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JIUCTOBKA: HHOOPMAIIHS 3A 11

Kenzaa 5 mg punmupann tabaerxs
JIeBOUETHPH3HHOB quxuapoxnopun (levocetirizine dihydrochloride)

IIpoueTeTe BHHMATEIHO IRJ1ATA JUCTOBKA NPeaH JAa 3al10MHeTEe X3 MPHEMATE TOBA JEKAPCTBO,
- 3amasere Ta3u THCTOBKA. MOXe fAa HMaTe HYX/a Ja 1 POYETETE OTHOBO.

- AKO HMaTe HAKAKBH AOMBJIHHTE/HH BBIIPOCH, NonuTadiTe Baluua nexkap uiax gapMalesT.

- Tosa nexapcTso e npeAnHcaHo AMYHO Ha Bac. He ro mpeorcrhnBaiite Ha ApyrH xopa. To Moxe Aa
HM HaBpeaH, He3aBHCHMO OT TOBa, Y€ TEXHHTE CHMIITOMH Ca ChHIMTE KaxTo Bamure.

- AKO HAKOA OT HEXE/IAHHTE JIEKAPCTBEHH pPeaKLHH CTaHe CEPHO3HA, HIIH 3abeNeXHTe ApyTH,
HEOMHCAHY B Ta3H JIMCTOBKA HEXEJAHHN peakuuu, Mosia yBeaoMeTe Baluua nexap HAH Qapmanesr.

B Ta3H AHCTOBKA: |

1. Kaxso npeacrasnssa Kcusan 1 3a KakBo ce H3N0A3Ba
2.  Ilpeau na npuemere Kcuzan

3.  Kak aa npuemare Kcusan

4, BB3MOXHH HEXKEJIaHH peaKUHH

5.  Kak na cpxpaussare Kcuszan

6. JonpaxutenHa uHpopMauus

1.  KAKBO IIPEACTABJISIBA KCH3AJ U 3A KAKBO CE H3I1OJI3BA
[TpoTHBOANEPrHYHO CPEACTBO (AHTHXHCTAMHH 32 CHCTEMHA ynotpeba).

3a seyeHHe Ha OONECTHHTE NPOSBH (CHMIITOMHTE), CBLP3aHH C aIEPrUYHH CHCTOAHHSA KATO!
. anepruded pHHHT (BKIIOUHTENHO NEPCHCTHPALLL aAEPruieH PHHHUT),
. XPOHHYHA KOMPHBHA TPECKA C HEYCTAHOBEH MPOH3XO/ (XpOHHYHA HAHOMATHYHA YPTHKApUA).

2. IIPEJH A IPHEMETE KCH3AJI

He npuemaiite Kcuzan

. aKo CTe aliepruyHi (CBBPbXHYBCTBHTENHH) KBM nemuempuaauoa JUXHIPOXAOPHI, KbM JpYTH
AHTHXMCTAMHHH HJIH KBM HSKOS OT OCTaHaIHTe cbeTaBKH Ha Kcuzan (BHk “KaksBo Chabpka

| Kcuzan®™) |

o aKo CTe ¢ TEXKO yBpexJaHe Ha OpOpeudarta AeiiHoct (Texka OpOpevHa HEAOCTATHYHOCT H
KpeaTHHOB KaupeHC noa 10 mi/min).

O6bpHeTe cCneLHaAH0 BHEMAHHKe NpH ynorpebaTa Ha Kcusan

He ce npenopwusa ynotpefara Ha Kcusan npu Jena noa 6 roAIUHa BE3pacT, ThA KaTo PE/UIaraHHTe
¢unMupaHH TabneTku He No3BOJABAT ajianTHpaHe Ha /103aTa.

Ynorpeba Ha ApYId JIEKAPCTBA

Mons urpopmupalite Bawns nekap WiH $apMaleBT ako NpHeMaTe HIH HACcCKOpo ce npnemann Apyru
JIeKapCTBa, BIKIIOYHTENHO H TAKHBA, OTNYCKaHH 0e3 peuenra.

IIpuem Ha Kcusaj ¢ XpaHH H HANHTKH

Heo6x0auMO € MOBHILIEHO BHUMaHHE fPH eHOBPEMEHHOTO NpHemaHe Ha KCusan d ankoxon.

[py 4yBCTBMTENHH NALHEHTH €IHOBPEMEHHOTO MPHUIIOKCHHE ﬂetlgpusmi WIH NEBOLECTUPH3IHH C
aNIKOXOJ MW IPYrH JieKkapcTBa ACHCTBAILH BbPXY HEHTpanHaTa HoR ﬁ;suﬁeuﬁ, e BBIMOXKHO 12 OKAXE
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BAusHHEe. BbOpeku TOBa, AAHHMTE OT LETHPU3HE He MOKa3BaT MOBMILEHWE HAa BB3ACHCTBHETO Ha
aNIKOX0J1a.

Kcusan Moxe Ia ce npuema ¢ uau 6e3 xpaHa.

bpeMeHHOCT H KbpMeHe
Yeenomere Bawuka nekap ako cre 6peMeHHa, ONHTBATE Ce Aa 3a0peMeHeeTe WK KbPMHUTE,
[TocesersaiiTe ce ¢ Bawua aexap win GapMalesT Npead ynorpedara Ha KOeTo H Ad € JIEKapCTBoO.

IHodrpane n paboTa ¢ MAIIHHH | |

Hskou mauueHTH npH ynoTpeGara Ha Kcusanm MoraT Aa mOvyBCTBAT ChH/IHBOCT, yMOPa H H3TOILCHHE,
AKO BBh3HaMepsaBaTe Ja wodupare, Aa WIBLPILBATE MOTCHUMAIHO ONMACHH ASKHOCTH MIH Aa paboture ¢
MalIHHK, By npenopsusaMe Mpeay TOBa a H3YaKaTe 3a Ia yCTAHOBHTE BB3JICHCTBHETO Ha JIEKAPCTBOTO.
[TpoBeficHHTe CneUMAnHH MpOy4BaHHs NpH 3ApaBH XOpa, Chcn ynotpebara Ha NEBOUCTHPH3HH B
npenopb4yaHaTa 1033, He ca YCTAHOBHIW HapyllaBaHe Ha BHHMaHHETO, PEAKUMHMTE H cnocobHOCTTA 33
nrodupate.

Basxna nndopManiasi OTHOCHO HAKOH OT ChCTABKHTE Ha Kceusan |
Te3n TabneTKH ChABPIKAT NakTo3a. Ako Baums nexap Bu e cbobuini, He HMaTe HEMOHOCHMOCT KbM
HAKOH 3axapH, Bue TpaGea aa ce cBbpxkeTe ¢ Baiilus aekap NpeAx 13 NPHEMETE TabaeTKHTE.

3. KAK JA IPHEMATE KCH3AJI

Bunaru npueMalite Kcuzan tTousHo kaxro Bu e kasan Bawwsa nekap. AKO HE CTE€ CHFYPHH B HEUIO,
nonuTaiiTe Bawnus nekap WIH papMauesT. |

O6kuaiiHaTa 1032 IpH BB3PACTHH U Jeua Haj 6 roaxiuHa Bb3pact e 1 Tabnerka AHEBHO.

IMauneHTH ¢ Hapylena 6pOpeuna ¢yHiuus TpaGsa Ja NpHeMar No-HHCKA 1032 cho0paseHa ¢ TexecTTa
Ha Gx6pevHoTo 3a6onsasane. Ilpu Aena no3ara TpAGBa a ce CHOOPasH C TErIOTO HM.

TlauresTy ¢ YepHOAPOOHO yBpexKAaHe, TPAOBa Aa npueMaT 0OHHaiHO MpeAnKCBaHaTa 103a.

Ha naumeHTH ¢ HapymeHa Gs6peusa u uepHOApoOHa QyHkuus TpsiOBa Aa ce 1aBa IIO-HHCKA 1033, B
3aBHCHMOCT OT CTerneHTa Ha Ge6peunoro 3abonasane. [Ipu fena nosata Tpa6Ba Aa ce cbobpasH ¢ TErNOTO
uM; Baiuus nexap e onpeaeny Tasy 103a.

Kcusan dunMupans TabaeTky He € MOAXOAIL 34 Aelia Mol 6 roaMilHa Bb3PacT.

Ipnaoxenune:
Ta6nerxure TpaGsa Aa ce MOTTBLIAT UeH ¢ BoAa. Keusan ce npuema ¢ Wi Ge3 xpaHa.

AKO cTe MpHETH noseve 0T HeoGxoxumaTa Ko3a Kenzan

3HAYHTEIHOTO NIPERO3NPAHE MOXE Ja NPeAn3BHKa CHHIMBOCT NPH BB3PACTHU. I[1pu zeila ca BL3MOXKHH
NbPBOHAYAJIHA Bb30YA2 H HECMOKOACTBO, MOCAEABAHH OT CHHIIHBOCT.

AKO CMSTaTe, ue CTe NpHeNH noseye oT HeoOxoarmara fo3a Kcusai, MO yBEAOMETS Bamus nexap, Tol
1fe NpeLeHH KaKBK ACHCTBHA 1a NPEANpHEME.

AKO cTe npoNycHanH aa npuemere Kemsan
AKO CTe TMponycHauH Aa Opuemere Kcusani, #nH CTe B3€NH NO-HHCKA 1034 OT MpeAlicaHata Bu ot
Bawus nexap, He B3emalite ABOAHA [033 3a [a KOMIIEHCHpaTe TPOMYCHATaTa, H3uakaliTe ONpeASACHOTO
BpeMe 3a ClielBalllaTa 033 ¥ npHeMeTe o0uualiHaTa 1032 NPSANHCAHE OT Bauus sexap.
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Cnupanero Ha neuenuero ¢ Kcusan no-paHo ot npeABHAEHOTO HE BOAH AO APYTH BPeAHH NOCIEACTBHSA
OCBEH, Y€ CHMNTOMHUTE Ha 3a00/J4BaHETO 1IE ¢ BE30OHOBAT NPOrpeCHBHO, KATO CHJIATA HM HSMa A4 € Mo-
BHCOKA OT Ta3H OT NpeAH fteyeHHeTo ¢ Kcuzan.

AKO HMaTe HAKAKBH JOMBIHHTE/NHH BBIPOCH, CBbp3aHH ¢ ynotpebara Ha TO3H NPOAYKT, MOJIA NOMHTAlTe
Baiuus nexkap HnH ¢apMaliesT.

4. BB3IMOXKHH HEXXEJIAHH PEAKIIHH

Kakro scuuku nekapetsa, KeHzan Moxe Aa MpeAU3BHKA HEXC/AHH PEaKLHH, BLIIPEKH Y€ HE BCEKH I'H
noJiy4asa.

Yecto (1% mo 10%) ca nabmonaBaHu CAeHATE, OPEAHMHO JIEKH A0 YMEPEHH HEXKENaHH JIeKapCTBEHH
peakiHH: CyXoTa B ycrata, rnasobonme, ymopa H chHAMBOCT. He vectn (0,1% ao 1%) Hexenawnu
peakiHi ca: H3TouleHHe H Ooiku B Kopema. J[pyrd HexkelaHH peaklMH ca: MaINMTALMA, KOHBY/CHH,
YBpEeXKAAHHSA Ha 3PEHHETO, OTOK, NPYpHTYC (Cnpbex), oOpuB, ypTHkapusa (noxyBaHe, 3auepBsiBaHE H
cbpOexk Ha KOxKaTa), 3aAyX, fOBHLIABaHE Ha TErNOTO, OONIKA B MYCKYJIHTE, arPECHBHO HIIH NpeBb3OyaeHo
IbpKaHHe, XaNIOUMHAUMM, JHCNpecHs, XEMaTHT, AaHOPMAJIHH pE3yATaTy MpH H3CAEABAHHA Ha
yepHOAPOOHaTa QYHKUHA H raficHe. |

[Ipu nbpBa NPOSBa HAa peakuuA HAa CBPBXUYBCTBHTEIHOCT cnpere ynotpebara Ha KcH3an H ysepomere
Bawya nexap. CHMIITOMKMTE Ha peaku{sATa Ha CBPbXUYBCTBHTENHOCT BKJIIOYBAT: [IOJYBaHE HA YCTAT4,
AHLETO W/HIAH CbPAOTO, 3aTPYAHEHHEe NMPH OHIAHE HIH MOTNLLIAHE (CTATAHE B IbPAUTE HIIH XPHITTEHE),
KONpPHBHA TPECKa, HEOYAKBaHO NajaHe Ha KPbBHOTO HAJIATAHE BOACWIO AO KOJNAIC HIIM LIOK, KaTO MOXKE
1a c¢ (PpaTaIHu.

AKO HSKOS OT HEXENaHWHTe MEKAPCTBEHHM peaklHM CTaHe CEepHO3HAa WM ako 3afenexuTe HAKAKBH
HEKENaHH peaklMH, KOHTO He Ca ONKCaHH B TasHM JHCTOBKA, MOAA YBeAOMeTe Baliua nexap HiaH

dapMaleBT.

5. KAKJA CBbXPAHSABATE KCH3AJ

ChxpansBaiiTe Ha MACTO HEAOCTHITHO 34 ZeLa.

He u3nomsbaiire Kcusan cnex cpoka Ha roaHoct orbenssad sbpXy KapTOHEHaTa onakoska ,['oxeH no:”.
Cpoka Ha FOXHOCT OTroBaps Ha MOCNCAHHA JeH OT NMOCOYCHHA MeCeLL.

JlekapCTBEHHAT MPOAYKT HE H3HCKBA CNCLHANIHH YCIIOBUA HA ChXpaHEeHHe.

6. JOITBJIHUTE/THA HHOOPMAILIMA

Kakso chabpaxa Kcnzan

- AKTHBHOTO BeILIECTBO € 5 mg NeBOUETHPHIHHOB JHXHAPOXIOPHI
Besaxa ¢dunmupaHa Tabnerka ChABPKa 5 Mg NEBOLETHPUINHOB AUXHAPOXIOPHA.

- IIpyruTe ChCTABKH Ca: LETy/i03a, MHKPOKPHCTAITHA; IAKTO3a MOHOXHApAT; CHIMUMEB AHOKCHA,
KoJouaeH Ge3BogeH; Marnesuen creapart; xunpomenosa (E464), THTaHOB AHOKCHA (E17D)u
makporon 400. -

Kak n3raexaa Kenzan # KaKBO ChAbLPKA ONAKOBKATA
Kcuzan ce 6enu fo noutu 6env unMupaHuTe TableTKH, OBAIHH, C KOII; "Y" OT eHATA CTpaHa.




IIprTexaren Ha paspelenHeTo 3a ynorpe6a:

UCB GmbH, Alfred-Nobel-Str. 10, 40789 Monheim, 'epmanus
IIpom3poguTen:

UCB Pharma s.a., Via Praglia 15, [ -10044 Pianezza (TO), Hranus

3a JOMBAHMTENHA HHPOPMALHA OTHOCHO TO3H JIEKAPCTBEH MPOAYKT, MOJS CBBDXETE Ce ¢ JOKATHHSA
NPEACTABHTE Ha NMPHTEKATENA Ha paspellieHHeTo 3a yroTpeda:
1O CH BM Besarapus EOQJ, Ten.: (02) 962 99 20.

Peracrpanuonen Homep: 20030607
Hara Ha nocaexno oxobpenue Ha ancroBkara; 10.2008




