- NIAMENHUTENHA ATEHLIIA N0 NEKAPCTBATA

JIHCTOBKR: ARPOPMANHE 32 HOTHE Mpusoxenue 2

Kcmzan® 5 mg duamapans TaQfifee M ... #8802 e

Xyzal® § mg film-coated talipy,;; 5. 000 A
NeBOLICTHPH3HHOB AMXUADOXTIPDUA, - 692y 1 1 -02- 0%
(levocetirizine dihydrochlorifé)"" AMP i esaren s S eiirrinsienssneasesnaanenns

IIpouereTe BHHMATENHO HANATR JHCTOBKA, HIPEAH A2 3AH0THETE A2 NPHEMATE TOBA JIEKAPCTBO,

Thil KATO T9 CHLABPXKA BAXKHA 38 Bac nndpopmanns.

Buuaru npHemaifte ToBa 1eKapCTBO TOYHO KAKTO € ONMCAHO B Ta3M IMCTOBKA UTH KAaKTO By e xaszan

Bainug nexkap WM QapMarnesT.

- 3anasere Ta3u JJHCTOBKA. MoXKe Ja c& HAJIOKH /1a A IIPOYETETE OTHORO.

- AKO ce HYXAacTe OT AONBIHHTETHA HH(OpMALHA MNH CHBET, NONKTaKTEe BANIMS (PapMalieBT.

- AKO NMOJy4UMTe HAKAKBH HEXKEJIaHH JIEKAPCTBEHH PEaKIlHH, yBeaoMere Bammd siekap win
¢apmanesT. ToB2 BXIIOYBA H BCHYKH BB3MOXKHH HEXCITAHH PCaKi[i¥, HCOIHCAHH B Ta3H
JIHACTOBKA. BHxTe TOUKA 4.

- AKO He ce 9yBcTBaTe no-a0bpe Wik ChbCTOAHHETO BH ce Bnomm, TpaOBa Aa NOTEPCHTE JIEKAPCKa
noMoLI,

Kakpo cLABLPXR TA3H JHCTOBKS

KaxBo npeacTasnasa Kcu3an H 3a KAKBO C€ HU3MO/I3Ba
Kaxso Tps6Ba na 3Haete, nmpeau ga npuemere Kcusan

Kaxk na mpuemare Kcmzan

B13MOXHM HEXENAHH peaKIiH

Kak na cexpanspare Kcusan

ChIabpxkaHMe H2 OTIAKOBKATA H JOMTBIHHTENIHA HHpOopMaLms

AL WD -

1. Kaxso npeactasinpa Kcuiaga B 38 KaKBo ¢¢ H3N0A3BA

AXTUBHOTO BEIIECTBO Ha KCH3aN € IEBOLICTHPHIHHOB AHXHUIPOXIOPH].
Kcusan € nporusoaiiepruiHo JeKapCTBo.

3a neueHue Ha GonecTHHTE NPOSBH (CAMITTOMATE) TTPHU BB3PACTHH U Hela Ha BB3pacT Hal 6 NOJuHH,
CBBP3AaHH C:

- aneprudes PHHHT ( BKIIOUMTEHO NEPCHCTHPALL ATICPIrHYeH PHHUT);

° KOMPHBHA Tpecka (YPTHKAPHA ),

2. Kaxso Tpufsa aa 3uaere, npean Ag npaemere Kcenaad

He npuemaiire Kensag

. aK0 CTe€ QIeprUdMHH KbM JICBOUCTHPM3IUHOB JAMXHAPOXJIOPHA, UHETHPHM3HH, KBM [PYTH
AHTHUXUCTAMHHHU, XUIPOKCH3HH, NMHMEPAsHHOBH TNMPOHM3BONHH MIH KbM HAKOS OT OCTAHAIMTE
CBbCTABKH Ha TOBA NeKapcTBO (M30pocHH B TOIKa 6)

. aKo cTe ¢ TeXko 6B0pedHo 3a00NABaHe, H3HCKBAINO JHANH3A.

Iipeaynpexienud B NPeANAHE MEPKH
['oBopere ¢ Bammsa nexap wid gapMauesT IIpeau aa npueMere Kcuzan.

AKO He MOXETe Aa M3MPa3BaTe MHMKOYHHMA CH Mexyp (NopanH HapaHSBaHe Ha rppOHaYHHA MO3BK WU
YBEIHYEHA MPOCTaTa), MOJIA NOCHBETBaNTE ce ¢ Baluug nexap.

AKO cTpazare OT CSIHICIICHA WIM MMATe PHCK OT KOHBYJICHH, MOJf, nomuraiTe B 'l
CHRET, Thii Karo ynorpefara Ha Kcusan Moxe Ja AoBeAe A0 BIIOMAaBaHe HA MPUCTHITHt




AKO CT€ HACPOYEHH 34 TECT 3a afeprus, nonuraire Bamus nexap nan# TpaOBa ja cnpere npHeMa Ha
Kcuaan 3a HAKONKO JHM NpPEAH TECTBAHETO. 10Ba JIEKAPCTBO MOXE 13 MOBMHAEC HA PE3YITATHTE OT
TecTa B 3a aneprua.

Hena
Vrorpebara Ha Kcusan He ce Npenopbh4Ba NpH Aella 1ol 6 roAMIHa Bb3pacT, Thi Karo QHuiMHpaHHTe
TabJeTKH He MO3BONABAT ANAITTUPAHE Ha J1034TA.

Hpyra aexaperea B Kensan
Tpabsa ga kaxere Ha Bammn nexkap HWIH ¢apMaLeBT, aK0 NPHEMaTe, HACKOPO CTE NMpHEMaNd HIH ¢
BB3MOXHO 1a ITPHEMATE APYTH JICKApCTBA.

KcH38) ¢ XpaHH, BATHTKE H QJIK0X0A

Heo6xoauMo € NOBHIIEHO BHHMAHHE ITPH ¢JHOBPEMCHHOTO NMpueMaHe Ha KCi3an u ankoxou, Wid
IPYTH JIEKapCTRA BIIMACINH Ha LICHTPATHATA HEPBHA CHCTEMA.

[Tpy 9wyBCTBHTEIHH NALMCHTH, EAHOBPEMEHHOTO MPHIOKCHHE HA KCH3al C ankoxoil HiIH OpYTH
NIEKApCTBa ACHCTBAM BLPXY LIEHTpaTHATA HEPBHA CHCTEMA, € Bh3MOXHO O3 A0Beae 10
OOITBLIHUTEIHO NMOHIKABaHe Ha BHHMAHHUETO H HApYTIABAHE Ha CIIOCOOHOCTTA Ha felcTaHe.

Kcuszan Moxe Ia ce npucMa ¢hC WK 0e3 xpana.

bpemennocT, KbpMene # QEPTRANTET
AKoO cTe 6peMeHHa HIH KBbPMHTE, CMATATE, 9¢ MOXE fa CTe OpeMcHHa WIH IuiaHMpare OpeMeHHOCT,
noceeeTBaltTe ce ¢ Bamma nekap npean ynorpedara Ha TOBA IEKapCTRO.

Mlodrpade x paboTa ¢ MAIIHAH

Haxou nanuentH, npuemammm Kcwsan Moratr Aa MOYYBCTBAT COMHOJICHTHOCT/CBHJIMBOCT, yMOpa H
U3TOIEHHE. bbAeTe BHUMATENHH, Koraro Imodupare Wik paboTure ¢ MalllMHK NIPeAd Na yCTaHOBHTE
kak Bm Bwn3peHcrsa nexapcTBoTo. [IpoBeeHHTE KOHKPETHH H3IMTBAHMA NPH 3[paBd Xxopa, Clen
ynorpebara Ha JICBOUCTHPH3MH B NPEMOPHUMTENIHATA 1033, HE €A YCTAHOBHIH HapYyIIaBaHC Ha
BHMMAHHETO, peakLHHTe K CNocoOHOCTTA 32 modupane,

Kcuiaa cuabpika JaKTOo38
Axo BaumusT nekap BH € xa3aj, 9¢ UMaTe HEMTOHOCHMOCT KbM HAKOH 3aXapH, CBBPKETE CE C HEro,

peay Aa IPUEMETE TO3H JIEKAPCTBEH MPOXYKT.

3. Kak na npaemare Kcu3zan

BuHaru npueMalite TOBa JIEKapCTBO TOYHO KakTo BH e xazan Bamuar nexap unu ¢apmaineBr. AKo He
CTe CHI'YPHM B Hello, momuraiite Barmus nexap wix ¢papMalieBT.

[TpenopsuMTETHATA AO3A IIPU BEIPACTHM U AeLiA HA BB3pacT 6 U NoBeYye roOAMHM ¢ ¢AHa Tabnerka
IHEBHO,

Ynorpeba npa neua
Ynorpebara Ha Kcusan He ce mpenmopbyBa NpH O] Ha BB3PACT NOA 6 rOAHHH, ThH KaTo
¢punTMUpaHHTE TAaONETKH HE TO3BOJIABAT aJalTHpaHe Ha A03aTa.

CroenHanHH YKA32HEA 38 ynoTpela npa CHEHAXHE NPYNH NANHEHTH
Bvbpeuno u weprnodpobro yepexcoare

ITaupenTy ¢ HapymeHa 6p6pedHa pyHkuma TpAGBa 1a MPHEMAT MO-HHCKa 1038, Chobpazchy
TexcecTTa Ha 6B0peunoro abongsane. [Ipn aeua no3ara TpadBa Aa ce cHOGPasH C Te T
Bamusr 1exap me onpeaenn go3ara.




[TauueHTH ¢ TexKO 0B0pedno 3abonaBane, H3MCKBAIIO AUANM3a, He TpsOBa Aa mpHeMaTt Kcusan.,

[TauseHTH, KOMTO MMAT HAPYIICHHE CaM0 Ha YepHOApoOHarta ¢yHkumsa, TpsOsBa 12 npueMar
oOHuaifHaTa MpenopLYNTEHA J034.

[MaumeHTH, KOATO HMAT HapymeHHe H Ha OBOpeunara W Ha udepHOZpoOmHaTra (QYHKLMA Morar ja
MPHEMAT NO-HHCKA 1033, ¢hoOpaseHa ¢ Texectra Ha Oubpednoro 3abonapaHe. [IpH mewa aosara
Tpa6Ba Aa ce choOpasy ¢ TEJIECHOTO TEro. BalMaT nekap Hie ONpeae/IM A03aTa.

ITayuenmu e cmapuecxa evapacm na 05 200unu u noseue

[MauneHTH B CTapuecKa BE3PACT HE C€ HYXKIAST OT MPOMAHA Ha 7103aTa, ako On6pednara UM PyHKIMA
€ HOpMaJTHA.

Kax u xora rpulsa na npaemate Kcnian

CaMo0 3a NpUIOKEHHE Mpe3 ycTara.
Kcuzan moxe aa ce mprHema cb¢ WnH 6e3 xpana. Tabnerkure Tpabpa 1a ce NONTBINAT Lie/IM ¢ BOAA.

Koaxo npoasaxuarenuo Tpabea aa npaemate Kca3an
[IpoaB DKHTENHOCTTa HBa ynorpeba 3aBHCH OT BHAA, MPOIBIKHTENIHOCTTA M DAa3BHTHETO Ha
OTLIaKBaHMATa BH M ce onpeaens ot Banms nexkap.

AKO CTe IpHeJH nosege or HeobxoaamarTa no3a Kenian
3HAUMTEIHOTO Mpejo3upaHe MOXKE Ja NPEAM3BHKE CHHIMBOCT IpH BB3pactHH. [Ipw nena ca
BB3MOXHH ITEPBOHAYANHA BE36YIa M HeCOKONCTBO, NOCIeABAHN OT COMHOJICHTHOCT.,

AKO CMATaTE, H€ CTe MPHENIH MmoBede oT HeoOxoauMara no3a Kemsan, Mons ysenomere Bammus nexap,
TOH e MpeneHA KakKBH AeHCTBHA Aa TPeANpPHEME.

AKO CTe nponmycHAIA Aa npueMete Kcuszaa

AKO CTe mponmycHaNR na rpueMere KCH3an WM cTe B3¢NH NO-HHCKZ 71038 OT npeanucanara Bu or
Baiung nexap, He p3cMalire asoiina 1034, 3a Ja KOMIICHCHpaTe npomycHaTtata. [IpueMere cneapamara
n03a 1o oOH4aiHOTO BpeMeE.

Axo cTe cnpeas npreMa Ba Kcman

CnHpaHeTo Ha JeICHUETO HE BOAH AO BPEAHH IOCIEACTBHA OCBEH, Y€ CHMITTOMHTE Ha 3a00naBaHeTo
MOXE 71a ce Bh30OHOBAT. B RAKOH CTy9aH MOXe Ja C€ HAIOXKH NOTHOBABAHE Ha JiedeHHeTo. Cnex
MPEeXpaTsBaHe Ha MpPHEMa Ha JICBOLCTHPU3NH, NpH MHOTO MaTbk Opolt nmaumeHTH ¢e chodmana
npyprTYC (Chpbex), I0PH ¥ a He & M0 MMANH IThPBOHAYATHO,

AKO HMaTe HAKAKBH JAOITRIHHTEIHH BBIIPOCH, CBhP3aHM ¢ ynorpefara Ha TOBa AexapcTBo, nomnuraiite
Bamms nekap win dapmMalesT.

4. Br3MOXKHA HeXENAHE PEeAKIIHA

KaxT0 BCHYKH JICKApCTBa, TOBA JICKADCTRO MOXE /1A MIPDCAH3IBAKA BHOXKCIIAHHA DCAKIINH, BBITPCKH HC HC
BCCKH I'A 11OoJiy4HaBa.

YecTr: Morar aa sacertar no 1 Ha 10 gymm:
Cyxora B ycrara, rnasoboipe, yMopa H COMHOJIEHTHOCT/CBHIMBOCT.

Hegectu: Morar za 3acertar ao 1 Ha 100 xymu:
H3romenue 1 OONKH B KopeMa.

C HeH3BECTHA YECTOTa: OT HAIHMHHUTE JaHHH HEe MOXKe Ia Obae HalTpaBCHa OLICHKA




JIpyTH HeXeNaH! peakLiy, KaTo: chpucOneHe, yaecTeH ChpAeyeH MyJic, NPHNAALIM, MpaByJYKaHe,
3aMasHOCT, CHHKON, TPeMOp, AUcrey3na (HapymeHn1e Ha BKyca), TYBCTBO Ha CBCTOBBPTEK HITH

ABHXKEHHE, YBPEXKAAHKA HA 3PEHHETO, 3AMEIIICHO 3PEHHE, OKYJIOTHPALHA (HEKOHTPOJIMPaHH KPBroBH
OBHXXEHHA HA 0UMTe), OONe3HEHO WM TPYAHO YPHHHPAHE, HEBB3MOKHOCT 34 ITRJIHO H3Npa3BaHe Ha

MHKOYIHMA MEXYD, OTOK, IpypHTYC (¢hpbex), o6pus, yprakapus (noaysaHe, 3auepeiBaHe H CbpOeK Ha
KOXaTa), KoXeH o0puB, 3ayX, IOBHINABAHE HA TErNoTO, OoNka B MycKynuTe, 60/Ika B CTaBHTe,
arpeCHBHO HIIH HPeBB30YACHO XbpkKaHHE, XANOUMHAINH, Aenpecki, 6¢3CHHACE, MOBTAPAIIH Ce HIH
3aBIAAABAINH MHCJIH 33 caMoyOHIiCTBO, KOMMAPH, XENATHT, HapylleHa depHoapodHa PpyHKIMS,
NOBPBILAHE, YBEIUYEH AllETHT, rageHe ¥ auapud. [Ipypuryc (¢epbex) npu criMpaHe Ha JIEYEHHETO.

[Ipy mbpBa MpodBa Ha peakmyMi Ha CBPBXYYBCTBMTENHOCT, cnpere ynorpebara na Kcemsan H
ypegomere Bamna nekap. CHMITOMHMTE Ha peaKLMATA HA CBPEXIYBCTBHTEIHOCT BKIIOUBAT: MONXYBAHE

HA YCTaTa, €3HK4, JMLETO W/WIM I'bPIOTO, 3ATPYAHCHHE NPH AMINAHE WIM IorirbliaHe (CraraH€e B
EPANTE HIH XPHIITEHE), KONPHUBHA TPECKa, HEOYaKBaHO NajlaHe Ha KPBBHOTO HANAraHe, BOICIIO A0
KOJIANC HIH IIOK, KOMTO MOTAT Za ca daTanHH.

CrobmanaHe HA HOKCIASHHE PEAKIHH

AKO NMONYYHTE HAKAKBH HEXEJIaHH JIEKapCTBEHHU peakilii, yBeaoMere Bamua nexap und dapmMalesT.
Topa BKTIOYBA BCHIKH Bb3MOXXHH HCOIMMCARHU B TA3M JINCTOBKA HeXeladM peakmuH, Moxere Chio aa
CHOOIMUTE HEXENAHH PEaKIMH JHPEKTHO 9pes:

M3 mreTHHTENHA areHIMA MO JIeKapCTBaTa

ya. ,,JJamaH 'pyen” Ne 8

1303 Codpus

Ten.: +359 2 8903417

yeOcalit: www.bda.bg

Karo crobmasare HexxenaHH peakliMH, MOXeTe ia AaACTE CBOA NMPHHOC 34 MOoTyJaBaHe Ha NoBe4e
MHPOpMALIME OTHOCHO 0E30MaCHOCTTA Ha TOBA IEKAPCTBO.

5. Kak ga cexpanusare KcHzan
Jla ce chxpaHaBa Ha MACTO, HEAOCTHITHO 32 Jelia.

He m3monssaiire TOBa JEKAPCTBO CAEN CPOKa HA NOAHOCT, oTOeNA3aH BbpPXY KApTOHEHaTa ONMaKOBKa
cnen ,,J onen no:”. CpoKbT Ha NrOAHOCT OTTOBAPA Ha MOCIEAHHS ASH OT NOCOYCHUS MECEILL.

ﬂBlC&pCTBCHHﬂT MPpOAYKT HE H3IHCKBA CIICLUHANIHE YCIIOBHA HA ChbXPAHCHHC.

He m3XxBBp/AiTEe JICKAPCTBATA B KAHANM3ALMATa WIH B KOHTelHepa 3a A0MAIHY OTNAABIIN.
ITonuralite Bamua ¢papMaleBT KaK A8 WIXBLPAATE JISKapCTBATA, KOHTO BEYe HE M3NOM3BaTE. 13U
MEPKH II¢ CIIOMOTHAT 34 Ola3Bale Ha OKOJIHATA Cpea.

6. ChabpkaHHe HA ONAKOBKATA H JONWIHATECAHA HHPOPMAHY

Kakpo coabppxa Kenian

- AKTHBHO BEIECTRO: JICBOLETHPHIHHOB AHXHUAPOXJIOPHI
Besaxa ¢punMupana Tabnerka ceabpka § mg J€BOUCTHPU3IHHOB QHXMAPOXIOPU.

- JpYTHUTE CHCTABKH CA: LEIYJ103a, MUKPOKPHMCTA/IHA; JIAKTO3a MOHOXHMIPAT (BHKTE TOUKA 2);
CHIHLIMEB NHOKCHI, KOJMOHACH 6e3BOieH; MarHe3ues creapar; xunpomenosa (E464), TuraHos
amokcun (E171) u maxporon 400,

Kak m3raexaa KcHiaa B KaKBo ChAbpRA ONAK0OBKATA
Kcwaan ca 6emu go noaru 6ens drmmmupany TabneTku, oBaIHH, ¢ Kof "Y" OT eIHaTa
[Ipegnarar ce B OnmucTepH B omaroBkH no 7, 10, 14, 20 u 30 Tabnerxs.
He BcHYXM BHIOBH ONMAKOBKH MOrar fa OmpAaT MycHaTH Ha nasapa.




IIpaTekaTeN HA pa3pemeHuero 3a ynorpeba
UCB Pharma GmbH, Rolf-Schwarz-Schiitte-Platz 1, 40789 Monheim am Rhein, ['epmarus

IIpou3BoaHTE
Aesica Pharmaceuticals S.r.l., Via Praglia 15, I -10044 Pianezza (TO), Utanua

3a AONMBIHHTENHA HHPOpPMAIMA OTHOCHO TOBAa JICKAPCTBO, MOJA, CBBPKETE C€ C JIOKATHHA
NIpeACTABHTEN Ha MPUTEXATE)A Ha pajpelIeHHeTo 3a ynorpeba:

IO CH BH Bwsrapus EOO, Ten.: (02) 962 30 49

JaTa Ha mocJaeIHO Npeparaexiane Ha Aacrosxara 01/2024.




