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30/IAK 10 mg ¢puavupant TabaeTkn . £ 5 2647 1 h -08- 2!]2& |

LIETUPHU3HHOB ﬂuxunpomopnn

ZODAC 10 mg film-coated tablets
cetirizine dihydrochloride

IIpoyeTreTe BHHMATEIHO UAJIATA JHCTOBKA, NPEAH Aa 3aN0YHeTe 1a NpHeMAaTe TOBa
JIeKapCcTBO, ThH KATO TH ChAbPKa BakHa 3a Bac nadopmanus.
BuHaru npuemaiiTe TOBa JIEKApCTBO TOYHO KAKTO € ONMUCAHO B Ta3M JIMCTOBKA WM KakTo Bu e ka3za
Bamusar nexap win ¢papMalniesr.

- 3anasere Ta3H JIMICTOBKA. MOXe J1a C€ HaJI0XH J1a Sl IPOYETETE OTHOBO.

- AKO ce HyXJaeTe OT JOIbJIHUTEIHA UH(OpPMaLIMg WM CbBET, nonuTaire Bawus dapmauesr.

- AKO TNOJIyYHTe HAKAKBH HEXKEJIAHH JIEKApCTBEHH peaKLH, yBeaoMeTe Bams nekap unm
¢apmauest. ToBa BKJIHOYBA U BCHYKH Bb3MOXKHH HEXEJITaHW peaKLIMK, HEOTIHCAHU B Ta3u
JIMCTOBKa. BUxxTe TOu4Ka 4.

- AKO cjiell 3 1HM He ce YyBCTBaTe 1no-100pe UM cberosHueTo Bu ce Bnowwu, TpsOea na
NOTHPCUTE JIEKAPCKa MOMOLIL.

Kakso CbhbABpPAKA TaA3H JINCTOBKA

1. Kakso npeacrasnasa 30/JAK M 3a kakBO ce U3MON3BA.
2.  Kakso TpsbBa na 3Haere, npeau na npuemere 30JIAK
3. Kak na npuemare 30/1AK

4. BBb3MOXHH HEXEJIAHH PeaKLIUH.

5. Kak na cexpansiBate 30/IAK

6.

ChbabppKaHue Ha ONAaKOBKAaTa M 0MbJIHUTEIHA HHpOpMaLIUA.

1. Kakso npeacrasiasaBa 30/IAK u 3a KakBO ce H310.13Ba
30/IAK cbabpka akTHBHOTO BELIECTBO LIETHPH3HHOB JUXHAPOXJIOPH/IL.
30/1AK e npoTHBOasiepruuHoO J1€KapcTBo.

30/1AK e noka3saH 1pu Bb3pacTHHU M elia Ha Bb3pacT HajJl 6 rOJIMHH :
- 32 00JIEKYEeHHE Ha HA3aJIHUTE U OYHUTE CUMITTOMH Ha C€30HEH M LIeJIOrOIMILIEH alepruyeH PHHMT.
- 32 00JIeKYeHHUEe Ha ypTHKapHs.

A Kakso Tps0Ba na 3naere, npeau 1a npuemere 30JJAK

He npuemaiite 30/1AK:

- AKO cTe aJIepruyHH (CBPbX4yBCTBUTEIHH) KbM LE€THPHU3UH XHAPOXJIOPH HIH KbM HAKOS OT
OCTAHAJIMTE CbCTABKH (M30pOEHM B TOYKA 6), KbM XUAPOKCHU3HH WJIH KbM JIPYTH NMHIIEPA3HHOBH
NPOU3BOAHHM (IMOA0OHHU aKTUBHU CbCTABKH Ha JIPYTH JIEKapCcTBa).

- AKo cTe ¢ Texko 6b0peuHo yBpexxaaHe (Texka 0b0peyHa HeJOCTaThYHOCT W KPEATHHHHOB
KiupbHC noa 10 ml/min).

Ilpeaynpexaenus U npeAnasHu MepKH
['oBopere ¢ Bawus nekap nwinu papmaueBTt npeau na npuemere 30J1AK.

AKo cTe ¢ ObOpeyHa HeOCTaTbYHOCT, MOJIS TOMOJIETE 3a ChBeT Ballus nekap; ako € Heob
pyUeMare no-HUcKa n03a. BawusaT nekap e onpenend HoBaTa J103a.

AKo0 uMmare npobneMu Nnpu ypuHUpaHe (Kato npobseMu ¢ rpbOHaYHUSA MO3BK, II
NMHKOYHHUS MeXyp), MoJis noMoJieTe BaluusT nekap 3a ChbBeT;

AKO CT€ C enuJIencus WK PUCK OT KOHBYJICHH, TpAOBa /1a MOMOJIMTE 3a ChBeT B




He ca HabmogaBaHn KTHHUYHO 3HAUMMH B3aUMOACHCTBHA MEXAY ankoxXon (MPY KOHLICHTPALHA Ha
anikoxon 8 kpbBTa 0,5 npomuna g/l, cboTBeTCTBALlA Ha Yallla BUHO) U LIETHPU3HH, yoTpebaBaH B
npenopbyYBaHUTE A03H. Hiima HaNMMUHKM JaHHM 3a Oe30nacHOCTTa NPU €AHOBPEMEHHHA MIPHEM Ha No-
BMCOKH JI03H LIETHPU3MH H aJIKOX0J1. 3aTOBa, KAKTO NPH BCHYKH AHTUXHCTAMUHH, CE MPENophyBa J1a
ce u3barea npuema Ha 30JJAK ¢ ankoxonn.

AKO MMaTe IUIaHMpaH alepruyeH TecT, nonuraidre Bawus nekap 3a HeobxonumocTTa aa crpere
300AK 3a HAKOJIKO AHH NpeaH TecTa. ToBa NekapcTBO MOXe Ja noBause Baiure pesynraru ot
anepruyHMA TecCT.

ChobliaBa ce 3a OCTpa reHepaIn3vpaHa ek3aHTeMaro3Ha nycrynosa (AGEP) npu neuense ¢ 30JJAK:

Cumnromute Ha AGEP Morar 1a BKJIIOYBaT YepBeH, JIOCNECT HIMPOKO pa3NpoCcTpaHeEH 0OPHB ¢
MOAYTHHH MO/ KOXKAaTa (BKIIOYHTEIIHO KOXHHWTE I'bHKH, MbPANHTE, KOPEMa, [ BKITFOYUTESTHO cToMaxal,
repba U prueTe) U MEXYPH, NPUAPYKEHH OT BUCOKA TeEMIEpaTypa.

AKO pa3BHETE TEXKKH KOXKHH PEaKLWH MIIK HAKOS OT W3OpOeHHTe NMO-rope peakLuu, HezabaBHO cripere
JIEYEHHUETO U CE CBBPKETE ¢ Balliug nekap UM MEINLMHCKH CIIELIHATHCT.

Hena
He TpaOBa na w3nonspare TOBa JIEKApCTBO NPH Aela Ha BB3PAcT NMOA 6 rOAMHHM, ThH KaTo TabneTHaTa
(opMa He NO3BOJIABa AAANTHPAHE Ha 03aTa.

HApyra aekapersa n 30JAK
Mngopmupaiite Bawna nekap unu gapmMaleBT, ako OpHeMaTe MM HACKOPO CTE NPUEMANH WIH e

BB3MOXKHO [1a IMPHEMETE APYTH JIeKapCTBa.

30JAK ¢ xpaHA H HATHTKH
Xpanarta He BnHge abcopOumraTa Ha LIETHPH3HH,

bpeMeHHOCT, KbpMeHe H PepTHIIHTET
AKO CTe OpeMEHHa HIIH KbDMHTE, CMATATE, Y€ MOXKE 1a cTe OpeMeHHa WY I1aHMPaTe OPEeMEHHOCT,
NOCBBETBAHTE C€ ¢ Batling nekap npeau ynorpebara Ha ToBa JIEKapCTRO,

Ynorpe6ara Ha 30JAK no BpeMe Ha 6pemeHHocT TpabBa na ce M3Garea.

Cnyuaiiha ynotpeba or OpeMeHHH xeHH He OU TpabBano Aa BOAM A0 YBpexKAaHE Ha 3aPOJHMLLA, HO,
BBIPEKH TOBA, NEKapCTBOTO TPAOBA [la Ce mpuara caMo Npu HEOOXOAUMOCT M CneJl KOHCYATALIMS C
Bawuus sexap.

Lierpu3nH npeMmuHana B kbpMata. He npuemaiite 30JAK no BpeMe Ha KbpMEHE, OCBEH KO HE CTE
ce NoChBETBAM ¢ Bawuus nekap.

Illogpupane n pabora c MAIHHU

K1HHUYHMTE H3NMTBAHKMA HE Ca NOKA3IM HapYILCHUS HA BHUMAHHUETO, BOAPOCTTA U cCIOcOOHOCTTA 32
mwodupane crea npuem Ha 3OJJAK B npenopruranara 103a.

AKO Bh3HaMepaBaTe [a WogupaTe, Ja U3IBbPLIBATE NOTCHUMATHO ONACHU JEeHHOCTH WK aa paboTHTe
C MAalUKHH, TP2OBa BHUMATENIHO A2 HabNOAaBaTe BIHAHHETO Ha JEKAPCTBOTO CIE/l KATO CTE NMPHENH
30JJAK. He npeeminaBatite npenopbuBaHara Jo3a.

30JAK cbhabpia J1aKT032a MOHOXHAPAT
Ako Bawnar nexkap Bu € ka3pan, ye HMaTe HENOHOCHMOCT KbM HAKOM 3aXapH, KOHCY
HETo NMpeay Aa NpUeMeTe TO3U IEKapCTBEH MPOAYKT.

3. Kak aa npuemarte 30JAK




Bunaru npueMaiite ToBa IeKapCcTBO TOMHO KAKTO € ONMUCAHO B Ta3d JIMCTOBKA WM KakTo Bu e kazan
BamuaT nekap niu gapmaieBT. AKO HE CTE CUIYPHH B HELO, nonuTtaiite Baums nekap wiu
¢dapmaLieBT.

TabneTkuTe TpsaOBa Aa ce MONTHUIAT ¢ Yalla TEYHOCT.

BnipacTHH B 10HOLIH HA BbL3pacT Haa 12 rogunn:
[Ipenopbuntennara nosa € 10 mg BeaAHbK AHeBHO KaTo | TabGneTka.

Ynorpeda npu gena na sb3pact Mexay 6 m 12 rogunn:
IIpenopbumTenHata A03a € 5 mg ABa MbTH AHEBHO KaTO NMOJOBHH TabneTka ABa MbTH AHEBHO.

IHanueuTHn ¢ 6L0peuno yapexaane

[Ipu naumeHTH ¢ ymepeHo OBOpeuHo yBpexKAaHe, Ce NpernopbuBa NPHEM Ha S mg BeAHBX JHEBHO.
AKo cTpagare OoT Texko 6p0peuHo 3abonssane, Mons cebpxerte ce ¢ Bawus nekap wnu ¢apmauesr,
KOWTO MOXKE [1a KOPUIrupa CbOTBETHO J034aTA.

Ako aeteto Bu ctpana ot 650peuno 3abonasane, Mona ceBbpkeTe ce ¢ Bawuus nekap uam gapmanesT,
KOHTO MOXKE Ad KOPHUrHpa A03aTa cnopel HyXaute Ha Balnero aere.

Ako npeuenure, ye epexra Ha 30JJAK e TBupae cnab unu npekaneHo cUiieH, Mo
KOHCYNITUpauTe ce ¢ Bawiug nekap.

HpoaL/IHKATEIHOCT HA JICHEHHETO:
[ poALIKMTENTHOCTTA HA IEHEHHETO 3aBUCH OT BHId, MPOABIKHTEIHOCTTA U MOBJMABAHETO Ha
ornnaxksanusaTa Bu. Mosg nonuraiite 3a ceBer Bauiug nekap win dapmauesT.

AKO cTe BpHEJIH MoBede oT HeobxoaumaTa no3a 30AK:
Ako cMaTare, ve cte npenosupany 3J0JAK, mons ysenoMere Baina nexap. Bamuar nexap e
i€ NPEeLEeHH KAKBH MEPKH A CE NPEATIPHEMAT, aKo ca HeoOXOonHMM.

Cnen npenosupaHe ONMHCAHUTE NO-A0TY HEXKENAHH PeaKLIHM MOTAT Aa ce CIYHYBAT ¢ NOBUIIEHA
yecToTa. HabaronaBaHH ca clieAHHTe HEXENIaHH peakuuu Kato oObpkBaHe, AHapKi, 3amaiiBaHe,
yMopa, rnaBo0onue, HepasnonoKeHHe, paslupABaHe Ha 3eHHLIUTE, ChpOekK, Oe3noKoNCTRO,
YCMOKOABaHe, ChHIMBOCT, CTYNOP (BLENEHEHHE), HEOOHMYAaHHO YCKOPEH ChpAeUEH PUTHM, TPEMOP K
3aJIpbKKa Ha YpHHA.

AKo ¢Te nponycHann aa npuemere 30JAK
He B3eMaWTe aBOMHA 1034, 3a Ja KOMIIEHCHpaTe NPoNMyCcHaTara.

AKoO cTe cnpeas npuemMa Ha 30/JAK
Panko Morat na ce nosssT NpypHTYC (CHNEH copbex) H/WIIH YPTHKApHI, aKO CTe CnpeH NpUeMa Ha

30/IAK.

AKO MMaTe HAKaKBH JOMMbJIHWTEJIHH BhIIPOCH, CBBbP3aHH ¢ yNoTpeDaTa Ha TOBa JIEKAPCTRO,
nonuraite Bawus nekap unu dapmanest.

4. BniMOXHH HeXeJAHN peaKuHH
KaTo BCHUYKH JIeKapCcTBa TOBA JEKAPCTBO MOXKE [1a NIPEAU3BHKa HEXE/IaHH JIEKAPCTBEHH PEeaKLMH,
BBIIPEKH Y€ HE BCEKM ' M0Ty4aBa. -

- -

CiieaBalIATE HEXKEJNAHN PCAKNHH ca PeAKH HJH MHOI0 PeAKH, HO TPAOBa 1 3 SRR
npHemMaTe JeKAPCTBOTO H Aa yBexomaTe Bamns Jekap Begnara mom ru 3gbegémnaye:

— AJeprayHy peakuHH, BIUTIOUMTETHO TEXKKH peakLMH M aHruoeaeM (Te / .§ I P i
KOATO NPUYHUHABA NMOAYBAHE HA JIMLIETO WIH IbpAoOTO). l rf ' oy

Te3n peakuun MOXKe 1a 3aNI0YHAT BEAHATA, CJIE/ KATO 3a NPLB LT MPHEME 2KapCYeoT
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=

'
Ly

K




YecTH HexkeIAHH peaKHA (MosKe 2a 3acerHaT 40 1 Ha 10 mauueHTH)
—  CBHJAHUBOCT,
—  3aMasHoCT, rmaeodonue;
—~  (papuHryT, puHAT (IIpM AeLa);
— CyXOTa B ycTara, rajeHe, nuapu1,
—  yMopa.

HevecTn HexelaHH peaknun (Moxe ga 3acernart 10 1 na 100 nanuenTn)
—  TPEBOXHOCT;
— napecte3nsd (HeoOMYaHHHK ycelanus no KoxXaTa KaTo yboKaaHHA ),
— 0Oonka B KOpeMa;
— cbpbex, oOpuB;
—  acTeHMA (ITbJIHO M3TOLLUEHHE ), HEPA3NON0KEHHE.

Peaxn nexenann peakuun (Moxe aa 3acers#at Ao 1 na 1000 nanuenTn)
—  ANEPruvdHH peaxiMy, HAKOH OT KOMTO TEXKH (MHOI'O PAIKO);
—  Jenpecus, XallOUMHALMH, arPeCHBHOCT, 0OBpKaHOCT, 6€3ChHHE;
—  KOHBYJICHUH;
—  TaxuMKapAus (Y4ECTEH CbpACUEH MYJIC);
—  HapyllleHa YepHoaApoOHa HYHKIHUS;
—  YpTHKap#us (KONPHUBHA TPECKaA);
—  OTOK (noxyBaHe),
— TNOBHUINABAHE HA TErNOTO.

MHoOro peakH HexeJaHH peakUBH (Moxce Aa 3acernat A0 1 na 10000 nauuenTn)
—  TpoMOOUUTONEHHA (HMCKH HHMBA HA TPOMOOUMTH B KpbBTA),
—  THKoBe (NpUaodHUT cnaszmM),
—  CHHKOII, JUCKAHE3USA (HEBONEBH ABHXKEHHUA ), AUCTOHUSA (HEOOUUANHO ABITH MYCKYJTHHY
KOHTPaKLUHK), TPEMOP, JUCTEY3Ua (ITPOMEHEH BKYC);
~  3aMbIJICHO 3peHUe, HAPYLLIEHHE HA aKOMOAALIMATA, OKYJIOrMpaLud { HEKOHTPOJIMpaHH KPbroBU
IBWKEHHSA HA OYHUTE);

— aHruoezeM (Te)kKKa ajiepruyHa peakius, KOATO NNPUHUHABA NOAYBAHE Ha JIMLETO WM
rbPAoTO), PUKCHPAH NIEeKapCTBEH OOPHB;

—  IIAaTOJIOTMMHO OTAENAHE Ha ypHHa (HOUIHO HanuKaBaHe ,0011Ka /WK 3aTpyAHEHHE NPH
YPUHHPAHE) .

HexenaHH peaKiuy ¢ HEH3IBECTHA YeCTOT2 (0T HAJJHYHHTE JAHHH He MOXKe 3a ObJe HanpaBeHa
OUEHKA HA MeCTOTATA)

— [OBULICH ANETHUT;

— CYUHHAHZ uacalnus (MOBTapALIM ¢e MUCIH WK HAEHU 3a CAMOYOHACTBO), KOLLUMAapH;

— aMHe3ud (3aryba Ha naMeT), HapyLLeHNUs Ha [1aMeTTa;

—  BEPTHIoO (HYBCTBO 3a BbPTCHE HJIK ABHMKEHHE);

—  33JpPBXKKa Ha YPHHA (HEBBL3MOXHOCT IMKOYHHUA MEXYP Aa C€ H3NPa3sHHU HaMbJAHO);

—  npypuTyc (CHUNeH CbpOex) UM ypTUKapHa Clea CAUpaHe HAa PHEMA;

—  OOJKH B CTABHTE;

— 00OpMUB C MEXYPH, ChObpKaluy THOH;

~  Cumnromute Ha AGEP Morar pga BritouBart 4yepBeH, JIIOCNECT HUPOKO pa3snpocTpaHeH OOpHUB
C NMOAYTHHH NOJ KOXaTa (BKIIIOUYHTENHO KOXHHTE MbHKH, PbPAUTE, KOpeMa TR

CrobmaBane Ha BeXeJaHH PEAKLHH

AKO NOTyYUTE HAKAKBH HEXKEJTAHU JIEKAPCTBCHH peakuuu, yBeaomere Bauuns

Tosa BK/1IOYBa BCUYKH Bb3MOXXHH HEOMMUCAHU B Ta3H JIMCTOBKA HEXKEJIAHH peak g
-‘E\,‘h 4III'lil,-

CHOOIUTE HEXETAaHHW peaKkLMU JJUPEKTHO Ype3 HALIMOHAJIHATA CUCTEMA 3a CbOOIIL ﬁé}_,?;n:m;gjﬁ __
4




HU3nwnruTENHA areHuus no nekapcrsara ya. . JlamsaH ['pyes” Ne 8 |, 1303 Codus, Ten.: +35
928903417, yebcaiiT: www.bda.bg. Kato crobuiaeate HexenaHn peakuny, MOXKeTe 1a JaJieTe CBOs
MPHHOC 32 NoAy4aBaHe Ha Norede HHPOPpMaLUS OTHOCHO O€30NacHOCTTa Ha TOBA JIEKAPCTRO.

S. Kak aa coxpanaBare 30JIAK

HJa ce cbxpaHiaBa Ha MACTO, HEOCTBITHO 33 JeLa.

He n3non3saute T0Ba JIEKAPCTBO CIIeA CPOKAa Ha FOAHOCT, OTOEAA3aH BbPXY KapTOHEHaTa ONMaKoOBKa U
Onucrepa. CpOKBT HA MOAHOCT OTroBaps Ha Noc/ieAHHA AEH OT NOCOYCHHMA Mecel.

ToBa JCKAPCTBO HE U3HCKBA CIICLIHAJIHKY YCIIOBHA HA CbXPaHCHHUE.

JlekapcTBEHUAT NPOAYKT HE TpAOBA /1a ce U3XBBPJIA B OTXOAHHTE MECTA HIIH C NOMALIHHTE OTNAaAbIH,
[TonwvraiiTe Baiuua gapMalleBT Kak Oa YHHILOXKHTE JIEKAPCTBEHHA NPOJAYKT aKo HAMa Ja ro
M3MOJI3BaTE NoBe4e. Te3M MEPKH 1€ MOMOrHAT 3a Ora3BaHe Ha OKOJIHATa Cpeja.

6. CoabpkaHHe HA ONAKOBKATA H JOIILIHHTEIHR HHPOPMAIHA

Kakpo cbsabpka 30/1AK
AxrtuBHoTo BewecTBo B 30JAK € uerupusnnos auxuapoxnopua. Eana dunmupana tabnerka
cbavpKa |0 mg LeTHPUIUHOB AUXHAPOXIIOPHL.
- Jlpyrure cCbCTaBKHM Ca: JIAKT03a MOHOXMAPAT, UAPEBHYHO HHLIeCTe, NOBUAOH 30, MarHesnes
creapar, xunpomenosa 2910/35, makporon 6000, Tank, THATAHOB AMOKCHI, EMYIICHA CUMETHKOH

SE 4.

Kak m3rnexaa 3J0OJAK o KakBo chALPXKA OUAKOBKATA

benun no nouru 6enu npoawIroBatH GUAMHpPaHH TabNEeTKU ¢ JENUTENHA YepTa.
OnakoBkH oT 10 vunu 30 punMupauu Tabnerkn.

He BcHukK BUAOBH ONakoBKK Morat Aa Obaar nycHars B npojaaxoa.

IlpuTexkaTen Ha paspemIeHAETO 32 YNoTpeba H NPOH3IBOIHTEI

IIpuTexkare.t HA paspelleHHETO 32 YnoTpeba
Opella Healthcare France SAS,

157 avenue Charles de Gaulle

92200 Neuilly-sur-Seine

PDpaHuH

IlporasoauTen
Opelia Healthcare Poland Sp. z o.0.
ul. Lubelska 52

35-233 Rzeszow
Ilonwa

3a JOMbIHHTENHE MH(OPMALIMA OTHOCHO TOBA JISKAPCTBO, MOJIA, CBBPXKETE CE C JIOKATHHA
NpEeACTABUTEI HA [IPUTEKATENA HA pa3pelleHUeTo 3a ynorpeba:

CTAIA buarapus EOOM, ten.: + 02 9624626

JlaTa Ha Noc/IeAHO RPepA3riekKAaHe HA JACTOBKATA:
06/2024




