Jlacroska: nagopMannsn 3a nOTpedATENN

Kcnszan S mg paamMapand TadeTkn
Xyzal 5 mg film-coated tablets
JlesoneTupusuboB auxuapoxnopua (Levocetirizine dihydrochloride)

IIpouereTe BHAMATEIHO DAJIATA JHCTOBKR, IPEJH Aa 3a009HeTe Aa HPHEMATE TOBA JICKAPCTBO,

Thil KaTO TH CHLALPXKA BAXKHA 3a Bac madopmannn,

Bunary npreMaiite ToBa JICKaPCTBO TOYHO KAKTO € OMHCAHO B Ta3 JTMCTOBKA WK KaKTo BH € Kasan

Bamua nexap unM ¢papmaneBT.

- 3anasere Ta3y JpcroBka. MOMe J1a ce HamoXKM Ja 4 IIpo4YETETE OTHORO.

- AKO ce Hy)KAaere oT JOMLIHHTEIHAa HHPOpMAailia Wik CHBET, NONUTalTe Balldg (HapMaLCBT.

- AKO noJyuHTe HAKAKBH HEXKENaH| JIEKapCTBEHH Peakiu, ypeanoMeTe Bamua nexap unu
dapManiesT. ToBa BIUTIOYBA H BCHYKH Bb3MOJKHHE HEXKETAHH peakilMHi, HeONMUCAHHA B Ta3H
NUCTOBKA. BibkTe TOUKa 4.

- AKO He ce YyBCTBaTe No-A06pe HIH CheTosHHETO B ce RiomH, TpAOBa Aa NOTHPCHTE JieKapeka

NOMOL, ) i, -
; m% J}HﬂTEJ}HA ATEHLAA RO HEKP.PGTBATA

KaxBo CHALPKA TA3H JHCTOBKA OO 2

1.  Kaxso npeacrasnsea KCH3al ¥ 33 KaKBO ce W3NOA3BA 2503060 !

2.  Kakso tpalea aa sHaere, npeau Aa npuemere Kemsan | gum Pez. Ve o S0t el (7 ........

3.  Kax na npuemare Kcmzan f / / ﬁ-— ‘j 3

4.  BE3MOKHM HEXEIaHH PEAKIIHH [Paspefu&HJB Ne ﬁé }7/ /'7

5.  Kak aa cexpanspare Kcuzan 26 -0o- 21118

6. CuabpkanHHe HAa ONAKOBKATA M AOMLIHATENHA HHOOPMALBROEDEHUO Ne ooerrerees: O

1. Kakso npeacrasnasa Kenian m 3a kKakBo ce H310J13Ba

AKTHBHOTO BeliecTBO Ha Kcr3al € NeBoleTHpH3HHOB JHXHIPOXIOPH/L.
KcH3an e npoTHBOATIEpruyYHO JEKapCTBO.

3a ieueHue Ha 6OCCTHATE NPOABH (CHMIITOMMTE) [IPH BHE3PACTHH H AcLia Ha BE3pacT HaA 6 rO/IMHH,
CBBP3aHH C:

* aATCprUveH PHHUT (BITIOUHTETHO NEPCHCTHPALK AlICpPrHYeH PHHHT),
. KOIIPHBHA TPECKa (ypTHKapHA).

2. Kaxpo TpaOBa ga 3naerve, npean aa npHemMetre Kemsan

He npremaiiTe Kcuzan

. AKO CTC AJEPrHYHEH KbM JICBOLUSTHPH3HHOBR IHXMIAPOXJIOPHJ, KBM IPYTH aHTHXMCTAMMHHY,
XHAPOKCH3HH, IMMIEPA3MHOBH MPOH3BOIHH MM KBM HAKOA OT OCTAHAIWTE CHCTABKH HA TOBA
nekapcTso (M30pOCHH B TOUKA 6)

* aKo CT€ ¢ TE&KKO YBpexknaHe Ha Onlpeunara aefinoct (Texkka Op0pedHa HEAOCTATHYHOCT H
KpeaTHHHHOB KITHPBHC oA 10 ml/min).

HpexynpexaeHas B npejna3Hl MEpKH
['opopere ¢ Bamna nexkap Wiy papMaleBT ITpeaH Aa npuemere Kemsan.

AKO He MOKETE /1a U3MPA3BATE MUKOIHMA CH MEXYp NOpaaM HapanspaHe HA rPLOHAUE
YBeJIMYeHA TIPOCTATA, KAKTO M aKO MMATE eIUIESNCHA WA PHCK OT KOHBYJICHH, MOJIA }

¢ Bammws sexap. §

Jena B IOHOMA




He ce npenoprusa ynorpedara Ha Kcusan npy Aena Ha B3pact noj 6 roaMHH, Thi KaTo
dbrIMHpaHHTE TabJEeTKH He TIO3BOJABAT aIaNTHPAHE HA [103aTA.

HApyra aekapersa B Kenzan
HUudopmupaiite Bauma nekap wiH QapManeBT, ake IpHEMAaTe, HACKOPO CTe INpPHEMAalH HIH €
B3BMOJKHO a IpHeMaTe APYTH JIEKapCTBa.

Kca3an ¢ Xpand, BAanBTKHE H AIK0X0

Heo6xoauMo e MoBHIIEHO BHHMaHHe NIPH eIHOBPEMEHHOTO NpHeMane Ha Kcuzann 4 ankoxon.

IIpH 4yBCTBHTENHH NAIHEHTH ¢/[HOBPEMEHHOTO MPHIOKEHHE HA KcH3all ¢ IKOXON WAK JIpYrH
JEKapCTBA ACHCTBALIM BEPXY LICHTPAlIHATA HEPBHA CHCTEMA € Bh3MOJXKHO Ja J0BeZE AC JOITbAHUTCAHO
MOHIKaBaHE Ha BHHMAHHETO ¥ HApylllaBaHe Ha CIIOCOOHOCTTa Ha ACHCTBHE.

Kcnsan Moxxe na ce npHeMa ¢be WM be3 xpana.

bpeMeHROCT, KbpMeHe B PepTHIHTET

AKko cTe OpeMeHHa WIH KBPMHTE, CMATATE, ¢ MOXKe Ja cTe OpeMeHHa WM ILIaHMpaTe OpeMEeHHOCT,
nocheeTBalTe ce ¢ Bamua nekap npenu ynorpebara Ha ToBa JekapcTBo. Moxke aa ce Habmozaear
HEXKEJIAHM JICKAPCTBEHW peakliMM, CBBbp3aHM C JICBOLICTHPDH3MH MpH KBPMa4YeTa Ha ECTECTBCHO
XpaHEHE.

Illo¢upane u pabGoTa ¢ MAIIMHME

Hskou naumenTd, npreMamy Kcuzan MOrar Aa MoOYyBCTBAT COMHOJEHTHOCT/CHHIIHMBOCT, YMOp2 H
H3TOlleHHE. brleTe BHUMATeNHK, KOraTo modupaTte wind paboTyTe ¢ MallHHH [IPSAH 2 YCTAHOBHTE
Kak Bu Bw3jelictsa sekapcteoto. [lpoBeseHMTe KOHKPETHH H3MMTBAHHSA NpPW 3RPaBU XOpa, Clel
ynorpebaTta Ha ACBOLECTHPHM3MH B MpenopbudTe/]HATa A03a, HE €a YCTAHOBWIH HApyUIaBaHE Ha
BHMMAHHETO, peaKLMUTE H cocoOHOCTTA 3a modupaHe.

KcH3zaja chALpka JaKTO3a
Axo Bamusr nekap B e kazai, 4¢ HMaTe HEIMMOHOCHMOCT KbM HAKOH 3aXAPH, TOCHBETBAWTE CE C HETO,

[peaU Aa B3EMETE TO3H MPOAYKT.

3. Kax aa npremare Kcuzan

Bunaru npuemMaiiTe ToBa ICKapCTBO TOUHO KakTo Bu e kazan Bamuar mexap. AkO He CTe CUTYPHH B
Heino, nonrraiite Baing nexap win GpapMaleBT.

IMpenopeumTenyaTa 103a MPH BE3PACTHH H JELia HA BH3pacT 6 U noBede FOAHHHM € €/1Ha Tabnerka
JTHEBHO.

YnoTpela npH Aena H WWHOIH
Ynorpebara Ha Keisan He ce nmpenopbyBa npH Aelia Ha Bb3pacT noa 6 roaHHH, Thil KaTo
dbumupanure TabsieTki He MO3BOAABAT aJallTHpPaHe Ha /103aTa.

Cnennangy ykasanng 38 ynorpefa nps cnenHajing rpyns HAHMeHTH:

MauueHTH ¢ HapyleHa 6bOpevHa GyHKMs TpaOBa Ja MpUeMar 110-HHCKa 034, chobpasena ¢
TeXKecTTa Ha OuOpeuroTo 3abonasane. Ilpu aena nosara TpaOBa a ce choOpasH © TENCCHOTO TETVIO.
BamuAT nexap me onpenei Ao3ara.

[lanpeHTH, KOMTO HMMAT HapyIIeHHWe ¢aMO Ha uJepHoApoOHara (QyHkumMs, TpAO
o0HvaiiHaTa NpenoprYATENHA J034.




L X

[TaiMeHTH, KOMTO HMMAT HapyHICHHE H Ha ObOpeunHara M Ha 4YepHOApoOHaTa (yHKIMA MoOrar Ja
npueMar MO-HUCKA 1033, chobpazena ¢ Texectra Ha ObOpeunoro 3abonaeane. Ilpu npewa pozara
TpabBa na ce crobpasu ¢ TENECHOTO Tero. Bauar nexap me onpeaeny Ao3ara.

[TauHeHTH B CTapyecKa BB3pacT HE C€ HyKAAAT OT NPOMAHA Ha A03aTa, ako OnbpeuHaTa UM QyHKIHA
¢ HOpMAaJiHa.

Kaxk 1 kora rpatsa aa npaemare Kcenzan?
CaMo 3a NIpUJIOKEHHE ITIPe3 YCTaTa.
Kcrzan Moxe na ce npreMa cbe WiH 6e3 xpaHa. TabneTkute TpsaOBa [ia ¢e NIONTBIIAT UK ¢ BOJA.

AK0 cTe HpHeNH noseve oT HeobxogaMaTa no3a Kenzan
JHAYMTEITHOTO [MPEAO3UPAHE MOXE Jla NMpEeAH3BMKA CBIUIMBOCT OpHM BB3pacTHH. IIpn gena ca
BBE3MOXKHH IThPBOHAYANHA BE30Y/1a H HECTTOKOHCTBO, NOCIEABAHN OT COMHOJICHTHOCT.

AKO CMSTaTE, Ye CTE MPHETH MoBeue 0T Heobxoammara go3a Kewzan, mons yseaomere Bammnsa nexap,
TOH 1€ NPCUCHH KaKBH ACHCTRHA Aa NMPEANPHEME,

AKo cTe nponycHann A3 npueMere Kcmzan

AKO cTe mponycHaud Aa npHeMere KcH3am WM cTe B3eJiM N0-HHCKa A03a OT npennucadara Bm or
Bamus nekap, He B3eMaiite ABOMHA 034, 334 Aa KOMIIEHCHpaTe nponycHarara. [IpseMere caensainara
A03a Nno o0H4aifHOTO BpeMe.

Axo cTe copenn npueMa Ha Kenzan

CoupaHeTo Ha JIeYeHHETO He BOAM JO BPE/HH IOCHEICTBAA OCBEH, Y€ CHMITTOMHUTE Ha 3abonsaBaHeTo
MOXeE Ja ce BB3OOHOBAT. B HAKOM cIy4yaH MoOXe Jja ce HanoX# NOAHOBABAHE Ha NegcHHeTO. Ciel
NpEeKpaTaBaHe HA TIPMEMa HA JIEBOLCTHPH3MH, IPH MHOroe Mambk Opoilf mauneHTH ce cpobmiaBa
npypuryc (Cepbex), OpH U Ja He ¢a IO UMANTH ITEPBOHAYAJIHO,

AxO AMaTe HIKaKBH NOIBITHUTENIHA BHIIPOCH, CREP3aHM C YIIOTpebaTa Ha TOBA JISKAPCTBO, IOIMTAUTE
Baunsa srekap vnu papmanesT.

4. Bb3MOXKHH HEKEIAHHA PEAKIHA

Kakro BCHUKH jieKapcTBa, TOBa J1€KapCTBO MOXKE Aa NPEOAH3BHKA HEXENIAHH PCaKIHK, BBIIPEKH 9¢ HE
BCEKH M NONy4apa.

Yecro (1% mo 10%) ca HaGmoaaBaHu CIEOHUTE, MPESAMMHO JIEKH K0 YMEPESHH HEKEIAHH JIEKAPCTBCHH
peaKlHH: CYXoTa B YCTaTa, raBoboye, ymopa H COMHONCHTHOCT/CHHITHBOCT.

Heuecrn (0,1% 1o 1%) HexxenaHd peaknuH ca: HaroleHHe H O0JIKK B KOpeMa.

C HEH3BECTHA YECTOTA: OT HAJIMYHHWTE IAHHH HE MOoXe a Ob/ic HallpaBEHa OLICHKA 33 YeCcTOTaTa
Cpo0menu ca ApyrH HeXXEJIaHM PEaKIMH, KaTo: ChpleOueHe, yIeCTeH ChpASHEH IIYJIC, NPUIIATbIH,
MpaByyKaHe, 3aMasgHOCT, CHHKOII, TPEMOP, AUCTey3Hs (HapyLICHHE Ha BKyCa), 9yBCTBO Ha
CBETOBBPTEX WIH JBHKCHHE, YBPECKAAHHA HA 3PCHHETO, 3aMbBIIICHO 3pCHHE, OKYJIOTHpailHs
(HEKOHTPONMPAaHH KPBIOBH JBHXKEHHS Ha ounTe), O0SIE3HEHO WIH TPYAHO YPHHHPAHE, HEBE3MOXKHOCT
33 MBJIHO M3Npa3BaHe HA MHAKOYHHA MEXYP, OTOK, MpypHTyc (Chpbex), oOpHB, ypTHKapus (noiaysaHe,
3a4epBABAHE H CHPOEXK Ha KOXKaTa), Ko)KeH oOpHB, 3a/1yX, NOBHILIaBaHE HA TErNOTO, O0Nka B
MYCKYJIHTE, O0JIKA B CTABUTE, arpeCHBHO MM TIPERH30yIeHO AbpKaHHue, XallOLMHALMH, ACIPECHH,
Oe3chHuE, TORTAPAIIHE Ce WIH 3aBIIAIABAINYA MHCJIH 332 CaMOYOMIICTBO, KOIIMAPH, XEIIATHT, HAPYIICHA
gepuoapoOHa (QyHKIHA, TOBPEIIAHE, YBETHYEH aNleTHT, rageHe U anapus. IIpypuryc (cupbex) npn
CIMpPaHE HA ICYSHHUETO.

Ilpn mppBa mposea HA peaknHA HA CBPLXYYBCTBHTEJNHOCT, CIpeTe ynorpedars
yseioMeTe Batmig mexap. CHMIITOMHTE Ha PEaKIMATA Ha CBPBXYYBCTBHTENHOCT BIIHL




IBpAMTE WIH XPHITEHE), KOIIPHBHA TPECKa, HEOYAaKBaHO MafaHe HA KPHBHOTO HAJATAHE, BOAEINO JIO
KOManc WiM MoK, KOWTO MOraT Ja ca daTaiHH.

Cro0maBane Ha HeXKe/1aHH peaKIuH
AKO IOJTy9HTe HAKAKBH HE)KEJIaHH JIEKAPCTBEHH PeakiliH, yBeaoMeTe Bamug sexap wnn gpapMauesT.
Toga BKMOYBA BCHYMKH BE3MOYKHH HEOMHUCAHH B TA31 JIUCTOBKA HEXKENNAHH peakimi. Moxere chIno fa

CBOOILIMTE HEXXENAHH PeaKIHH AUPEKTHO Ypes:

HambiaurenHa areHuMs no JIeKapcTBaTa
yi. ,.Jamau I'pyes” Ne 8

1303 Codus

Temn.: +35 928903417

yeOcaiir: www.bda.bg

Karo chobuiaBare HexkellaHH peakiiH, MOXETe Na fafeTe CBOs IPHHOC 34 MOJIy4aBaHE HA NoBeYe
HHGpOpMALHS OTHOCHO 6€30MacHOCTTA Ha TORA JIEKAPCTBO.

S. Kak aa coxpanasare Kcnzan
Ha ce cpxpaHABa Ha MACTO, HEAOCTBIIHO 34 Jela.

He w3nonssaire TOBa NEKAPCTBO CHEN CpOKAa Ha I'OZHOCT, OTOCIA3AaH BLPXY KapTOHEHATa OMAKOBKa
citen .l 'oped no:”. CpoKLT HAa MOJHOCT OTIOBapA Ha MOCHEHUA ACH OT NOCOUYCHHA MECEL.

JiekapCTBEHMAT MPOAYKT HE M3UCKBA CTICIHAJIHH YCJIOBHA HA CHXPAHEHHE.

He usxsbpnsitre nekapcTBaTa B KAHAJIM3AIHATA WIH B KOHTEHHEpa 32 JOMAIIHH OTNABLIA.
ITonmraiite Bamus gapmMalieBT Kak Aa M3XBBPIIATE JIEKapCTBATa, KOMTO Beuye He m3nospare. Tesu
MEPKH € CIIOMOTHAT 3a OIa3BaHe Ha OKOJIHATA CPEAa.

6. Coabpixannse Ha ONAKOBKATA H JOHLJIHBTENHA BHpOpMANHE

Kakso chabpixa Kenzan

- AKTHBHOTO BELIECTBO € 5 Mg JEBOLECTHPAZKHOB AHXHAPOXIOPHA
Beaka punMupana TabneTka ChABPKA S mg NEBOUCTUPUSHHOB AUXHAPOXIIOPHA.

- JpyraTe ChCTABKH Ca: LIEMYN03a, MHKPOKPHCTATHA; JIJAKT03a MOHOXHMAPAT (BIKTE TOYKA 2);
CHUIMLIMEB AMOKCH], KONIOUACH Ge3BOIeH; Marde3Hes creapar; xunpomenosa (E464), Turanos
muoxeng (E171) w maxporoun 400.

Kak marnexsa Kcuzas 1 KAKBO ChABPAKA ONAKOBKATA

Keusan ca 6emm a0 mourn 6emu punmMupas# TabiieTkH, OBaJIHH, ¢ Ko "Y" OT eiHaTa CTpaHa.
IIpennarar ce B Oiucrepn B onakoBku no 7, 10, 14, 20 1 30 Tabnerkn.

He BcHuky BHI0BH ONIAKOBKHA MOTAT jJia 6b4aT MycHATH B Mpoaaxkba.

Iparexare) Ha pa3peliecHEETO 32 ynoTpebda
UCB Pharma GmbH, Alfred-Nobel-Str. 10, 40789 Monheim, I'epmarus

IIpoa3ssoauren
Aesica Pharmaceuticals S.r.l., Via Praglia 15, I -10044 Pianezza (TO), Hranus

-

3a nomhIHWTENHA HHQOPMAIMA OTHOCHO TOBA JIEKAPCTBO, MOJA cnhpmerﬁ/
[pe/ICTABHTE]l Ha APHTEKATEN Ha Pa3PEINESHHETO 3a ynoTpeba: i
10 CH BH Brarapra EOO/I, Ten.: (02) 962 30 49 .
JlaTa Ba NOCJEAHO TpepasTaekIane Ha JHCToBKaTa: 07/2018




