GLIVEC® (imatinib)
IVBEK® (umaTnunG)

Mpeawu pa 3anoukeTe yieueHre ¢ TOBa NEKapCcTBO, NpoYeTeTe BHMMAaTeSIHO LAnara
uHthopMaLusl, CbABPXALLA Ce B Ta3W FIMCTOBKa.

- Masete nuctoBkaTa. Moxe fia ce Hanoxm fa s NpoYeTeTe 0THOBO,

- ToBa nekapcTBO € npegnucaHo Ha Bac. Hukora He ro npeoTcThiBaiTe Ha gpyr
Xopa v He Fo u3ronsBanTe 3a feYeHue Ha gpyri 3abonsBaHns.

AKO uMaTe JOMbiHWTENHW BBLApPOcK, obbpHeTe ce kem Batuma nexkap wnim
dhapmaLesT.

B Ta3n nucroska:

Kakeo e [ nimBeKk 1 3a KaKBo Ce M3Nonaea
Mpepn aa sanodHeTe ynotpebata Ha MnuBek
Kak ga ce npuema nveek

Be3moxxHu HexenaHu peakuui

CuxpaHeHue Ha [nsek

HDonesHuTenHa uHhopmauua

N

Glivec 100 mg ¢uavupann TabJIETKE
- AKTVBHOTO BellecTBo Ha [nueex e imatinib mesilate (umaTtuHud mesunar).

- OpyruTe CbCTaBKK Ca MUKPOKpUCTanHa Uenynosa, KPOoCroBWAOH, XMMPOMenosa,
marHesues creapat v Konouganed 6essoper cunuumMes AUOKCUA,.

- ®UNIMOBOTO MOKPUTUE CE ChCTOM OT: 4yepBeH xeneseH okena (E172) u xent
xeneseH okeng (E 172).

Mputexaren Ha pa3pelleHneTo 3a ynoTpeba:

Novartis Pharma Services Inc.
Lichistrasse 35, CH-4056 Basel
Switzerland

lMpousBoguTenu:

Novartis Pharma Stein AG
Schaffhauserstrasse, CH-4332 Stein
Switzerland

Novartis Pharma GmbH
Roonstrasse 25, D-80429 Nirnberg
Germany

Novartis Pharma GmbH
Oflingerstrasse 44, D-79664 Wehr/Baden

Germany




1. KAKBO E I'MWBEK U 3A KAKBO CE U3MNOJIZBA

'muBex ce npepnara nog gopmaTa Ha dunmupann TabneTkn. Beaka Tabnetka cbabpxa
100 mg oT aKkTMBHOTO BewjecTBo UMaTuHWE. Mva gsa euga onakosku or 20 u ot 60
TabneTn.

"MuBeK e nevyeHne 3a XpoHUYHa muenongHa neskemus (XMIT).

JieBkemunTa e arokauecTeeHo 3abonsiBaHe Ha BenuTe KpbBHW KneTku. Tean benn kneTku
obMKHOBEHO NoMaraT Ha opraHusma ga ce 6opu ¢ MHdekuuATa. XpoHnyHaTa MUenongHa
neekemusi € dopma Ha feBKeMWs, MpW KOATo OenikTe KPBBHW KMNETKW, HapeuveHw

rpaHynoLmMTi, 3ancdeaT fa Ce yeenuuasar GeaKoHTponHo. [mueek uHxubupa
YBEMYaBaHETO Ha JIEBKEMNYHUTE KIETKU.

IMuBex e CbLUO Taka NeyeHre 3a Ha racTPOMHTECTUHANHN cTpomanymy Tymopu (TUCT).

FacTponHTecTVHANHN CTPOMAaNHM TYMOPY ca TE3W Ha cTomaxa v YepsaTa. Te npousnusar
OT HEKOHTPOMPAH KIeThYeH PacTex Ha CbEAUHWTENHATA ThKaH Ha Te3n opraHn. Mmueek
UHXMBUPA PacTEXa Ha TE3W KITETKM.

AXO umaTe BLMpocKu 3a TOBa xaK gelictea [nvBek mnu 3allo Toea nekapcteo Bu e
npeanucaHo, obbpHeTe ce KbM Ballua niekap.

2. NOPEOU OA 3AMOYHETE YIIOTPEBATA HA NIMBEK

Mueex moxe ga Bu bkge npeanucad caMmo OT Nekap ¢ ONUT B NIEYEHWEeTOo Ha XpoHu4Ha
MueriougHa neskemus unu FTCT.

Criassaiite BCUYKW YKasaHus, AageHn Bu ot Baluva nekap BHUMAaTERHO, AOPW aKko T ce
pasfninyaBar oT OCHOBHAaTa MHGopMaLysa, CeAbpXalla ce B Ta3l NNCTOBKA.

He npuemaiite [nueek:

- aKo vmate CBPLXUYBCTBUTENHOCT (anepris) Kbm MMaTUHUG 1in KosITO 1 Ga e Apyra
cbeTaBka Ha [nBek, nsbpoeHa B HAYaNoTO Ha Tasw NMMCTOBKA.

AKo cunTaTe, Ye MOXE fa cTe anepruuHn, obbpHeTe ce KbM Baluwst rnekap 3a ChBer.
BrumagaiTe ocob6eHO npu npuem Ha MMueek:
- aKo umarte vunm cTe umany vYepHogpobeH, 6u6peyer un cbpaedeH npobnem;

AKO HAKOoe 0T Teal YCiioBus ce oTHacs Ao Bac, cwobiete Ha Bawmwus nekap, npepu aa
npyemeTe [ nMBeK.

Aokaro npvemare FnvBek MOXe fla HacTbiM 3HAYWUTENHO 3agbpXaHe Ha TEYHOCTH.
Eto sawo, ako 6bLp3o ysenuuniTe TernoTo cu, obbpHeTe ce HesabaBHO KbM Baluuns
nekap.

BawwmsT nexap e HabmopaBa HENPEKLCHATO CbCTosHMETO B, 3a na np
ImuBek okaspa xenaHvs edpext. Hdokato npvemate nueeK, pegoBHO
BaweTo Terno 1 e By ce npaBAT KpbBHY M3cnegBaHns.

FmuBex npu geuwa v nogpacreayy




OnuTsT ¢ MMuBeek npy AeLa 1 nogpacTBally ¢ XpoHWdHa Muenongsa neskemun (XMIT) e
orpanmMdeH. Hama onut c ynotpebara Ha [nueex npu Aeua nog 3-TOAULLHA BL3PacT.
Hsima onuT ¢ ynioTpeba Ha Imueek npu geua v nogpacream ¢ FTNCT.

BpeMeHHH KeHn

Ako cTe BpemenHa wnn Mmare CkMHeHus 3a 6pemeHHOCT, chobluere Ha Bawusa nekap.
ImuBeK He Busa fa ce Manonasa npyu BPeMeHHOCT, OCBEH aKo He & Kpailko HeoBXoauMo.

Bawmar nekap we obcbay ¢ Bac noTeHumanHua pUCK OT NpUeMaHeTo Ha [nvBek no
BpemMe Ha BpeMeHHOCT.

YKeHnuTe, KOUTO ca B CbCTOsIHME Aa 3abpeMeHesnT, ce CbBETBAT Aa WUBMOoN3BaT edeKTuBHa
KOHTPaLenLus 1o BpemMe Ha neveHneTo ¢ [ nineek.

Ktpmelumn Maikn

AKo KepmuTe, choblleTe Ha Bawws nekap. He OuBa Aa KbpMuTe Mo Bpeme Ha
neyeHueTo ¢ I nnBek.

[Uochupase u pabora ¢ malivuHu

B cnyt!aﬁ, He usnuTarte HexenaHW peakivui KaTo saMmaliBaHe W 3aMbiNieHO BuMXaHe,
B3eMeTe cnelmanHn MepKi, Korato wodupare un Nsnonasare MallunH.

Mpuem Ha Apyru JyiekapcTBa, KOMTO MOXE Aa NOBnuAAT edekta Ha MnuBexk wnu
obpatHoTO.

Crobwere Ha Bawua nexkap unu dapMaueBT, ako npKemMaTe WM Hackopo cTe
npueMany HAKakBn feKapcTBa, BKIKOYWUTENHO JiekapcTBa Ha Owikosa ocHosa (St
John's Wort).

3. KAKCE NPUEMA INMnBekK

CnaseaiiTe BHUMaTENHO yKasaHwsTa, faAeHn By orT Bawwmsa nekap. He npesuviuasaiite
npenopbLYaKara [03a.

Kornko oa npuemare

BbapacmHu

Bawmst nekap we Bu npegnuiwe TouHo no Korko TabrieTkk Inneek ga Baumarte. AKo ce
nekyearte or XM, obuuaitHaTa HayanHa foa3a e 1 Tabnetka oT 400 mg uriv 1 TabneTka
ot 400 mg nmoc 2 tabnetkn ot 100 mg, BeaHvX AHesHO. Ako ce nekysate ot TUCT,
HauyanHaTa poza e 1 Tabnetka ot 400 mg, BeAHBX AHEBHO. BaluvAT fekap moxe ga
AOBMLLY UMW Hamank 1o3aTa, B 3aBNCUMOCT OT OTroBopa KbM TEYEHNETO.

Heua

BawinsT nekap we By kaxe koriko tabnetku mveek Tpabea ga nasarte Ha Baweto pete.
Axko BatitteTo gete ce nmekyea ot XMIJI, koruiyecTBoTo MMBEK 3aBUCKH OT TEHECHaT.

mg nntoc 2 TabneTtin o1 100 mg (600 mg MMueexk).

OHeBHaTa fosa [MuBeK MoXe [ja ce npuema HaBedHbX unn ga 6bvde pasg
npuema (CyTpuH u seyep).



Kora v kak ce npuema Mnunsek

Tps6Ba ga npuemare FMBEK 3aefHO € XpaHata Tk KaTo TOBa lue MOMOrHe 4a
npepnasuTe ctomaxa cu. Mormbaite TabneTkuTe Lenu ¢ ronsiMa vyama Boga.

AKo He MOMeTe Aa norehHeTe Tabnexinte Uenu, mMoxeTe ga rm pasTeopTEe B 4Yalua
MikHepanHa seofga AOBKOB COK:

o T[locraBete HeoOxoguMms Opoil Tabnetkm B [OCTATBYHO KOMAYECTBO TEYHOCT
{npubnuautento 50 m! 3a Bcaka Tabnetka ot 100 mg 1 200 mi 3a Tabnetka ot 400

mg)

» Pa3bwbpkaitte ¢ MeXxuua, gokato TabneTkMTe ce pasTBOPAT HalbIHO

« Msmuitte BefgHara UsnoTo CbAbpHaHMe Ha vawara. BramoxHo e g2 ocTaHart cnegu
OT pasTBOPEHOTO NEKAPCTBO MO CTEeHUTE Ha Yaluara

Koniko gusro ce npuema NhveBek

[Mpuemaiite [mMBeK exeAHeBHO, AokaTo Bawwmat nexap He Bu kaxe ga cnpete. He
rpekpaTsBaiTe nevYeHMeTo npean Kpas Ha npegnucatins Nepuo.

B cnyyvaii ye cTe npuenu noBeue [finBeK

Axo cryJaiiHo ¢Te npueni fno-ronsiMo oT HeoBGXoaMMOTO KonnyecTeo [NnBek, HesabasBHo
yeefgomeTe Baluma nekap. Moxe Aa ce Hanoxm MmeauumHeKko Habrogenne.

4. Bb3MOXHW HEXENRAHW PEAKLMN

Kaxro BCuuku niekapcrsa, Taka u [MUBEK MoXe 2 nMa HEXeraHu peakuyi y HaKou Xopa.
OBMKHOBEHO Te Ca SiIeKo [0 YMEPEHO uspaseHn. AKO UMarTe HAKCE OT CregHuTe
onnaksaHus BeAHara yeefomeTe Balupa riekap.

Hsikou HeXeraHu peakyuu Morat fa 6ngar cepuosHun:

« Axo yBenuyapate O6bLp30 Ternmoro cu, Baweto TARO mMoxe Aa 3agbpXU BoAa
(3aabpxaHe Ha TEUHOCTH), KOETO MOXE fia U3NCKBa neqeHue.

e AKO nonyuyute cuMnTomMM Ha MHMEKUMs KaTo Hampumep nosulleHa Temreparypa,
BTpUCaHe, sauepBeHo rbprio unu adt B ycrarta. JleyeHveto ¢ MhmBek moxe pa

yBENUYN uny Hamanm Gpost Ha BernvTe KPLBHU KNETKK B KpbBTa Bu, koeto Bogn Ao
MOBKLUEHA NOJATAMBOCT KbM UHMEKLIMN.

e AKO CE NosiBM HeOMaKBaHO KbpBEHe WM YCTaHOBUTE MO THMOTO cv cuHWHW 6e3 ga
cTpapaTe OT HapaHsABaHe.

* Axo KOMXaTa unu ounte Bn noxbrreaT (CUMNTOMW Ha XbITEHVLE).

e AKo Nno koxxaTa By ce noaBAT npuiiikk nny HeoBuyaliHo nolleHe,

e AKO NOBBPHETE KPLB WUIK 3abenexute KpbB B uanpaxHeHuaTa Bu vunn
N3NPadKHEHUS.

¢ AKC n3nutBaTe 3aayx.



e Ako umaTte Bonku B ouMTe Unm oTcrnabeaHe Ha 3peHneTo.
[pyrn, MHOrO YecTu HexenaHu peakuun:
3acszawyu noseve om 10 dywiu Ha ecexu 100

ImasoBonue, rageHe, NOBPbLUAHE, [Uapus, HapyLeHo XpaHocmiunaHe, obpus, MyCKyIHM
Kpamnu, GOfKM B MYCKYNITE W KOGTUTE, OTOK (BKIIOYUTENHO NOARYXHANW 04K W nojyBaxe
Ha IMe3eHnTE).

Cooblere Ha Bawys nekap, ako OT HAKOS OT Te3W peaxkuuy € CMNHO u3paseHa npu
Bac.

Lpyrit BL3amoXHy HEXenaHu peakuui:
Bacszatu mexdy 1 u 10 dyw Ha ecexu 100.

AHOpeKcusi, 3aMasHOCT, Oe3ChHWE, KOHIOHKTUBUT, YBE/IMYeHO ChbM3eHe Ha ouure,
HapylUeHust BbB BKYCa, KbpBEHe 0T Hoca, Karivua ik Gornkn B rpsAHus KoLl (fNeBpuT),
nofyBaHe Ha Kopema, YBENWYeHO OTAensHe Ha rasoee, 3anek, cbpbex, HeobuuaeH
KOCONag, N UaTLHABaHE Ha KocaTta, HOWHW USNoTsHBakuA, ymopa, cnabocT, nsTpbreaHe
Ha graHuTe W CTbhnanara, YBenu4yeHo Terno, CTOMalUHW KMCenuHK, 3aMBbrMeHo 3peHune,
nosisa Ha acht (A3BKW) B ycTara, NnogysaHe Ha CTaBuTe Y 3aTPYRHEHO AMuaHe.

Ctobuere Ha Balms nekap, ako 0T HAKOA OT Tesu peakuun e CUNHO u3paseHa npu
Bac.

Axo 3abeneXuTe KaKBaTO W Ha € [Apyra HexenaHa peakuusl, HeCrOMeHaTa B Tazum
FIMCTOBKa, Mmons, uHdopMupaiite 3a Toea Baluns nekap nmny dpapmauest.

5. KAKJOA CbXPAHABATE NMKWBEK
. CuxpansBsiiTe [MBEK Ha HEQOCTLMNHU 32 Jela MecTa.
o [la ce cuxpansAsa npu Temneparypa nog 30° C.

) CuxpaHsisaiite TnuBeK B opuruHanHatTa My ONakOBKa, 3a fa ce npeoTsBpam
OBAaXHABAHE,

. He wmsnonasalite MnBeK cned WaTMYaHe CPOka Ha TORHOCT, OTOEens3aH BbPXY
ONaKoBKaTa,

. He un3nonseaiiTe ONakKOBKY, YMATO UANOCT € HapylweHa wnn uma benesn Ha
thanmpumpanre,

6. OONMBIHUTENHA WH®OPMALWA
33 AoNbAHVTENHa UHDOoPMaUWs OTHOCHO TO3M NeKapCTBEH NMPOAYKT, Mons, oGbpHeTE ce

KbM NPencTasuTens Ha NPUTEXaTENsA Ha paspeLleHneTo 3a ynotpeba B Bonrapys:

Novartis Pharma Services Inc.
Codmst 1164

MNn. “Woan Masen (1" Ne1

Ten.. 02/980 03 00

chakc: 02/ 963 41 94




