JUCTOBKA: HHOOPMALIMS 3A TIOTPEEUTEJIS ALV FIryg

3enapo 5 mg puIMHpaHu TaGNeTKH A (;/ /7/7/{7/ foidd

Zenaro 5 mg film-coated tablets 21-09- 2022

JleBOLE THPH3HMHOB OUXHIPOXJIOPHIL
Levocetirizine dihydrochloride

ITpovereTe BHMMATENHO UANATA IHCTOBKA NMPEIN 12 3AN0YHETE 12 NPHEMATe TOBA JIEKAPCTRO,

Thil KATO TA ChAbPAKA BaXHA 32 Bac nndopmanusn.

Bunaru u3nonssaiite ToBa JIeKapCTBO TOYHO KAKTO € OMHCAHO B Ta3M JIMCTOBKA WK KakTo BH e kasan

Bawus nekap wiau papMauesT.

- 3anaseTe Ta3u aMcToBKa. Moske 1a MMaTe HY K/1a 1 A MpoYeTeTe OTHOBO.

- AKO UMaTe HAKaKBH JOMbIHHTETHH BNPOCH, NMonuTaiite Bawus nexkap unu papmauesr.

- AKO nony4uTe HAKAKBH HEKeNaHH JIeKapCTBEHH peakiMH, yeeaomere Bawus nekap in
(papmauert. Tosa BKITIOYBA BCHYKH BL3MOXKHH HEKENAHH Peakliy, HEONHMCAHH B Ta3H
nucToBka. Bukte Touka 4.

- AKO cnen 3 IHHM He ce YyBCTBaTe Mo-100pe niu cbetosHueTo Bu ce Bnowu, Tpadea na
MOTBPCUTE JIEKaPCKa MOMOLLL.

KakBo cbabpika Ta3u AHcTOBKA:

Kakgo npencrapnssa 3eHapo M 3a KaKBO ce W3M0/13Ba
Kakso Tpsa6Ba na 3naete, npenu aa npuemete 3eHapo

Kak na npuemare 3eHapo

Bb3MOXKHH HEXeJIaHW peaKiuH

Kak na cexpansBate 3eHapo

Cohabpskanye Ha OMAKOBKATA U IOMBJIHHTEIHA HHpOPMALIUA
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1.  Kakpo npeacrapasBa 3eHapo u 32 KAKBO C¢ H3MO0/I3BA

JleBOLETHPU3NHOBUAT AUXMAPOXIIOPH € AKTHBRHOTO BELLECTRO Ha 3eHapo. 3eHapo € aHTHANIEPrUYHO
nekapcTBo. 3a JieyeHne Ha OOJIeCTHH NPOABH (CHMIITOMM) CBLP3aHH C:

® anepruyeH pUHUT, BKIIOYUTETHO XPOHUYEH alepruueH pUHHUT.

e KOMNpuBHA Tpecka (YpTHKapus).
[TpoayKTBT € npenHa3Ha4eH 3a Bb3PACTHH, IOHOLIMN M LA Ha Bb3pacT Hal 6 FOQMHH.

2. Kakpo TpadBa 1a 3naere, npean aa npuemete 3enapo

He npuemaiite 3enapo, ako

- AKO CTe alepTHYHH KbM JIE€BOLETHPHIHH TUXHAPOXIOPHI, KBM LUETHPH3HH, KbM XHAPOKCH3IUH WK
KbM HAKOS OT OCTAaHAJIMTE ChCTABKH HAa TOBA JIEKapCcTBO (M30pOeHU B TOUKA 6).

- AKO MMare CepHO3HO HapyllueHue Ha ObOpevHaTa PyHKuMA (Texko 6bOpeuHo HapyLIeHHe ¢
KpeaTHHUHOB KnupbHC noa 10 ml/min).

[Ipexynpexaenus U npeanasHn MepKH
["oropeTte c Bawns nexap unu ¢gapmauerT npeau a npueMere 3eHapo, ako cTe 3aTpyaIHEHH J1a
M3npa3pare MHKOYHHA CH MeXyp (nmopaau yBpexaaHe Ha IPbOHAYHUA CTBJID WIH yronemMeHa

npocrara).

AKO cTpajiaTe OT eMH/IencHsa HiM CTe C PHCK OT KOHBYJ/ICHH, NOMHTAliTe BalmaT i
KaTo ynoTpedara Ha 3eHapo MOJXKe [1a J0Be/e /10 BIIOIIABAHE HA NPUNAdbLUHTE,




AKko Bu e HazHayeHO H3CIEIBAHE 33 aneprul, NocsBeTBaiiTe ce ¢ Bamug nekap nanu Tpabea aa
NpeKPaTUTe MpUEMa HA 3CHAPO HAKOAKO OHHM fIPEAM H3cnegeaneto. To3M NekapcTBeH NPONYKT MOXKE
J1a TIOBTHAS HA PE3YITATHTE OT TECTOBE 32 alleprg,

Jena
VrorpeGara Ha 3eHap0 He ce NpenopbuBa OpH Jela Mo 6 rofuHH, Thil KaTo (hHIMHpaHHTE TabneTkn
HE J1aBAT BEB3MMKHOCT 24 AfIAlITHPAHE HA 03aTa.

Jpyru aexapera 1 Jenapo
Hudopmupaiite Bamus nexap umm $apManesT, ako IpHeMaTte, HACKOPO CTE MPHEMATTH HIIH €
Bh3MOXKHO 12 NPUEMETE APYTH NEKAPCTBa.

3enapo ¢ XpaH#, HAMATKH H A1KOX0

Heolxoq1mMo ¢ MOBUINEHC BHHMAHHE, AK0 3€HAPO C& NPHEeMa eHOBPEMEHHO C AJTKOX0JT H ApYH
BELICCTEA, KOMTO BUUAAT BEPXY MO3bKa. [IpH YYBCTBMTENHN NAUHSHTH, SMHOBPEMEHHOTO NPHIAraHe
HA 3€HAPO M ANKOXON WM IPYTH JIEKapCTea, BAUACINH BbPXY MOFBKA, MOXKE 02 NPUYKHH MOHIKEHUE
HA BHUMAHHUETO H Ja HAPYIUM H3TBIHEHHETO HA JEHHOCTHTE,

3enapo MOJKe N ce MPHEMA ChC HITH 6e3 XpaHa.

BpemenHoCT, KEpMeHE H QrepTHAATET
AKo cTe 6peMeHHa WM KbPMHTE, CMATATE, Y€ MOKe 112 cTe OpeMEHHA HIIH NniaHdpate OpeMeHHOCT,
nocsBeTBaiite ce ¢ Bamma nexap unu dapmalesT npegd yrnotpeaTa Ha TOBA JIEKAPCTEO.

IlodupaHe n padora ¢ MAlIHHK

[Tpu HAKOH MALMEHTH JAEKYBAaHU ChC 3eHapo, MOXKE Ja UMa COMHONEHTHOCT/CBHIUBOCT, YMOpPa |
niTouleHHe. bbaeTe BHAMaTENHNA TIPH LWOPHUPaHe HIH padoTa ¢ MALTHHK AOKATO He YCTAHOBHTE Kak
Bu neficTea ToBa nekapcTso. Bropexu ToORa, CMELHAIHK TECTOBE NMPH 30paBK A0OPOBOJILH €a
TOKa3anH, 4ye HaMa HapyiICHHE Ha KOHHEHTPBUHﬁ HA4 BHHAMAaHHETO, Bb3MOXKHOCTTA 34 peaeraHe HITH
wodupane cnen ynorpebata Ha A8BOLETHPH3HH B IIPENOPBYAHHTE JO3H.

3eHapo ChALPKA NAKT032 MOHOXHADAT H HATPHFH
AKo Bamnar nexap Bu e kazan, 4e MMaTe HEIIOHOCHMOCT KbM HAKOH 3aXapH, IOCHBETBATE ce ¢ Hero,
NMPENH 14 B3EMETEe TO3H MPOOYKT.

Toea nekapcTBo chabpka MO-Manko ot | mmol HaTpuit (23 mg) 8 Tabnerxa, Taka 4e Ha NPaKTHKA e
,,0€3 HATPMIA™.
3.  Kak na npuemate 3eHapo

Bunaru npueMaﬁTe TOBA JICKAPCTBO TOYHO KAKTO Bu e kazan Bawnsar JICKAp. AKo He cTE CHI'YDHH B
HeLlo, nonuTaiite Bawus nexap win gapmauest.

I{o3HpoBKa
[TpenoppyaHaTa 1032 NP BE3PACTHM, KOHOWH M fena Haj 6 roaud € 1 ¢unmupana tabieTka JHEBHO.

CretyanHy HHCTPYKUHH 33 JO3MPAHE NpH cOSUUATHH MOMYIAIHK

[MaumeHTHTE © HApylwena ObOpeyna HYHKUMA MOTAT 1a NPHEMAT NO-HUCKA 1033 CHOpe]l TeXKECTTA Ha
6p0peuroTo 3abongRaHe, 4 TP 1elld 03aTa 3ABHCH OT TENeCHOTO HM TETNO; 103aTa 12 Oble
orpeneneHa or Bamws nekap.

[TauueHTH, KOUTO uMaT cepuo3HH G16peuHy npobneMn He Tpabea Aa MpHeMaT 3eHapo,

[laupenT, KOUTO HMAT HapylucHa @!HKQHH Ha YepHUA QQOG TpﬂﬁBa Ja B3HUMAT O
npeanyucaHa ao3a.
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TMauxeHTH, KOUTO HMAT EBHOBpEMEeHHO Hapywena Op6peyda u yepyoapobna BYHKUKS MOTAT A3
IIPHEMAT HAA-HHCKATA 1033, B 32BHCHMOCT OT TE#eCTTa Ha OB0peuHoTo 3ab0naBane, a TIPH Jeua.

J034Ta ChILE LI ¢ OIpPEens B3 OCHOBA HO Te/IECHOTO TETNO; 103aTa e Ob/e onpeneaeHa ot
Banina nexap.

He e neoOxogmMo kopurapane Ha No3aTa MpH JAUHEHTH HA BR3pacT Hax 65 rofuHy, ako TAXHATA
0B0pevHa (hyHKLMA HE & HAPYLIEHA.

Ynorpeba npu neua
3enapo He ce IpenopLYsa npy geua nea 6 ronuHd

Kax aa npuemare Jenapo
CaMo 3a NepopanHo NpHUIoKeHHE
TaGneTkuTe TpOBa A3 Ce MOTTBIUAT LIETH C BOJA W MOTAT Ia CE NPHEMAT CHC X De3 xpaHa,

Koako abaro Tpsitsa ga npuemMare 3edapo

Tpabea na ce cEbPKETE C NEKap, K0 cHMIOTOMHTE Bu ce pllowaT uau He ce nogoOpaT cned 3 JHM UAM
aKO HAKOS OT HEeXeTaHHTE peaK UMM CTAHE CCPHO3HA HH 2adeieknte HIKAKBH cTpanndHy ederT,
KOWTO HE ca M30pOeHH B TasH JIHCTOBKA,

AKo cTe npue/IH NoBeYe oT Heo0XodumaTa 1033 JeHapo

AXO0 cTe Npuend Moepede 0T HeoOXOIUMOTO, NMPH BE3PACTHH MOXKE 13 e MoABH ChHHBOCT. [Ipu neua
TOBA MOKE [1a €8 MPeIX0xaa o1 Bb36yaa 1 6e3nokoHCTBO M 1a NOCIe/IBa CEHIHBOCT.

AKO cMATATE, 4e CTE NpPHENH No-BHCOKA A03a 3enapo YeeaoMeTe Ballus nexap, KoiiTo e peurd
KAKBH NOC/e/BaLlH MePKH Ja ce IpeanpHemar.

AKO €Te NponycHAIH Aa npueMeTe lenapo

Axo cte 3abpaswin na npueMeTe 3eHapo unu CTe B3eNN MO-HUCKA J034 OT NPEANHCAHATA He
B3uMaliTe JBOHHA 1033, 3a 1a KOMITGHCHpPAaTe NpolTycHaTaTta Ao3a. Flpuemere vagpeme oduyaitnata
H034d.

AKo cTe cnpe/id npaeMa Ha 3enapo

CripaHeTo HA Ne4eHHETo He 64 TpAOBATO0 Ja HMa HeraTHRHH edekry. Brnpeku Toma, B peAKH ciTyuau
MOKE [1a Ce MOABU NPYPHTYC (MHTEHZWREH ChpOesk), Ko CIPETE NpHEMA HA 3gHAPO, AOPU U KQTATO
Te3x CHMIITOMH He ca HabmoJapaHH npe/ld 3alo4uBaHe Ha nedeHHero. CHMOTOMHTE MOTAT Ja
M34e3HAT CIIOHTAHHO. B HAKOH clyuan CHMMTOMHKTE MoraT 1a GboaT HHTEH3HBHH H MOXE 18 €
Heo0X0auMo BE300HOBABAHE Ha MedequeTo. CumrTomuTe OH TPAOBAIO 12 HIYEIHAT, KOTATO
JIeYeHUETO 3aM0UHE OTHORO.

AX0 UMate HAKAKBH AOTBIHUTENHH BLIPOCH, CBBLP3AHK ¢ IPHEMA HA TOBA IEKApCTRO, IONHTAHTE
Baums ekap unM $papManesT.
4.  DBuamokeau HeKelann peakiun

Kakro BcrukH nekaperTsa, Tosa JISKAPCTBO MOXKE 1A IPCIH3IBAKA HEKENAHH PeaKIHH, BBIIPEKU Ye He
BCEKH ['M nomydasa.

Crpete pHeMa Ha NEKAPCTBOTO M He3a0aBHO MOTHPCETE MEAULHHCKA OMOLL NPH ThPBHTE OPOABH
HAa CBPBXUYBCTBHTENHOCT (ajepTHYHE peakuun) KbM 3erapo. CHMITOMHTE Ha CBPBXYYBCTRUTE/IHOCT

BKJIKOYBAT: OTCK Ha ycTaTa, JJHLETO H/nnu I'BPJIOTC HITH 3aTPYAHCHO MPETNBIIAHE 3aCaH

B xof0a "Ha neyeHHeTo ¢ IEBOLeTHPH3HH (AKTHBHATA ChCTABKA HA NIPOLYKTA) ca
CHEIHUTE HEXRETAHM peakLIHu:
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Hecty (mMorat na 3acerHar o 1 Ha 10 gymu)
- Cyxora B ycTara, yMOpa, MapoGoIHe, COMHONEHTHOCT/CHHANBOCT.

Heuectu (Morat na 3aceruar Ao 1 Ha 100 aytum)
- Harowenue, kopeMHa Gonka.

C HeussecTHa 4ecToTa (OT HAMMYHHUTE JaHHH He MOXKE /A Ce HATIPAaFH OliEHKa):

- CepuebueHe, yCKOpeHa ChpleUuHa YECTOTA, PUIAARIH, H3ITPBIBAHE HA KPAHHHIUTE,
CBETOBBPTEK, CUHKOM, TPEMOp, JHCTEY3HA (HapylLIeHHe Ha BKYCa), yCEIUAHE 33 BbPTEHE HIIH
ABIDKEHHE, HADYLICHHA Ha 3peHHUETO, 3aMBIACHO BUXIAHE, OKYJIOTHPaLHA (HeKOHTpOﬂHpaHH
KPBroBH ABMKECHHA Ha QuiTe) GONesHeno WM 3aTpyIHEHO YPHHEPAHE, HECTIOCOOHOCT Oa ce
H3Mpa3HK HABIIHO MIKOYHKMA MEXYD, 0TOK, cbpbexk (cupbek), o6pus, yprukapus (MomLyBaHe,
3aUepBABaHE H ChpOex HA KoXkaTa), KOXKeH 00pHB, 3aXyX, MOBUIIABAHE HA TErIOTO, JOJKH B
MYCKYIHTE, OO/IKM B CTaBUTE, arPECHBHO NMOBEACHIE WM BL30Ya, XAMIOIHHALIHH, AeIpecHs,
6e3chHHE, YECTH MUCITH WIH 2HMKHPAHOCT HA ChIHAHUETO 33 CaMOYOHIHCTRO, KOLIMAPH,
XeMATHT, Hapyllena yepHoapoGHa PyHKIHA, MOBpEIIALE, MOBHILCH aNeTUT, raieHe,
pascTpoficTso ca ceobmaeanu. [Ipypuryc (cuned chpdex) cllefl TPeKLCBAHE HA NIPHEMA.

Crofiagane Ha HeXeTaHH PeaKIHH

AKO [TOTyIHTE HAKAKBYW HEXKEeNaHH JICKAPCTBEHH PeakUKH, Yeeiomere Bamua nexap unu dapmanest.
Tora BiIrO4BA BCHYKH BB3MOXHH HEONHCAHH B Ta3M JUCTOBKA HexKeNaHH peakuui. Mokerte ¢hLuo 1a
chOSIUMTE HEXETAHH peakLHH JupekTHO Ype3 ManbnHutenna arennns no nexkapcreata ya. , Jlaman
I'pyee™ Ne 8, 1303 Codus, Ten.: +35 928903417, yeGeaiit: www.bda.bg. Kato cbobaBate HexenaHu
peaKkLUMH, MOXKETE N4 JAACTE CBOA [IPHHOC 34 NONYYaABaHE HA MMOBLYLS HH@OPM&H[/IH OTHOCHO
fe30MacHOCTTa Ha TOBA NEKAPCTRO.

5. Kak ga cbxpansBarte 3enapo

Ja ce cpxpaHaBa Ha MACTO, HEAOCTBNHO 32 JeUa.

Ja ce cbxpaHaBa ipH TeMiiepatypa nol 25°C. Coxpanssaiite 8 OPMIHHANHATA OMAKOBKA, 34 A4
NpeanasuTe oT Buara.

He m3nonagaiite ToBa NeKapcTBO clel cpoka HA FofHOCT oTOeNA3an BBPXY Onakobkara crien .l oneH
A0, CpoksT Ha TOIHOCT C& OTHACA 32 NOCIHSAHNWA ABH OT NOCOYSHUA MeCeL.

He M3XB’bpﬂ5{ﬁTe NIEKApCTBATa B KAHATTM3aLMATA WIH B KOHTBﬁHepa 34 JOMAIUIHH OTHAAbLH,
Ionuraiite Bawua GapMalieBT kaK 1a H3XBBPIATE NEKAPCTBATA, KOMTO BeYe He H3nomasate. Tesn
MEpKH e CIIOMOTHAT 3a Olla3BaHE HA OKONHATA cpefa.

6. CpIbpxaHHe HA ONAKOBKATA U ADNL/AHHTE/IHA HHPOpPMALHA

Kakeo cbabpika 3eHapo

AKTHBHOTO BEMIECTBO € NEBOLUSTHPHIHHOB IHXMAPOXIIOPH 5 mg BBE Beaka (uimMupana TabneTka.
(OcTaHamuTe ChCTABKH Ca NAKTO3A MOHOXMWIPAT, MUKPOKPHCTANIHA LENY103a, HATPHER HULIECTEH
rMUKONaT (THO A), CHITHIER THOKCHA, KONOHIeH Oe3B0JeH, MArHE3HER CTEAPAT, XHIPOMEN03a
2910/5, makporon 6000, Tank, Tutanos anokcua (E171).

Kaxk narnexna 3enapo H KakBo CbIbpP:Ka ONAKOEKATA
3eHapo NpeacTaBNARaT NOUTH GelH, NPOIBNrOBATH, ABOHHOK3IbKHATE QHIMHPAHH TaONETKH ©
M3ITBKHANO pesiedHo n300paxeHHe “e* BpPXy eqHaTa CTpaHa.

[Tepeuuna onakoBka; Al/Al Gmuctep win PVC/Aclar/ Al Gmucrep mim PVC/Aclar/PVC
umn PVC/PE/PVAC/Al Gnnctep.

BTOpVI'-IH‘B, OIIAKOBKA: CTbBaceMa KAPTOHCHA KYTHA,

Bupope 0makoBKH



Tosa osnauasa | mu 4 OnucTepa, BCEKH CHIBPXAIL 7 GAMMUPAHH TABIETKH, 338/JHO B eHA
CrbBagMa KapTOHEHA KYTHA C THCTOBKA 33 MALMEHTa, Wi 2, 5, 9 aau 10 GnxcTepa, BCEKH CHIBPKALL
10 pumMApany Tabnerky, B eAHa CIHBAacMa KApPTOHEHA KYTHS 34eIHO ¢ HCTOBKA 33 NAUHEHTE.

He Bcuakw BHaoBe ONTaKOBKK MOTAT Oa OBaT MyCHATH B HpofaxkGa.

TputekaTes Ha pajpeulenneTo 3a YNoTpeda N NponIBoaRTEN
Zentiva k.s.,

U Kabelovny 130,

Prague 10,

Dolni Mécholupy,

Ye1uka pemybnuka

Tosu JexapcTBeH NPOAYKT e pErHCTPHPAH B CTPAHHTE YieHKH HA EBponefickoTo
HkoHomuuecko [ pocTpancTae noa cie uuTe HMeHa;

CZ ZENARO 5 mg, potahované tablety
SK Zenaro 5 mg filmom obalené tablety
PL Zenaro

RO ZENARGQO, 5 mg, comprimate filmate

BG 3enapo 5 mg bunmupaHn 1abneTku
PT Levocetirizina Zentiva

FR Levocetirizine Zentiva

JlaTa Ha moc/eqno npepairiexJane Ha JIHCTOBKATA
01/08/2022




