTAHH peaKLIUK

Kak na cwxpaussare CyHuTuHuO Maiinan

CbabpKaHUE HA OMAKOBKATA M JIONMbJIHUTEIHA HHDOpMaLIUS

Kakso npeacrasiasasa CynuTunud Mai1an 1 32 KakBo ce H310J13Ba

CyHutuHuO MaiaaH cbabpKa aKTHBHOTO BELIECTBO CYHHTHHHMO, KOETO € [MNpPOTEeHHKHHA3EH
nHxuouTop. MU3nosi3ea ce 3a jieyeHUe Ha pak 4ype3 npejaoTBpaTaBaHe HA aKTUBHOCTTA HA CrieLMaIHA
rpyna rnpoTeMHH, 3a KOMTO CE 3HAE, Y€ yHaCTBAT B pacTeka U pa3rpoCcTPaHEHHETO HA PAKOBHUTE KJIETKH.

CynuruHnO Maiian ce U3no0./138a npyu Bb3pacTHH 3a JICYEHHUE HA CJIC/IHUTE TUITOBE KaApLIMHOM:

AKO uMarte HAKAKBH BBNPOCH Kak jehcTBa CyHUTHHUMO Maitnan wam 3auo Bu e
JIeKapcTBo, nonuranre Bawus nekap.

['actpounTecTuHasieH ctpomasieH Tymop (I UCT), Bua kapuMHOM Ha cTOMaxa v 4yepsara, [pH
KOUTO UMAaTHUHUO (Apyro rnpoTHBOPAKOBO JIEKAPCTBO) Beue He Bu JeHCTBA MIIM HE MOXKETE /1a
npueMaTe UMaTUHHMO.

MeTacraTuueH 0b0peuHo-kaerbyeH KapumnoMm (MBbKK), Bua kapunHom Ha Ob0OpeuunTe, KOUTO
CE€ € pa3rnpoCTPaHU/I U B APYTH YaCTH HA TAJIOTO.

HeBpoeH10kpyHHKM TymMOpu Ha 3aacromawHara xJie3za (nHET) (rymopu Ha XOpMOH-
MPOMU3BEK/IALLMTE KJIETKH HA 3a/ICTOMAlLIHATA *J/1€3a), KOUTO Ca HanpeaHa/lu WM HEe MOorar /1a

Ob/1aT OTCTPAHECHHU XUPYPIHUYHO.
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Kaxso Tpabsa na 3Haere, npean na npuemere CynuTunnbd Maian

He npuemanTe Cynurunub Maiaan:

aKO CTE AIEPriyHA KbM CYHHTHHHO WIH KbM HAKOSA OT OCTAHAIMTE ChCTABKH HA TOBA
nekapeTBo (M30poeHHU B TOUKa 6).

IlpesynpexieHus H NpeaANa3HH MEpPKH
["oBoperte ¢ Baiuua nexap win ¢papmauest, npeau aa npuemere CyHuTuHnd Mainan.

Ax0 UMaTe BHCOKO KPbBHO HaaaraHe. CyHuTHHUO MailnaH Moxe Aa NOBHUIUK KPBLBHOTO
HaJisiraHe. BawnaT nekap MOke J1a NpoBepy KPLBHOTO Bu HansraHe rno BpemMe Ha J€HECHHETO CbC
CyHHTHHUO Maitnan u Moxe fa fbaere /IeKyBaHM ¢ JIEKAPCTBA 3@ NOHHXKABAHE HA KPbBHOTO
HANAraHe, ako ce Hanara.

AKo0 HMaTe WIH ¢Te HMATH 3a00.15BaHe HA KPLBTA, Npol.JieMH ¢ KbpBeHe HJH 00pazyBane
Ha CHHHHMN. JleyeHuneTo ¢che CyHHTHHHO MainaH Moxe aa 10Beae 10 MOBHLLIEH PHCK OT KbpBEHE
WK Na n08eae 40 NPOMEHW B OpOA Ha HAKOM KPBbBHH KIIETKH, KoeTo O6¥ Morio ga aoseae 10
AaHEMMHA WIM Ja NMOBJUAE BLPXY CNOCOOHOCTTAa Ha KpbBTa Bu na ce checupBa. Axo npHemare
BapdapyuH MK aUCHOKYMapoOJ, JEKapcTBa, KOWTO pa3pexkaaT KpbBTa, 3a Aa MNpeaoTBpaTaT
o0pa3zyBaHETO Ha ChCHMPELIH, PUCKBT OT KbpBeHE Moxe aa Obae no-ronsam. Kaxere Ha Bauus
NEKap, AKO UMATe HAKAKBO KbpBeHe, aoKaTo npueMate CyHHTHHHO MaiinaH.

Axo nmarte cbpaeund npobaemu. CyHutuHnd MainaH Moxe Ja MPHUUHHM CbhPAEYHM
npobnemu. Kaxere Ha Bammsa nekap, ako ce 4yBCTBaTe MHOr0O yMOPEHHM, UMATE 3aJyX WM
MOAYTH KPaKa H rJI€3€HHU.

AKO HMaTe HapyumleHHs Ha chpaAevHHs pHTBLM. CyHUTHHMO Maiitnan Moxe na npean3BHKa
HApyLeHUs B CbpAeHHUs By puToM. Bawuar siekap MOXKe 1a B HanpaBu eneKTpoOKapaAnorpamH,
3a 1a OLUEHH Te3u npobnemu no epeme Ha nedeHreTo Bu ¢ve Cynutnnud Maiinan. Kaxere Ha
Bawns nekap, ako ce 4yBCTBaTe 3aMasHM, npunowasa Bu wnu umate cwhpuebueHe, gokaTo
npuemare CyHuTHHHO Majiinan.

AKO cTe HMAJIH NpoldiieMir ¢ KPbBHH ChHCHpPEUn BbB BEHHTE H/HJIM apTepHHTe (BHAOBE
KPbBOHOCHH CbHA0BE) HACKOPO, BKJIIOYHTEIHO HHCYJT, ChpAe4eH NPHCTbN, eMOOIHR HIH
Tpombo3a. Obanere ce BeaHara Ha Bawug nexkap, ako no BpeMe Ha 1eueHHeTo ¢be CyHUTHHUO
MaiinaH uMate CUMIITOMM KaTo DOJIKa WK HATUCK B repauTe, Honka B puueTe, repda, Bpata niu
YENOCTTA, 3a4yX, BKOUAHEHOCT WK ¢1ab0CT B eAHaTa MOJOBHHA HA TANOTO, 3aTPYAHEH TOROP,
rnaBoboNIne WK 32MaAHOCT.

AxXo umMaTe HJIM CTe MMANH aHeBpuIMa (pasmupRBaHe H oTciabBaHe HAa cTeHa HA
KPBBOHOCEH CbJ) HJIH PAa3KbhCBAHE HA CTEHA HA KPHLBOHOCEH Ch/I.

AKX0 HMaTe HJIH CTE€ HMAJH YBpPeXKIaHE HA HAH-MAJIKHTE KPbBOHOCHH CbA0BE, H3BECTHO
xaTo TpomboTHuyna mukpoaHruonatus (TMA). Kaxere Ha Bawua nekap, ako passuere
Tpecka, yMmopa, OTIaJHAJIOCT, KPbBOHACAAAHUA, KbpBeHe, nojayBaHe, oObpkBaHe, 3aryba Ha
3PEHHUE H NPUNATBLUM.

Axo amate npobaemn ¢ muroBuaHATA *Kiaeza. CyHutuHud MaiinaH Moxe na NpUUMHH
npobneMu ¢ wmtToBuaHaTa xune3a. Kakere Ha Bawus nekap, ako no BpeMe Ha ACUYEHHETO ChC
Cynutunnd MainaH ce u3Mopsasare no-aecHo, No-cTyaeHo Bu e B cpasHeHue ¢ oROITATIRRKIH
rnacwsT Bu ctane apesras. DyHkuuaTa Ha Bawara wUToBKUaHA xe3a Tpadbea ( Mo &6 \
Npeav JIEYEHHWETO W PEJOBHO NO BpeMe Ha naeueHWeto che CyHUTHE é *

wuToBHAHATa Bu xne3a He npoH3Bekaa AOCTATHLUHO THPEOUAEH xopm K
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AKO HMAaTe HJIH CT€ HMA/IH NAHKPEATHYHM HJIH XJIbYHH Hapymenun. Kaxere Ha Bauns
NeKap, aKko MONYYHMTE HAKOH OT CleAHUTE cCHMNTOMU: Gosika B obnactra Ha cToMaxa (ropHara
YacT Ha KOpEMa), rajicHe, NMOBpPbillaHe W TeMrepaTypa. ToBa MOXE J1a CE IbJAXKH Ha Bb3MalIEHHE
Ha 3aJICTOMALIIHATA XJ1e3a WK Ha XKJTbUKaTa.

AKO HMaTe HJIH CTe HMAaTH YepHoApoOHH npobaemMu. Kaxere Ha Batuus jiekap, ako pazsuere
HSKOH OT CIICAHUTE NPU3HAUM H CUMITOMH Ha YEPHOAPOOHH NpodNEeMH MO BpeMe Ha JIEYEHHETO
cbC CyHUTHHHO MaiinaH: cbpbexk, noXKbATABAHE HA KOXAaTa WK OUYMTE, ThMHA ypHHa U OoJika
UM AMCKOoMQOpT B ropHara ascHa kopemHa obnact. Bawuar nekap TpabBa qa HanpaBd KpbBHM
U3CNEIBAHHSA, 3a a npoBepH YyepHoApoOHaTa BH QyHKUMA Npeaun U NO BpeMe Ha JICUEHHETO ChC
CyHuTHHYO MaiinaH ¥ ako ce Hanara crnopea CbCTOAHUETO Bu.

AKO HMaTe H.IH cTe uMaih OnOpeunu npobaemn. Bawmar nekap we apocnean 6s0peyHaTa
Bu pyHKuus.

Axko Br npeacron onepauua uau Hackopo ca Bu onepupann. Cyuutunu® Maiinan Moxe na
MOBJIMAE HA HA4YMHA, MO KOWTO 3a3zapaeaBar paHute Bu. ObuknoseHo neuenuetro Bu che
CyHutuHu® MainaH we Ovae cnpsHo, ako Bu npeacrou onepaums. Bawuuvsat nexkap uie peiu
Kora fia 3arou4He OTHOBO JieueHUeTo ¢be CyHUTHHHO MaiinaH.

Moxe na 6baere NOcChLBETBAHH A4 HANPABHTE CTOMATONOTHYEH Mpersel npead aa

3anouHeTe JedyeHue ¢be Cynunrtnuu® Maknan.

. AKO UMaTe WIM CTe UMaiM Oonka B ycrara, 3b0UTe WMWK 4enrocTra, NMOoAyBaHe WU
Bb3MaleHHE B YCTATa, BKOYAHEHOCT MM YYBCTBO HA TEXKECT B YENIOCTTA WM pa3K/iallaHe
Ha 310, BeaHara kaxeTe Ha Bauuuna nexap n 3vbonekap.

° AKO ¢e Hanara Aa e MOA/I0XHTE Ha CBBHP3aHO C KbpPBEHE CTOMATOJIOTHYHO JIEUEHHE WU
CTOMATO/IOTMYHA onepauus, Kaxere Ha Bamma 3nbonekap, 4e ce JexyBaTe ChC
CyuutHu® Maitnan ocobeno ako owe Bu ce npunarar vnu ca By npunaranu
oudocponati wuHTpaBeHo3HO. budochoHaTMTe ca JekapcTBa, M3ION3BAHM 34
NpeAOTBPATABAHE HA KOCTHH YCIOXKHEHMS, KOMTO MOXE Ja ca MPHUIOKEHH 3a APYro
MEIHULIMHCKO ChCTOSHHE.

AKO HMaTe HJIH CT€ HMAJIH HAPYUIEeHHS HA KOXKATA H NOAK0XKHATA ThKaH. [lokaTo npueMare
TOBA JIEKAPCTBO MOXE [a HACTBIIM ,,lIMOAEpMa TraHrpeHo3ym’ (OonesHeHO pa3sA3BABAHE Ha
KOXKAaTa) WIH ,HekpoTH3upawl dgacuuut® (0bp30 pa3npocTpaHdsaiia ¢€¢ UWHEEKUUsS Ha
KOXaTa/MEKUTE ThKaHH, KOATO MOXE N1a Oble xuBoTO3acTpawasala). CebprKeTe ce BegHara ¢
Baiwuus nekap, ako ce NOABAT CUMIITOMY HA HHQEKLIMS OKOJIO KOKHO YBpEX(IaHe, BKIIOUBALLH
BUCOKA Temrnepatypa, Donxa, 3avepBaBaHe, NMOAYBAHE WIH OTJAENAHE HA rHOH unKn KpbB. ToBa
chOUTHEe OOukHOBeHO € oOpaTuMo cnen npekpataBaHe Ha npuema Ha CYHUTUHHO. [lpu
ynotpebara Ha cyHUTHHHO ce c¢bobluaBa 3a TeXKH KOXKHH peakUHH (CHHApOM Ha CTHBBHC-
JDKOHCBH, TOKCH4HA €MUACpMaHa HEKPOJIH3a, €PUTEMa MYJITH(OPME), KOUTO C€ MPOABARAT
MbPBOHAYANHO KAaTO YEPBEHUKABH, NOJOOHH HA MHLIEHA TOYKH WM KPBIIA MNETHLHLUA, YECTO ¢
LEHTPANHO pa3noiNokeHHn Mexypu no tanoto. OOpuBLT MOXe Aa nporpecupa J0 WHPOKO
Pa3npoCTHPALLH CE MEXYPH WM NIOUIEHE HA KOXKaTa M MOKe Aa Ob/e unBoTo3acTpauasaty. AKo
pa3BueTe OOPHUB WK TE€3HW KOKHM CUMITOMH, He3abaBHO NMOTbPCETE ChRET OT JieKap.

AKO HMATe HJIH CTe HMAJTH npunagbuu. BeaHara kaxeTe Ha Bawus nekap, ako MMaTe BUCOKO
KPBbBHO Hansraue, riasodonue unu 3aryba Ha 3peHHe.

ObaaT nNpoREpABAHW PEryNsApHO, 3a 1a Ce€ OUEHW Jald N03UPOBKATA
JiekapcTBo Tpadea ga Objae npomMeHeHa, 3a Ja C€ HaManH PUCKLT OT MOH
3axap. YeeaoMeTe Baluns sexap Bb3MOXKHO HAR-CKOPO, aKo MOJYUYHATE Kaky
M CUMIMTOMH HA HUCKA KpbBHA 3axap (yMmopa, cbhpuecOMeHe, M3noTiea
Cb3IHAHHE).



dena B OHOINA
Cyuutuaubd Maiinan He ce npenopbyusa Ha BbapacT noa 18 roauuu.

Apyrn aexapcrea H Cynurunnd Maiian
Undbopmupaiite Bawwna nexap wiu ¢apMaueBT, ako MpHeMaTe, HACKOpPO CT€ NPHEMAIH WIH €
BbL3MOXKHO 4 rpuemare ApYyrH jJexapcTsa.

Hsakou fiekapcTsa MOraT Aa OKaXaT BIAUSHWE BbPXY HUBATa HA CyHuTuHu® Maiinan B opranvsma Bu.

TpsbBa na uHopmupare Baiuusg nexap, ako npHeMaTe NeKapcTBa, ChAbPKALMK CNEAHUTE aKTUBHH

BELLIECTBA!

- KE€TOKOHA30, UTPAKOHA30 — JIEKApCTBA, U3MOJ3BAHHU 33 NeUeHHE Ha MOUYHN HHDeKUMH

- EPUTPOMHLNH, KIAPHTPOMULIMH, PUDAMITHUHH —H3I0JI3BAHH 32 NeHeHHEe HA HHPEKUHH

- PHTOHABUP — H3M1013BaH 3a JeueHue Ha XHUB

- AEKCaMETA30H — KOPTHUKOCTEPOMA, M3MO/3BAH 32 JICHEHHE Ha pa3zid4yHK 3abonsBaHua (KaTo
HalpUMEp anepruw/HapyLUIeHHs B QUIIAHETO WIH KOXHH 3abonsBanus)

- dbeHuTonH, KapbamasenuH, peHobapburan - M3NOI3BAHH 33 NEHEHHE HA E€NUAENCUA U JPYrH
HEBPOJIOTHYHH 3abonsBaHUA

- PACTUTENHH NMPOAYKTH, ChAbPHKALLM XK BT KaHTapuoH (Hypericum perforatum) — u3non3sany 3a
JIEYEHHETO HA ACTTPECUSA U TPEBOXKHOCT

CyanTnRru0 Madnan ¢ xpasna B HANUTKH
Tpabea na u3barsarte npueMa Ha COk OT rpeAndpyT no speme Ha neueHne cb¢ CyHuTnuud Mainan.

bpeMeHHOCT H KbPMEHE
AKO cTe ODpeMEHHA HIH KbPMHTE, CMATATE, Y€ MOXKE Aa cTe OpeMeHHa WK I1anvpare OpeMeHHOCT,
nocnhBeTBaTE ce ¢ Bawumnsa nekap unu papmaueT npeau ynotpedara Ha TOBa N1€KapCTBO.

AKO HUMa BepOATHOCT Aa 3abpemeneere, TpadBa ga M3noi3BaTe HAAEKAECH METO/ HA KOHTPAUENLUMA MO
BpeMe Ha nedeHue cbe CyHUTHHHO Maiinan.

AKO KbpMHTE, HHpOopMHpaHTe Bawua nexkap. He 6uBa na kKbpMHUTE MO BpEME HAa JIEYEHHUE ChC
CyuutuHud MaitnaH.

[llopupane u paboTa ¢ MAIIHHH
AKO MOny4yumTe 3aMaiBaHe WU Ce YYBCTBATE HEOOMYAHHO yMOpeHH, Obaere ocOODEHO BHHMATEIHH,

KOoraro wogupare uiH paboTurte ¢ MaLIMHM.

CynuTHHEO MajinaH cbaAbpxka HATPHIA
Tosa nekapcTBo CbabpAKa No-Manko or 1 mmol HaTpril (23 mg) Ha N030Ba €AMHHLA, T.€. MOXKE Ja Ce
Kayke, Y€ FMPaAKTHUECKH HE ChAbpiKa HATPHUH.

3. Kaxk na npuemarte Cynutantd Maifinan

BuuHaru npyemanTe TOBA J1eKapCTBO TOMHO KakTo By € kasan Bawwuat nekap vinum papMauesT. AKO He
CTE€ CUTYPHHM B HELLO, Nnondrainre Bawnsa nexap uwnu ¢papmauesT.

Bawuar nekap we npeanyiue noaxoasuiara 3a Bac n1o03a, 8 3aBUCHMOCT OT BHAA HA TYMOpa, KOHTO Lie
ce JiekyBa. Ako Bue ce nekyrare 3a:
- [TUCT nanm MBKK: obwualinata no3a ¢ 50 mg Beanbk aHeBHO, 3a 28

nocaecaeaHa ot 14 aHu (2 ceaMuun) naysa (6e3 sekapcTeo), B 6-CeAMUHHHU
- nHET: obuyaiinara noza e 37,5 mg BeaHbK AHEBHO €3 neproa Ha NOYHB




BaluusaT siekap Lie onpenend noaxoasuiara ao3a, Koato TpabBa fa npuemarte, KakTo W Jany U Kora
TpsabBa aa cnpere aeucHHeTo ¢be CyHuTHHHO Maiinan.

Cynuruand® Maitnan moxe aa ce npvema cwe unH 6e3 xpaHa.
AKxo cTe npHenu nosede 0T HeobOxoaumara n03a CyHuTHHHO Mainan
AKO Cny4alHO CTe NPUENH TBBPAE MHOIO KancyJ/u, UHQopMUpaitTe seaHara Bawus nekap. Bue moxe

Add CC HYXKIAACTC OT JNCKapCKkH N'PHXKH.

AKo0 cTe nponycHaiu Aa npueMere CynnTarun® Mainau
He B3emaHTe ABOHHA 034, 33 Aa KOMIIEHCUPATE IPONnyCcHaTaTa 1034.

AKO MMaTe HAKAKBH JOMBLIHHTEIHU BLIIPOCH, CBbp3aHu ¢ ynorpebaTa Ha TOBa JIEKapCTRO, MONUTANTE
Baius nekap wiu dapMaugesT.
4. BL3MOXHH HEXeTAHH PEAKIIHH

KakTo BCHUKH JICKAPCTBA, TOBA JICKADCTBO MOXKC Ja MNPCANU3IBHKA HCXKCIIAHHK PCAKLIUHA, BBIIPEKH Y€ HC
BCCKH I'H NOJy4HaBd.

Tpabea BeaHara aa ce cBbpxceTe ¢ Baluua nekap, ako MoNyyuTe HAKOSA OT TE€3U CEPHO3HHU HEXEeNaHU
peakumu (8uxTe oule KakBo TpadBa 1a 3uaerTe npean 1a npuemMere CynuTunu® Mainan):

Cobpaedynn npobiaemu. Kakere Ha Bawuus nekap, ako ce 4yBCcTBaT€ MHOIO U3MOPEHH, HMATE 3aJyX
WJIM MOAYTH Kpaka u rie3eHd. Tosa Moxe Aa ca CHMIITOMH Ha CbpAeUYHM NMPOOIEeMH, KOMTO BKJIKOUBAT
ChpAEHHA HEAOCTATBMHOCT M NPOOIIEMH CbC ChpACYHHUSA MYCKYJ (KapIMOMHOMNATHA),

IIpobaemnu ¢ 0ennre apobose uiH aumanero. Kaxere Ha Baiuua aexap, ako MMmare kauinmua, 6onka
B IbPANTE, BHE3ANEH 3a0yX WIIH H3KALWIATE KpBB. T0Ba MOXE 1a ca CHMINTOMM Ha CbCTOSHHUE, HAPEHEHO
benogpoben eMOONMM3IBLM, KOETO Ce MOIy4aBa, KOraTo KpbBEH ChCHPEK AOCTHUrHe Ao Oenure Bu
apobose.

bnLOpeunn napymenus. Kaxere Ha Bawus nekap, ako ypUHUpAaTe ¢ NPOMEHEHA 4ECTOTA WM HE
ypuUHHpare; TOBa Morar aa Osaar cuMnToMu Ha ObOpeuHa HegoCTaTbYHOCT.

Koupsene, Kaxere Ha Bawusa nekap, ako UMaTe HAKOW OT CIIEAHHUTE CHUMIITOMH WK NpoOIeMH ChC
CEPHO3HO KbPBEHE 10 BpeMe Ha JiedueHHeTo ¢cb¢ CYHHTUHHMO Maiinan: fone3HeH noayT ctoMax (Kopem);
MOBPBbLUAHE HA KPbB; YEPHH, NEMKABH WIMPAXHEHMUA, KbpBaBa YpHHA; riaBobonue Unu npoMsHa B
ICHXHUYECKOTC BH ChCTOAHKE; U3KALUIAHE HA KPBB WIHM KbpBaBH XpauxH oT Oenurte apoboee Ui OF
AUXATETHUTE MbTHLLA.

Painagane Ha Tymopa, Bogemo Ao npoOuB B uepBoTo. Kaxere Ha Balluug aekap, ako UMare CHIIHA
KopeMHa DoJIKa, TeMnepartypa, raeHe, MOBpblUaHe, KPbB B M3NPAKHEHUATA WIH NPOMEHHU B UPEBHHUTE
HaBULIH.

Hpyry HeXxXenaHu peakuuu npu fedenne cbe CyHUTHHMO Makiad MoXe 1a BKJIKOUBAT:

MHOro 4ecTu: Morar aa 3acerdar noseve ot 1 Ha 10 nyuu

- Hamanen 6poit TpoMOOLHTH, HepBEHM KPBbBHU KIETKH W/HIH OC€H KpBHB
HEYTpOQHITH).

- HenocTur Ha Bb3ayX.

- BHCOKO KpBBHO HANATaHE.

- KpaiiHa ymopa, 3aryba Ha cuna.

- [lonysaHe, AbAKALLO C€ HA TEYHOCT MO KOXKATa UJIH OKONO OYMUTE, NbJI0O0




bonka/npa3HeHe B yCcTara, 3auepBABAHE/BBLINAIEHHE/CYyXOTa B yCTAaTa, NMPOMEHU BbLB BKYCA,
pa3cTpOEH CTOMAax, rajgeHe, MOBpbUIaHe, JAWapud, 3anek, Oonka/moayBaHe B KOpeMa,
3aryba/HaMansBaHe Ha aneTuTa.

[ToHM>KEHA AKTHBHOCT HA UIHTOBUAHATA XJ/1€3a (XUNOTHPEOUINIBM).

3aMasnHOCT.

["hasobonue.

KbspBeHe OT Hoca.

bonku B repba, 60nku B craBure.

bosika B pbUETE U KpaKaTa.

[ToxxbnaTABaHE HA KoOXKaTa/oDe3UBETABAHE HAa KOXara, NMPEKOMEPHO OLIBETABAHE HA KOXaTa,
MPOMAHA B LIBETA HA KOcaTa, 0OpKUB MO AJIaHUTE Ha pbUETE U X04MnaTa, 0OpHUB, CyXa KOXa.,
Kauwnuua.

Bucoka TemMneparypa.

TpyaHo 3acnuBake.

YecTH: morar aa 3acerHat 1o 1 Ha 10 aywu

Heuectu: Morar aa 3acersar 1o 1 Ha 100 ayum

KpbBHH CbCUpEUM B KPbBOHOCHHUTE ChAOBE.
HenocTaTb4HOCT Ha NPUTOKA HA KPbB KbM CHPACHHHMA MYCKYJ, MOpaad 3anylliBaHE WM
CTeCHABAHE HA KOPOHAPHUTE ApTEPHH.

bosika B rbpaMTe.

HamaneHo KOnM4eCcTBO KPbB, H3MOMNBAHO OT CHPLIETO.

3aJpbiKKa Ha TEYHOCTH, BKIIOYHTENTHO 0KOIO Oenute apobose.

Hudexkumn.

YcnoxHeHne Ha Texka nHpekumna (HaITHuHa B KpbBOOOpaleHHETO), KOATO MOXKeE Aa A0OBEAE 10
YBpEXJIaHEe Ha TbKaHH, OPraHHa HEAOCTATHLYHOCT H CMBPT.

[loHMXKEHO HUBO Ha KpbBHA 3axap (BX. TOUYka 2).

3ary0a Ha DenThbK ¢ ypuHaTa, MOHAKOra BOACLUA 10 OTOLH.

['purnonoaober CHHAPOM.

Heobuuaiium KpbBHH MOKa3aTeM, BKIKQYBALUM TAHKPEATHYHHU W HEPHOAPOOHH €H3IUMMU.
Bucoko HUBO Ha NUKOYHA KHCEJIMHA B KPBLBTA.

Xemopouau, 601ka B NpaBOTO YEPBO, KbPBEHE OT BEHLUTE, 3aTPYAHEHO IMPEribliaHe HIIH
HEBBIMOXKHOCT /1a Ce NMperblua.

[Tapeuio unu Oone3HEHO ycellaHe Ha €3HKA, Bh3NajJeHWE Ha OOBHMBKATa HA XPaHOCMHWIATEIHUA
TPaKT, MPEKOMEPHO KOJIHUYECTBO Ta30BE B CTOMAaxa WiM Yyepeara.

3aryfba Ha Terno.

MyckyiiHo-ckenetHa Gonka (Dosika B MYCKYJIUTE M KOCTUTE), MYCKYIHA ¢/1ab0oCT, MYCKYyJHa
yMOpa, MyCKynHa bosika, MyCKyJIHH Cl1a3MH.

CyXxoTa B HOCA, 3aYLICH HOC,

I IpeKOMEPHO CHLA30TEUYCHHE.

Heobuuaiina 4yBCTBUTEIIHOCT Ha KOXKata, CbpdexK, IIOWEHE H Bb3NANCHUE Ha KOXKAaTa, MEXYPH,
aKHe, NPOMAHA B LIBETA HA HOKTHTE, KOconaJ.

Heobuuaitun yceuianua B KpanHULMTE.

HeobuuaiHo NMoHrwKeHa/yBeJIn4eHa YyBCTBHTENHOCT, 0CODEHO npu Ronup.
Kucenunu B ctomaxa.

O0e3BoaHABaHE (AexHaApaTaLMs ).

[‘opety BBbIHH.

HeobunualHO olBeTEHA YpHHA.

Henpecus.

Brpucasue.

JKuBoro3zacTpallapallii HHQEKUMH HA MEKUTE TbKaHH, BKIOUYMTENHO aHO-TE
(BXK. TOYKA 2).

Y nap (uHcynT).
CopaeueH HHPAPKT, NPHUUHHEH OT NMPEKbCHAT WIH HAMAEH NPUTOK Ha KPbB



[IpoMAHa B eekTpHUECKATa AKTHBHOCT Ha ChPLUETO WIH HEMPABUIECH ChPACUEH PHTHM.
TeunocT OKOJIO CHpHETO (NEPUKAPAECH HITHUB).

YepHoapobHa HeaocTaTLHHOCT.

bonka B cToMaxa (kopema), NpHHMHEHA OT Bb3MANCHHE Ha 3aACTOMALIIHATA XKJi€3a.

Paznaa Ha Tymopa, Boaews a0 npobue Ha yepsata (nepdopauns).

Bb3naneHue (noaysaHe W 3auepBABaHE) HA MNBUKATA CbC MM Oe3 CBBP3aHH C HErO KAMBHH B
NNBbYKATa.

HeecTecTBeHo KaHanye, CBbP3BALILO €1HA TENECHA KYXHHA ¢ ApYyra WIH ¢ KOXaTa.

boska B ycTaTa, 3u01Te W/HIM YenocTTa, NOAYBAHE UK Bb3MNANCHUE B YCTATa, BKOYAHEHOCT WK
HYBCTBO HA TEXECT B HENIOCTTa WK pa3ikiallaHe Ha 3b0. Toea MOXke Aa ObaaT CUMIITOMU Ha
KOCTHO YBpPEXKaHE Ha YeMOCTTa (OCTEOHEKPO3a); BUKTE TOUKA 2.

CBpBXNpoaAyKUHS HA WHTOBHAHH XOPMOHH, KOATO NOBUUIABA KOITUYECTBOTO CHEPruf, KOETO
TANOTO H3MOJ3RA MPH MOKOH.

[TpobneMHO 3a3apaBsaBaHe Ha paHaTa cliell onepaLms.

[loBHLIEHY KPBBHU CTOMHOCTH HA €HIMMHU (KpeaTHHPOCHOKHMHAZA) OT MYCKYJIUTE.

[IpekomepHa peakuus KbM ajiepreH, BKIIOYHTENHO CEHHA XpeMa, KOXKeH 0OpHB, KoxeH cbpbex,
ypryUKapus, NoayBaHe Ha YaCTH OT TAJIOTO H 3aTPYAHEHO AMLIAHE.

BiananeHue Ha Ae0enoTo Y4EepBO (KOAHT, HCXEMHUYEH KOJIUT).

Peaku: morar aa 3acernar go [ va 1 000 gyuin

Texxa peaxkuus Ha xoxkata wunu auragdumte (cuHapoM Ha CTHRLHC-/DKOHCBHH, TOKCHuUHAa
enuaepMaHa HEKPOJIK3a, epuTeMa MyaTHgopme).

Cungpom Ha tyMopeH pasnan (CTP) — CTP exawouBa rpyna ot MeTaDONUTHU YCI0XKHEHU,
KOMTO MOraT [1a C€ NOABAT 10 BPEME Ha JICHEHHETO Ha paK. |€3H YCIOXKHEHHA CE NPUYHHABAT OT
pa3naaHATE NMPOJAYKTH HA YMHpaAUIMTE PAKOBH KIAETKU ¥ MOTAaT Na BKAIOYBAT CJICAHOTO. rajeHe,
38/1yX, HEMIPABHIEH CbPACUYEH PHTBLM, MYCKYJIHHA CNA3MH, PUNATbLUN, MOMBTHABAHE HA YPHHATA
W YMOpA, CBbP3aHH ¢ HAPYILUEHHUA B pe3yaTaTuTe OT J1abopaTopHUTE H3ceaBaHHs (BUCOKK HUBA
Ha KanuH, NUKo4YHA kKUcenuHa H Gocdop 1 HUCKH HUBA Ha KaJILMK B KpbBTA), KOUTO MOrarT aa
JoBeaat a0 nMpoMeHH B OnOpeuHata pyHKUMA ¥ ocTpa ObOpeuHa HEJOCTATHYHOCT.

HeobuuaiHO pasrpakJaHe Ha MYCKYJUTE, KOETO MOXe aa aoseae a0 6ubpeunu npobnemu
(pabaomMuonuia).

Heobnyalnn HM3MEHEHHA Ha MO3bKa, KOUTO MOTAaT JAa MPEAY3BHKAT MHOXECTBO CHMIMTOMH, B
TOBa 4YMCO rnaBobonue, oObpKBaHe, NpunaabLUK U 3aryba Ha 3peHue (CuHApoM Ha ofpaTuma
33/1Ha NeBKOCHUEeAIONnaTHs).

bonesHeHo pa3a3BaBaHe Ha KOXKaTa (MMOAEPMA FaHIPEHO3YM).

Bu3naneHue Ha uepHua Apod (XxenaTur).

Bb3naienHde Ha LWHTOBHAHATA >Kie3a.

YBpexxaaHe Ha HaW-MIKHTE KPbBOHOCHH CBAOBE, H3BECTHO Kato TpoMOoTH4YHA
MuxpoaHruonatua (TMA).

C HEeM3BECTHA 4eCcTOoTa (OT HATMYHUTE JaHHHM HE MOXE Aa Obae HalpaBeHa OLIEHKA)

Pa3wupsaBane 1 0TCA1a0BaHE HA CTEHA HA KPbBOHOCEH ChJ HIIM pa3KbCBaHE HA CTEHA Ha
KPBBOHOCEH CbJ (AHEBPH3MH K apTEPHATTHH AUCEKALIMH),

Jlunca Ha eHeprug, 0OBPKAHOCT, CLHNUBOCT, ODe3cb3HaAHUE/KOMA — TE3H CUMNTOMH MOXeE J1a ¢a
NpH3IHALK Ha MO3IbYHA TOKCHYHOCT, NMPEIW3BUKaHA OT BUCOKH HHBA HA aMOHAK B KpbBTa
(xunepaMOHEMHYHA eHuedanonaTHs ).

Crobmapane Ha HEXEIAHH PEAKUHA

AKO NMOJIYYUTE HAKAKBH HEXKE/IAHH JIEKAPCTBEHU peakLHH, yBeaomere Bawuus nekap uas
ToBa BkNtOYBa BCHYKH Bb3MOXXHH HEOTIHCAHM B Ta3M JIHCTOBKA HEXENaHHW peakLM/AN]qn
CHOOLMTE HEXKENAHU PEAKLIMH AUPEKTHO Ype3:
HUanbnauuTenna arenums no nekapcrtea (MAJD)
yn. Jlamsan I'pyes Ne §

1303, rp. Codusa

P. bvarapus




Ten.: +359 2 8903 417

Daxc: +359 2 8903 434

e-mail: bda@bda.bg

yebcaiT: www.bda.bg

Kato cbhobluaBate HexenaHu peakudd, MOXeETe 1a AaJeTE€ CBOSA MPHHOC 33 MOJy4aBaHE Ha MOBEYE
HH(pOpMaLMA OTHOCHO 6e30NnacHOCTTa Ha TOBA JIEKAPCTRO.

5. Kak aa cexpanssare CynuTunund Mannan

Jla ce chXpaHgaBa HA MACTO, HEOCTBLITHO 34 [eua.

He usnon3eaiiTe TOBa JIEKAPCTBO ClE CPOKA HA rOAHOCT, OTOE/IA3AH BLPXY KAPTOHEHATA OMNAKOBKA,
Oyrunkara u baucrepa cnea ,.l'oaeH 10" win “EXP”. CpokbT Ha rOJHOCT OTroBaps Ha rnocneHus AeH
OT NOCOYEHHA MeceLl.

Toea ACKAPCTBO HC H3UCKBA CIICUHAITHH YC/IOBHA Ha CbXPAaHCHHC.

He u3noazeaiiTe ToBa JekapcTBo, ako 3abenexure, ye ONakoBKATA € yBpeAeHa WIHW WMa Ciean OT
OTBapAHE.

He W3xBbpagiiTe JekapcTBaTa B KAHATW3ALMATA WM B KOHTEHEpa 3a A0OMalUHH oTnaasuH. [lonuraiire
Bawins ¢apmaneBT xak ga H3XBbPJATE JEKAPCTBATA, KOMTO BEYE HE H3I10N3BATE. 1€3U MEpKH LIe
CIIOMOrHAT 33 ONa3BaHe Ha OKOJHATA cpejia.

6. ChabpkanHe HA ONAKOBKATA H AOMBLJAHHTEIHA HHPOPMALHS

Kakso cvanpxa Cyuntunnd Makinan

- AKTHBHOTO BELLECTBO €. CYHUTHHUD

Cynutunub Maiinad 12,5 mg T8bpau _Karicyjiu
Besaka kancyna coaspxka 12,5 mg CYHHTUHHUD.
Cyuutnnu® Maiinan 25 mg TBbpAH Kancyiu
Bcska xancyna ceaspxka 25 mg CyHUTHHUO.
Cynuutuuu® Maiinan 50 mg TBLpAM Kancysu
Bcaka kancyna cbanpka 50 mg cyHMTUHRO.

- Hpyrure cbeTaBkH ca:
Kancynno cvowvpoxcumo: uenynoza, MukpokpucranHa (E460), mannton (E421), xpockapmenosza
Hatpuit, nosuaoH (E1201), marneaues creapar (E470b)

CyHuTHHHO MaknaH 12,5 mg TBBLpAM Karncyau

Cwvcmasg va kancyrama: yepBeH xenezeH okeua (E172), turanos anoxeun (E171), :xxenatuu
[lewamno macmuno, 610 mennak, TutaHos auokcua (E171), nponunenrnukon (E1520)

CynutnHub® MainaH 25 mg TBbpaAK KancyJau

Cvcmas na kancyrama. yepeH xeneseH okcua (E172), yuepsen xeneseH okcua (E172), sguargenesen
okcua (E172), tutanos anokcua (E171), »kenatux

Hevamno macmuno, 6an0: mennak, TuraHor avokeua (E171), nponuienrankon ¢4
Cynutuand Maknad 50 mg TBbpAH Kancyau
Cwcmas na kancyaama. vepen xeneseH okena (E172), uepeeH xeneseH okeua
okcua (E172), Tutanos anoxena (E171), xenatun
[Teuamno macmuino, 6s10; WeNNax, TATaHOB JUOKCHA (E171), nponuneHrnuko




Kak m3rjexna CyraruAnd MaHaH H KAKBO ChABPKA ONAKOBKATA
Cyuutnnnd Maiinan 12.5 mg TBbpAU KaNcy/u

JKenatHHOBH Kancysiy, pazmep 4, ¢ OpaHKEBO Kanaye ¥ opaHkKeBo T4/10, C HaneuaTaHo ¢ 6410 MacTWIO
“12.5 mg” BbPXY TANOTO K ChABPKALLH XBJITH 0 OPaHXEBHU FPaHYIIU.

Cynutunub Maiiad 25 mg TBbPAMU KANCyJiu

KenarrHoBM Kancynu, pasmep 3, ¢bC CBETIOKADARO Kanmaye U OpaHKEBO TANIO, ¢ Hane4aTtaHo ¢ Oao
MACTHIO “25 Mg~ BbpPXY TANOTO ¥ CbABPKALLM XXBJITH A0 OPAHKEBH PAHYJIH.

Cynutunud Maitnas 50 mg TBLpAK Kancynu

’KenatrvHOBHW KancyJiy, pa3mep 1, ¢bC ¢BETNOKaABO Kanaue W CBETAOKaAPABO TANQ, ¢ HANEYaTaHO C
6410 MacTUIo “50 mg” BBbpXY TANIOTO ¥ ChAbPHKALILHK XKbJITH OO OPAHKEBH IPaHyIH.

CyHnTHn® MailiaH TBBpAU KancCysu
nepdopupaHd daucrepn ¢ eAHHHUHH

€ HaluuyeH B OMUCTEepH, ChABPXKAILM 28 TBBLPAM KalCy/M, B
Jo3n or 28 x 1 Tebpau kancyau, 30 TBLPAM Kancy/d, B

nepopupaH GIKCTEPH ¢ €AUHHYHM 03K OT 30 X | TRbpAH KaNCy/d M B J1aCTMAcOBH OYTWIIKH,

cbabpKaiuyd 30 karcynu.

He BcHukH BHIOBE ONAKOBKHW MoraT jJa Obaar [MYCHATH B npﬁﬂa}mﬁa‘

IMpuTexxaTen HA pa3pelIieHHETO 3a ynoTpeba H NPOH3IBOAHTE.]

ITpumesicamen na paspemenuemo 3a ynompeba:

Mylan Ireland Limited,
Unit 35/36 Grange Parade,
Baldoyle Industnal Estate,

Dublin 13,
Hprnanaus

IIpouzsooumen:
Remedica Ltd.

Aharnon Street, Limassol Industrial Estate,

3056 Limassol,
Kunsp

HIH

Pharmacare Premium Ltd.
HHF003 Hal Far Industrial Estate,

Birzebbugia, BBG3000
Manta

Topa JnexkapcTBO ¢ pa3peunieHo 3a

ynoTpeba B aAbLpXkKaBHATE - 4IeHKH Ha Esponekckoto

HKOHOMHYECKO NNPDOCTPAHCTBO 1101 CJICAHHATE HMCHA.

Huaepnanaus Sunitinitb Mylan, 12,5 mg, 25 mg, 37,5 mg, 50 mg harde capsules

bvnrapus Cynuruaubd Maiinan 12,5 mg, 25 mg, 50 mg TBupaH Kancynu

XbpBaTHA Sunitintb Mylan 12,5 mg, 25 mg, 37,5 mg, 50 mg tvrde kaps

Yexus Sunitinib Mylan 'g&w %
JlaHus Sunitinib Mylan AR TIR "é .
Ectonus Sunitinib Mylan AN %\
DOunnanaus Sunitinib Mylan 12,5 mg, 25 mg, 37,5 mg, 50 mg kov

OpaHLMA SUNITINIB VIATRIS 12.5 mg, 25 mg, 50 mg, gélule

10 ____-___—/



YHurapus Szunitinib Mylan 12,5 mg, 25 mg, 37,5 mg, 50 mg kemény kapszula

Hcnanaus Sunitiub Mylan 12,5 mg, 25 mg, 37,5 mg, 50 mg hord hylki
HUtanus Sunitinib Mylan

JluTea Sunttinib Mylan 12,5 mg, 50 mg kietosios kapsules

JlatBus Sunitinib Mylan 12,5 mg, 50 mg cietas kapsulas

Manta Sunitinib Mylan 12.5 mg, 25 mg, 37.5 mg, 50 mg hard capsules
Hopseerus Sunitinib Mylan

[lonwa Sunitynib Mylan

[lopTyranus Sunitinib Mylan

PyMbHUA Sunitimb Viatnis 12,5 mg, 25 mg, 37,5 mg, 50 mg capsule
CnoBakus Sunitinib Mylan 12,5 mg, 25 mg, 37,5 mg, 50 mg

HUcnauus Sunitinib Mylan 12,5 mg, 25 mg, 37,5 mg, 50 mg capsulas duras EFG
HIEEIGE Sunitinib Mylan

Obeaunneno xpanctso  Sunitinib Mylan 12.5 mg, 25 mg, 37.5 mg, 50 mg hard capsules

(CesepHa Hpnanaus)

JiaTa HA MOC/IeAHO Npepa3riekaaHe HA JJHCTOBKATA
05/2024
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