Jincroska: angopmans 3a norpeGaTe/IN

Kemaa 5 mg/ml nepopaans KANKH, PAa3TBOD
Xyzal 5 mg/ml oral drops, solution
JlesoueTapiauHoB fuxuapoxiopus (Levocetirizine dihydrochloride)

Tpoverere BAEMATENHO I4I3TA JHCTOBKA, HPEAH A4 IANM0UHEETe A% NPHeMATE TOBA NEKAPCTEO,

Thil KaTo TH CHLALPKA BaxHa 32 Bac nadopmanng.

BHHarn npreMalite TOBA NEKAPCTEC TOUHO KAKTO € OITHCAHO B TA3H IMCTOBKA WM KakTo Bu ¢ xasan

Bannta nexap wim ¢apManiesT.

- 3anazere Tasn JmMcToRka. Moxe ja ce HATIOK¥ jia 4 IPpoYeTeTe OTHOBO.

- AKXoO ce Hy&KAaeTe OT JOITWIHKTES/IHA HHPOPMALHA WIH CHBET, nonuTalire Banms dapMauesT.

- AKo nonyvdTe HAKAKBH HEKENaHH peaki|H, yBenoMeTe Bamus nexap nnu gapmanest. Tosa
BKJTIOYBA H BCHIKH BB3MOXHH HEKETAHH PEAKIHH, HEOTIHCAHH B Ta3H JIMCTOBKA. BrxTe T0uKa

4,
- AKO Me ce YyBCTBaTe NO-A00pe MM CHCTOAHKMETO BH ce piomm, TpAdBa 13 IOTEPCHTE JIEKapeKa

moMOIL,
Kaxcao prka a3 AHCTOBK N3MLJIHNTERHA ATEHLIAA NO NEKAPCTBATA
1. Kakso npeacranngea Kcuzan ¥ 3a KaKBo ce H3MON3Ba fucmolua - lptisaxtetiio 2 .
2. Kaxso tpa6sa aa suaere, npexe Aa npuemere Keusan | xuu poa. Mo /90 4 50 /‘j 72: .........................
3.  Kak ga npuemare Keusan , !
4.  Bu3MOXHH HeXeTaHH PEaKIHH Pa. e 8{//‘7”){‘7/’{% 6’.2
5. Kak ga cexpanssare Kcuzan i N 25 05 200
6. Coappxanie Ha OTIAKOBKATA M JIOMTBJIHHTEIHA HHDOPM N /. e
1. Kaxpo npeacraBaasa KcHian H 3a KaKBO ce H3IDONIBA

AKTHMBHOTO BelliecTBO Ha KcHsan e NeBOLCTHPH3HHOB JHXHAPOXIIOPHT.
Kcmzan e npoTHBoaneprayHo IeKapeTeo.

3a JieyeHue Ha GONECTHHTE MPOABH (CHMITTOMHTE) IIPH BB3PACTHH H JE0@ Ha Bh3PacT HaX 2 TOAHHA
CBBP3aHH C:

. aMeprudcH PAHHT (BRKAKYHATCIHG IePCHCTHPAIR ANCPTHYEH PHANT);

. KOTIpMBHE TPECKa (YPTHKApHA).

2. Kakso TpabBa aa 3uaete, npean Aa npaemere Kcuzau

He npaemaiire Kenzan

. K0 CTE AJEPrHYHH KBM JICBOIETHPHIMHOE MHXHIPOXJIOPH, LETHPH3MH, KbM JIpYyTH
AHTHXHACTAMHHH, XHAPOKCH3HH, MHNEPA3HHOBH TIPOM3BOAHM MM KBM HEKOA OT OCTAHAIIHTE
ChCTABKH HA TOBA MEKapeTBO (H30poeHR B ToUKa 6)

. 4RO CTe ¢ TeMKO YBpexraane Ha GnOpeunars aeiimoet (Texxa Gp0peuHa HENOCTATHIHOCT H

KPCaTHHHHOB KIHpEHC od 10 ml/min).

Hpexynpexaenns H DPeATAZHE MepKH

losopere ¢ Bamms nekap wiH dapmanesT npeny Aa npaeMeTe Kemsan.

AKO He MOXKeTe [a M3Tpa3Bare MHKOYHHA CH MEXYD [Opaa¥ HApaHABAHE HA IPLOHAUHHA MOIBK WM
YBEJIHYCHA NPOCTATA, KakTO H aK0 MMaTe eMHIENCHA HilH PHCK OT KOHBYJICHH, MOJIA OCHBETBAHTE c&
¢ Baums nekap.

Jlena B wHOIIH
JleBOLETHPHINH He Cce MpenophYBa IpH Jena Ha BB3PacT MOJ 2 FOAMHK.
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Jpyru aexapcrea H Kenzan
Hudopmupaiire Bamma nexap uiH GapManeBT, ako INPHEMaTe, HACKOPO CTE TNPHEMAIH WIH €
BILMOMKHO J1a IpHeMaTe IpYyTryl IEKapCTBa, BKIIOYHTEHO M TAKMBA, OTITYCKaHH 6e3 penernra.

Kcnsa.n ¢ XpavH, HAODHTKR H AJK0X0J

Heo6xoaumMo € NOBHIIEH) BHAMAHHE TIPH ¢THOBPEMCHHOTO NIpHEMaHe Ha KcH3an B ankoxod.

I1pH 9yBCTBHTENHE DAlHEHTH €JHOBPEMEHHOTO IpAIokeHHe Ha KcuHian ¢ ankoxoN WiH Ipyri
NIeKapCTBa JeHCTRAIM BEPXY IISHTPANIHAT: HEPBHA CACTEMA € BE3MOXKHO a IOBE/IE 10 NOTBITHHTEHO
TIOHHXABAHE HA BHUMAHHCTO H HAPYIIIABAHE HA cNocobHOCTTA HA Jlei-'IC'I'BHC.

Kcman Moxe f1a ce npieMa ¢ue HTH §e3 XpaHa,

Bpevennolt, KkbpMene n gepTrHIATET

Axo cre GpeMeHHa HNH KbPMHTE, CMATATE, 9€ MOXE N4 ¢T¢ OpeMeHHa WIH TNaHupate 6peMeHHOCT,
mochBeTRaliTe ce ¢ Bamus nekap mpemd ynorpefara Ha ToBa JiekapetBo. Moxe aa ce Habmopasar
HEeXENaHH JICKapCTBEHH pPEAKLMH, CBBP3AHH C JICBOLCTAPH3MH NpPH KBpMadeTa HA €CTECTBEHO
XpaHese.

Modurpane n paGoTa ¢ MAIIHAR

Hsakou pmaumuentH, npremamy Kcmsan, MoraT Ja TOMYBCTBAT COMHOJEHTHOCT/CHHIHBOCT, yMOpDa H
H3TOMEeHAe. BbieTe BHAMAaTennH, korato woduHpaTe Wi paboTHTe ¢ MAIWHHA Npead Aa YCTAHOBHTE
kxak Bu Bn3geicrea snexapcrsoro. [IpoBemeHHTe KOHKDETHH H3IIMTBAHMA ITIPH 3APABH XOpd, cien
ynooTpebaTa HA JIEBOIETHPH3HH B [PEMOPLYMTENHATA 1033, HE €4 YCTAHOBHIM HapyllaBaHe Ha
BHHMAHHETO, PEaKLMUTE H CTIOCOOHOCTTA 32 ofiHpane.

Kcaszan cpabpika MeTH HapaXHAPOKCHGEH30aT B NPONHI NapaxuApPoKCcHieH30aT
MeTHT napaXMAPOKCHOEH30aT M NPOMUN MapaXHAPOKCHOSH30&T MOTAT Aa MPEIH3BHKAT AlEPrHMHH
peaxuuu (pepoaTHO oT 3a0aBeH THIT), KaTo TTapeGONKe, pascTpoiiBake Ha CTOMAXA H AHAPHA.

Kcazan cuAbpiRa HAaTpRi
Tosa nexapcTBo ChAbpxka no-Manke ot 1 mmol satpuft (23 mg) Ha ml, T.¢. MoXe Ja ce Kake, Je
IPAKTHIECKH HE ChALPNKA HATPHI.

Kenzan ChABPPXR NPOHHICHTIRKO)
ToBa nexapcTso cpabpia 350 mg npomanenriskon BEE Beekd ml (i 20 KanmkH), KOHTO ca
expHBaneATHy Ha 6,03 mg/kg/nen 3a Be3pacTHH v Ha 19,44 mg/kg/neH 3a feua nox 6 roAHHM.

3 Kaxk aa npuemare Kcuzan

BuHaru npuemaiite ToBa NEKapCTBO TOYHO KakTo Bu e kasan Banmusgrt nekap. AKO He CT€ CHIYPHH B
Hellio, nonATaiTe Bamus nekap WK gapmanesr.

MpenophukTennara Ao3a e:

- Bp3pacTan # Actia Ha BE3PAcT HaA 6 roouHy: 20 Kanku BeAHbK AHEBHO

- Hlewta Ha Bp3pacT or 2 o 6 TOAMHE: 5 KANKH f[BA TETH JHERHO.

YnorpeGa npu Aena ¥ WOHOMA

VYrotpebara #a Kewsan He c¢ npenopb4dsa npH Jeiia Ha BH3PAcT Noj 2 FOAUHHA, NOPARH JHIICa Ha OTTHT
33 IPHIOKEHHE B TA3W BH3PACTOBA IPyna.

Croennanan yxa3asusd 3a YRoTpeda NpH COEUHANHA IPYHE BANHEHTH

Byopeuno u yepnodpobro yepexcoane




[MamuenTH ¢ Hapymena 650peyna dyHkumra Tpabea aa pHeMaT MO-HACKa A03a, CBoOpaleHa ¢
TEeXEeCTTa Ha Os6peasoTo 3aGongsane. [Tpw fena nosara TpaOBa Aa ce CHOOPAIH ¢ TENECHOTO TETNO.
Bammar nexap me onpenenn o3ara.

TManmenTH ¢ Texko Hapyense Ha Op6peunara dysHxima e TpsdBa Aa mpreMar Kcnsai.
IManueHTH, KOWTO MMAT HAPYILEHHe CaMO Ha YepHoApoGHaTa GpyHKLE, TpAOBa Na npreMar obHyalino
NPEANHCBAHATA 038,

IMampienTH, x0HTO MMar Hapymenwe W Ha OwvOpednara ¥ Ha 4YepHoapoGHaTa (yHKUMA Morar ja
npHeMaT MO-HHCKa J03a, chobGpasesa ¢ rewectTa Ha 6vOpeuHoTo 3abomasane. Ilpw nema mosaTa
TpA{Ba fa ce cx00pasy ¢ TeNeCHOTo MM Terno. Bammar nekap Hie onpesie/H TA3H 1034

layuenmu e cmapuecka ev3pacm Ha 65 200unu u nogeye
IlauneHTH B cTApYeCKa BH3PACT HE Ce HYKJAdT OT [IPOMAHA HA A03aTa, ako OnbpeuHara M GyHKIHA
€ HopMaJTHa.

Kaxk n kora rpadea ga npuemare Kensan?
Camo 3a NpUnmKeHre Npes YCTaTa.
Kcusan moxe ga ce nprema ¢ wid 6ez xpana.

Kankute Tpa6Ba fa ce OTHEAT B JILAHLA WIH Ja Ce PaspeaT ¢ BOAA, KAaTo ce MPHEMAT Npes yCTara.
Ilpu paspexgane Ha KamkHTe TpAOBa Ja ce MMa IpeABHA, 0cOOEHO NPH NPHIOXKEHHE NPH ACUA, Y€
obeMbT BOMA, KBM KOiTO KamkuTe ca AoOasenn, TpabBa na ce afanTHpa B 33BHCHMOCT OT
KOJTHYECTBOTO BOJA, KOETO NALMEHTET MOXeE Ja NorenHe. PaspeneHHAT pasTeop TpaGBa na ce npHeMe
BeJlHAara.

Ipu H3OposBageTO Ha KankuTe, GyTHnkara TpaGBa g ce IHPKH BEPTHKATHO {C FBHOTO HAIope).

AKO HE C€ CTHYAT KauKM HIH HeoOXOMMOTO KOMHYECTBO He e JOCTHrHATO, m3npaseTe OyTHnkara u
OTHOBO ro 00BPHETE € THHOTO HATOpe, HPOABIDKETE ¢ OTOPOSBAHETO HA KANKHTE.

Koake npoasnknTenno tpabéea aa npuemare Kenzan?
[popmkuTenHOCTTa HA YHOTpeGa 3aBHCH OT BHAA, NPOABDKHTENTHOCTTA H Pa3BHTHETC Ha
oIUTaKBaHHATa By 11 ce onpenens or Bamia nexap.

AKO ¢Te IpHETH moBete oT HeobxoaamaTa ae3a Kensan
3HAYHTEHOTO NpeJo3HpaHe MOXKe A3 NpPESAA3BAKA CHHAMBOCT TpPH Bb3pacTHH. [lpu geua ca
BB3IMOKHH [TEPBOHAYAIHA BB30ya H HecIToKoHCTRO, MOCIEBAHMH OT COMHONEHTHOCT.

Axo cMaTare, 9e cTe IIPHEJIH TTOBeYe OT Heobxoaumara mo3a Komzan, mons yeegoMere Bamua nexap,
To I NpelieHN KakBH AeHCTBHA I1a NpeanpreMe.

AKo ¢Te DponycHANH Aa NpHemere Kenzan

Axo cTe npornycHanH Ia npuemere Kcwzan MM cTe B3elH No-HHCKA 032 0T NpeanHcanata Bm or
Bammusa nexap, He B3emaiiTe ABoiina o3a, 33 13 KOMIEHCHpATe nponycHarata. [IpMeMeTe caenpamara
Z03a no o0HYaiiHOTO BpeMe.

Axo cTe cnipeas npaema na Kcnzan :

CnHpaHeTO Ha NeYeHHETO He BOIM A0 BPeIHH NOCNSACTRHA OCBSH, Y€ CHMIITOMHTE Ha 3abonsBaneTo
MOXE JIa ce BB300HOBAT. B HAKOH ciiydaW MOXeE Jia C¢ Ha/IOXH MOLHOBABaHe Ha nedexuero. Cren
NpeKpaTapaHe HA TPASMA Ha NEBOLSTUPHIMH, OpPH MHOrO Manbk Opoil malMeHTH ce crobimasa
npypHTyC (cbpdex), ZOPH 1 1a HE €a IO UMAJH IThPBOHAUAIIHO,

AKX0 HMaTe HAKAKBH ACTTRIHKTEIHH BBIIPOCH, CEBP3aHHU C YOOTpeOara HA TOBA NEKAPCTRO, TIOTHMTAaiTe
Bammis nekap uni GapManesT.




4. BbIMOXKHE HEKENAHH PEAKUHE

KakTo BCHUKH NIEKapcTBa, TOBA JICKAPCTRO MOXKE I3 MPEAM3BUKA HEXEaHH PEAKIMH, BbIPEKH Ue He
BCEKH H [OTY4aBa.

Hecrd: MoraT Aa 3acer#ar o 1 Ha 10 gyom: ca HabGmoaaRaHH CICAHATE, MPEAHMHO JIEKH JI0 YMEPEHH
HEKEIAHH TEKAPCTBEHH PEakIHH; CYXOTa B YCTATA, THaBo0oMHe, yMOpa H COMHOMCHTHOCT/ CLHITHBOCT.
HewecTH: Morar za 3acersar ao 1 Ha 100 aynm: s3ronieHde H 60JKH B KOpeMa.

C HemsBecTHA 9ecTOTa (HECTOTATA HE MOXKE 1a OBlie OlICHEHA OT HATMIHHTE JAHHH): OT HAJIHMIHHTE
NaHHH He MOXe Ja OBJe HanpaBeHa OLEHKa 33 9eCTOTaTa

CrnobImenHs ca ApYrd HeXeTaHH PeaklHH, KAaTo: Chple0ueHe, YIeCTeH ChpiedeH NYJIC, IPHNATbIH,
MpaBy4KaHe, 3aMasHOCT, CHHKOIL, TPEMOp, AHCTEY3HA (HApYIICHHE Ha BKYCa), 4yBCTBO HA
CBETOBBPTEHK HNM NBIDKEHHE, YBPEXKIAHHA HA 3PEHHETO, 3AMBIIIEHO 3PEHAE, OKYI0THPALHS
{HeXOHTPONIMpaHY KPEIOBH ABIDKEHAA HA 0MHTE), GO/Ie3AEHO MK TPYIHO YPHHHDAHE, HERB3MOKHOCT
3a [THJIHO M3NPa3BaHe HA MHKOUHUA MEXYP, OTOK, IpypuTyc (chpbex), o0pHB, ypTHKapHA (IOAyBaHe,
3auepeaBaHe H chpOeK Ha KOXKaTa), KOKeH 00pHB, 3a[yX, TOBAIABEHE HA TEINOTO, O0NKa B
MYCKyJHTe, 60Nka B CTABHTE, arpeCHBHO HIH NIPEBL30YAEHO ABPHAHNE, XATIOMHHAIIHH, JETIPECHH,
6e3chHMe, NOBTAPAINY Ce HITH 3ABNANABAIIH MHCITH 33 CaMOyGHICTBO, KOILIMAPH, XENATHT, HApyMIeHa
YepHOAPOGHa GyHKIMA, NOEPHIIAHE, YBEIHICH ANETHT, TagcHe H quaphs. [Tpyputyc (cbpbex) mpu
CIIHpAHE HA NEIEHHETO.

[lpu mHpBa NposBa HA pPeAKIES HA CBPHXYYBCTBHTEJNHOCT, copere ymorpebara Ha Kemsan u
yBenomere Bamus nexap. CHMITOMHTE Ha peakLMATA HA CBPBXTYBCTBUTEHOCT BKIIIOYBAT: MOy BaHe
Ha yCTara, €3MKa, JHIETO WHIH FBpIOTO, 3aTpyAHCHHE NpH NHIIAHE HIH NOTNBIRAHE (CTAraHe B
TBPAMTE WIH XPHIITCHE), KONPHBHA TPECKA, HEOYAKBAHO NaJaHe Ha KPhBHOTO HAJATaHEe, BOAEIIO A0
KOIIang MM IHOK, KOHTO MOTaT Ja ca (aTamHH.

Cpo0maBaHe Ha HEXCIARN PEAKIUE

AKo TONyUHTe HAKAKBH HeXKENaHy NeKapCTEEHH PeakiHH, yeegoMere Bamua nekap wm dapMauesr.
Tosa BKIIOYBA BCHYKH BE3MOKHH HEOIIHCAHH B Ta3H JIHCTOBKA HEXeJIaHH peakimd, Moxere criio na
CHODIIATE HeXKeNTaHU PEAKLAM JHPEKTHO 9pes:

HzmpannTenna areHUBA 110 NEKAPCTBATA

yn. Jaman lpyen” Ne 8

1303 Codua

Tem.: +35 928903417

yebcaiit: www.bda.bg

Karo crofmaare HeeMaHn peakiie, MOKETE A4 AaJeTe CBOS OPHHOC 34 MONYy4aBaHe Ha TIOBEYE
HHpOPMAIHA OTHOCHO GE30MACHOCTTA HA TOBA JIEKAPCTBO.

5. Kak xa cbxpaassate Kcnzan

Jla ce cxxpansBa Ha MACTO, HELOCTEIHO 3a Acia.

He usnom3saiiTe TOBa JIEKapCTBO CHE] CPOKA HA TONHOCT, OTOENS3aH BEPXY CTHKETA H KapTOHEHATa
OMaKOBKa CJIEN ,.[ 01eH A0:”. CpOKBT Ha FOMHOCT OTTOBApA HA HOCHSAHHA JeH OT [IOCOYCHHA MECeLl.

Ha ce chXpaHABa B OPHTHHATHATA OMIAKOBKA, 34 /18 C& Na3M OT CBETHHA.
Ja ne ce M3NOM3BA NOBEYE 0T 3 MECENa CIEH THPBOTO OTBAPAHE.

He maxpbpisiiTe TeKapcTsata B KaHAIM3ALMATA WIH B KOHTeliHepa 3a AOMAITHHA OTHAABIH.
Nonsratite Bamia dapMaiicBT Kak fa H3XBBPIATE JEKAPCTBATd, KOKTC Bede He M3monspare. Tean
MEDKH ¢ CIIOMOTHAT 33 ONA3BaHe Ha OKONIHATA Cpela. /




6. Cohappxanne HA ONAKOBKATA H ONBIHATEHA HHPOPMALHs

Kaxeo ceanpxa Kenzan

~ AKTHBHOTO BEIISCTBC € JICBONETHPHIMHOB muxHApoxiopen. 1 ml {20 xankk) oT mepopaiHud
Pa3TBOp CHIBPRA 5 Mg NICBOLCTHPHIHHOB AUXHAPOXIOPH.

- JlpyrATe CBCTABKA ca: HATPHEB alETaT TPHXHAPAT, OLETHE KHCEIHHA, NPOMMICHIIIMKON,
riauepon 85%, meTrn napaxuapokcuGensoar (E 218), npommn napaxuapokcubensoat (E 216),
3axapHH HATpHH, NPEYACTEHA BOAA.

Kak msraexna Kcnian B KaKBO CHIBLDAKA ONAKOBKATS

TeMHa creKIcHa OYTHNKA C KAIKOMEp OT NOJIHETHIEH ¢ HHCKa IUTRTHOCT, 3aTBopeHa ¢ Osama
NOTHNPONWITEHORA, ,,3AIMHTEHA OT JeLa” KallayKa.

0O6em ot 20 ml nepopanHy Kankw, pasTBOP.

byTHiKkaTa ¢ nocTaBeHa B KAPTOHEHA KyTHA 3a8IHO ¢ IHCTOBKA.

IpaTexaTes HA pa3pemendeTo 33 YRoTpeba
UCB Pharma GmbH, Alfred-Nobel-Str. 10, 40789 Monheim, l'epmaniza

Hpon3soauren
Aesica Pharmaceuticals S.r.l., Via Praglia 15, I -10044 Pianezza (TO), Hranns

3a OONBIHMTEARG HMAQOpPMallHd OTHOCHO TOBAa JIGKADCTBO, MONA CBBKETE C€ ¢ JIOKAIHHA
NpPENCTABHTEN Ha MPHTEKATENA HA paspelleHHETO 3a yroTpeda;

IO CH BU Brarapus EOO, ten.: (02) 962 30 49

HAara Ba nocaeano npepairnexnane Ha aucrosxara 01/2021.




