JIucToBka: HH(poOpManMs 32 NAUHEHTA F00J0 . § ZZ

Jlexokaap XL 500 mg Tab1eTKH ¢ H3MeHeHo ocBoboxaaBaHe
Lekoklar XL 500 mg modified release tablets - 2 /& / & 13 -(3- 2076
KJIapUTPOMHLMH (clarithromycin)

IpoyereTe BHHMATE/IHO SJIATA JIHCTOBKA NpeJH Ja 3aM04HeTe 1a NpHeMaTe TOBA JIEKapCTBO,

Thil KaTO TA CHABPKA BazkHa 3a Bac undopmanus.

- 3anasere Ta3u JMCTOBKA. Moske /1a ce HAJIOKH J1a A MpoYeTeTe OTHOBO.

- AKO UMaTe HAKAKBH JIOIMbJIHUTEIHH BHIPOCH, NonuTaiite Bawmns nekap uim dpapmauesr.

- ToBa nekapcTBo e npeanucaHo uuHo Ha Bac. He ro npeotctbnsaiite Ha apyru xopa. To Moxe na
MM HaBpe/IM, HE3aBMCHMO OT TOBA, Y€ TEXHHTE CHMITTOMH €a ChIMTe KaTo Baure.

- AKO TNONy4YHTe HSKAKBM HEXXe/aHH JIeKapCTBEHM peakiuu, yseaomere Bauwms nekap Wiu
¢apmanesr. ToBa BKIIOYBA W BCHYKH BB3MOXKHH HEXEIIAHH DPEAKLMH, HEONHCAHH € TasH
nMcTOBKA. Bukre TOuKa 4.

KakBo cbabp:ka Ta3H JIHCTOBKA:
Kakso npexcrasnsea Jlexkoknap XL 1 3a KakBo ce M3M0JI3Ba

1

2. Kaxso Tpsa6pa aa 3HaeTe npeau aa npuemere Jlekoknap XL

3. Kak na npuemare Jlekoxnap XL

4, Bwb3MOXHHM HeXKellaHH peakLuH

5. Kak na cexpanspare Jlekoxknap XL

6. CobabpkaHHe Ha OTIAKOBKATA M JOITbIHUTEIHA HH(OpMaLHs

1. Kaxkso npeacraBiasa Jlexokaap XL u 3a KakBo ce H3M0/13Ba

AxtuBHOTO BemecTBo B Jlekoknap XL e kiapurpomuuuH. ToBa € aHTHOMOTHK OT rpynara Ha
MAKpOJIM/IMTE H Ce U3MO0I3Ba 3a IOTHCKAHE Ha pacTea Ha GaKTepuuTe, MPUYHHUTENN Ha HHAEKLMH.

Jlexoknap XL ca driMupanu TableTKH ¢ M3MEHEHO 0CBOOO0K/1aBaHE, KOETO 03HA4aBa, Ye AKTHBHOTO
BEILIECTBO ce 0cBOOOXkK1aBa OaBHO OT TabneTKaTa, KOeTo MO3BOJIABA /1a S IPHEMATE CaMO BE/IHbK JHEBHO.

Jlexoknap XL ce U3mo/3Ba 3a Jie4eHHe Ha OCTPH U XPOHHYHH MH(MEKLIMM, TPUYHHEHH OT YyBCTBUTE/IHH
KbM KJIapUTPOMUIIMH OaKTEPHH KaTO:

. MH(EKLMH Ha JIOJIHATE JUXATeHH IbTHILA (0CThP GPOHXMT, 060CTPEH XPOHHYEH
OpOHXHT, MHEBMOHHA)
° MH(DEKUMH HAa FOPHHUTE AMXATETHH MTHTHILA (MHPEKLMH Ha I'bPIIOTO — (papuHrHT) U

Bb3MAEHHE HA KyXHHHTE B KOCTHTE OKOJIO HOCA (CHHY3HT)

Jlexoxnap XL e npenHa3HaveH 3a Bb3pacTHU M Jeua Haj 12 roauuu v Han 30 kg. 3a neua ot 6
Mecena 10 12 roJiMHy1 KIapuTPOMHLIMH ce Mnpejuiara B APYrH NOAXOAAH (GOpMH 3a NMPUIIOKEHHE
(rpaHy;v 3a mepopajHa CyCrneH3Hs).

2. KakBo TpsidOBa 1a 3HaeTe npeau na npuemere Jlekoxknap XL

He npnemaiite Jlexokaap XL, axo
o CTe alepruvyHy KbM KIAPMTPOMHLMH, PYTH MAKPOIHHH aHTHOHOTHIIM MITH KbM HAKOS OT
ocraHanuTe cheraBkd Ha Jlekoknap XL (n36poenu B Touka 6);

L npueMare €proraMHH HJIH JHXHAPOEPTrOoTaMHH TabJIETKH WIH U3II0N3BATE eprm‘amnys’
WHXANMaTop NMpPH MUIPEeHa;
. HMare TeXKO yBpexaaHe Ha yHkuuuTe Ha ObOpeuure; Thi kaTo TabneTkara He
paszens u o3ata He Moxe Ja ce Hamanu noj 500 mg AHEeBHO, PH TaKHBA MALMEHT
NpeAnUCcBaT KIApUTPOMULIMH TablieTkH ¢ u3MeHeHo ocBoboxaaBane. [Ipu Te3n na
M3M0/13Ba KJIAPUTPOMHLIMH ¢ He3a0aBHO OCBODOK1aBaHe.




. TPHEMATE N0 CHUIOTO BPEME NIEKAPCTBA KATO aCTEMH30/1 WITH TepeHalHH (IPH CeHHa XpeMa
WIM aNlepriu), M3aTIpH (JIEKApCTRO 32 CTOMAUTHO-YPEBHUA TPAKT), AOMIIEPHIOH (MpH
TIORPBILAHE), THMO3HI (AHTHIICHXOTHE), 3aMI0TO KOMOHHAIIUATA OT TE3M JICKAPCTBEHH TIPOAYKTH
u Jlexoxnap XL MOkKe aa IPHYHHE MOHAKOTa CEPHO3HH HAPYIIEHHS B CHPACYHHA PHTHM.
Koncyntupaiite ce ¢ Bauss nexap 3a antepHaTHBHA TEPaIHA.

. TIpHEMaTe ApYIH JICKAPCTBEHH MPOJYKTH, KOMTO € H3BECTHO, e MOraT 12 NPHYHHAT

CEPHO3HU HAPYILCHHA HA ChPACYHHSA PHTHM;

* [0 CHIIOTO BpeMe MpUeMaTe THKarpenop (TpoMOOUMTEH aHTHArPeraHT 3a
MpeoTBpaTABAHE HA HHLMAEHTH KATO MO3BUEH MHCY/IT MM ChPICUEH HHQApKT),
uBabpa/IH WM PAHONIA3HH (32 CTEHOKApAMA HIIH 33 [1a C¢ HAMalH BEpOATHOCTTA OT
HH}apKT Ha CHPLETO HIH MHCYIT);

. M0 CHUIOTO BpeMe MpHEMaTe KOIXMIMH (3a NedeHHe Ha NIoarpa);

. pMaTe HeoOHuaiiHO HHCKH HHMBA Ha KW HIIH MarHe3uil B KpbBTA CH (XHIIOKAIMEMUS WK
XHIIOMarHe3HeMu);

. Bre 1K HAKOH OT ceMeHcTBOTO BH B MHHANOTO € MM ChPAECYHH PHTEMHH 11pobieMu

(KaMepHa Chp/IeUHa APHTMHA, BKIIOYMTEIIHO forsades de pointes) WIN HapyLIEHHE HA

enextpokapauorpamata (EKT, eeKTpuHecKo H3CIENBAHE Ha ChPLETO), HAPEUEHO ,.y Ib/KABAHE HA

QT- unTepBana®;

. B MOMEHTA NPHEMATE JIEKAPCTBa 3a NOHWAABAHE HA XONECTepolia (CTATHHH), JIOBACTATHH HIH

CHMBACTaTHH TIOPANH PHCKA OT pabAcMHOIN34, [PECTARIABALIA PAIKO CHCTOAHHE HA PA3NaaHe Ha

MYCKY/THH KJIETKH,

. yepHonpoGuaTa By yHKIHA € TexKo yBpeaeHa B KomOHHaLms ¢ yBpeneHu 6b6peny;

. npHeMaTe MepopaneH MuAa3oIaM (M3N0:13ea ce 3a JiedeHHe Ha Oe3ctHue)

. TIpHEMATe NEKAPCTBO, ChABPKAILO NOMMIIATHL, (IEKAPCTBO 32 JieYeHHE HA CEPHO3HO M PAAKO
FeHETHYHO ChCTOSHHE, CBBP3aHO ¢ BUCOK XOJ16CTEpON)

IpexynpexIeHHA H NPeINa3HA MEPKH

Hudopmupaiite Baitia nexap npeas aa npyeMeTe TOBA IEKapCTBO:

. aKko cTe GpeMeHHa. BalMAT Tekap BHUMATENHO LIE TIPELICHH M0/13aT4d M PHCKA, 0CO0EHO
npe3 MEPBUTE TPH Mecella Ha HPeMEeHHOCTTa,

. ax0 MMATe WM CTE MMAIIH YBpEKIaHe Ha 6b0penTe Wik HapyIueHa yepHonpobHa QyHKums;
aKO ce MOABH TEXKKA JHAPHA N0 BPeME Ha MITH CEJ JIEYSeHHETO,

. aKo 3abenexnTe CHMIITOMH Ha YepHOApoOHO 3a00/IABaHe KaTO MHIICA Ha alleTHT, XBIATEHULA,
MOTLMHABAHE Ha YPHHATA, ChpOex« WIH OONIE3HEH KOPEM, MPeyCTaHOBETE MPHEMA H ce
KOHCYnTHpaitTe ¢ Bamms nekap;

AKO CTE CBPBXUYBCTBHTEHH KbM JJHHKOMELHH WK KITHHIAMHIINH;
aKO MMaTe KITH CTE HMATH NPoSIieMH Cbe ChPLIETO (KopoHapHa 6olecT Ha CHPLETO, TEXKa
ChbpAeYHA HeAOCTATEUHOCT), Opaaukapaus (mysc noa 50 ynapa/MuH) wiH

. aKO TIpHEMaTe ApPYTH JIEKapCTBa, KOMTO MOTaT Ja yabmkar QT- unteppana pse Bamata
eISKTpoKapaMorpaMa HiH

. aKO MMaTe BPOAEHO KM NIPHAOGHTO yabinkabaHe Ha QT- uaTepBana pbB Bamara
€JIEKTpOKapaHOrpama;

. aKO MMATE WM B MHHAJIOTO CTE¢ HMANH KaMEpHa apHTMHiA,

. aKo MpHeMATe APYTH JeKapCTBa, KOMTO MOTaT a B3auMonieHicTear ¢ Jlekoknap (Bikre ,,IIpuem
Ha JpYTH JIeKapcTBa’”);

. 4KO BE3HMKHE CyrepuHGEeKuus ¢ ApYTH OAKTEPHH HITH rbOMUKH;

. KO Ce MOABAT TEKKH PeaKlUMHU HA CBPBXYYBCTBHTETHOCT (ANepriuHH peakuuu). B Tesu coyyau

JICHCHHETO TpﬂﬁBa Ja ce MpeyCTaHOBM BE€AHArA H CIICIITHO Na CE 3aM04He HeoOXoauMara TEpanni.

Mons unopmipaiire Baiis nekap 3a T¢3H ChCTOAHHA.

Jlpyru sekaperea n Jlexoknap XL
Moss uadopmupaiite Bamps nexap, ako fpHEMATe KIH HACKOPO CTE NPHEMAITH ApYT,
BKJTIOYHTETHO W TAKMBA, OTILYCKAHH Oe3 peuenrta.

Axo Pa3nH4YHH JICKAPCTRE CE H3IOJI3BAT B ¢AHO K CBILO BpeMe, TAXHATA e(bm(acriocr



edekTd Moxe 1a GbIaT B3aMMHO TIOBJIHAHH,

CTporo NpoTHBOMOKA3AHY [OPATH BEPOATHOCTTA OT TEKKH JICKADCTBEHH B3AMMOICHCTBHA ca
CIIEIHUTE NIEKapCTRa:

LIM3aMpH (32 CTOMAILHO-YPEBHHA TPAKT);

nuMO3H (AHTHIICHXOTHYHO JIEKapCTBO);

acTeMM30] B TepeHaquH (aHTMXHCTAMHHH, TPOTHBOATEPTHH4HH JIEKAPCTRA),
JOMIIEPHAOH (/1eKaPCTBO NPH MOBPBIIAHE)

epro alkanouaH (ekapcTsa 3a MUIpeHa);

[EpOpANeH MHIA30/1aM;

CTaTHHH;

KOJIXMUKH (32 mojarpa),

THKATpeop (JIEKApCTBO, OBIHABAILO CHCHPBAHETO HA KPEBTA),

paHONa3HH (JIEKapCTBO 3a chpiedHa Honka)

JOMHTATH] (JIEKAPCTBO 32 JIEYEHHE Ha CEPHO3HO H PAAKO TEHETHYHO ChCTOSAHME, CBBP3AHO C
BHCOK XONIECTEPOI).

Hakou ApyrH NeKapcTBa MOraT A4 NOBIHAAT e)eKTa Ha KIAPHTPOMHLIMH, KaKTO H 00paTHOTO.
Mons undopmupaiite Baums jiekap WiH GpapMaLeBT, aK0 MPHeMaTe HAKOH OT CJIeAHATE JICKapCTREHH
MPOIYKTH:

KnapuTpOMHIIHH He NORNHABA e(heKTHBHOCTTA Ha MEPOPATHUTE KOHTPALIRITTHBH.

Jlexoxkaap XL ¢ xpaHH H HANHTKH
Bunaru npuemaiite TabNeTKHTE ¢ XpaHa.

JTHFOKCHH, BEpanamiil, aM/IOJMIIHH, JHITHA3eM (32 JIEUEHHE Ha ChPAEYHN 3a00/IABaHNA);

¢yKoHa3on, HTpakoHason (MPeANHCBAHN IPH MEOHYMHA HHPEKLIMH);

TepOPaTHH AHTUKOATYIAHTH KaTo BaphapHH WIH HAKAKBB JAPYT aHTHKOAryJj1aHT, Hamp.

naGuratpan, pusapokca6an, anukcabaH, eqokcaban (M310/I13BaHH 3a pa3pekaaHe Ha KPbBTa),

€pProTaMHH HIH IHXHIPOEProTaMHH (IIPH MHTPEHA),

KapGaMazenuH, Bannpoar, GbeHHTOHH Wik denobapbuTan (Ipu enuiencus);

TeoUNHH (yIeCHABA AHIIAHETO),

TONTEpOAMH (NPeINHCBaH MPH He3aIbpXKaHe HA ypPHHATA),;

MHIa30/1aM, TPHA30JIaM WK ANNPA30/iaM, KBETHANHH (yCNOKOSBALIH),

XHHHOMH UM AH30THpaMKA (32 IeYeHHe Ha ChPIeUHH 3a00NsABanHA);

HOpyTHHHO (3a NeueHHe Ha paK),

NOBACTATHH, CHMBACTATHH, aTOPBACTATHH HJIH [IEPHBACTATHH (34 JIeueHHe Ha BHCOK XONIECTEpON);

pudamMHiKH, pudabyTHH, pudaneHTHH, 3SHAOBYAHH, PUTOHABHP, HEBHPAIHH, aTa3aHaBHD,

CAKBHHABHP, epaBHPEHL] WJIH eTPAaBHPHH (32 ICUCHHE HA HAKOM HHOEKLMH),

LMKNOCHIOPHH, TAKPOIHMYC HITH CHPOIMMYC {IIPH OPraHHH TPaHCTIIAHTALHW);

METUIPE THH3OJOH (IPENHCBAHO MTOHAKOra KATO NPOTHBOBB3NANMTENHO CPEICTBO);

KOJIXMUHH (NpH noaarpa);

aHTHAHAOCTHH JIEKapCTBa;

AHTHALMAY, PAHMTHIHH WIH OMenpa3o (3a eYeHHe Ha A3BH B CTOMAxa MM 4epBaTa),

feTa NaKTAMHH AHTMOHOTHIM, THHKOMHLUKH WM KIMHIAMHLMH (IPYTH aHTHOMOTHLK),
cunpeHadun, tagatadbun win sapaeHadwn (HpeATHCBARN IPH SPEKTHIHA AUChY HKUMA),
munocTazon {1IpH nepH$pepHs CBAORH 3a00/11BaHUA),

BuHGIacTHH (MpeANHCBaH NIPH HAKOH GOPMH Ha pak);

TNIPOAYKTH, ChABPIKAILN HHIT KAaHTAPHOH (Hypericum perforatum)
XHAPOKCHXJIOPOXHH WIIH XJIOPOXUH (H3II0I3BAHH 32 JICYEHHE Ha 3a00NABAHMA, KATO PEBMATOHACH
apTPHT, WK 3a IEYEHHE WIH HPeIOTBPATARAHE Ha Manapus). [IpueMaHeTo Ha Te3M MeKapcTea
eJHOBPEMEHHO ¢ KIAPUTPOMHLIMH MOXKE /Ia TIOBHIIIH BEPOATHOCTTA OT HAPYLUISHHE HA ChPACHHHA
PHTHM M JPYTH CEPHO3HH HEHKENAHH PEaKLIHH, 3aCArauH ChpLeTo.
KOPTHKOCTEPOH/IM, [IPHWIATAHH NPE3 YCTATa, YPE3 HIKEKLIHS WM HHXanaTopHO (M3N0/13BaHH 33
MOANOMAraHe Ha MOTHCKAHETO HAa HMYHHATA CHCTEMA — TOBA € TIONE3HO MPH NeYeHHeTo Ha
MHOXECTBO pasIHYHH 320019BaHHA)




BpemenHocT, KbpMeHe H PepTHIRTET

bpemenrocm

TlockBeTpaiiTe ce ¢ Bains nekap uiu dapMaLeBT pean ynoTpebara Ha KOETO H Aa € JIeKapCTBo.
AKo cre OpeMeHHa MOISL KOHCY/ITHpaiiTe ¢e ¢ Balims nexap npeat 1a 3ano4YHeTe ynotpebara Ha TO3H
JieKApCTBEH MPOAYKT, 3a10T0 GezonacHocTTa Ha Jlekoknap XL no Bpeme Ha OpEeMEHHOCT He €
yCTaHOBEHa. AKO 3abpeMeHeeTe 1o Bpeme Ha JIeueHHeTo, He3abasHo ce KOHCyNTHpaiiTe ¢ Baumms
nexap.

Kvpmene

TlockBeTraiiTe ce ¢ Bamms nexap wiu dapMatieBT nipe/in ynoTpedaTa Ha KOeTo H Aa € JIEKapeTEo.
AKO KbpMHTe, HHhopMUpaiiTe Balliks fiexap npe/In 1a 3amovHeTe yrioTpeGaTa Ha TOBA JIEKAPCTBO, THH
KaTo Ge3omacHocTTa Ha Jlekoknap XL 1o BpeMe Ha KbpMEHe He € YCTaHoBeHa. K1apuTpoMHUKH ce
H3TBY4BA B MAHYHHOTO MIAKO.

INo¢upane u paboTa ¢ MAIIAHH

Masika e BeposTHocTTa Jlekoktap XL aa nosmussa ciocoGHOCTTa 3a wodupare 1 paGoTa ¢ MaUIMHH.
IpH W3MBNHABAHE HA TE3N ACHHOCTH TpAOBa Aa ce MMa (IPeIBH] Bh3MOXKHA TNO0ABA Ha HEXKE/TaHH
peaKLHH KaTo 3aMasHOCT, CBETOBBPTEX, 00LPKAHOCT H IE30PHEHTALIMS. AKO H3TIMTATE HAKOA OT TE3H
peakuuy, He Wwodupaiite U He paboTeTe ¢ MAIIMHKL

Tosa nekapcTBo chabpka 0,925 mg NPONHNEHIIIMKON BbB BesKa Tabnerka, BIJIIOYEH B ChCTaBa Ha
apoMar.

3 Kak 1a npuemare Jlexoknap XL

Tpuemaiite TabneTKHTE TOYHO KakTo B € kazan Bawndt nexap. Ako He CTe CHIYpHH, NOCHBETBANTE
¢e ¢ Baukg nexap wii apMaLesT.

CrenpaiiTe Te3H HHCTPYKLMH, OcBeH ako Bammat nexap ne Bu e mockBeTBaN apyro.

3a BB3pacTHH M Aeua Had 12 roauau u Han 30 kg npenopeunTendata AHEBHA /1034 € €1Ha tabnerka
500 mg npuera ¢ xpaxa. TabneTkHTe TpabBa Aa ce MPHEMAT ¢ IOCTATB4HO KOTHYECTBO BOAA.

B cyuait Ha TexKku HH(EKUMH AHEBHATA 4032 MOXE J1a Ce NOBHIIH 10 ABe Tabnetku oT 500 mg.
Q6H4uaiiHo NevyeHueTo Tpae oT 6 10 14 AHM.

Jlexoknap XL e ce npenopsusa mpe eua nox 12 roaunn u non 30 kg, Axo nmare yceitase, e edexra
Ha Jlexoxmap XL e TBbpIe CHIIeH WK TBBDPAE C11a0, NockBeTBRaliTe ce ¢ Bawms siekap wiu dapmaliesT.

Adanmupane na 003ama npu 4epHOOPoGre Wuau buopeuro yepexcoarne

To3u NekapcTseH OPOQyYKT Moke Aa ce Mpriara Ges HamanaBaue Ha 103ata npu 6onHu ¢ J1eko 1o
yMepeHo 4epHoaApoGHO YBpeXaaHe, aKo € Hanuie HopMaana 6L0peyna ¢yHKumS.

Tlpu naumexTure ¢ Texkka GbOpe4YHa HENOCTATBUHOCT € HeOOXOAMMA KOPeKLHA Ha 703aTa Ha
Jlekoxmap XL.

Jlexoxnap XL He Tpaba na ce IpHIIara NpH MalMeHTH ¢ Texka O10peuHa HeAOCTaTEHHOCT
(kpeaTHHUHOB wikpkHC < 30 ml/min). [Ipu Te3u NalHEHTH MOXE 1a Ce W3NON3BA APYT BHA TabneTKkH
KJIAPHTPOMMIIME, 3 HMEHHO Tal/IeTKH ¢ He3abaBHO OCBOOOKAaBaHe.

Adanmupane Ha do3ama npu NGRNUERMU 8 CIAPHECKA Gb3pacm

TIpH MALIMEHTH B CTapyecka Bb3PacT He CE Hasara HaMalIABaHe Ha 103aTa, OCBEH IPH TE3H C TEKKO
6BOpeuHo yBpeKaaHe.

AKO eTe IPHeJIH NoBe4e OT HeobxoaamaTa ao3a Jexoxaap XL
AKO CTy4aHHO CTe TIPHESTH 0BeYe OT JBE TaGNETKH B €AUH JeH, HE3aDARHO Ce CBBD

MPOMHBKA K nonﬂbpmamn MEPKH.



AKoO cre mpomycHa H Aa npremMere Jlekoxnap XL
AKoO cTe TIpOIyCHANH 1a B3eMeTe 103, IPHEeMETe A BEOHara CJIE/ KATO Ce CETHTE W IIPOTB/DKETE KAKTO CTe
sanounany. He B3eMaifte asoiina 103, 3a 1a KOMIIEHCHPATE NPOIyCHATATA.

AKo cTe cnpesn npuema Ha Jexoxaap XL

He crnupaiite npuema na Jlexoknap XL 1o cBoe pellieHHe, IOPH H Ja Ce YyBcTBate no-a06pe. Baxo
€ 4 npHeMare TaGNeTKHTE 3a Mepuo, onpeericH OT Baua nekap, B npoTHeeH ciy4ali HHpEKIHATA
MO3K€ /13 c€ Bb30OHOBH.

AKO HMaTe HIKAKBH JOTBLAHMTENHH BBIIPOCH, CBBP3aHH ¢ yrioTpebara Ha TO3H NPOILYKT, MOJIA
nonuraiire Baums nekap unu dapMauesT.

4. BLiMOKHH HEXKeNaHE PeaKIHH

KakTo BcHuKH nexapcTha, Jlekoknap XL Moke fa npeaq3BHKa HEXKEaHH PEAKIIMH, BHIIPEKH Y€ He
BCEKH T'H noydapa. Jlekoknap XL o6ukHoBeHo ce noHacs nobpe. [To-ronamara 9acT OT HEKENAHUTE
peakiMH ca neky W npexoaHH. Hai-uecTo ceobiuaranu ca rajese, MOBphIlaHe, IHAPHA, AUCTISNICHA,
npoMAHA Ha BKYca, KopeMHa Bonka n rnasofonue.

Peaxuuure, 3a KOUTO € MPEUEHEHO, Y€ € BB3MOKHO Ja Ca MPEAW3IBHKAHH OT KIApHTPpOMHIIHH Ca
MpEeACTABEHH 110 CHCTEMHO OpTaHHH KTACOBE H Ca KJ'IaCHd)H].[HpaHH CMOpEN YSCTOTATA KATO!

MHOro yectu (=1/10);
uectH (21/100 10 <1/10);

HevectH (=1/1 000 no <1/100);
penxu (=1/10 000 ao <1/1 600);

mHoro peaku (<1/10 000);
¢ HEH3BECTHA YecToTa (0T HAIIMUHHTE JaHHY He MoKe aa Obie HallpaBeHa OLICHKa),

B1B Bcsika rpyna Cnope 4eCcTOTaTa, HEMEIaHHTE PeakiiH ¢a MPEICTABEHH B HI3XOAAIL pea 110
TeKeCTTa CH, KOTATO Ta3| TeXecT MOyKe 1a Ob/e OlieHABaHA.

CHCTEMHO-
opraneH Kjac

|
t

Muoro Yecrn Heuectn C HeH3BECTHA YeCTOTA
4YecTH (= 17100 1o (= 1/1,000 go < 1/100) (OT HATHYHUTE TAHHH HE
= 1/10) < 1/10) MOJKe Aa Obae HanpaBeHa

OLICHKA)

Hudexnpu 1
uHecTauuu

Lemynur (BBE3041CHHE HA
MACTHATA ThKaH),
GakrepHaiHa HHDEKUHA C
Candida, se3naneHde Ha
CTOMaXa W 4YepBara,
BardHANHA HHEKLINs

" IceBmomeMOpaHOIEH KOAUT

(BB3MaJICHHE Ha YepBaTa, ¢
TEXKKA JNAPKUA ), €PH3HIIC
(CakTepuanHa MH(EKLHA HA
KOMkKaTa)

Hapywenus Ha JleBKOTIEHUA, HEYTPOMEHHA, ArpaHyJouHTO3a,

KPBBTa H TpoMGOLMTEMHA, TPOMOOLHTONEHHS
TuMQHATA €03MHODUIHA (M3amMeHeHHE B Opos Ha
CHCTEMA {u3meneHue B 6pos Ha Pa3NUYHHTE KPbBHU KJIETKH)

pasmTHYEHATE KPEBHH lUleTKH)

HapymeHunsa Ha
HMMYHHaTa
CHCTEMA

AHadunakrongua (noaobxa
HA AJepPryuyHa) peakid,

. CBPBXYYBCTBHTENHOCT

AnadunakrHiHa peaknus
(oTOK)

{aneprug), aHT

Hapywenus Ha
MeTaboiau3Ma H
XpaHEeHETO

BezameTuTie, HaManeH
ATeTHT




[lcuxuynm : bescpune Tpepoxnoct, 6eanokoficteo | [IcnxoTHuHO pascTpoicTso,
HapyILEHHA ' CHCTORHME Ha 06BpKaHOCT,
i JeNepCoHanu3aLuA,
[enpecHs, A30PHEHTALINS,
| XAMOLMHALHH, HeOOHYaHHH
j ChHHIA, MAHHA
Hapymwenus na Jucresnsd 3ary6a Ha ch3HaHHe, Konryncun, areysud (unca
HEpBHATA CHCTEMA (HapylLEeHHE Ha JUCKUHE3HA (HApyLIeHUA B Ha BKYC), NapOCMHA,
: BKYca), JBHTaTeTHATE YHKLIHR), aHOCMMA (HapyLIEHO KWITH
l rnasobonue, 3aMasgHOCT, COMHONEHTHOCT JTHIICBALIO OOOHAHUE),
! MpOMAHA BEB {ceHNMBOCT), TpeMOp napecTesns (M3TPENBaHE)
BKYCa
Hapyuenns na Bepruro, HapyUIeH CyX, I'myxota
YXOTO H THHHTYC {ILIYM B YILHTE)
nabupuHTa
Cbprevnu Cobpaeuet apect (criupane Ha | Torsade de pointes, KamepHa
HapyLueHHs CBPLETO), NPEACHPAHA TaXHMKapAHA
tubpunauus, yosmoxen QT (HapyueHa/yuecTeHa
MHTEPBAI, EKCTPACHCTOJH, chbpaedHa JeHHOCT), KAMEPHH
OANNMTALHH (TIpecKauaHig B | ¢pudpriauuu (HepaBHOMEpHA
paboTaTta Ha CBpLETO) chpaevHa JeHHOCT)
Crpaosu BazoawraTtatms KpoBouzue
HAPYILEHHA (paswupaBase Ha
CLIOBETE) _
:
PecripaTtopHH, | AcTMa, ENHCTAKCHE
rPBAHH H . (KpbBOTEYEHHE OT HOCA),
MEIHACTHHAITHH Henoapoben embonu3LM
HapyLLEHHA
CromauiHo- Juapus, Ezodarwur, Ocrbp naHkpeatHr,
YpeBHA NOBpbILAHE, | racTpoesodareaien peiryke, | oO€3LUBETABAHE HA €3MKa,
HApYLUCHUA JHCTETCHA | racTpT, npoktanrus (6onka | oGesuBeTaBaHe Ha 3bGHTE
(Hapymena B J1efenoTo 4epBo), CTOMATHT
KHCEJIMHHOCT B (BB3NANEHHE HA YCTaTa),
CTOMAaxa), TajieHe, | [VIOCHT (BBIMANIEHHE HA
KopeMHa Honka €3HKa), IOAYBaHe Ha Kopema,
3alleK, CYXO0Ta B yCTaTa,
opurease, obpasysaHe Ha
razose
Xenarobunnapax AbHopMHH Xonecraza(3acToil Ha Yepuoapobua
| Hapyluenus ¢yHKUHOHANHH ATBUEH COK), XEIIaTHT, HEAOCTaThYHOCT,
yepHOIpOOHH MOBMIIEHH YePHOAPOOHH X€naToueynapHa
| TECTOBE €H3MMH (anaHKH KBITEHHLIA

amuHOTpaHcpepasa, acraprar
aMHHOTpaHctepasa,
ramarTyTaMHITpachepa3a)




Hapyurenus Ha } QObpus, Bynosen aepMatHT TexKN KOXKHM HEXEIIAaHH
KOKaTa H ‘ XHIEPXHApO3a {BB3NANEHHE HA KOXKATa C peakumu (SCAR) (Hanp.
MOJIKOXKHATA } {noBMIDEHO ofpa3yBaHe Ha MEXYpH), OCTpa reHepaIu3H3paHa
TBKaH 1 W3I0TABAHE) ChpOeX, YPTHKApHs, MaKy10- | €K3aHTEMAaTO3Ha ITyCTy 1033
‘ namny.noseH oOpHB (AGEP), cunapom Ha
| CrupsHe-JIAKOHCBH,
| TOKCHYHA ETHICPMATHA
HEKPON32, JIEKapCTBeH
} 0OpHB ¢ €03HHODHIHA U
| CHCTEMHM CHMIITOMH
| (DRESS), akHe
Hapyuenus Ha MyCKYIHH cnasMu, Myckyno- | Pabnomuonusa (pasnan Ha
MYCKYJTHO- CKEETHA CKOBAHOCT, MYCKYJTHaTa ThKaH)
CKelleTHaTa mMuairua (Gonka B MHONATHA (HapylleHa
CHCTEMA H MYCKYJTHTE) (yHKLHA Ha MyCKYJIHHTE
CHEIMHHATENHATA BIIAKHA)
ThKaH
Hapymenua na TMoeuenu HUBa Ha yped H bbrOpevHa HeNOCTaTBYHOCT,
6v0OpeumTe v | KPEATHHHH B KPBBTA MHTEPCTHLIHANEH HepHT
MHAKOYHHTE ' (BB3nanenue Ha OLOpeLuTe)
ILTHLIA '
OO0 Hapywenus | Buananen | boska Ha . HepaznonoxeHue, Tpecka,
u epexTH Ha He Ha MACTOTO Ha - cnaboct, GonKa B rpbaHMA
MACTOTO Ha KPLBOHOC | MHXKEKTHpaHe, | KOLL, BTPHCAHHA, yMOpa
TpHIIOKEeHHE HHA CBJ BE3NANEHHEe HA
Ha MACTOTO Ha 1
HHXEKTHP | MEDKEKTHpaHe
aHe
(DnedwT)
Hacnenpanus ABGHOPMHO CLOTHOLIEHHE Moeumeno INR, yaemxeno

anOyMUHW/ TNOOY THHH,
TIORMILIEHA CEPYMHA anKaIHAa
docharasa, nopuLIEHa
CEepyMHa JTaKTaT
IeXHIporeHa3a

npoTpoMBHHOBO BpeMe,
NpOMAHA B L(BETA HA YPUHATa

CeupikeTe ce He3aDaBHO C JieKap, aKo NOJydUTe CEPHO3HA KOJKHA PEAKLIHA: YEPBEH, JKOCNECT OOPHB ¢
NIOAYTHHH N0 KOKATA H MEXYPH (eK3aHTEMaTO3Ha NycTyn03a). YecToTaTa Ha Ta3u HexenaHa
peaKilks He € U3BeCTHa (OT HANMYHHUTE JaHHH He Moxe fa ObJe HanpaBeHa OLEHKA).

CrofmaBaHe HA HeKeJIAHH PeakIHH
AKO MONTyuMTE HAKAKBM HEXE/IAHH TEKapCTBEHH peakuun, ysefoMeTe Bauma nekap, dapmauesT unu
METHLMHCKS cecTpa. ToBa BK/IIOYBA BCHYKH BB3MOKHH HEOTIHCAHH B TA3M JIKCTOBKA HEKENTAHH
peakuud. MoxeTe ChIIO 1a CHOOWIUTE HEXENaHH PEaKLHH JTHPEKTHO Ype3 HALMOHAIHATA CHCTEMA 33
¢hoOMmaBane KbM M3NLaHUTeNHATa aTeHIMs 1O JIeKapeTeara, ya. ,.Jlaman [pyes” Ne 8, 1303 Codus,
ten.: + 359 2 890 34 17, yeGeaiit: www.bda.bg. Kato crobinasate HexenaHu peakuyH, MOXeTe Ja
NAfETE CBO MPMHOC 3a TOJTyYaBaHE HAa NoBede MHGOPMaLMs OTHOCHO §€30MacHOCTTA Ha TOBA

TIEKapCcTBO.

5. Kak aa cbxpanaBarte Jlekokaap XL

Ja ce coxpaHaBa Ha MACTG, HELOCTRITHO 33 ASLA.
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Ja ce cexpanssa nog 25°C.
Jla ce chxpaHsBa B OPHTHHATHATA ONAKOBKA.

He m3nonspaiire Jlekoknap XL cies cpoka Ha rogHocT 0TOeNA3aH BBPXY KAPTOHCHATA OMTAKOBKA H
GnucTepa. CPOKET HA FOAHOCT OTTOBapA Ha MOCASAHMA IeH OT IOCOYSHHS MeceL,.

Jlexapcreata He TPAOBA [a ce W3XBLP/IAT B KAHATH32LMATA WK B KOHTEHHEPa 3a IOMaliHY OTNalbLH.
MonuTaiite Bamns dapmMauesT Kak Ja YHHILOXHTE HeHYHATe By nexapctea. Teau Mepku wwie
CIIOMOTHAT 33 OMa3BaHe Ha OKOJIHATA Cpea.

6. ChLaLp:KAHHE HA OMAKOBKATA H AONBJIHHTENHA HHGOpMAaL KT
Kakso coaspxa Jlexoxiaap XL
¢ AKTMBHOTO BElLIECTBO € KTapUTpoMHLMH. Beska Tabnerka ¢ M3MeHeHO 0cBOOOKIABAHE ChBKA
500 mg KAapATPOMHLIMH.

e JIpyruTe ChCTaBKH Ca: ChPLEBHHA HA TAG/IETKATA — XHIIPOMENI03a, IHLEPONAHbeXeHaT,
NOBHIOH, MEKPOKPHCTAHA [E/TyJI038, CTEAPHHOBA KHCETHHE, 0€3BOEH KONOM/IEH CIITHIIHED
IMOKCH1, KAJILIMER CTeapar, Talk, nonHcopdar 80; obruBka Ha TabieTkaTa - XHIPOMENo3a,
XHIPOKCHTIpONUIueny1o3a, Makporon 400, sxuit skeneseH oxcua (E 172), TutaHos muokcun E
171, TanK, eceHIIMsS BAHWITHSA,

Kak marnexna Jlekoxnap XL 1 KakBo cbIbpka ONAKOBKATA

TabneTky ¢ M3MEHEHO OCBOGONIARAHE — BT LIBAT OXPa, OBAIHH, ABOHHOM3ITBKHANM, ¢ Haamue “500”
Ha eqHara crpaHa 1 “CXL” Ha apyrara, ¢ apoMaT Ha BaHWIHA.

Onaxosku ¢ 5, 7, 10 1 14 Tabnetku B 61McTepH OT ATyMHHHEBO (OIMO.

IIpaTexaTen Ha paspelIeHHETo 3a ynoTpeba
Lek Pharmaceuticals d.d.
Verovikova 57, 1526 Ljubljana, CnoreHns

IIpon3BOAHTEN
Novartis Pharmaceuticals S.R.L, Str. Livezeni nr. 7A,
540472, Targu Mures; Jud. Mures, PyMbHuA

JlaTa Ha NOCAETHO NPEPA3TJIeKIane HA IHCTOBKATA
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