Jucropka: wagopmanaa 3a norpeburess

Keuwsan § mg pnamupand tabaerkn
Xyzal 5 mg film-coated tablets

NePONETAPHIUHOB AWXAAPOXTIOPHL
(levocetirizine dihydrochloride)

Hpoterere BREMATEJHO NSAATS JACTOBKA, NPENA AA 38MI04HETE A2 NPAEMATE TOBA JEKAPCTRO,
Thil KATO TH CHLALPEA BAXKHA 2a Bac andopmanns,

Bunary npremaiite ToBa IEKapCTRO TOMHO KAKTO € OMACAHC B TA3H AWCTOBKA HIH KakTo By e xazan
Bawms sexap wid GapMalLesT.

Kaknpo coabpka Ta3H JHCTOBKA
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1.

3anaiere Tasy nHCTOBKA. Moke [Ja ce HATOKH Ad X POMETETE OTHOBO.

AKoe ce HyXkTaeTe oT NOITRIHATETHA HEdOopMaWA WiH cbBet, MonATadTe Bamma GapMaueBT.
AKO NOTYYHTe HAKAKEH HeKeJaHH TeNapCTReHH PeakKuMy, yRenoMeTe Bammma nekap wiu
thapmatest. Topa BKAHYRA M BCHYKM Bb3MOXKHY HEWETAHH DEaKIAH, HEOMHCAHH B TalH
nucToBka. Browre Touka 4.

AKo He ce 9yBCTBaTe M0-106pe WK CLCTOAHHETC BH ce Browy, Tpa6Ba 4a MOTHPCHTE NEKapCKa
HOMO1L,

S LanLIHITENHA ATEHUMS NO NEKAPCTBATA

Augmotina - Npunooxenug 2

Kaxgo npencrasngea Kcr3an ¢ 38 Kakpo ce M3noJ3ea
Kakeo TpaGBa 1a sHacte, npesi fa npremete Keusan | g,y pog, Ne Wﬁ(?é{?-?—'
Kaxk na nipuemare Kcusan

BE3MOKHH HEXKETaHH PeaKIHH n " A& / /‘7/[7 /L7f ~-J75 JU‘;HP
Kaxk aa chxpansgare Kensan raspeLieHue v
ChaspixanHe HA ONAKOBKATA M JIOTTbHUTEIHA nu@oput%g i Ao Y 14 -07- B0

Kaxso npeacranaasa Kca3an ¥ 33 KaKBo ce M300/13Ba

AKTHBHOTO BeIiecTBO Ha Kcnsan e IeBoNeTHPH3HHOR AHXHAPOXIOPUL.
Kcusan ¢ npoTHROQIEPTHAIHO JIGKapCTRO.

3a nedenue Ha H0AECTHHTE NPOABH (CHMITOMKTE) IIPH BE3PACTHY M JIE1IA HA BB3pact Haf 6 roiwHuHm,
CBEP3AHHU C:

2.

aneprygeH pHHAT {BIUTIOYHTENHO NEPCHCTAPALL ANSPrHdeH PHHAT);
KONpPHBHA Tpecka (YPTHKapHA).

Kakso TpaGea 1a 3aaere, npeas ga npacMere Konaaa

He npuemaiive Kensan

KO CTC QNEPrHiHH XbM JICBOLETHPHIMHOB ANXWAPOXIOPHE, LETHPHIMH, KBM JAPYrH
AHTUXHCTAMHANH, XHIPOKCH3NH, HMYIEDAHHOBH NPOWIBOAHY MMM KBM HAKOA OT OCTAHAIWTE
CBCTABKH HA TOBA JIEKAPCTBO (M30POeHN B TOWKA §)

ako cre ¢ Texko 6Hpbpegro 3abonapate, H3RCKBALD JHAIN3E.

Hpexynpexnenns B NpeANa3Hy MepKu
Iosopere ¢ Bamms nexap wm GapManesT npegy Na npyemere Keunsan,

AKO HE MOXETE N2 H3npasBaTe MMKOYHMA CM MEXYP (Opanyd HApaHyBaHe HA TPLOHAYHUA MOIBK HIH
YBENMH4EHA [IPOCTATA), MONA NOCHBETRANTE Ce ¢ Baua fexap.

AXO cTpajaTe OT ¢HHICTCHA HIH MMATe PHCK OT KOHBYJICHH, MO, nonuTaite B
CHBET, ThH KaTO yrioTpebara Ha Kcwsan Moxke la iosede O BIOABAHE HA HPHCTHIT




AKO cTe HaCpO[CHH 3a TecT 3a aleprus, nonmnraidire Bauman nexap gwin Tpabsa Aa copere NpyeMa Ha
Kemzan 3a HARKONKXO JHY Ipeny TecTBaHero. Topa 1eKapeTBO MOIKE Nd IOBNKMSE HAa PE3YATATHTE OT
TecTa BH 38 aneprua.

Jena
Vrorpebara Ha Kcwsan e ce MpenopsyBa 1pu Aclia Nof 6 roRHIIHA PEIPACT, Thil KaTo (PHIMHpAHUTE
TAONETKH He NO3BONABAT aIanTHpaHe Ha a03ara.

JApyrn pexaperpa # Kenzan
Tpsba na kaxere Ha Bawws sexap wig dapManerT, ako NpHeMaTe, HACKOPO CTE MIpHeMany AIH €
BhL3MOKHO 13 PHEMATE APYTH JIEKapCTRa.

Kcu3an ¢ XpaHn, RANHTRE H IK0OX0J

Heo6xonumo e nosMIIeHo BHHMAHNIE TIPH ¢THOBPEMEHHOTO NpreMaHe Ha KcH3an ¥ alTkox o, M
APYrHd IEKApCTBa BIASENIH HA HEHTPATHATA HEPBHA CHCTEMA.

Tpra 9yscTBATENAHM NALMEHTH, EAHOBPEMEHHAOTO NPHAMKEHNE Ha KCH3an ¢ afkoXon WiH ApYTH
NCKapeTBa AeSCTBALM BEPXY LEHTPATHATE HEPBHE CHCTEMA, & BB3MOXHO I3 NOBEAe 10
JOITHITHHTE/HO NOHIDKABAHE HA BHIMAHUMETO W HAPYIIABAHE HA CTIOCOGHOCTTA Ha JeHCTBHE.

Kcuzan Moxe Ia ce pueMa che HAK Ge3 xpana.

Bpemennoct, Khpmene # epTRANTET
Axo cre GpeMeHHA MM KEPMHTE, CMATATE, 9¢ MOXE Xa ¢Te OpeMeHHa WA MIaHnpare GpeMeHHocT,
nochLeeTBalTe ce ¢ Banim nexap mpenu ynorpedaTa Ha ToBA ieKapCcTEO.

Niodmpane u palora c ManinHy

Hsaxou nammenTd, npueMammy Kcu3am MOTaT Aa DOYYBCTBAT COMHONEHTHOCT/CHHIIMBOCT, yMOpa W
n3TonIcHKe, Bhere BHUMATENHH, KoraTo wodupare Wiy pabordre ¢ MALTHKHK TIPSH /32 YCTAaHOBUTE
Kax Bu mu3geficTa nexapcTBoTO. [IpOReAcHHTE KOHKDETHH HIAMTEAHMA NPH 3APAEW XOpa, CIen
ynorpefara Ha NCBOLETUPHEHAH B NPEIOPHUMTENHATA 1034, HE C4 YCTAHOBHJIM HAPYLIGBaHE Ha
BHHMAHHETO, peakilMUTe | c1oco0HOCTTa 3a modupase.

Kenr3aa chabpKa JaKTo3a
Axo Bagmar jrexap Bu e kaszam, 4¢ HMaTe HEAOHOCHMOCT KBM HIKOW 3aXADH, CHRBDKETE CE ¢ HETO,
npeaM [a IPHEMETE TO3M JCKAPCTREH MPOJYKT.

3. Kax na npremare Kenzan

Bunaru npueMaiite ToBa NTEKAPCTRC TOYRO kakTo B e xasan Bamuar nexap wny papManeBT. AKO HE
CT¢ CUTYPHM B HEMO, Noudratite Balous nekap win dapmauest.

IpenoprynTeaHara 038 MPR BE3PACcTHY H IEUA HA BL3pacT 6 M nopete TOIAHH € ¢AHA TablleTka
AHEBHO.

¥Ynorpeba npn Aeua
Yrorpedara Ha Kcmsan He ce npenophyBa MpH [ieNa Ha BE3pacT NOA 6 rofu i, TeH KaTo
(dMHpaHuTe TAGNETKH He MO3BONABAT AAANTHpPAHE HA MO3ATA,

Cirennainu yxazanis 3a ynorpefa npy cuenyaing rpyn MANREHTH
Bvbpeuno u vepnodpobuo yspescoane

MNanwenTn ¢ Hapyniena 6p6pedna Gy TpA6Ba fa TpHeMar nmo-HUCKa x03a, cxobpaieHa ¢
TekectTa Ha Gripeunoro sabomisane, Fpy Acnia Kosara Tpaoea Jia ce cho(pasH ¢ TETECHOT
Bamust nekap Iire OIpeneny Ko3aTa.




IMaunentn ¢ Texko Gp0peuno sabondrane, H3ACKBAMO fUANH32, He TPE6pa Aa npHemaT Keusa.

FlauReRTH, KOHTO MMAT HapymieH¥e CaM0 Ha depuogpobHara ¢ynxuns, Tpabba ha npueMar
oOHdafiHaTa OpENOPLIUTENHA A034d.

TaimenTH, KOHTO HMaTl Hapymesvwe M Ha On0pevHara W Ha vepHOmpoOHAaTa (PyHKIMA Morar na
Mpy¥eMaT Mo-HHCKA 1034, chobpaseda ¢ TexecTra Ha 6%06pevroro 3abonssane. Tlpn meua nosara
Tpabea Aa ce crobpasu ¢ TenecHOTO Terno. BammsT nekap i onpeaenH Z03ara.

Hayuenmu @ cmapuecka gb3pacm Ra 65 200uni u hoseye
TlanneHTn B cTapuecka BBIPACT HE c& HYKIAAT OT NpOMARa Ha A03ata, ake HROpeyHaTa M DyHKIHA
€ HOpMallHA. .

Kaxk u xora Tpu6Ba na apHemare Kensan
Camo 32 npHNOKESHUE TIpPe3 yeTaTa.
Keuzan Mosxe ia ce npueMa cbe M 6e3 xpana. Tabnerryre tpabea fa ce MOTTRWAT HEaM ¢ BOIa.

Koako npoapaxnTendo Tpabss xa upaemare Kenszan
poxbmxyrennocTra Ha ynoTpefa 3aBHCH OT BHAA, NPOIBDKUTENHOCTTA M DAIBHTHETO HA
ornuaxsauKaTa BH H ce onpexaenn ot Bammd gexap.

AKo cTe npueaH noBeye oT Heobxonumara qo3a Kensan
3HAuNTENIHOTO [peAosHpaHe MOXKE Ja NPEAM3BHKA CHHIMBOCT NPDH Bh3pacTHM, [lpu gena ca
BB3MOMHH ITEPROHAYANHA BE30YA B HECTTOKOHCTRO, OCASABAHR OT COMRONEHTHOCT.

AKko cMATare, Y€ CTe BPHEH Iosede oT Heobxonumara nosa Kemsan, Mons ysenoMere Baums nexap,
Toff me MpeleHNA KAaKRK AeliCTRIAN J1a IpEHpreMe.

Axa cTe nponycuay Aa npuemete Kensan

AKo cTe nponycHanH fa npuemere KcH3an HIH CTe B3eJIH DO-HICKAE 1033 OT NpeinHcaHaTa Bu or
Banms nexap, He B3emaiiTe ARolHA 1033, 32 2 KOMICHCHPATE MpONYyCHATATA. [IPHEMETE ClEABAINATA
Jo3a no obuualiHOTO BpeMe.

Axo cTe cnpenH npuema sa Kcensan

Cnupanero Ha JedeHHeTO HE BOAH II0 BpEAHH MOCHEACTBYS OCBEH, 48 CHMITOMHTE Ha 3a00/19BaHETO
MOXKe Ha c€ BE300HOBAT. B HfxOR cliyuam Moxe 3 ce HajJokH NOAHOBRIBAHE HA NedeHvero. Cnex
OpexpaTaBaHe Ha NpHeMa Ha JICBOUETHPH3MH, [pd MHOTO Mampk Opolf mammenTy ce cbobuiasa
HpYpHTYC (chpberk), AOPH ¥ Ja HE ¢a N0 HMANY MbPBOHAYAIHO,

AK0 HMaTe HAKAKBH JONRIHHTCIHH BLIIPOCH, CHEP3IAHN ¢ yHoTpedara Ha TOBA ICKApCTRO, HONMTAMTe
Bamma nexap unu dapMaresT.

4. BBb3MOKHE HERENSHH PEAKTHH

Kaxro Bcuuxn nexapcTBa, T0BA JIEKAPCTBO MOKE JIa IPEAWIBHKA HeKeNlaHH Peakiuy, BbIPEKH Ye He
BCEKH TH HOMyTaBa.

Yectu: Morar pa 3acerHar 1o 1 Ha 10 mymw:
Cyxora B ycTara, rifasofomie, yMopa M COMHOJIEHTHOCT/CHHIMBOCT.

Heuecty: Mmorar na sacernar go 1 va 100 xymu:
H3romense a Gonxu B KopeMa.

C HeH3BECTHA YECTOTA: OT HANWIHHWTE JARHU He Moxe na Obhe HanpaReHa OUCHEA




Jpyri Hexellany peakiin, KaTo; cupuebuene, yuecTeH chpaeueH mysic, MPHIagsIH, MpaByIKaHe,
3aMafdHOCT, CHHKOII, TPEMOD, JHCTEY3HR (HApyILeH!e Ha BKYCa), TyBCTBO HA CRETORRDTER MV
JABHREHUC, YBPEKAAHHR Ha 3PeHHETO, 3aMBITICHO 3pEHHE, OKYIIOrHpAais { HEKOHTPONMPAHY KPEIOBY
ABIDAKEHUA Ha OUHTE), GONE3HEHO WITH TPYTHO YPHHEpPAHE, HEBBIMOXKHOCT 32 ITHIIHO H3Npa3BpaHe Ha
THKOYHHA MEXYD, OTOK, IIpyprTyC (Copbex), obpus, yprrkapus (Noaysane, 3a4epBsBaHe H Chphex Ha
Kokara), KoxeH oOpUB, 3a1yX, NOBAIIABAHE HA TETOTO, OONKA B MYCKyTHTe, GOMNKA B CTaBUTE,
arpecHBHO WITH NpeBs30yACHO Ibpiaiie, XANOnHHAIMN, fenpecus, Ge3chHue, NOBTAPALH C& HIH
3aBNANABANIM MHCIH 38 CAaMOYGHIICTRO, KOUIMADPH, XEITATHT, HAPYTISHa YepHORAPeOH: HyHKMA,
TOBpLLIAHE, YBEITHYCH alleTHT, rafieHe K nuapua, Ipyprryce (eppbex) IpH cnHpaie Ha Je4eHHETO.

[fpu EpRAa npodBa Ha peakid Ha CBEEXYYBCTBHTENHOCT, chpere ynorpefara Ma Kcwmsanm u
yBegoMeTe Bamnus nexap. CHMIOITOMHTE Ha PEAKOMATA HA CBPBXUYBCTRHTECITHOCT BKIOYBAT: NOLyBAHE
Ha yCTaTa, €34Ka, JMIETO W/MAW IEPHAOTO, 3aTPYAHEHHE NPH AWIIAHE MIA NONTHINANE (CTAraHE B
CBPAATE MK XPHOTEHE), KOMPHBHA TPECKa, HEOYAKBAHO NaNaHe HA KPLBHOTO HamAraHe, BOZGILO 70
KOIIANc KM MIOK, KOMTG MOraT fa ca QaTwiHH.

Crobmapane H2 HeXKeTAHY PeAKNME

AKO NONYYHTE HAKAKBH HEHKENAHK JIEKaPCTBEHN PEAKLHH, yBeaoMere Bamus Jiekap uny GapmaiesTt.
Topa pxI04Ba BCHYKH BBIMOXKHMA HEONHCAHH B TA3H THCTOBKA HEXEM2HH peaxitn. Moxere cuplifo na
cpOOIHUTE HeXKEIaHA PeAKIHH NUPEKTHO Upes:

H3nbaHHTERHA ATeHIYA 1O JIEKSPCTBATA

yii. ,,Jdaman ['pyes” Ne 8

1303 Codnn

Ten.: +359 2 8903417

yebeaitr: www.bda.bg

Karo c¢hobniapaTe HeXenaHy peakiie, MOXKETE 43 AafeTe CBOR MPUHOC 32 NOJIyYaBase HA TIOBeYe
HH(OPMAINA OTHOCHO GE30MACHOCTTa HA TOBA IEKAPCTRO.

5.  Kax pa ¢expannsare Kensaa
Ja ce cpxpanipa Ha MACTO, HEJOCTHINO 3a ela.

He manomssaiite TOBa JIEKapCTBO CHCK CPOKA HA FOAHOCT, OTOE/NA3AH BBPXY KAPTOHEHATA ONAKOBXA
cnen ,,I'ofen 10:”. CpoKsT Ha TOAHOCT OTTOBAPA HA OCIIEAHMS AEH OT IOCOYEHHA MEceLl.

Helcapcmemr MpOAYKT HE H3MCKBA CIICIHATHHY YCAOBHA HA CHhXpPaHEeHMC,

He m3xpLpnsiite JekapcTsara B KAHATH3ALMATA WIH B KORTeHHepa 34 NOMAIIHH OTOAKBLM.
Tlomurradire Baiss dgrapMaueBT Kak 12 HIXBLPASTe IEKAPCTBATA, KOHTO Bede He wanomsare, Tesu
MEPKH Ll¢ CHIOMOTHAT 3a OlIA3BaHe HA OKONHATA Cpeaa.

6. Cohappkanie Ha ONAKOBKATA B AONBAHHTENHA RAQOPMATHA

Kakso cbabpka Kenzan

- AKTHBHO BeHIECTBO: IEBOLETHPI3HHOR TUXUAPOXJIOPHT
Beska duinMipaHa TabrieTxa chIBppxKa 5 mg NeBOLCTHPHSHHOR AUXUAPOXAOPHT,

- Jpyrure chCTaBKY ca: UesTyT03a, MAKPOKPHCTAIHA; IAKTO33 MOHOXHIPAT (BIDKTE TOUKa 2);
CIHTMIIMER JHOKCH, KONOHACH O3BOCH; MArHE3ueR creapar; xunpomenosa (E464), Trranos
auoxern (E171) u maxporona 400,

Kak warnemaa Kcuszan 4 KAKBO ChIbPAKA ONAKOBKATA
Kewaan ca Geny 150 noury 6emu punMupanu TabaeTku, oBanHy, ¢ kod "Y" OT eflHATA CTpaHa.
NMpeanarar ce 8 6micTepy B onakoBky no 7, 10, 14, 20 u 30 tabneTxu.
He BCHYKY BHAORH ONAKORKH MOrAT A2 OBAaT IMyCHATH Ra 11a3apa.




NpuTexaTen Ha papemenueTo 33 ynorpeha
UCB Pharma GmbH, Alfred-Nobel-Str. 10, 40789 Monheim, Tepmanus

HNponipoasren
Aesica Pharmaceuticals S.r.1., Via Praglia 15, 1 -10044 Pianeczza (TO), Wranus

32 pomenHMTEnHa MHYOpMAIMA OTHOCHO TOBA JIEKAPCTBO, MOJA, CBBDKETE C€ C JIOKAIHHA
NpeacTaBHTE N HA DPHTEXKATENS HA paspelicHHETo 3a ynorpeba:

10 CH BH Bwnrapua EOO[, ten.: (02) 962 30 49

JdaTa na nocresro npepasriexanne 5a aucroskara 04/2022.




