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VIMBIIHUTENHA ATEHUNS MO NEKAPCTBATA
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ALLEZODAC 10 mg film-coated tablets
cetirizine dihydrochloride

IIpoyereTe BHHMATEIHO NAJIATA JIHCTOBKA, PEAH /1a 3aNI0YHETE Aa NPHEMATE TOBA
JIEKapCTBO, ThiH KAaTO TA ChbABbP3KAa BaxkHa 3a Bac undopmanns.
Bunaru npuemaiite ToBa J1€KapcTBO TOYHO KAaKTO € ONMKMCAHO B Ta3H JIMCTOBKA MIIH KakTo B e kazan
BawuaT nekap uiu ¢papMaLeBT.

- 3anasere Ta3u JIMCTOBKA. MoXe Ja ce HaloXH /a s MPOYETETE OTHOBO.

- AKO ce HyXJiaeTe OT IONBbJIHUTEIHA HHOPMALIUA UM ChBET, nonuTaiite Baus ¢papManesT.
- AKO MOJIy4YHTe HAKAKBH HEXEJIaHH JIEKapCTBEHH peakLuH, yBeqomere Bamus nekap unm

¢apmaueBT. ToBa BK/IIOYBA U BCHYKH Bb3MOXXHH HEXENaHU peakLMH, HEOIIMCAaHM B Ta3M
TUCTOBKA. BHXTe Touka 4.

- AKO cliell 3 AHH He Ce YyBCTBaTe Mo-A00pe WK chCTosHHETO BH ce Biaoum, TpsaGea na
MOTBPCHUTE JIEKApPCKa NMOMOLII.

KakBo cbABbpKa Ta3H JHCTOBKA

. Kakso npeacraBnsBa AJIE3O/IAK u 3a kakBo ce H3MON3Ba.
KakBo Tpsi6Ba na 3Haete, npeau aa npuemere AJIE30/JAK
Kak na npuemare AJIE30JJAK

BB3MOXKHH HEXENaHH peaklUH.

Kax na cexpanssare AJIE30JIAK

ChpabpxaHue Ha ONakoBKaTa M AOMBIHATENHA HHGOpMaLHA,

S e

1. Kakeo npeacraBasasa AJIE30JAK u 3a kakBo ce H3M0/13Ba

AJIE3OIAK cbabpa akTHBHOTO BELLECTBO LIETHPHU3NHOB JUXHUAPOXJIOPH.
AJIE3O/1AK e npoTHBOanepru4yHo neKapcTBo.

AJIE3OJIAK e noka3saH npu Bb3pacTHH H J€lLla Ha Bb3pacT Had 6 rOAHHM :

- 3a 00/NeK4eHHE HA HA3AJIHUTE M OYHHUTE CHMIITOMH Ha CE30HEH H LIEJIOrOAUIIEH aleprH4yeH PHHHT.
- 32 obJIeKYeHHe Ha ypTHKapHs.

5 Kakso Tpna0Ba 1a 3naere, npean aa npuemere AJIE3OJAK

He npuemaiite AJIE3O/IAK:

- AKO CTe ajlepruuHH (CBPbX4YYBCTBHUTEHH) KbM LIETHPHU3HUH XHAPOXJIOPHI MM KbM HAKOA OT
OCTaHAJINTEe ChCTaBKH (M30POEHH B TOYKa 6), KbM XHAPOKCH3HUH WIIH KBM APYTH NHNEpPa3HHOBH
MPOM3BOJHH (MOAOOHH aKTHBHH CbCTaBKH Ha JJPYTH JIEKapCcTBa).

- Ako cTe ¢ Texko 6B0peyHo yBpexaHe (Texka Ob0peyHa HEIOCTATEYHOCT H KPEaTHHHHOB
knupbHC noa 10 ml/min).

IIpeaynpexaenns H npeanasHH MEpKH
["oBopere ¢ Bamus nexap unu ¢apmauest npeau aa npuemere AJIE3OJAK.

AKo cTe ¢ Ob0pedHa HE0CTaTEYHOCT, MOJISl IOMOJIETE 3a ChBET Baluus ekap; ako € Heo6
pueMare rno-Hucka 03a. BaluaT nekap e onpeaeny HoBarta J03a.

AKO HMaTe npodnemu npH ypHHHpaHe (kaTo npobieMu ¢ rpbOHAYHHSA MO3BK, MPOC
MHKOYHHKS MeXyp), MOJIs nomoJietTe BawuaT nekap 3a cbBer;



AKO CTe C ENUJIENCHA WM PUCK OT KOHBYJICHH, TpA0Ba a MOMOJNHTE 3a ChBET Bawmmar nekap.

He ca HabmonaBaHu KIMHHYHO 3HAYMMH B3aUMOJEHCTBHA MEXAY anKoXo (NpH KOHLIEHTpalMs Ha
ankoxoJ B KpeBTa 0,5 npomuna g/l, cboTBETCTBaLIA Ha Yallla BUHO) W LIETHPU3HH, YNoTpeOsBaH B
MpenopbuBaHUTE N03H. HsiMa HaIMUHK NaHHM 3a 6e30MacHOCTTa MPH €JHOBPEMEHHHS NMPHEM Ha I10-
BHCOKH 1034 LIETHPH3HH H aJIKOXO0J1. 3aTOBA, KAKTO NPH BCUYKH aHTHXHCTAMHHH, Ce Mpenopbysa Ja
ce u3bsarea npuema Ha AJIE3OJJIAK ¢ ankoxonn.

AKO UMaTe MJIaHHpaH alepruyeH TeCT, nonuralite Bamms nekap 3a HeoOX0AMMOCTTA A cripeTe

AJIE30/IAK 3a Hakonko AHH npeau Tecta. ToBa JiekapcTBO MOXe Aa noenuse Bamure pesynaraty ot
aJIeprU4YHHUs TeCT.

CboOwiaBa ce 3a ocTpa reHepajiu3HpaHa ek3aHTemaro3Ha nycrynosa (AGEP) npu neyenue c
AJIE3OJAK:

Cumnromute Ha AGEP Morat aa BKJIIOYBAT YepBeH, JIIOCMECT LIMPOKO pa3npocTpaHeH 0OpHUB ¢

MOAYTHHH MOA KoXaTa (BK/IIOYHTETHO KOXXHHTE M'bHKH, M’bpANTE, KOpeMa, [BKIIIOYHTEIHO CTOMaxal,
repba M pblETe) U MEXYPH, NPHAPYKEHH OT BUCOKA TEMIIEpATypa.

AKO pa3BHETe TeXKH KOXXHH PeaKLHH WK HAKOA OT H3OpOEHHTE Mo-rope peakiuH, He3abaBHO cripere
JICYEHHETO U Ce CBbpxeTe ¢ Bamus nekap unu MEIUIMHCKH CITELUATHCT.

Hena
He TpabBa na u3nonseare TOBa JIEKApPCTBO NpH AelLia Ha Bb3pacT MoJ 6 roAMHHU, Thil KaTo TabneTHata
¢opma He MO3BOJISABA aJanTHpPaHe Ha J03aTa.

Jdpyrn nexaperBa u AJIE3OJAK

HHudopmupaiite Baus nexap uin apmaueBT, ako MpUEMAaTe MM HACKOPO CTE MPHEMATH UITH €
Bb3MOXXHO a MpHEMETE NpPYrH JIEKapCTBa.

AJIE30AK ¢ xpaHa H HANHTKH
XpaHara He Biuse abcopbuuaTa Ha LIETHPH3HH.

bpeMenHocT, KbpMeHe H GepTHIAHTET

Axo cTe OpeMeHHa WM KbPMHTE, CMATATE, Y€ MOXe Ja cTe GpeMeHHa UM IIaHHpaTe GpeMeHHOCT,
noceBeTBaiTe ce ¢ Bamus nexap npeau ynorpeGara Ha ToBa JIEKapCTBO.

Ynorpebara Ha AJIE3OJIAK no Bpeme Ha GpeMeHHOCT Tpsa0Ba a ce u30srea.
Cnyuaiina ynorpeba ot 6peMeHHH xeHH He 61 TpsabBaio Aa BOAM 10 YBpeXIaHe Ha 3apOouILa, HO,

BBIIPEKH TOBA, JIEKApCTBOTO TPAOBA J1a ce npuiara camo npu HeoOXOAUMOCT U ClieJl KOHCYJITalHS C
Bawns nekap.

LlernpusuH npemuHasa B kbpmara. He npuemaiite AJIE3OJJAK nmo BpeMe Ha KbpMeHE, OCBEH aKo He
CT€ C€ NOCHBETBAIH ¢ Bamuus sekap.

IlHopupane u paGora ¢ MalIHHK

KAMHHYHNTE U3NUTBAHUA HE Ca MOKa3aiyd HapylleHHs Ha BHUMaHHeTo, 60apocTTa M crnocoGHOCTTA 3a
wogupane cinen npuem Ha AJIE3OJJAK B npenoprusanara f03a.

AKO Bb3HamepsABaTe 1a wodupare, 1a H3BHPLIBATE MOTEHIHATHO ONACHH NeHHOCTH UK a paboTuTe

C MalIMHH, TpAOBa BHUMATEIHO Aa HabmogaBaTe BIHAHHETO HA JIEKAPCTBOTO CJIEM KAaTO CTe npueny
AJIE3OJAK. He npeBuiuaBaiiTe npenopbyuBaHaTa J03a.

AJIE30OJAK cbabpxka J1akT03a MOHOXHAPAT
Ako BaummsT nexap Bu e ka3Bas, ye HMaTe HEMOHOCHMOCT KbM HAKOM 3aXapH, KOHC
HEro NMpeaH Aa rnpueMeTe TO3H JIEKapCTBEH MPOAYKT.




3. Kak n1a npuemarte AJIE30/IAK

BuHaru npuemMaiite ToBa JIEKapCTBO TOYHO KAKTO € OMHCAHO B Ta3W JTUCTOBKA HIH KakTO BH e kazan

BamusAT nekap M (papMalieBT. AKO HE CT€ CUTYpHH B Hello, MonuTalite Bamwus nekap wiu
(apMaleBT.

Tabnerkute TpsabBa Aa ce MOrMBILAT ¢ Yallla TEYHOCT.

Bb3pacTHH H I0OHOWIM HA Bb3pacT Haj 12 rogunu:
[IpenoppunTentara no3a € 10 mg BegHbK AHeBHO KaTo 1 TabneTka.

Ynorpeba npu Jeua Ha Bb3pacT MexXAY 6 H 12 roaHHu:
[IpenoprunTenHaTa 103a € S mg ABa MbTH JHEBHO KaTO MOJIOBHH TabJeTKa Ba [TbTH AHEBHO.

ITanuenTn ¢ 60peuHo yBpexaaHe

[1pu nauueHTH ¢ ymMepeHo OBOpeYHO yBpexaaHe, ce MpenopbyBa MPHEM Ha 5 mg BEAHBXK AHEBHO.
AKO cTpajare OT TeXKO Ob0peuHo 3abosaBaHe, MO/ CBbpXKETE ce ¢ Baluus nekap niaum ¢apmauesT,
KOMTO MOXe€ 1a KOpUIrHpa ChOTBETHO J103aTa.

Axo niereto Bu crpana ot 6u6peuno 3aGonssaHe, Mosis cBbpxeTe ce ¢ Bawuus nekap uiam dapMalest,
KOHTO MOXX€E 1a KOpUrHpa Jo3aTta cnopel HyXJIuTe Ha Bainero gere.

Ako npeuenure, ye epexra Ha AJIE30/JAK e TBBpae cnab uiHu npekaaeHo CUIeH, MO
KOHCYJITHpaiiTe ce ¢ Bawus nekap.

IIpoaAb/IKHTETHOCT HA JIeYEeHHETO:
[1poAB/KHTENHOCTTA Ha JICYEHHETO 3aBUCH OT BHAA, MPOABIKUTEIHOCTTA H MOBIUABAHETO HA
onniakBaHusATa Bu. Mons nonuraiite 3a coBer Bammus nexap uim gapmanesr.

AKoO cTe NpHeJH noseve ot HeoOxoaumaTa f03a AJIE30/TAK:

AKko cmaTare, 4ye cte npenosupanu AJIE3OJAK, mons yBenomere Bawmus nexap. Bammsar nekap e
[lle MPeLeHH KaKBH MEPKH J1a ce MpeAnpruemMar, ako ca HeoOXOaHMH.

Crnen npeo3upaHe ONMUCaHUTE NO-A0JTy HEXeNaHH peakliii MOraT /1a Ce CIy4BaT ¢ MOBHILEHa
yectoTa. HabmonasaHu ca clieIHUTE HeXeNlaHH peakUuHd Kato o0bpKBaHe, JHapHs, 3aMaiiBaHe,
yMopa, rinaBoOo/iHe, Hepas3IoJOKEeHHe, pa3LIMpsABaHe Ha 3eHULUTE, ChbpOex, 6e3MoKoHCTRO,

YCIOKOsIBaHe, ChHJIMBOCT, CTYMOp (BLEMEHEHHE), HEOOHYaHO YCKOpEH Chpae4eH PUTBM, TPEMOP H
3a[pb)KKa Ha YpHHA.

AKko cte nponycHaJin aa npuemMere AJIE3OJAK
He B3emaliTe nBOMHA N034a, 3a 1a KOMIIEHCHUPATE MPONYCHATATA.

AKo cte cnpeaun npuema Ha AJIE3OJJAK

Psiko MoraTt aa ce MoABAT NMpypHUTYC (CHNEeH chpOex) W/MNK ypTHKApHs, aKO CTE CIIpesd MpHeMa Ha
Ane3onax.

AKO MMaTe HIKaKBH AOMBJIHMTETHH BBIIPOCH, CBBP3aHH ¢ ynoTpeGara Ha TOBA J€KapCTBO,
nonuTaite Bamus nekap win dapmaiienT.

4. Bb3MOXHH HeXKeJIaHH pPeaKLHH

Karo BCHUKH JIEKapCTBa TOBA JIEKAPCTBO MOXE Aa NMpeAu3BHUKa HEXKETaHH JTEKapCTBEHH
BBEIIPEKH Y€ HE BCEKH I'M MOJIy4yaBa.

CrneasaimuTe HeXKeJIaHH PeaKIHH ca peKH HJIH MHOTO peAKH, HO Tpa6Ba aa cn
NpHeMaTe JIEKAPCTBOTO H 1a YBeAOMHTe Bammua ekap BeaqHara mom ru 3a6en
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= A.nepmqnn PC€AaKUHH, BKIIIOYHUTCITHO TCXKKH PCAaKIIHH H aHT'HOECAEM (TE}KI{a AJICPrudHa pCakKLu,
KOATO IIPHYHHABA ITOAYBAHE HaA JIMLETO HITH l"prIDTO).

Te3u PCaKllHH MOZKE [ia 3all04HAaT BE€Hara, CJIel KaToO 3a INPLB ITbT NPUEMETE JICKAPCTBOTO HJIH IO~
KBbCHO.

YHecTH HEXKEJaHH peakuH (Mozke aa 3acersar 1o 1 Ha 10 nanuenTn)
— CBHHJIMBOCT;
—  3aMasHOCT, IMaBo0oHE;
— (bapuHruT, puHUT (TIp4 Aeua);
— CyXoOTa B ycTara, raJiecHe, [apus;
—  yMopa.

He4vecTn Hexe1aHH peakuuH (Moxe aa 3acerHaT a0 1 Ha 100 nauuenTn)
—  TPEBOXHOCT;
— napecrte3us (HeoOH4YalHHM YCELIAHUA M0 KoXKaTa KaTto yooxaaHus);
— 0Oonka B KopeMa;
— ¢bpbex, 0bpus;
— acTeHMs (ITBJIHO H3TOLUEHME), HEepa3IoJIOKEHHUE.

Peaxku HexxeJJaHH peaKuHH (Moxe aa 3acernat A0 1 na 1000 nauunenTn)
— AJICPru4HU peaklHH, HAKOH OT KOHUTO TEXKH (MHOIO pAaKoO);
— JIenpecHs, XaTloLUUHaLHH, arpeCUBHOCT, 00BbpKaHOCT, O€3CHHHE;
— KOHBYJICHH;
— Taxukapaus (YYeCTEH ChbpAeYEeH MyJIC);
— HapylIeHa YyepHoApoOHa QyHKLUHSA;
— ypTHKapus (KOTIpMBHA TPECKa);
— OTOK (noayBaHe);
— TMOBHIIABaHE HA TErJOTO.

MHoOro peakH HexeJaHH peakinHHu (Mooxxe aa 3acerHar ao 1 va 10000 naxnenTH)
— TpoMmOouuTOoneHus (HUCKH HUBA HA TPOMOOLIMTH B KPBBTA);
— THUKOBE (IpUAOOUT CrIazbM);
— CHHKOI, JUCKHHE3HA (HEBOJIEBH ABMXXEHH), AUCTOHUSA (HEOOMYaHHO ABITH MYCKYJIHH
KOHTPaKLHH), TPEMOP, AUCTeY3UA (IPOMEHEH BKYC);

— 3aMBIJICHO 3p€HHE, HapyLIeHHe HAa aKOMOJaluATa, OKYJIOrHpalusa (HEKOHTPOJHPAHH KPBroBH
ABHXKEHHS HAa OYUTE),

- — aHruoezeM (TexKa aJiepruyda peakuus, KoATO NPHYHHABA MOAYBaHe Ha JIMLETO HWIH
'bpPNOTO), GUKCHPAH J€KApCTBEH OOpUB;

— MaTOJOTHYHO OTAENAHE Ha ypHHA (HOIIHO HalMKaBaHe ,00/1Ka W/UNH 3aTpYAHEHHE NIPH
YPUHHPAHE) .

HexxeJaHH peaKIHH ¢ HEH3BECTHA 4ecTOoTa (0T HAJTHYHHTE AaHHH He MoXe Ja 6bae HanpaBena
OIleHKA HA YeCTOoTaTa)

— TIOBHIUEH aNeTHuT;
— CYHUHIHA HIealus (MMOBTapALIM C€ MUCIIH WK UAEH 3a caMOyOHICTBO), KOLIMapH;
— aMHe3ud (3ary0a Ha naMer), HapylI€HH!s Ha [TaMeTTa;

— BEpTHro (YyBCTBO 3a BbPTEHE WJIH JIBHXKEHHE);

— 3aApBXKKa Ha YpHHA (HEBB3MOXXHOCT MUKOYHUA MEXYP Ja Ce H3MNPa3sHH HAITbJIHO);
— MNpYpHUTYC (CHIEH ChpOeXK) H/HIIM YPTHUKApHA Cliel CTIHpaHe Ha IIpHeMa;
— OONKH B CTaBUTE;

— 00pHB ¢ MeXypH, CbABPIKALIH FHOM;

— Cumnromute Ha AGEP Morar aa BKITIOUBAaT YepBeH, TIOCTIECT IIHPOKO pa3

C MOAYTHHH MO/ KOXKaTa (BKIIOYHTENHO KOXKHHTE I'bHKH, IbPJHTE, KOPEM
cTOMaxa], rbpba ¥ pblieTe) H MEXYPH, IPUAPYKEHH OT BUCOKA TEMIIEpATy




CrobiiaBaHe HA HeXeJIaHH pPeaKIHH

AKO MONMy4YHTE HAKAKBH HEXEJaHM JIEKApCTBEHH peakiluH, yseaomere Bawus nekap unu ¢apmauesT.
ToBa BKJIIOYBa BCHYKH Bb3MOXXKHH HEOMMCAHHU B Ta3H NMCTOBKA HeXeJlaHHW peakuuu. Moxere cbillo Aa
CbOOLMTE HeXKENTAaHH peaKLMK AUPEKTHO 4Ype3 HaLlHOHATHATa CHCTeMa 3a ChoOLaBaHe:
M3nbnHUTENHA areHuMs 1o aekapcreara yiu. ,,JlamaH I'pyes” Ne 8 , 1303 Codus, Ten.: +35
928903417, yebcaiiT: www.bda.bg. KaTo chobiuaBare HexxenaHu peakuvu, MOXKeTe Aa AaneTe CBos
MPUHOC 3a NMOoJTy4yaBaHe Ha noseve HHGopMaLusi OTHOCHO 6€30MacHOCTTa Ha TOBa JIEKapCTBO.

S. Kak aa cexpanasBate AJIE3OJAK

Jla ce cbXpaHaBa Ha MACTO, HEAOCTBITHO 3a Jela.
He n3non3saiiTe TOBa J1eKapCcTBO Cliell CPOKA HA FOAHOCT, 0TOENA3aH BbPXY KAPTOHEHATa OMaKOBKa
Onuctepa. CpoKbT Ha FOAHOCT OTrOBapsa Ha MOCAEAHHUA E€H OT MOCOYEHHA Mecell.

Tosa JNNEKApPCTBO HE H3UCKBA CIICUHAJIHH YCJ/IOBHA HAa CbXPaHECHHE.

JlekapCcTBEHUAT NMPOAYKT He TpAOBa Ja ce U3XBbPJ/IA B OTXOJHUTE MECTA HJIH C IOMALUIHHTE OTNAAbLIH.
[lonurafiTe Bamus ¢gapMaLeBT Kak Aa YHHLIOXHTE IEKAPCTBEHUS NMPOAYKT aKko HAMA Ja o
H3noJa3Bare noseye. Te3u MEPKH 1€ MOMOTHAT 3a Ona3BaHe Ha OKOJIHATa cpena.

6. CobabpxaHHe HA ONAKOBKATA H JONbJIHHTEIHA HHPOPMALHS

Kakso ceabpxa AJIE3OJAK
AxtHBHOTO BewmecTBo B AJIE3O/JAK e uernpusnHoB auxuapoxnopua. EaHa dunMupana rabnerka
ceabpka 10 mg HeTHPU3INHOB JUXHAPOXJIOPH.

- HP)’FHTG ChCTABKH Ca. JIaKTO3a MOHOXHApAT, UapCBHYHO HHLIECTE, MOBHAOH 30, MAarHc3ucs

creapar, xunpomenosa 2910/5, makporon 6000, Tank, THTAHOB JHOKCHJI, EMYJICHA CHMETHKOH
SE 4.

Kak marnexaa AJIE3OJAK u KkakBo CbABPKA ONAKOBKATA
benn 1o noyru Oenu npoabaroBatH GUIMHUpaHu TabNeTKH ¢ AeNUTENHA YepTa.
OnaxoBk# oT 10 unu 30 dunMupanu tabneTku.

He BcHYKHM BUIOBH OMAaKOBKH MOrat Ja ObAaT nycHaTH B npoaax0da.
IIpuTexxaTes Ha paspelieHHeTO 3a ynorpefa H NnpoH3BOAHTE

IIpuTexaTesn Ha paspenieHHeTO 3a ynorpeba
Opella Healthcare France SAS,

157 avenue Charles de Gaulle

92200 Neuilly-sur-Seine

QpaHuHUA

IIpou3BoanTeN

Opella Healthcare Poland Sp. z o.0.
ul. Lubelska 52

35-233 Rzeszow

[Tonwa

MpeAcTaBUTEN Ha MPUTEXKATENA Ha pa3peLleHHeTo 3a ynorpeda:
CTAA bwarapus EOO/L, ren.: + 02 9624626

JlaTa Ha MoCJIeAHO npepasrjackKaaHe Ha JTHCTOBKATA:
04/2024




