Jincropka: AHGopManEA 32 NoTpeORTeNS

AJE30JAK 10 mg ounMupasn TabneTku
LIETHPH3MHOB AHXUAPOXIIOPH]

ALLEZODAC 10 mg film-coated tablets
cetirizine dihydrochioride

IpoTeTeTe BAEMATEIHO OS/IATA JIHCTOBKA, MPEAH A4 3aN09HeTe A2 NpHeMaTe TOBa
JeKapCIBO, Thil KATO TH CbAbPKA BakHA 3a Bac HEdopmanns.
BuHaru npuemaiite ToOBa JICKAPCTEO TOYHO KAKTO € OMMCAHO B Ta3W JTHCTOBKA MM KakTo BH e kazan
Bawusar nexap unu gapManest.
- 3amnasere TasH THCTOBKA. MOXe Jia Ce HAIOXKH Ja A MPOYETETe OTHOBO.
- AXo ce Hy>KAaeTe OT JOITbIHHTENHA HPOPMALHA KM ChHBeT, monuTalkite Baumg dapManesT.
- AKO HOJTyYHTE HAKAKBH HEXENaHH JIEKapCTBEHH Peakiiud, yBeaoMmerte Balnia nexap wiu
¢dapmanerT. ToBa BK/HOYBA 1 ECHUKH BB3MOMHH HeXellaHH PEAKUMH, HCOMTHCAHH B Ta3H
JTHCTORKA. BrpkTe ToUKa 4.
- AKo ciesl 3 THH He ce IyBCTBaTE No-106pe K cheTogHAeTe B ce Bows, Tpsabea na
NOTHPCHTE IEKAPCKA MOMOLL,

Kakso CbhALPAKA TAIH JJHCTOBKA
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1. Kaxkxpo npencrasimea AJIE3OMAK n 3a kKakBo ce H3NOJI3BA

AJIE30JJAK ¢Babpika akTHBHOTO BELIECTBO LIETHPHU3HHOB AMXHAPOXIOPH.
AJTE30JJAK e npoTHROANCPTHYHO JNEKAPCTRO.

AJIE3OJJAK e noka3aH npu Bb3pacTHH H A€lla HA Bb3pacT Haj 6 TOJMHA :
- 33 obJIeKYEHHE Ha HA3AIHHTS H OYHUTE CHMITTOMH Ha CE30HCH M LIEJIOrOIUILEH aepriadeH PHHHT.,
- 3a o0NeKYeHHe Ha YPTHKApHS.

2, Kaxeo TpaGBa aa 30aeTe, mpeau 1a npuemere AJTE30OJAK

He npremaiite ATE3OAK:

- AKO CcTe a/1eprH4HM (CBPBXYYBCTBHTEIHH) KbM LIETHPU3KH XHUAPOXJIOPH/ HIH KBM HAKOA OT
OCTAHAIUTE ChCTABKH {H30poeHH B TOUYKa 6), KEM XHAPOKCH3HH HIH KbM JIPYTH MHIIEPAa3HHOBH
[POU3BOAHH (NTOJOOHH aKTHBHH CHCTABKH Ha IPYTH JIEKapcTRa).

- Axo cte ¢ Texkko 6bOpeuno yepexaane (Texka OB0peuHa HeAOCTATHYHOCT H KPEATHHHHOB
KNUpBHE o4, 14 ml/min).

Hpexynpexaeans H TpeINA3HH MEPKH
Fopopere ¢ Bamua nekap nnu dapmauesT npeau Aa npuemere AJIE3OJAK.

Ako cTe ¢ 6B6peuHa HeJOCTATEYHOCT, MOJIA IIOMOJIETE 33 CHBET Baumnis nexap;ako
npuemMare 1o-HHCKa f03a.BaundaT nekap e onpenesin HoBaTa 103a.

Ako uMarte npobleMH NpH ypHHHpaHe (kato npodieMy ¢ rpsOGHAYHEA MO3BK, IIp
NHUKOYHHA MeXyPp), Moyt noMonere Bammsar nekap 3a cbeeT;



AKO cTe ¢ enUIencHs WITH PUCK OT KOHBYJICHH, TpaGBa Aa MOMONMTE 3a ChBeT Bawuat nekap.

He ca nabnonapany IIMHHYHO 3HAYAMHE B3aUMOJICHCTBIA MEXK/Ly aTKOXOM (MPH KOHLIEHTPaLHA Ha
ajikoxon B kpbBTa 0,5 npommna g/, choTBeTCTRAINA HA Yallla BUHO) H LETHPH3HH, YIIOTpeOABaH B
NpenoprYBaHUTE A03K. HaMa HanHyHK JannH 3a 6e30NacHOCTTa NPH eJHOBPEMEHHH IPHEM  Ha No-
BHCOKH JI03H LIETHPH3HH M aJIKOXOJ1. 3aTOBa, KAKTO NMPH BCHYKH aHTHXHCTAMHEH, €€ NPenopbyea ja
ce n3barea npuema Ha AJIE30JIAK ¢ ankoxon.

Ako MMaTe NjlaHKpaH alepruyueH Tect, nonuTaiite Bawns nexap 3a HeoGxoauMocCTTa Aa cripeTe
AJIE30JAK 3a HAKOIKO NTHK npeaH TecTa. ToBa IeKapcTBO MOXKE Ia MoBHAe BammnTe pesyntaTv ot
ATCpPTUYHHA TeCT.

Crob111aBa ce 3a ocTpa reHepa/iM3upana ek3anTeMarosta nyctynosa (AGEP) npu neuenue ¢
AJIE3OJAK:

Cumnromure Ha AGEP MoraT Aa BKIFOYBAT YepBEH, AIOCIECT LIMPOKO pa3npocTpaHeH OOpHB ©
MOAYTHHE 107 KoXaTa (BKTIOUHTENHO KOJKHHTE MbHKH, MbPANTE, KOPEMa, [ BKIIOYHTEHO CTOMAaxa],
rbpla ¥ PLUETE) H MEXYPH, NPUAPYKEHH OT BUCOKA TEMIIEpaTypa.

Axo Pa3BHETE TEXKKH KOXHH PCAKIIHH HIIH HAKOA OT H36POGHHTG no-rope¢ pcakili#, HezabagHo CTIpeTS
JICHCHHETO K Ce CBBPOKETE C Baumsa JIEKAp WA MEIHMIHHCKH CIICTHATTACT.

Jema
He Tpabpa /1a H3MoJ13BaTE TOBA IEKAPCTRO PH JeLIa HA BBH3PAcT Noa 6 FoOaHHH, Thi Kato TabierHara
¢dopMa He MO3BONARA A/IANITHPAHE HA J034TA.

Apyra nexapetsa B AJIE30AK
Hudopmupalite Bamua nexap wnn dapManept, ako MpUEMAaTe WIH HACKOPO CTE NIPHEMATIH WITH ©
BE3MOKHO J§a MIPHEMETE APYIH NeKapCcTRa.

AJIE30JIAK ¢ xpana 1 RAMTKA
Xpanara He Bnusie abcopOimsTa Ha HETHPH3HE.

BpemenHoceT, KbpMene B GepTHARTET
Ako cTe 6peMeHHa WIH KbPMHTE, CMATATe, Y€ MOXE A4 ¢Te OpeMeHHa KM MiaHupaTe HpeMeHHOCT,
nocuLBeTBakTe ce ¢ Bamua nekap npenn ynotpeGarta Ha TOBA JIEKAPCTBO.

Ynorpe6ata Ha AJIE30JJAK no epeMe Ha GpemeHHoCT TpsORa a ce u36Area.

CrydaitHa ynotpe6a o1 GpemMennH sxeHH He G4 TpsaOBano Aa BOAH A0 YBpeKIaHe Ha 3apoMIna, HO,
BEIIPEKH TOBA, JICKAPCTBOTO TpAORA Ja ce NpHNara camo Npu HeoOXOOMMOCT H CJIeA KOHCYITall|g ¢
Baiwng nekap.

Llernpu3uH npemuHaea B kepMara. He npuemaiite AJTIE30JIAK no BpeMe Ha KbpMeHe, OCBEH aKO He
CTE ce NOCEBETBANH ¢ Baums nexap.

[lopupane H padoTa ¢ MAIIAHH
KipHuunHTe H3NHTBAHHA HE ca IIOKA3alTH HAPYIICHUA HA BHHMaHHETOo, 6ONpocTTa M CocoOHOCTTa 3a
modupane cnexn nprem na AJIE3OAK e npenoppusanara gosa.

Axo BB3HaMepABaTe Aa wodHparte, Ja WIRHPUIBATE MOTEHIMATHO ONACHH ASHHOCTH WII
¢ MAIHHH, TPAOBA BHHMATEIHO Aa HabNioaaeaTe BIMSHUETO HA JEKApCTBOTO CIeA K
AJIE3OJIAK. He npesnmagaiite npenopbyBaHaTa 103a.

AJIE30JAK chabpxka 1aKT03a MOHOXHAPAT

1
Axo Baumsar nexkap Bu e xa3Ban, ye uMaTe HEMOHOCHMOCT KbM HAKOW 3aXapH, KO
HETO TNPEOM 13 NPUEMETE TO3H IEKApCTBEH MPOAYKT.
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3. Kaxk na npaemate AJIE3OJIAK

BuHary npeemMaiTe TOBA IEKAPCTBO TOYHO KAKTO € OIMHCAHO B Ta3H JIKCTOBKA WIH KakTo Ba e kazan
Bamuusr nexap uiu ¢apMaLeBT. AKO He CTe CHIYPHH B Helllo, nonuTalite Batus nexap win
thapmanesT.

Tabnerxure Tpa6Ra Aa ce MOMTBIIAT ¢ Yaila TEYHOCT.

Bh3pacTHH B WOHOIIH HA BBL3pacT Hax 12 roanHu:
Ipenopbumtennara aosa e 10 mg peaysx AHeBHO KaTo | TabneTka.

Vnorpeba npu aena Ha BB3IpACT Mexay 6 n 12 ropann:
[IpenopbunTeinaTa Ao03a € 3 mg ABa [TETH AHEBHO KATO MONOBHH TabNeTKA /iBa bTH RHEBHO.

IauuenTH ¢ OLOpeuno yBpexaane

Ipu nauHenTH ¢ ymepeHo OB0peuHo yYBperaane, ce Penopb4Ba NpHeM Ha 5 mg BEAHBXK JHEBHO.
Axo cTpagarte or Texko 6s6peuno 3abonsBane, Mo cEBpxeTe ce ¢ Bamus nexap unu gapMaLeBT,
KOMTO MOMKE Ja KOPHTHpa CHOTBETHO 03aTa.

Axo gerero Bu cTpaaa ot 656peuno 3abonaeane, Mond cehpkeTe ce ¢ Bamus nexap unu papMalienT,
KOHTO MOKE /]a KOPHTHpa J103aTa clopel HyXauTe Ha Bawreto mere.

Axo mpeLicHNTe, ye edexra Ha AJIE3OJIAK e TBBp/iE c1ab WM NPEKATIEHO CHIEH, MOIA
KOHcynTHpaiite ce ¢ Bamma nexap.

IIpoabKATETHOCT HA e eHHETO:
IposBDKMTENHOCTTA Ha JIEYSHHETO 3aBHCH OT BHIA, IPOIB/DKHTENTHOCTTA H NOBIHABAHETO Ha
onnakeaHATa Bu. Mons nomuraiite 3a ¢heeT Balukg nekap Wi gapMalienT.

AKO cTe IpHe/H NoBewe 0T HeodXxoaumara qo3a AJTIEIOJAK:
Axo cMmaTare, 4e cTe mpeacsupanu AJIE30JIAK, mons yeepomere Bamug nekap. Bamnar nexap we
e NpeUeHH KaKBH MEPKH Ja ce npeanpyeMar, ako ca HeOﬁXOlIHMP[.

Cnen npeo3HpaHe OMHCAHUTE TTO-J0y HEXETAHH PEaKITHH MOTAT Ja ce CITyYBaT ¢ NOBHIIEHA
gecrora. HabmronapaHu ca cieiHMTe HesKeNIaHH PEaKillHH Kato o0BpKBaHe, AHApHs, 3aMaiiBaHe,
yMopa, raBobon1e, Hepa3NoNoKeHAE, PaslIHPSRaHE HA 3¢HHINTE, Chplexk, Be3MoKoHCcTBO,
VCNOKOABAHE, CHHIMBOCT, CTYNOp (BLIENEHEHNE), HeODHYaHHO YCKOPEH CEPAEYEH PHTEM, TPEMOp H
3aIPBKKA HAa YpHHA.

Ako cTe nponycHaan Aa npAeMeTe AJIEJOJAK
He B3emaiiTe NpoiiHa 1034, 3a Ja KOMNEHCHpAaTe MPONyCHATATA.

AKxo cTe cnpenn npuema na AJNE30OJAK

Panko Morat f1a ce NoABAT NPYPHTYC (CHeH cbpbek) WK YPTHKApH, aKO CTE CNPE NpHeMa Ha
Anesonak.

AKO HMaTe HAKaKBH JOIbIHKTEIHH BBHIIPOCH, CBBP3aHH ¢ yrioTpebaTta Ha ToBa JAEKapCIBO,

nonutaiite Baiuug nexap unu gapmaneer.

4.  Bb3MOXHE HEXKCIAHH PeaKIHH

Kato Bcuuku JIEKApCTRa TOBA JIEKAPCTBO MOXKE a NPEAH3IBHKA HEXKETaHH JIeKap
BBIIPEKH 4¢ HE BCCKH FH NMOTYy4Yasa.
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— AJIeprH4YHH peaklHH, BKIIOYHTENHO TEKKH PEaKHH H aHTHOEAeM (TSKKa aleprHuHa peaKiua,
KOATO MPHYHHABA NOAYBAHE HA NMHUETO HIH MEPIIOTO).
Tesn peakusy MOKE J1a 3A110MHAT BEOHATA, CIE] KaTO 3a NPEE BT ONPHEMETE JEKAPCTBOTO HITH No-

KBCHO.

YecTH HexKeJAHH peaknan (Moke aa 3acerdar a0 1 na 10 nanueHTH)

CEBHITHBOCT;
3aMafgHOCT, [IaBoOOITHE,
(hapUHIHT, pUHHT (TIPH NEUA);
CYX0TAa B YCTaTa, rajicHe, IHAPH,;
yMopa.

HevecTn RexeJaHH peakuun (MoKe Aa 3acerHat Ao 1 a 100 mannentn)

TPEBOKHOCT;

napecte3us (HeoOWUaliHK ycellaHKs 10 KOXKATa KaTo yoomIaHus ),
Oonka B KOpeMa;

cbpbesx, 0OpHB;

acTeHHA (ITBJIHO MU3TOLISHHE), HEPA3IONIOKEHHE.

Peakn nexenatn peaknnn (Moxe A2 3acersar 10 1 aa 1000 nannents)

aNlePTUYHH PeaKLHH, HAKOH OT KOHTO TEXKH (MHOTO PAIKO);
JernpecHs, XamIOLHHALMK, aTrPecHBHOCT, 00BpKaHoCT, Oe3chHHEe;
KOHBYJICHH;

TaxXUKapAXs (YUCCTEH ChpIeyeH Myc);

HapyleHa yepHoApoOHa (hyHKIWMS;

YPTUKAPHA (KONPUBHA TpecKa);

OTCK (IIOAYBAHE);

FIOBHIIABAHE HA TETNOTO.

Muoro peaxn nexelany peakman (Moxe ga 3acersat Ao 1 na 10000 nanuenrTn)

TpoMGOLHTONEHHS (HHCKH HHBA Ha TPOMOOLIMTH B KPHBTa);

THKOBE (TIPUAODHT CTIA3TM);

CHHKOII, ANCKHHE3HA (HEBOMCBH JBHXKEHHA ), AMCTOHHA (HeoOH9IaifHO JBITH MYCKYJIHH
KOHTpaKLHH), TPEMOP, THCTCY3Ms ([IPOMEHEH BKYC);

3aMBITIEHO 3pEHHE, HApYLIEHHe Ha AaKOMOAALMATA, OKYTOTHpalys (HEKOHTPOIHPAHH KPBIOBH
IOBHIKEHHA HA OYHTE);

aHrHOESIEM (TeXKKa allepruvHa peakilns, KOSTO NIPHYHHAABA TIO/TyBAHE HA JIHLIETO HIH
r'BPJIOTO), HUKCHpaH JieKapcTBeH OOpHB;

[ATONOTHYHO OTACNSHE Ha YpUHa (HOLIHO HanMKaBaHe ,007Ika WHIIH 3aTpyAHEHEE NIPH
YPHHHpaHe) .

Hexexanu Pe€aKUHH ¢ HEH3IBECTHA 9eCTOTA (OT HAJHYHHTE JaAaHHH HE MOXKEe Aa onjae HanpaBcHA
OMEHKA HA '-ICCTOTaTa)

MOBHIIICH ANETHT,

CYMLMAHA HAcalus (MOBTAPSLUN C& MHCITH MITH Med 32 caMOyOHIiCTRO), KOWIMApH
amHesHa (3ary0a Ha namer), HapyLUeHHS HA AMEeTTa,

BepTHTO (YYBCTBO 32 BBPTEHE WIH IBIKEHHE )

3a/IPBAKA HA YPHHA (HEBE3MOXKXHOCT MHKOYHHA MEXYp Jia & H3MPa3HH HAMBIIHO)
OpypuTyc (CHIeH chpbek) /UMK yPTHKAPUA clien CTIHpaHe Ha TIpueMa.
DONKH B cTABHTE

0OpHE ¢ MEXYPH, ChABPKALIH THOMH

CuamnromuTe Ha AGEP Morar aa BKITHOYBAT Y€pPBEH, JTFOCTIECT HIMPOKO pa3
C MOAYTHHH MOJ KOKaTa (BKIIIOUHTENHO KOKHHATE MBHKH, IbPAMTE, KopeMal { ik
cToMaxa], 'bpOa U phLETE) U MEXYPH, TPHAPYAKEHH OT BHCOKA TeMHepaTy a. A




Crobmapane Ha HeXKeJAHH PEAKIHA

AKO MOJTy4HTE HAKAKBH HEXENAHH JIEKapCTBEHH PEAKIMH, YReAoMeTe Balliua nekap HIH (apManesT.
Topa BKJIFOYBA BCHHYKH BB3MOMKHN HEOTIHCAHH B Ta3H JIMCTOBKA HeXXeJIaHH peakurH. Moxere ChIIo a
CHOOLIMTE HEKENTAHH PEeaKIHH TUPEKTHO Ype3 HAUMOHAJIHATA CHCTEMA 34 ChoOLIaBane:
Hzneanwrenna areHuus no nekapereara yiu. , Jlaman Ipyes” Ne 8, 1303 Codpust, Ten.: +35
928903417, yebealit: www.bda.bg. Karo crobimapaTe Heskenanu peakiiin, MOXKeTe Ja JaJieTe CBOA
[PHHOC 3a NOTY4aBaHe Ha MoBeUe HHGOPMALHA OTHOCHO 6€30MacHOCTTa Ha TOBA MSKAPCTEO.

5. Kak aa cexpanapate AJIE3OJAK

I[a ce CBEXpaHABa Ha MACTO, HEAOCTRITHO 3a JIella.
He u3nonzeaiite Tora JNEKApCTBO ClIea CpOKa Ha rogHOCT, oTOenszaH BEPXY KapTOHCHATa OMAKOBKA H
6.!'ll‘ICT€pa. CpOK’I:T Ha TrOAHOCT OTTOBapA Ha MOCICAHHA A€H 0T NOCOMCHHA MECelLl.

Tora JICKAPCTBO HE M3ACKBA CIIELHANIHHA YCJIOBHA Ha ChXpPaHCHHE.

JlexapcTBeBUST MPOAYKT He TpaGBa Aa ce H3XBBPUIA B OTXOAHKMTE MECTA /M ¢ AOMALIHHTE OTNaIbLH.
[Nornuraiite Bawns Gapmanest Kak na yHHINOKHTE TEKAPCTBEHHA MPOLYKT aKO HAMA 14 Io
H3Mon3Bare noseye. TE3H MEPKH 1 MOMOTHAT 3a OMazBaHe Ha OKOITHATa cpena.

6. ChAbp:KAHHE HA ONAKOBKATA H IONLIHHTENHA HHPOpMANAT

Kakpo ceabpixa AJTEIORAK
AxTuBHoTO BemecTBo B AJIE30JIAK € uetupusnnos mixuapoxinopus. Enxa ¢ummupana tabnerka
ceabpxka 10 mg HeTHPH3HHOB TUXKAPOXIIOPH].

- /Jlpyrure ¢BbCTaBKH Ca: JIAKTO3a MOHOXHIPAT, LIAPEBHYHO HUILECTE, MOBUROH 30, MarHe3HeB

cTeapar, xunpomenosa 2910/5, makporon 6000, Tank, THTAaHOB THOKCH/, EMYJICHA CHMETHKOH
SE 4.

Kak m3raexaa AJJE3OJIAK 1 KakBo CBABPXA ONAKOBKATA

benn no nowru 6enu npoabAroBar GunMEpaHl TabNeTKH ¢ AeNHTENHA YEPTa.
Onaxoskd ot 10 unu 30 punmepans TabaeTku.

He BcHvk# BHIOBH OIIAKOBKH MOraT Ja 6bAaT AyCHATH B MPoRaxOa.

IIprTexaTe]l HA pa3pemIeHNETO 3a YNoTpeGa B IPOAIBOIHTEN

IlprTexaTes HA paspemenHeTo 3a ynorpefa
Opella Healtheare France,

SAS 82 Avenue Raspail,

94250 Gentilly,

OpaHums

IIponisoauTen
Zentiva k.s

U Kabelovny 130
102 37 Prague 10,
Yemixa PermyGnnka

3a nomBIHMTENHA HHGOPMALHS OTHOCHO TOBA JIEKAPCTBO, MOJIA, CBBPHKETE Ce ¢ JIOKa
TIPEICTABHTEN Ha [IPUTEKATENA Ha paspeiieHHeTo 3a ynotpeda: o
CTAJA brwarapus EOOJ, Ten.: + 02 9624626

HaTa Ba nocae HO Hpepa3rIexkAAAEe HA JHCTOBKATA:
Maii 2022



