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JIucroBka: HHGOpMAIIHSA 32 NOTPEOUT

Kaneuuradouun 3entuBa K.c 150 mg puimupan
Capecitabine Zentiva k.s 150 mg film-coate

Capecitabine Zentiva k.s 500 mg film-coated tablets
Kanenuradun 3enTuBa K.¢ 500 mg puamupanu tab1eTku

kanenuradbuH/capecitabine

[IpoyereTe BHHMATE/IHO UAJIATA JIMCTOBKA, NPEAH /12 3alI0YHeTe 1A pUeMaTe TOBA JIEKaApCTBO,

Thil KATO TH ChAbp:Ka BaxkHa 3a Bac ungopmanus.

. 3anasere Ta3m IucToBKa. MOKe J1a €€ HAJIOKH 114 sl IPOYETETE OTHOBO.

- AKO MMaTe HAKAKBH JOIBJIHUTECIIHN BBIIPOCH, MonuTanTe Bawms iekap wiun papMauesr.

- ToBa siekapCTBO € npeAnucaHo ¢AMHCTBECHO U JIMYHO Ha Bac. He ro npeorcrsnBanTe Ha ApYyru
xopa. To MOXe J1a UM HaBpE/IM, HE3aBUCHUMO Y€ MPHU3HALMTE HA TAXHOTO 3a00/4BaHE ca
chlUMTE KaTo Bawmmure.

- AKO MOJYYHTE HIKAKBH HEXKCIIAHM JICKAPCTBCHU pPeakUMH, YBeaAoOMEeTe Bauus jiekap uiu
(hapmaueBt. ToBa BKJIIOYBA M BCHYKH Bb3MOKHH HCKE/IAHW PCAKLIMH, HCOITMCAHM B Ta3H
JIMCTOBKA (BHKTE TOYKA 4).

KakBo cbabpKa Ta3H JIHCTOBKA

KakBo npeacrasisia KanenurabuH 3eHTHBA K.C M 32 KAKBO CE€ M3I10J13BA

l.
2. KakBo TpsiOBa na 3naere, npeam aa npuemere Kaneuuradbuu 3eHTHBA K.C
2 Kak ja npuemare KaneuntaOne 3eHTHBA K.C
4, BB3MOXKHH HEXETAHH pPEaKLIMH
J. Kak na cexpanspare Kaneuurabun 3eHTHBA K.C
6. Cbabp)KaHUE Ha OMAKOBKATA M JIOMBJIHUTEIHA HH(OpMaLHs
1. KakBo npeacrasiassa KaneuuradHH 3eHTHBA K.C H 32 KAKBO Ce H3I0/13BA

KaneuntabuH 3¢HTHBA K.C MIPUHA/UIC)KH KbM I'pyliaTa JICKapCTBa, HAPEYEHH “"LIMTOCTATHYHH
JICKApCTBA, KOUTO CIIHUPAT pacTeka Ha pakoBUTE KJIETKH. KaneuuTaOuH 3€HTHBA K.C ChbAbpPKa
KaneuuTabuH, KOHTO cam 1o cede CH HE € UUTOCTAaTUYHO JiekapeTBO. Camo cien kato ce abcopbupa B
OpraHM3ma, TOM C€ NPEeBpPbILUA B AKTUBHO [IPOTHBOPAKOBO JICKAPCTBO (MOBEYE B TYMOpPHATA ThKaH,
OTKOJIKOTO B HOpMAJIHATA ThKaH).

KaneuuraOMH 3€HTHBA K.C C€ M3M0JI3Ba 3a JICUCHUE HA paK Ha J1Ic0eIOTO YepBO, [IPABOTO YEPBO, PAK
Ha cTOMaxa MJIM pak Ha myieyHara »Je3a. OcBeH ToBa, KaneuurabuH 3eHTHBA K.C C€ M3M10J13BA 3a
[MpeJI0TBPATSABAHC HA HOBA MOSIBA HA paK Ha AcOCI0TO YEPBO CJIC/ MTBJIHOTO OTCTPAaHsIBAHE HA TYMOpA
4ype3 onepaLms.

KaneuurabuH 3eHTUBA K.C MOXKE Add CC IIpHJIal'd CAMOCTOATCIIHO HIIH B HDMGHHHHHH C JIPYI'H
JICKaApCTBa.

2 Kakso Tps0Ba 1a 3Haere, npeaun Aa npuemere Kaneuuradbuu 3enruBa ke -~ 1 A
F A" o 4R I, " "
:"r -.~ . T~ r"- - \“*
ne // *-' [ R, Y \ )
He npuemanite Kaneuuradun 3eHTHBA K.C (| &/ L35\ \

- AKO CTE aJICPrHYHM KbM KaneuuTaOuH MM KbM HAKOS OT OCTAHAJINTE ChCTABKH ToBa H PR '-';_ ) 24 |
JiekapcTBO (M30poeHu B Touka 6). TpsdBa na yBeaomure Bamus nekap, ako Bu GM‘EBECTHG ye | w ]
MMaTe ajJeprusi WK NpPeKalicHa 4yBCTBUTEIHOCT KbM TOBA JICKAPCTBO, \ £ \Sliwie?” / &/



- aKO MPEM TOBA CTE MMAIH TEKKH PEaKLMH KbM JICYEHHE ¢ PAYOPOITHPHMHIHHH (rpyna
NMPOTHBOPAKOBHU JICKAPCTBA, KaTo Hamp. Guyopoypalui),

- aKo ¢Te OpeMeHHa MU KbPMHUTE,

- aKO MMaTe MHOTO HUCKM HHBa Ha O€IUTE KPbBHHU KJIETKH MM HA TPOMOOLIUTUTE B KPBBTA
(JIEBKONIEHMSA, HEYTPONESHHUS UK TPOMOOLILTOIEHHUSA ),

- aKO MMAaTe TEXKRK YepHOApoOHM nnn 660peyny npobaemy,

- aKo 3HaeTe, ue NMpH Bac MMa nmbjHA JMNCa HA AKTUBHOCT Ha €H3MMa AUXHUIAPOMTUPHUMHAKUH
aexnaporeHasa (A1) (menen aepuumt xva AILA),

- aKO CC JICKYBAaT€ B MOMEHTA MM CT€ JICKYBAHU NIpe3 NMocneaHuTe 4 ceaMuLU ¢ OpHBYAHH KaTo
YyacT OT JISYCHHUE HA Xeprnec 30cTep (BapHLIeIa UK XEPIEC).

[IpeaynpexacHUA H NIpeaNa3zHH MEpKY
["oBopete ¢ Baiuns nekap unu gapmauesT, npeau aa npuemere Kaneunrabux 3eHTyBa K.C.

- aKo 3HaeTe, Y€ MMATe YacTHUCH ACPHUNT Ha aKTHBHOCTTA HA €H3UMa AUXHAPOTIHPUMHIHNH
nexuaporedasa (JAILA)

- aKQ MMAaTe YWICH Ha CEMEHCTBOTO, KONTO HMa YacTHYECH MIIN IbJICH JeHLMT HA EH3UMaA
auxuaponupumMuana aexunaporeHasa (JI111)

- aKO MMaTe YepHoapoOHO MIH OBOpEeUHO 3a00nABaHE

- aKQ IMAaTe UIIM CTE€ MMaJIM ChbpACYHH NpobiieMH (HallpUMep HENPABUIIEH ChPICYEH PUTHM HIIH
OOJIKM B 'bPAUTE, HETIOCTTA M I'Bp0a, MpeIH3BUKAHU 0T GH3UUECKO YCUITHE, M MOpaaH
NpoOJIEMH ¢ IPUTOKA HA KPBEB KBM CHPLETO)

- aKo yMare 3a00naBaHMA HA MO3bKA (HAMPUMEpP paK, KONTO ce € pa3NpoCTPaHUI B MO3bKa WIH
YBPEKJAHE HA HEPBHUTE (HEBPOIMATHS))

- aKO MMaTe NMPOMEHEHH HUBA Ha KANUMUA B KpbBTA (HabN101aBaHO NPH M3CNICABAHUSA HA KPbBTA)

- aKO UMaTe auader

- aKO B PE3y/NTaT Ha TEXKKO raJiCHE M NOBPBIIAHE HE MOXKETE Aa 3aAbPXKHUTE XPaHA WM BOAA

- aAKO MMaTe Juapus

- ako cte ce 00e3BoaHNNY

- aKO MMaTe NMIPOMEHEHM HUBA Ha HOHUTE B KPBBTA (CACKTPOAMTEH AUcOanaHc, HabmaaBaH MpH
H3CJICABAHUATA)

- aKO MMaTe aHaMHE3a 3a OYHH NMpoOdNeMH, Thil KATO LIE UMATE HYXAa OT JOMBJIHUTETHO
HabmoacHHe Ha Balunte oun

- aKO HMATe TEXKKH KOXXHH peakLHH

Hepuyum na JIIT: Jepnuutst Ha [I1]] € reneTnyHo 3aboaBane, KOCTO OOMKHOBEHO HE €
CBbP3aHO ChC 3APaBOCIOBHH NMpobeMU, OCBEH aKO HE MOAYyYaBaTe ONpeICNeHH JIEKapcTBa. AKO
umare ncpuuut Ha JI1d n npuemare Kaneuurabnu 3¢HTHBA K., BHe CT€ M3710)KCHM Ha MOBUIICH
PHUCK OT TEXKH HEXENAHM peakuvy (U30poeHH B TOUKA 4 ,,BB3MOXHY HEXKENAHU pEaKLiMH' ).
[IpenopsuBa ce ga ce n3ciaeapare 3a gedmuur Ha A1 npeau aa sanovyHeTe nevyeHHEe. AKO JUICBA
aKTHBHOCT Ha €H3uMa, He TpaOBa na npuemare Kaneuurabuu 3enTHBa K.C. AKO HMaTe HaMaseHa
€H3MMHa aKTHUBHOCT (YacThueH geduumnT), Bamar nexap MOXE Aa Npeanyiie HaMaleHa 103a. AKO
MMaTe OTPHUATENHH Pe3ynaTaT OT M3caeaBaHeTo 3a Aehuumt Ha I, Bce nak ¢ Bb3MOXHO Aa
BB3HHKHAT TCKKH M XKHBOTO3aCTpALdBaAlM HEXEITAHN PEAKLIMH.

lenxa H 10HOIUH
Kaneuutrabun 3eHTHBa K.C HE € NTOKa3aH NMpH Aeua v WwHowd. He gapante Kaneuutabru 3eHTHBA K.C

Ha IC€lL4d H FOHOILH.

,Il;pym JEeRKaApCTBa H Kaneunradun 3EHTHB3 K.C

HIIH J4 DTCJ’IHﬁH NEHCTBHUETO HA JICKApDCTBATA.




He Tpafsa na npuemare OpUBYAMH (AHTHBHPYCHO JEKAPCTBO 32 JIEYEHHE HA Xepliec 30CTep
HJIM BAPHIENA) [10 €HO H CHUI0 BpemMe ¢ jleYeHHe ¢ KaneuUHTadHH (BK/II0YHTE/IHO H N0 Bpeme
HAa NepPHOAM HA MOMHBKA, KOraTo He Npuemare TadJIETKH KaneHTa0HH).

AKo0 cte npueau OpuByanH, TpAGBA Aa H3UaKATe HAH-MANKO 4 ceAMHUH CJie]l CIHPaHe HA
GpuByaHH, Npeld [da 3anoyHere NPHEM Ha KameuuraGuH. Brxre CbINO TOYKA LHe
npuemaiite ,Kaneuurabun 3entnBa K.c”.

Tpabsa na 6baere 0COOEHO BHUMATEIHH, aKO IpPUEMATE HAKOE OT CJICAHHTE:

- JIEKapcTBa MPOTHB 1o4arpa (aIonypHHoI),

- IEKAPCTBA POTHB ChCHPBAHE HAa KPbBTA (KyMapHH, BappapuH),

- fEeKapCcTBa NPOTHUB I'bPYOBE MM TpenepeHe ((PEHNTOUH),

- naTepdepoH anga,

- TbYENeYCHHE M HAKOH JIEKAPCTBA, M3I10/13BaHH 32 JIcdeHUE Ha pak (¢ oMHOBa KHCEINHA,
OKCaJIKIUIaTHH, 6eBann3yMad, NMCIIIaTUH, HPHHOTEKAH),

- feKapcTBa, M3MOA3BAHM 34 JieHeHHE Ha AehHLMT Ha (onueBa KMCEIMHA.

Kanenuurabun 3eHTHBA K.C ¢ XpaHa U HAMHTKH
Tpa6sa na npuemate KaneuntaGuu 3eHTHBA K.C HE 10-KbCHO OT 30 MHHYTH CJIE/l XpaHEHE.

bpeMeHHOCT H KbpMEHe

AKo cTe GpeMeHHa HIM KbPMHTE, CMATATE, Y€ MOXKE J1a CTe OpeMEHHA WM IU1aHHPaTe OpeMEHHOCT,
nochBeTBalTE ce ¢ Bawmua nekap uiu dapManeBT npeau ynorpebarta Ha Tosa ekapeTso. He TpsOsa
na npuemare Kaneuntabun 3eHTHBa K.C aKo cTe OpeMeHHa HIIH CMATATe, Y€ € Bb3MOXHO Ja CTE

OpeMeHHa.

He Tpsa6Ba na KbpMuTe, ako npreMate Kaneuntabun 3eHTHBA K.C, KAKTO U B NPOIBIKEHUE HA 2
CeIMHLIH cJIe] nocjaeaHaTa J03a.

AKoO cTe xeHa, KoaTo Ou Moria Aa 3a0peMeHee, TpAOBa na M3non3Bare €PEKTHBHH METOIH 3a
IpeAnasBaHe oT 3abpeMeHABaHe no BpeMe Ha nedeHme ¢ Kaneuutabun 3eHTHBA K.C, KaKTO H B
Npoab/HKEHUE Ha 6 Mecelia c/iel] MpUeMa Ha Noc/eAHaTa 003a.

AKo cTe MBXK M Baiata napTHeopka 6 Morna aa 3abpemeHee, TpAbsa aa u3nossare ¢eKTHBHY
METO/IH 3a MpeJna3saHe oT 3abpeMcHABaHE MO BpeMe Ha JieueHue ¢ KaneunraObuu 3¢HTHBa K.C M B
NpoABL/HKEHUE Ha 3 MeceLla cell MpHEMa Ha nocjeaHaTta ao3a.

Illopnpane u padora ¢ MaALIUHHU
Kaneunrabun 3eHTHBA K.C MOX€E Aa NIPHYHHH YYBCTBO HAa 3aMaiiBaHe, ragcHe nim ymopa. Ilopaan
TOBa ¢ Bh3MokHO Kaneuutabun 3eHTUBa K.C 4a noBause Bamara cnocoOGHocT aa wodHpate uim aa

paboTHTE ¢ MAILIMHM.

KanenurablH 3eHTHUBA K.C ChALPXKA 0€3BONHA TAKTO034:
Axo Bamusit nexap Bu e xazan, ye uMaTte HENOHOCUMOCT KbM HSKOM 3aXapH, CBBPXKETE C€ € HETO,

npeaH Aa INIpHEMETE TOBaA JICKAapCTBO.

KaneuuTaOuH 3eHTHBA K.C CLALPKA HATPHM:
ToBa sekapcTBO ChABPXKA [10-MaNko OT 1 mmol HaTpui (23 mg) Ha TabNeTKa, T.€. MOXE Ja Ce KaXxe,
4e€ MPAKTUYECKH HE ChAbPKA HATPHH.

3. Kak na npuemare Kanenutadbnun 3enTHna K.C
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Kaneuuraduy 3eHTHBA K.¢ TpAOBa c€ NpeanucBa caMo OT JIEKAP C ONUT B M3NOM3BAHETO HA
NMPOTHBOPAKOBH JICKapCTBa.

Baummmst nekap we By npeanuuie no3a v cxema Ha JIeYeHHE, KOUTO Ca NoAXoaAH 32 Bac. /lo3ata Ha
KaneuntabuH 3eHTHBA K.C C€ OCHOBaBa Ha TejecHaTa By nOBBPXHOCT. T4 c€ H3YHUC/IABA OT PBCTa U
rernoto Bu. O6uuaiinara 103a 3a B3pacTHY € 1250 mg/m’ TenecHa NOBBPXHOCT U C€ NPHEMA J1Ba
I'bTH AHEBHO (CYTPHH  Beuep). Tyk ce JaBaT ABa NpuUMepa: JIHLE, YHETO TENECHO Terno € 64 kg u
pBeT - 1,64 m, HMa TenecHa MOBBPXHOCT 1,7 m? u Tpsa6Ba na npueme 4 tabnerxu ot 500 mg u |
Tabnerka ot 150 mg asa meTH AHeBHO. JInie, unero TenecHo Terno € 80 kg v prer - 1,80 m, uma
TenecHa noBbpxHOCT 2,00 m’ u TpabBa na npueme S Tabaetkn ot 500 mg ABa MbTH AHEBHO.

Bawmuar aexap me Bu kaxe kakBa 103a € Heo0X0aHMO 12 NpHEMAaTe, KOra H KOJIKO
NPOoALLKHTENIHO TPAdBa Xa A MpHemare.

Bawumsat nexap Moxe a norcka ot Bac na npuemare kombuHauus ot tabnetku ot /50 mg v ot 500

mg 3a BCjAKa 103a.

- [IpuemaiiTe TabneTkuTe CYTPHH M Beuep, KaKTo € NpeAnHcaHo oT Baiiusa nekap.

- [Mpuemaiite TabneTkute A0 30 MHHYTH cel NPUKIIOYBAHE HA XPaHEHETo (3aKycKa U
peuepsi) M rH Norabinaiire uenu ¢ Boga. He pasTpowmapaiite H He vyynere Tad/IeTKHTe, AKO
He MOKeTe 1a nperiabTHeTe TabaerkaTe KanenuTadHH 3eHTHBA K.C 11€/1H, Ka)KeTe Ha
Bamina MeAHUHHCKH CICILHAJIHKCT.

- Ba)kHO € a npHemaTe BameTo ekapcTBo Taka, KakToO € Mpeanucano oT Bamus nexap.

Tabnetkure Kaneuutrabun 3enTHBa K.C 0OOMKHOBEHO CE NPHEMAT B NPOAB/DKEHHE HA 14 /1HA,
mocAeIBaHH OT 7-THEBEH NEPHO/ Ha MoYHMBKa (IO BpEME Ha KOWTO He ce npuemar tabnetku). To3u

21-nHeBeH NMEPHOa NPEACTaBIABA €AUH UMKBI HA JICUCHHC.

ITpy KOMOMHALMS C APYTH JIeKapcTBa, 00HYaiiHaTa 1033 MPH B3PAacTHH MoXe aa obae non 1250
mg/m? TenecHa MOBBLPXHOCT M MOJKE /1A C€ HANOKH 1a MPHEMATE TabIETKUTE 33 PasInueH NEpPHO. OT
BpeMe (Hamp. BcekH [eH, 6e3 nepuoR Ha MOYMBKaA).

AKO cTe NpHeJH MoBeve oT HeoGxoxHMaTa no3a Kaneunrabuu 3enTHBA K.C

AKO cTe NpHENH Nnosede oT HeoOxoaumara ao3a Kaneuurabus 3eHTHBA K.C, CBBPKETE ¢ ¢ Bawius
JIeKap Bb3MOXKHO Hail-CKOpO, fIpey Oa B3EMETE ClIe/BallaTa J03a.

AKO CTE NPHENH NMOBEYe OT HeoOXOAMMATAa 1032 KancuuTabuH, MOXKE 13 NONYYUTE CIICAHUTE
HCHKENAHY PEAKUMH: IaICHE WK NOBPbILAHE, IHAPU, Bb3MAIICHIC WM A3BM Ha “i€pBaTa WM yCTaTa,

Oonka UM KbPBEHE OT YEPBaTa MIM CTOMAaxa, MY NOTHCKAHE Ha KOCTHUA MO3BK (HAMAlABAHE Ha
Onpenc/icHH BUAOBE KPBBHH KieTKH). YBeaomete Bamnsa nekap He3abaBHO, ako NOMYHUHTE HAKOH OT
TE3IU CUMIITOMH.

Axo cre nponycHaau Aa npuemete Kaneuuradbun 3enTnBa K.

He npuemaiite mporycHarara 1o3a n3oduo. He B3emanTe 1BOHHA 1034, 3a A2 KOMICHCHPATE
nponycHaTraTa 1o3a. Bmecto ToBa, nponsinkasaiTe ¢ Bamara peioBHa cXeMa Ha TO3UPaHEe U ce
KOHCyNTHpaiiTe ¢ Bawus nekap.

AKO cTe cnipeak npuema Ha Kaneuntadns 3eHTHBA K.C
HsimMa HexenaHH PeaKlMH, IPUYHHEHH OT CIIMPAHETO Ha JICYEHHUETO C KaMmenHTabnH. AKO H3MOA3BATE
KYMapHHOBH aHTHKOAryJlaHTH (ChAbpKaIM Hanp. GEeHNPOKYMOH), CJIEA CIIMPAHETO Ha KaneMTabHH

J—

MOXKE [1a ce HAJIOXHU Bamuar nekap Aa KOpHryupa A03aTa Ha aHTHKOAryJjaHTa. T T

AKO ¥MaTe HAKAKBH NOMBIHUTEIHH BEIPOCH, CBBP3aHH C yNnoTpedaTa Ha TOBA JIeKapC
Bauins nekap uin papMaLCBT.



4, Bb3MOKHH HE)KeJTaHH PeaKklHu

KakTo BCHUKH JIEKapCTBa, TOBA JIEKAPCTBO MOXKE [ NPEAX3BUKA HEXKE/IAHH PCAKIMH, BBIPEKH Y€ HE
BCEKH T'H NOJIy4aBa.

CIIPETE npuema Ha Kaneuutabun 3eHTHBa K. He3a0aBHO M ce CBbpXKETE ¢ Bauius nekap, ako ce

NMosSBH HAKOH OT T€3W CUMITOMH:

- Huapusa: ako uMarte yBenu4aBaHe Ha 6pos Ha M3X0XKIAHMATA € 4 UK NIOBEYE HA ICH B
cpaBHEHME ¢ OOMUYAHOTO MIIH AHapUs MPE3 HOMITA.

- Iospvuiane: ako MOBbPHETE MOBEYE OT BEAHBXK 32 NEPHOJ OT 24 vaca.

- Tadene: ako 3ary0uTe aneTUT M KOMMYECTBOTO XpaHa, KOETO H3AXKAATE Ha JICH, € MHOTO MO-
MaJiko oT 0OH4aiHOTO.

- Cmomamum: ako uMmate 601Ka, 3auepBaBaHe, oayBaHe WM agTH B ycTaTa W/ MM I'bpaoTo.

- Koxcna peaxyun ,,poxa-kpak”; ako nMare 0onka, noayBaHe, 3a4epBABaHE HIIH H3TPBIIBAHC HA
IV1AHUTE W/HIIK CThIiajiara.

- Bucoxa memnepamypa: ako umarte TeMneparypa 38°C uid no-BUCOKa.

- Hughexyun: axko ce noABAT NpH3HALK HAa MHPEKUHNs, NPUYHHEHA OT ODaKTEpUH NI BUPYCH, KA
Apyru MUKPOOPTraHH3IMH.

- Boaxa 6 zepoume: ako nmare 60J1Ka, JJOKAJIKM3NpaHa B HEHTbPa HA I'bPAMTE, 0COOEHO 10 BpeMe
Ha (pU3UYECKO YCHITHE.

- Cunopom na Stevens-Johnson: axo uMaTe GoNE3HEH YEPBEH HIIH TMITaB 0OpHB, KOHTO C&
Pa3NpOCTPAHABA, M 3aNI0YHAT /1a CC NOABABAT MEXYPH H/UIH OPYTH NE3HH 110 JIMTABULIMTE
(Hafp. yCTa B YCTHH), 0COOEHO aKo MPEAH CTE HManu GOTOYYBCTBUTEIHOCT, HH(EKIMH HA
AUXaTeJIHATE MbTHINA (Hanp. OPOHXHMT) M/WIH TpeCKa.

- Anrnoeaem: [ToropceTe He3a6aBHO MEAMLIMHCKA [IOMOLLL, aKO 3a0€/ICKNTE HAKOH OT CIISHHUTE
CHMIOTOMH - MOXE [a C€ HY)KJIaeTe OT CNEILUHA MEIUIIMHCKA TOMOUL: MOAYBAHE MPEANMHO Ha
JIMLETO, YCTHHUTE, €31MKa WIH I'bPI0TO, KOETO 3aTpy/AHABA MPErTbIAHETO UK AHIIAHETO,
cepbex 1 00prBy. ToBa Moxe aa OBJ€C NPH3HAK HA AHTHOENIEM.

AKO Ce YCTAHOBAT PaHO, TE3M HEKENAHH peakiu 0OUKHOBEHO ce MoaofpsaBaT B paMKuTE Ha 2 110 3
[HH CleR NPEyCTAHOBABAHE HA JIEYCHHUETO. AKO 00aye Te3H HEXeNaHH PeaKkuHy HE OTLIYMSABAT,
cBBp2KETE ce HezabaBHO ¢ Bawuns nexap. Bammar nexap Moxe 1a By kaxe 1a NOAHOBUTE JICUCHUETO ¢
[I0-HUCKa 103a.

AKO 110 BPEME Ha IBPBUS MK/ HA JICUCHAC BE3HUKHE TEXbK CTOMATHT (adTH B ycTaTa M/HiH
r'bPNOTO), BH3NAICHUE HA JIMraBUUMTE, HAPHs, HEYTPONCHHS (TIOBUIIEH PUCK OT HHEKLHH) HITH
HEBPOTOKCHYHOCT, MOXe Aa uMate aebuunt Ha I (BmxkTe Touka 2, [IpeaynpexaeHus u
[peana3Hl MEPKH ).

KoxHaTa peakiys ,,pbKa-Kpak' Moxe 1a JloBejie A0 3aTy0a Ha NpBCTOBHTE OTHEYATHLUH, KOCTO OH
MOTIJIO Aa nosnusge BaitleTo naeHTHQHUMpaHe NMOCPEACTBOM CKaHHpaHe Ha MPBCTOB OTIICHATDK.

B nonsnHeHue Ha ropHOTO, Korato KaneunTabuHd 3¢HTHBA K.C CC M3M0/13Ba CAMOCTORTENIHO, MHOTO
Y4ECTH HEXKENAHM PEaKLMM, KOUTO MOTAT Ja 3acerHar nose4e or | Ha 10 aymm ca:

- KopeMHa bonka

. 0OpHB, CyXa WY ChpdsALIa KOXKa
- yMopa

- HaMaJIeH aneTuT (AHOpPEeKCHA)

Te3u HEXXENaHH PEakLMY MOXKE [1a CTAHAT TEXKKH, NOpaay TOBa ¢ BAXKHO BHHATH He3al
cBbp3BaTe ¢ Bauiua sexap, Koraro ¢ NosABY HEXKEIAHA peakuud. BaumAar nexkap Mo
MMOCHBETBA [Aa HAMaIuTe A03aTa W/ WIK BPEMEHHO Aa npekpaTHTe JeucHHeTo ¢ Kanen
k.c. C ToBa e ce HaMa/IH BEPOATHOCTTA HEXKENaHa PEaKkLiHs 1a NMPOAbLIKY UK Aa CT




Jpyru HEXKENaHH PEaKLHH Ca;

UecTH HeXXENaHH peakiny (Moxe Ja 3acerHar 2o | va 10 aymin), KOMTO BKJIKOYBAT.

- HamafsBaHe Ha 6pos Ha GenuTe UK YEPBEHUTE KPBBHHU KJICTKH (Hab/1101aBaHO NpH
N3CJICIRAHUS )

- Jexuaparauus, 3aryda Ha Terjio

- De3cbHuE (MHCOMHUS), AeTpecHs

- rnapo6oIHe, ChHIMBOCT, 3aMasHOCT, He0OHYAMHHM yCelllaH!A N0 KOXKaTa (M3TPhIBaHE WA
MpaByu4KaHeE), IPOMCHH BbB BKYCa

- pa3HEHe B OKOTO, YBEJIMUEHO ChA300TACIAHE, 3a4EPBABAHE HA OKOTO (KOHIOHKTHBHT)

- Bb3MaJcHHE Ha BeHnTe (TpoMbodnedur)

- 3alyX, KbpBCHE OT HOCA, KalllTH1la, XpeMa

- Xepriec Ha YCTHUTE WK APYTH XEPNECHN HH(EKLNH

- uadekuun Ha Genute ApoboBe MM ANXATENHATA CHCTEMA (HAaNp. MHEBMOHMA HIIH OPOHXHT)

- KbpBEHE OT 4YepBarTa, 3anek, 60/IKa B ropHara 4acT Ha KOpeMa, HapyLICHO XPaHOCMHIIaHE,
razose, CyxoTa B ycrTaTa

- KOkeH 00pHB, Kocomna (anoneiuys), 3a4cpBABaHE HA KOXKaTa, CyXxa Koxa, cupbex (npypuryc),
NpOMSHA B L[BETA HA KOXKaTa, 3aryba Ha K0Xa, Bb3MATCHUE Ha KOXKAaTa, HApYLICHHA HA HOKTHUTEC

- GoJIKa B CTABMTE WM KpalHHULUNUTE, MbpANTE WIH Ibpba

- BUCOKA TEMIEPATYpa, MOAYBAHE HA KPAaKaTa, HEPA3NOJI0KCHHE

- npobaemu ¢ yepHoapobHata GyHKuus (HabmoaaBaHU NPH U3CIEABAHUA HA KPBBTA) H
noByileH OMAHPYOHMH B KPBBTa (OTACAAH OT YEPHHA ApoD)

HeuecTH HeXxeNlaHR peakuny (Moxe aa 3acerHar a0 1 Ha 100 ayiun), KOHTO BKAKOYBAT:

- nudexuna Ha KppBTa, MHOEKUMA Ha MUKOYHUTE TbTHIIA, HHbEKUNS Ha KoxkaTa, HHPEKUHH Ha
HOCA U IBPOTO, rEOHUHM MHGEKIKN (BKIIHOYHTENHO HA YCTaTa), TPHII, TACTPOCHTEPUT, Ib0OCH
abcuiec

- OYYKH HOJ KOKATA (JIUIOM)

- HaMaJIiBaHE HA KPbBHHUTE KIETKH, BKIHOUHTEIHO TPOMOOLIUTHTE, pa3pekKAaHE HA KPBBTA
(1ab1r0JaBaHO NPH U3CTSABAHUA)

- aneprus

- mabeT, HAMAJISBAHE Ha KAIHA B KPBbBTa, HEAOXPAaHBaHe, YBEIHYCHUE Ha TPHUTIIMUCPUANTE B
KpbBTa

- CHCTOAHUE HAa OOBPKAHOCT, TAHHYECKH IIPUCTBITM, NIOTUCHATO HACTPOCHUE, HAMANICHO AMOH IO

- 3aTpyJHEHHA B FOBOPA, HapYLICHHE HA MAMETTA, 3aryba Ha KOOPAMHALMA HA JIBUKCHHUATA,
HapyLICHHE B PABHOBECHETO, IPHIALbLUK, YBPEXK/aHE Ha HCPBHTE (HEBPONATHA) M IpodaEMHU
ChC CETHBHOCTTA (0OCE3aHHUETO)

- 3aMbBIJIEHO 3PCHHUE WIH NBOHHO BHX/AHE

- CBETOBBPTEXK, DONKa B yXOTO

- HeNpaBHIIeH ChPIEYEH PUTLM U cbplebueHe (apuTMus), Oonka B rbpaANTE M ChPACHEH YAap
(uHapKT)

- KPBbBHH CHCHPELH B AbJIOOKHTE BEHH, BUCOKO HJIH HHCKO KPBBHO HAJIAraHE, TOMIH BBIHH,
CTYJE€HH KpailHHUH, OYPNYpPHH NETHA MO KOXKATA

- KPBBHH ChCHPELIN BbB BeHuTe Ha Geus npob (GenonpobHa emGonus), kosabupan 6sn apob,
KALIUISHE Ha KPBB, aCTMa, 3a4yX NpH YCHIINE

- 3anylliBaHe Ha YyepBaTa, CbOMpaHe Ha TeYHOCT B KOPEMa, BB3NANCHUC HA TEHKOTO UIIH
nebenoro 4epBo, CTOMaxa WIH XpaHONPOBOAa, 00/1Ka B JO/THATa 4acT Ha KOpeMa, mpemeu
nuckoMdopT, KUCETUHH (BpbILIAHE HAa XpaHa OT CTOMaxa), KpbB B HSHpa}HHEHHHTa

- KBJITCHHULA (TTOKBATABAHE HA KOXKATA U OUMTE)

- 3B HA KOXKAaTa ¥ o6pa3yBaHe HA MEXYPH, PEaKLiia Ha KOXATa Ha CIbHYCBA CBE / ,{
3auepBABAHE HA JUIAHHUTE, NORYBaHe Wi 00/Ka B JIHLETO 1_, Lo *ﬁ**”

oyt

- OAYBAHE HA CTABUTE HMIIM CKOBAHOCT, 60J1Ka B KOCTHTE, MyCKYJIHA C/1adO0CT Hm!f c";pﬂaﬂucf
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- ¢rOupaHe Ha TeuHocT B 660peumTe, NOBHILIECHa Y€CTOTA HA YPUHHPAHE IIPE3 HOIITA,
HHKOHTHHEHLIHUA, KPBB B YPHHATA, NOBUILABAHE HA KPEATHHHHA B KPBHBTA (PH3HAK Ha
HapyleHa Op0peuHa QyHKUKA)

- HeoOHuaiiHO KBEPBEHE OT BIArallMILISTO

- nogyBaHe (OTOK), CTYACHH TPBIIKK K BTPHCAHE.
Hsikou OT Te3H HEXeNaHH PeaKiMH ca IMO-4€CTH, KOraTo KancudTabuH ¢ NpUiara 3acaHo ¢ IpyrH
NIeKapcTBa 3a JICYCHUETO Ha pakoBH 3abonaBaHus. JIpyri HexkeNlaHH peaklMy, HaOMoJaBaHH B TAKHBA

CHTYAalUHH, Ca CIICAHHUTC,

Yectu HexelaHH peakiuu (Moxe 1ga 3acerdart 1o 1 Ha 10 qyiin), KOMTO BK/IIOYBAT:

- MOHHKaBaHE HA HATPHA, MAarHe3usa WM KaIUMs B KpbBTa, MOBUILIABAHE HA KPbBHATA 3axap
- HeBpanruuHa Oonka

- 3BBHTEHE WIH IIYM B yIIaTe (THHUTYC), 3aryba Ha cinyxa

- BBb3M1aJICHAEC Ha BEHUTE

- XbJILIAHE, MPOMAHA B IJlaca

- 6onka HAY MPOMEHEHO/HEOONYaHO ycelllaHe B ycTaTa, DoJika B 4eIoCTTa

- H3IIOTABAaHE, HOWHU U3IIOTABAHHSA

- MYCKYJIHHM Cl1a3MH

- 3aTPYAHEHO YPHHHMpAHE, KPEB WK DENTHK B YpHUHATA

- CHHHHH WJIM pEaKIii Ha MACTOTO Ha HHXXEKTUPaHE (IIPHYHHEHA OT JICKAPCTBA, NPHIaraHy Mo
CBILIOTO BPEME UPE3 HHIKCKLIHA)

Penku Hexxenanm peaxuuu (Moxe aa 3acerHat Ao 1 wa 1 000 gywu), KOUTO BKIIKOYBAT:

- CTECHEHHE MM 3alyllBaHe Ha CJTb3HMA KaHai (CTeHO3a Ha C/Ib3HHUA KaHa)

- yepHOApOOHA HEAOCTATBYHOCT

- BL3MAJICHHE, BOAEIIO A0 HAapyIueHa (YHKLMA MM 3alylIBaHE Ha KIbYHATa CEKpEIUd
(xonecTaTHYECH XCIMATHT)

- cnenudUIHY IPOMEHHU B CIEKTPOKapauorpamara (yasnkaBade Ha QT HHTepBana)

- HAKOM BHIOBE apUTMHUA (BKIIOYHTENHO KAMEPHO MBXKACHE, torsade de pointes u Opanukapaus)

- Bb3NaJEHHE HA OKOTO, NPUMUHABAILO 00/Ka B OKOTO H €BEHTYaIHO NPOOIEMH CHC 3PEHHETO

- Bb3MaJeHHE Ha KOXaTa, KOETO BOJAY A0 ITOABA HA Y€PBEHH JIIOLLICIIH CE METHA [TOPaaH
3a00M9BaHE HA HMyHHAaTa CUCTEMa

- aHrvoe/eM (MoayBaHe, NPeIUMHO Ha JIMLIETO, YCTHUTE, €3UKa WIH I'EPIIOTO, ChpOex K
obpuBH).

MHOro peJKH HEXeNaHH peakiuu (Moxe aa 3acerHat 40 | xna 10 000 ayium), Ko¥TO BKIIOYBAT:

- TEKKA KOXKHA peaKums, KaTo KOXKeH OOpHB, S3BH U MEXYPH, KOATO MOXE J1a BKITIOYBA A3BH B
yCTaTa, HOCca, FEHHUTAIIUUTE, PBLETE, CTHNANATA M OYHTE (YCPBEHH H MOAYTH O4H).

ChofmaBane HA HEXKEJTAHM pPeaKiHH

AKO MoJIyuuTe HAKAKBH HEXEJIAHU JICKAPCTBEHH peakluy, yBegoMmete Bawns nekap, papmauesT Win
MEAMLIMHCKA cecTpa. T0Ba BKJIKYBA BCHUKH BH3IMOXKHH HEONHCAHHU B Ta3H JIMCTOBKA HEXKEaH!
peakuny. MoXeTe ChIlo Aa CHOOMINTE HEXENAHU PEAKLIMH AUPEKTHO Ype3 M3nbaHHTEIHa areHUHA
o neKapcTBara, yi. ,,Jaman Ipyes Ne 8, 1303 Codus, Ten.: 02 8903417, yebealiT: www.bda.bg.
Kato cpo01apare HEXENIaHU PEAKLHHK, MOXKETE Ja JaJeTe CBOSA MPHHOC 3a M0J1y4YaBaHe Ha [10BCHE
HH(pOpPMaLHA OTHOCHO DE€30MacHOCTTa Ha TOBA JIEKAPCTRO.

S. Kak xa chxpansaparte Kanennradun 3eHTHBA K.C

Jla ce cpXpaHsBa HA MACTO, HEAOCTBITHO 3a AELA.
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Jla ce cpxpansiBa rnpu temneparypa noja 25°C.

He u3xBbpasiTe JekapcTBara B KaHaJAU3alMaTa WM B KOHTEHHEPA 3a JOMAIIHH OTHA/IbLH.
[Tonnraiite Bamusa dapmaneBT Kak 1a M3XBBPJIATE JCKapCTBaTa, KOMTO BEYC HE M3noJsBare. Te3u
MCPKH LIIC CIIOMOIHAT 3a Ola3BaHE Ha OKOJIHATa cpe/a.

6. CobabpxaHHe HA ONAKOBKATA H A0IIbJIHUTEIHA HHPOPMANHS

KakBo cbabpxa Kaneuuradun 3eHTHBA K.C

AKTHBHOTO BCLIECTBO € KarneuuTabuH. Beska punmupana tabnerka cpabpxka 150 mg nim 500 mg
KarneumTaOuH.

JIpyrure cbCTaBKH ca:

- Slapo na Tabnerkara: 0€3BOAHA JIAKTO3a (BXK. TOYKA 2); MUKPOKPHCTAJIHA LIETYJI034,
XHITPOMEI03a, KpOCKapMeso3a HaTpUH; MarHe3neB creapar.

- OOBuBKa Ha TabieTKaTa: XHIIPOMEN03a, TalkK, THTAaHOB AuoKcu/1 (E171); xene3eH okcH, YepBeH
(E172); xxene3zeH okcua, Kbart (E172).

Kak nm3ranexna Kanenuradun 3eHTHBA K.C U KAKBO ChABPKA OMMAKOBKATA

CBETIIOPO30BH, NPO/ALIATOBATH, JBOHHOU3IBKHAIM (PUIAMHPAHH TAaOJIECTKH, € AbJUKMHA 11.5 mm H
wupuHa 5.5 mm, ¢ BursOHaro penedno o3nauenue ,,CAP” or eanara crpana m ,, 1507 ot apyrara
CTpaHa.

T®MHOPO30BH, MPOABLJITOBATH, ABOWHOU3IMBKHANHY (HAMHpaHH TabNeTKH, ¢ AbDkMHA 16.0 mm u
mupuHa 8.5 mm, ¢ BureOHaTo penedHo o3Havyenue ,,CAP” ot eanara crpana u ,,500” or apyrara
CTpaHa.

Kaneuntabun 3enTuBa K.c GuaMupaHy TadJICTKH ca ONIAKOBAHM B MPO3pavyHu OJIMCTEPH OT
PVC/PVDC — AnymunaueBo (oJino.

ChabpKaHHUE HA OMNAKOBKAaTa:

Kaneuuradbun 3entuBa k.c 150 mg ¢puamupanmn tadnerku
biuncrepna onakoska: 60 ¢punmupanmn tabnerku (6 6nucrepa no 10 Tadietkn).

Kaneuuradbun 3entuBa k.c 500 mg ¢punmupanu TabneTku
bnucrepna onakoBka: 120 ¢punmupann Tabnerku (12 6mmucrepa o 10 Tabnetkw).

[Ipurexares HA pa3pelIeHHETO 32 ynoTpeoda
Zentiva, k.s.

U kabelovny 130,

Dolni Mécholupy,

102 37 Prague 10,
Yewika penyOiiuka -
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To3u JlekapcTBeR MPOAYKT € pa3pelleH 3a ynorpeda B AbpKkapuTe WwieHKH Ha EMII nox
C/I¢IHHTE UMEHA:

Capecitabin Glenmark 150 mg Filmtabletten

Iepmanus Capecitabin Glenmark 500 mg Filmtabletten
Henanmun Capecitabina Glenmark 150 mg comprimidos recubiertos con pelicula EFG
Capecitabina Glenmark 500 mg comprimidos recubiettos con pelicula EFG
Nanns Capecitabin Zentiva 150 mg filmovertrukne tabletter
Capecitabin Zentiva 500 mg filmovertrukne tabletter
I Beuus Capecitabine Zentiva 150 mg filmdragerade tabletter
Capecitabine Zentiva 500 mg filmdragerade tabletter
Capecitabine Glenmark 150 mg filmomhulde tabletten
XOMAHOHA

Capecitabine Glenmark 500 mg filmomhulde tabletten
[Toaa Capecitabinium Glenmark
Kaneuurabnn 3entusa k.c 150 mg punmMupanu tabneTku

Kancuutabuu 3entusa k.c 500 mg punmupanu tabnetku

brarapus Capecitabine Zentiva k.s 150 mg film-coated tablets
Capecitabine Zentiva k.s 500 mg film-coated tablets

EcTtonns Capecitabine Zentiva k.s.

@panuns CAPECITABINE ZENTIVA K.S 150 mg, comprime pellicule
CAPECITABINE ZENTIVA K.S 500 mg, comprimé pelliculé

Hranuna Capecitabina Zentiva [talia

Tnrea Capecitabine Zentiva k.s. 150 mg plevele dengtos tabletés
Capecitabine Zentiva k.s. 500 mg plévele dengtos tabletés

|| P— Capecitabine Zentiva k.s. 150 mg apvalkotas tablets
Capecitabine Zentiva k.s. 500 mg apvalkotas tablets

Kunup Capecitabine Koanaa 150 mg Emxaivppévo pe Aentd vpévio diokio
Capecitabine Koanaa 500 mg EmxoAvupévo pe Aentd vpgvio diokio

Jara Ha nocneHO NpepasriexiaHe Ha JUCTOBKATA:
13.09.2024 r.




