JIncTroBKa: HAGOPMALIHA 38 NANHEHTA

Kcnian® 0,5 mg/ml nepopanen pasrBop
Xyzal® 0,5 mg/ml oral solution
JIEBOLIETHPH3UHOB AHXHAPOXJIOPUA
(levocetirizine dihydrochloride)

TIpoueTeTe BHHMATENHO NNAATA JIHCTOBKA, IPElH 3 3aN0YHETE A3 IPAEMATE TOBA JIEKAPCTRO, ThH
KaTo0 TH ChAbPKA BAXKHA 332 Bac muadopManus.
Bunary npueMaiite Topa JIEKapcTBO TOYHO KAKTO € OMMCAHO B Ta3H JIMCTOBKA WK KakTo By ¢ kasan
Baiuna nexap UM gpapMauesT.
- 3anaseTre Ta3W NMCTOBKA. Moxe fa ce HaJl0XKH J1a A NMpoYeTeTe OTHOBO.
- AKO ce HY)KZAeTe OT AOMBJIHMTENHA HHGOPMALIMA WIH CbBET, nonuraire Baius ¢apManesT.
- AKO NOJyHMHTE HAKAKBH HEXKEJIAHH peakiH, yBegomere Baiuua nexap wiu dapmauest. Tosa
BKJTIOYBA ¥ BCUHMKH BBE3MOKHHM HEXE/IaHH peaKii, HEONMCAHM B Ta3M JIUCTOBKA. BuxTe To4Ka 4.
- AKO He ce YyBCTBaTe no-100pe Win CbCToAHUETO BH ce pnowmy, TpadBa Aa moTbpeHTe
JiekapcKa MOMOIIL.

Kakso CBABLPXKA TA3H JHCTOBKA
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1. Kaxgo npeacrasaspa Kenian 0,5 mg/m] nepopanéi-Ppadiiopiia xaxna co w: N LR

AKTHBHOTO BEIIECTBO HA KCH3aI € eBOLCTHPHIHHOB IHXHAPOXJIOPHUA.
Kcusan € npoTHBOaNEprudHO JICKapCTBO.

3a nedeHne HAa DONECTHHTE NMPOABH (CHMITTOMHUTE) NPH Bb3PacTHH M AclUa HA Bh3PacT HaJ 2 rOAHHH
CBhP3aHH C:

* ajlepruyeH PHHHUT (BKIIOYMTENHO NMEPCHCTUPALL ANEPrH4eH PHHHT);
. KOIMPHBHA TpecKa (YpTHKApHUA ).
2. Kaxso TpatBa 1a 3uaeTe, NpeaH na npeeMere Kceuzaa 0,5 mg/ml nepopanen pazrsop

He npremaiite Kcnzaa 0,5 mg/mi nepopaJied pa3TBop

. aKo CTE aNeprdyHd KbM JEBOUCTHPUIMHOB AHXHUIPOXJOPHA, KbM LIMTEPH3UH, KBM XHAPOKCH3WH
HJIH KM HAKOS OT OCTAaHAIUTE CHCTABKH HA TOBA IEKApCTBO (M36poeHy B Touka 6);
. aKo CTe ¢ TexKk0 0n0peynHo 3abonapaHe, H3HCKBALLO JHATH3A.

[Ipeaynpexaenas H NPeANAIHE MEPKH
oBopere ¢ Bamna nexap unu ¢gapmauest npeau aa npueMere Keusan 0,5 mg/ml nepopanen pasteop.

AKO He MOXeTe [a M3Mpa3Bate NMUKOUYHUA CH Mexyp (Iopand HapaHABaHE HAa IPLOHAYHWA MO3BK HIIH
yBeAHUEHa IPOCTaTa), MOJIE NOCHBETBaNTE ¢ ¢ Banms nexap.

AKO cTpajaTe OT emWIencus WIH MMAare PHCK OT KOHBYIICHH, MOJS, NONHTaHTe Bamusa nekap 3a CbBeT,
Thit kaTo yrorpebara Ha Kcuzan 0,5 mg/ml nepopaneH pastsop MOXKE Ra JNOBEJE N0 BIIOHIABAHE Ha
FAPUCTBITUTE.




oBJMAE HA pe3ynTaTUTe OT TecTa BH 3a aneprus.

Heua
Kcuzan 0,5 mg/ml nepopaneH pa3TBoOp HE € NPEeNopbYBa NPH Acha Noa 2 roqHiiHa Bh3pacT.

Hpyra aexapersa 1 Kensau 0,5 mg/mil nepopanen pasTeop
Tpabsa ma xaxere Ha Bammus nekap wid dapMaleBT, ako NpHEMAaTE, HACKOPO CTE NpHEMaNd HIH €
Bb3IMOXKHO Aa NPHEMATE APYTH JIeKapCTBa.

Kcn3zaa 0,5 mg/ml nepopanen paiTsop ¢ XpaHH, HANHTKH H AJIKOX0J1

Heo6x0aMMO € TIOBHLUCHO BHHMaHHE MIPH € JHOBPEeMEHHOTO rnpueMaHe Ha Kcusan 0,5 mg/ml nepopanen
pa3TBOP C AJIKOXOJ, WM APYTH JIEKapCcTBa BIMACIUM HA LIEHTPATHATA HEPBHA CHUCTEMA.

[pyu YUYBCTBHTENHH NALKMEHTH, €AHOBPEMEHHOTO MpuiioxkeHure Ha Kemsan 0,5 mg/ml nepopaneH pastsop

¢ ANIKOXOJ WIH APYrH JeKapCTBa ASHCTBAIUM BbPXY LICHTPAXHATA HEPBHA CHCTEMA, € Bb3MOXHO Ja
foBeae A0 AOMBLIHUTEIHO NOHUKABaHE HA BHHMAHHMETO ¥ HapyIlaBaHe Ha cnocoBHOCTTA 34 AEHCTBHE.

Kcuzan 0,5 mg/mi nepopaneH pa3TBOp MOXeE Ja c€ NpueMa ¢ HiH 6e3 XpaHa.

bpeMeHROCT, KbpMeHe H PepTHANTET
AKo cre OpeMeHHa WIH KbPMMTE, CMATATe, Ye MOXe A3 cTe OpeMeHHA WM IUTAHUPaTe OpeMEHHOCT,
nochBeTBalTE ce ¢ Bamug sekap npeay yriorpedara Ha TOBA JIEKapCTRBO.

Illodpupane u padoTa ¢ MAIDHRH

Hakou mnaumentd, mnpuemaitd Kcuzan 0,5 mg/ml nepopaner pa3TBop, Morar jaa mOYyBCTBAaT
COMHOJIEHTHOCT/CHHIMBOCT, YMOPa U H3TOolIeHne. buaiere BHUMaTENHH, KOraTo modupare uii paboTuTe
¢ MAlUWHU MpEAH Ja YCTaHOBHUTE kak By Bb3aeicTRa AeKkapcTBOTO. [IpoBeieHHTe KOHKPETHH M3NMUTBAHUA
Npd 34pasH Xopa, cien ynorpefara Ha NEBOLCTHPH3HH B NPEMOPBYHTENHATA A03d, HE Ca YCTAHOBWIH
HapyllaBaHe Ha BHHMAHHETO, PEaKHMHUTE U cocobHOCTTa 32 wodHpaHe.

Kcu3aa (0,5 mg/ml nepopaJjied pa3TBop CbAbpPXKA HATPHH, TeHeH MAATHTO.,

MeTHJINAPAaXHAPOKCH(eH20aT H NPONKINAPAXHAPOKCHOEH30AT

- ToBa JlekapcTBO ChABPXA Mo-Manko ot 1 mmol Harpu#t (23 mg) Ha ml, T.e. MOXe [1a ce Kaxe, ue
NPaKTHYECKU HE ChAbpKa HATPHH.

- ToBa nexapcTBo ChAbPXKE TeYEH MANTHTON. AKo BamuaT nexkap By e xkasan, 4e HMaTe HENOHOCHMOCT
KbM HAKOHM 3aXapH, CBbPKETE CE C Hero npeau Aa npuemere Kensan 0,5 mg/ml nepopanes pasrsop.

- MetHnnapaxapokcHOEH30aT H NPOMKUINApaXHAPOKCHOEH30aT MOFaT A2 MPHYHHAT aIEPrHYHH
peakiiy (BeposHO OT 3a0aBeH THIT), KaTo rinaBoboNine, CTOMAIIHO Pa3CTPOACTBO H AHAPHA.

3. Kax na npuemarte Kcuzaa 0,5 mg/ml nepopanen pastesop

Buuary npremaiite ToBsa JIEKapeTBO TOUHO KakTo Bu e Kazan Bawusat nexap Wi ¢papMaueBT, AKO He CTe
CHUTYPHH B Hello, nonuTaite Bamus nekap win papmatiest.

[IpenopbuMTENHATA 1034 €!
Br3pacTHH 4 Aena Ha Be3pact Haf 12 romunn: 10 mi pasTBOp BEAHDXK AHEBHO.

Crnensajand YKa3aHHYA 33 ynoTpe0a NpH CREHAJAHA TPYNH NalHEHTH:

bvbpeuno u uepHoOpobro yepedcoane

[laumenty ¢ HapymeHa 6bOpeuna QyHKIuA TpabBa Ja NpUEMaT No-HUCKA 034, Cho0pa3eHa ¢ TexecTTa
Ha 61x6peuHoTo 3abonasane. I1pu aeua noszara TpadBa na ce cbobpazu ¢ TENECHOTO Terno. BawusT nexap

i€ OMpeein J03arTa.

Maimentu ¢ Texko 0LOpeuHo 3abonspaHe, W3UCKBANIO AHANM3a, HEe TpAOBa 13 MpH
mg/ml nepopaieH pasTBop.

[MaiwyeHT, KOKTO HMAT HapYLICHHE caMO Ha yepHoApoOHaTa yHKuME, TpAOB
npeindcBaHara 103a.



[lalMeHTH, KOUTO UMAT HapylleHHe U Ha ObOpeyHaTa M Ha yepHoApoOHaTa (PyHKLMSA MOraT aa npuemar
Mno-HUCKa 103a, chobpaseHa ¢ TexxecTra Ha ObOpeuHoro 3abonsBane. [Ipu neuna, nosara TpsadBa na ce
cbOOpa3u C TeJIECHOTO UM Teryo. BaumaT iekap 1iie onpejieiiyd Ta3u 103a.

Ilayuenmu 6 cmapuecka éb3pacm HAo 65 200uHuU
[TauueHTH B cTapyecka Bb3pacT HE ce HY)KIAAT OT MPOMsHa Ha J103aTa, ako ObOpeyHara UM QYHKLIHA €

HOpMAaJTHA.

Ynorpeba npu aeua
Jleua Ha BB3pacT ot 6 10 12 roauuu: 10 ml pa3TBOp BEAHBXK JIHEBHO.
Jleua Ha Bb3pacT oT 2 A0 6 roauHu: 2,5 ml pa3TBOp ABa [bTH IHEBHO.

He ce npenopbusa ynorpedara Ha Kcuzan 0,5 mg/ml nepopasen pa3rBop rnpu Oedera u Majiku aela Ha
Bb3pacT NnojA 2 roJAuHH.

Kak u xora TpsioBa na npuemarte Kcusaa 0,5 mg/ml nepopajien pasTsop

Camo 3a npuJIoXKEeHHUe Mpe3 ycrara.

C onakoBKaTa MMa MpUIOKeHa CIPUHLIOBKA 32 MPUIIOKEHHUE Npe3 ycTaTa. Pa3TBOpbT MOXKe 1a ce rnpuemMa
Hepa3pe/IeH WK pa3pe/ieH B 4allla ¢ BOJa.

Kcuszan 0,5 mg/ml nepopaneH pa3TBOp MOXe Jia ce rpueMa ¢ wiu 0e3 xpana.

Hauyun Ha paboTa chbC CIIpUHLIOBKATA 32 NPHIOXKEHHE MPE3 ycTaTa

[Toronere cnpuMHIOBKA 3a MPHJIOKEHWE Mpe3 ycrata B OyTwikara M u3Tersiere OyTanoTo [0
MapKMpOBKaTa, KOATO ChOTBETCTBA Ha 103ara B MWIMAMTPH (ml), mpeanucana ot Bamms nekap. 3a
yriotpeda npu aena Ha Bb3pacT noj 6 roauHH, AHeBHaTa /103a oT 5 ml ce u3mepsa upe3s u3rersisHe Ha 2,5
ml pa3TBop OT OyTuiKaTa ABa MbTH AHEBHO (T.€. MOJIS, BHUMATEJIHO ChOMIOIaBaiTe rpaayMpaHETO Ha
CIIPUHLOBKATA).

U3BajieTe CINPUHIIOBKATa 3a MEPOPATHO MPUIOKEHHE OT OyTHIKAaTa M M3NpasHETE ChAbPKAHUETO i B
TBKMLA WIM B Yalla ¢ BOJAa Karo HaTucHere OyTanoro Haaosy. [lepopaiHUAT NpHeM Ha JIEKapCTBEHMA
MPOAYKT TpAOBa Ja ce U3BbPIIBA Be/IHAra cjejl paspexiaHe.

M3nnakHere OyTanoTo ¢ BoAa cliea Besaka ynorpeoa.

Koako npoabaxuTenHo TtpsadBa aa npuemare Kcmzaa 0,5 mg/ml nepopanen pasrsop
[TpoabmKUTETHOCTTA HA yNnoTpeda 3aBUCH OT BH/A, MPOAB/DKMTETHOCTTA M PA3BUTUETO HA OIUIAKBAaHUATA
Bu u ce onpenens or Bamus nexap.

AKoO cTe npHeaH noe4ye oT HeoOxoaumaTta no3a Keusaa 0,5 mg/ml nepopaJjien pasrsop

Axo cre npuenu noseye Kceuzan 0,5 mg/ml nepopasneH pa3tBop oT HeoOXoauMara J103a, TOBa MOXe Ja
MpeM3BUKa CBHIMBOCT NpU Bb3pacTHU. [Ipy neua ca BB3MOXKHM MbPBOHAYAIIHO Bb30yda W
HECIMOKOMCTBO, MOCJIeBaHU OT ChbHJIMBOCT.

AKO cmsTaTte, 4Ye cTe npuend nosedye oT HeoOxoaumara no3a Kceusan 0,5 mg/ml nepopaneH pas3Tsop,
MOJIA yBejioMeTe Balnus nekap, KOMTO 11e NpeLeHH KaKkBU J€HCTBHA J1a Npe/inpueme.




AKo cTe nponycHain aa npHeMere Kcnsan 0,5 mg/ml nepopanen paiTsop

Axo cre npomycHand na nmpuemere Kceuzan 0,5 mg/ml nepopaneH pasTBOp WIM CTE MPHENH MO-HHUCKA
no3a ot npeanucanHara Bu or Bawus nexkap, He B3MMalTe ABOWMHA 71033, 3a Aa KOMITEHCHDATE
nponycHarara. [Ipuemere cneapamara 03a no 00M4aiHOTO BpeMe.

Axo cre cnpean npaemMa Ha Kcusaa 0,5 mg/ml nepopanen pasTeop
CnHpadeTo Ha JIeYEHHETO He BOAW IO BPEIHH MOCIEACTBHA OCBEH, Y€ CHMITOMHTE Ha 3abonsaBaHeTO

MOraT Ja ¢€ Bb30OHOBAT. B HAKOHM ClIy4a¥ MOXE [Ja C€ HalOoKM MOXHOBABaHE Ha JeyeHuero. Crnen
MpeKpaTsBaHe HA MPHEMa Ha JICBOLIETUPH3HH, IIPH MHOIO Manbk Opoi NaiMeHTH ce Cho0ItaBa npypuUTyc
(chpOex), IOpH U Ja He ca ro MMaNH THPBOHAYAITHO.

AKO ¥MaTe HAKAKBH JOINBJIHHTEIHH BBIIPOCH, CBbP3aHH ¢ ynorpedara Ha TOBa NEKApCTBO, MNOMHTANTE
Bawiug nexap wiu gpapmalieBT.

4. BBH3IMOXKHH HeXKeJaAHH PeaKIIHH

KaxTo BCHYKH JIeKapCTBa, TOBA JIEKAPCTRO MOXKE Ja NPEIW3BHKA HEXKENAaHH PEaKLMH, BEIPEKH 4e HE
BCECKH I NONYy4aRa.

YectH: Morar aa 3acerHat ot 1 go 10 yoseka
CyxoTa B ycrara, riasobonue, yMopa 1 COMHONEHTHOCT/ChHIMBOCT

HeuecTu: Morart aa 3zacersar ot 1 mo 100 wopeka
Hzroinenue u H0NKH B KopeMa

C HeH3BECTHA YECTOTA: OT HANIMYHHUTE aHHHA HE MOXe [1a ObJe HanpaBeHa OLIeHKA

JIpYyrH HeXeTaHW peakumM Kato: ChpLebHeHe, yuUecTeH ChpAeU€eH ITyJIC, IPHIANBIUM, H3TPbLNBAHE U
6oaexH, 3aMasHOCT, CHHKOII, TPEMOP, AHCre3us (MMPOMAHA Ha YCEIlaHeTo 3a BKYC), UyBCTBO 34
CBETOBRBPTEK WIH ABHXKCHNE, 3PHTEIIHY HApYLIEHHA, 3aMBIICHO 3pEHHE, OKYJIOTHPAIIuA
(HEKOHTPOJIMPAHHU KPBIrOBH JBHKEHHUA HA OUMTE), OOJIE3HEHO WIH 3aTPYAHCHO YPHHUPAHE,
HEBB3IMOXHOCT 3a ITHIHO H3Mpa3BaHe Ha MUKOYHUA MEXYP, OTOK, NpYpHTYC (cbpdex), o6puB, yprukapus
(mooyBaHe, 3auepBABaHe H ChpOex Ha KoxkaTa), KOXKEH 00pHB, 3ayX, NOBHIIABAHE HA TErNOTO, MyCKY/THA
Gonka, 60NKH B CTABUTE, arpeCHBHH WIM NMPeBb30YyACHO MNOBEACHHUE, XaIOUHMHALHA, Aenpecud, 6e3chHue,
TOBTAPSLIN C€ MHCIIH WIH HATPaImyuBH MMCITH 32 CaMOYOHNCTBO, KOLIIMAPH, XENaTHT, HapyLieHa
yepHOAPoOHA QyHKUMA, NOBPELIAHE, NOBHLICH aNeTHT, raacHe U aMapui. [IpypuTyc (MHTEH3HBEH
cHpOeK) NMpy CnupaHe Ha NEYEHUETO.

[Ipu mepBa ApOABA HA peakiMf HAa CBPBXYYBCTBHTCNHOCT, cripere ynorpebara ma Kcusan 0,5 mg/ml
nepopaneH pasTeop ¥ yseaoMere Bawmsa nekap. CHMOTOMHTE Ha peakiMATa Ha CBPbXYYBCTBUTENIHOCT
MOTaT Aa BKJIIOYBAT: MOJYBaHe HA YCTATa, €3MKa, TMUETO W/ WIH rbpioTo, 3aTPYAHEHHE IIPY AMIHAHE WIH
nperyrollaHe (CTAraHe B T'bpAUTE HAH XPHUITTEHE), KONPHUBHA Tpecka, HEOYaKBaHO NOHKXKABaHE Ha
KPBBHOTO HaNAraHe, BOJEILO A0 KOMAIC WK LOK, KOUTO MOTaT Aa ca daTalnHM.

CrobmaBane HA HEKEJTAHH peakUMH
AKo nonyuuTe HIKAKBH HEXeIaHH JICKApCTBEHH peakiiv, yseaoMete Bamuna nekap win papManest.
ToBa BKJIIOYBA BCHYKH BB3MOXCHHM HEOIIHCAHHU B TA3H IUCTOBKA HEXENAHU peakLH. Moxere chilio a
CHOOWIMTE HEXKENIAHK peakuuu JUPEKTHO Upes:

H3mrpnaHuTeHa areHuMA 1o JeKapersara

yi. ,,JlamaH ['pyep” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiT: www.bda.bg

Karo cpo0llaBaTe HeXeNaHH peakiuMH, MOXKETe 1a JaneTe CBOs MPHHOC 3a MOTyYaBMie Ha NS
uHpopMaLMa OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKAPCTRO. ‘




5. Kak na chxpanasare Kcuzan 8,5 mg/ml uepopajen pasTsop

Ila ce CbXpaHABa HA MACTO, HCAOCTHITHO 32 Jela.

He usnosspaiitTe ToBa JeKapCTBO CJleR CpOKa HA rOAHOCT, OTOENA3aH BBPXY €THKETa H KapTOHEHAaTa
onakoBka cnen .l oneH 5o:”. CpoxbT HA NOAHOCT OTrOBapA HA MOCNEAHUA A€H OT MOCOUECHHS MECELL

To3u nexkapcTBeH NPOAYKT HE KIMCKBA CNELHANNHH YCJIOBUA Ha ChXPaHECHHE.
J{a He ce M3MON3BA MOBEYE OT 3 MECELA Cle MbPBOTO OTBApAHE.

He w3XxBLPANTE IeKapcTBAaTa B KaHAMH3ALMATA WIH B KOHTEHHEpa 3a JoMalliHH oTnanbsLM. [lonuraiiTe
Bauiug ¢apMalieBT KaK [ia H3XBbPRATE JIEKApCTBaTa, KOHTO Beue He U3Nnoj3Bate. T€31 MEPKH LLie
CMOMOTHAT 3a OI1a3BaHe HAa OKONHATa cpea.

6. ChanpxaHHe HA ONAKOBKATA H JODBLJAHHTENHE HHpOpMaAUHS

Kaxpo chabpxa Kcuzan 0,5 mg/ml nepopaaen pasreop
AKTHBHO BEILIECTBO: JEBOUECTHPH3IHHOB AUXHIAPOXNOPHA
1 ml oT nepopannua pa3TBop Chabprka (0,5 mg 1eBOLUETHPHIHHOB IUXKHAPOXJIOPHA.

Jpyrite  CbCTaBKM  Ca:  HATPHEB  aleTar  TPHXMAPAT, JEeAEHa  OLETHa  KHCENHHa,
MeTHImapaxuapokcubensoar (E 218), mponunnapaxuapokcubensoar (E 216), rnuuepon 85%, teueH
marraron (E965), saxapuH HaTpHii, apoMaTH3Hpall0 BelecTBO ,TyTH-GpyTH (TpHauernH (E1518),
DeH3ANEXHA, NOPTOKAIOBO Mac/0, BAHHWNHH, eTUNOyTHpaT, KOHLEHTPAT OT MOPTOKAIIOBO MAacCno,
H30aMHIaleTaT, ATHI XEKCAHOAT, raMa-yYHACKaakTOH, LATpas, FTepaHhon, UWTpoHenon, aida-Tokodepon
(E307), npedncTeHa BOAA.

Kax uiraexaa Kcuzan 0,5 mg/ml nepopajeH pa3Teop R KAKBO ChABLPAKA ONAKOBKATA
[lepopanHuaT pa3TBop € OMCTBLp M Oe3iBereH pa3TBOp, MocTaBed B KadaBa CThK/IEHa OyThika ¢ Osana

MOJHANPONMICHOB], ,3alllMTEHAa OT Jeua™ kamauxa. byTunkata ¢ pasTBopa ¢¢ npeaiara B KapTOHEHa
KYTHA, ChABPKALA ChLIO CITPHUHLIOBKA 32 NEPOPAIHO NPUIIOKEHHE.

Paszmep Ha onakoBkara: 200 ml

puTexaTen Ha paspeineHneTo 3a ynorpeda
UCB Pharma GmbH, Rolf-Schwarz-Schiltte-Platz 1, 40789 Monhetm am Rhein, ['epmanns

[Ipon3soauTen
Aesica Pharmaceuticals S.r.l., Via Praglia 15, [ -10044 Pianezza (TO), UTanns

3a JombJHUTENHA MHGOPMALIMA OTHOCHO TOBA JIEKAPCTBO, MOJIA CBBLPKETE C€ C JIOKANHHUS NPeACTaBUTEN
Ha MPUTEKATENA Ha pa3peHiCHHETO 3a ynoTpeba.

KO CHU BH Brirapus EOO/, ten.: (02) 962 30 49

JlaTa Ha necjeAHO npepasraexiane Ha ancroskara 01/2024,




