JIucroBKa: HHPOpManHd 32 NAIHEHTa

AHTAJIEPT YHHME] ®PAPMA 0,05% xanku 3a 0y, pa3Tsop
ANTALERG® UNIMED PHARMA® 0,05% eye drops, solution

Azenactunop xaapoxjaopun (Azelastine hydrochloride)

IIpouememe sHuUMaAMENRO YATIAMAE RUCMOBKA NPEOU 04 3anouneme 04 Uinon3eame moea J1exapcmaso,
Proil Kamo ma Cvovprea sadxcHa 3a Bac ungpopmayun,

- 3anaszeme ma3u nucmosxa. Mooice da ce nanoxcu 0a 8 npovememe OMHOGO.

- Axo umame HAKaGKE8U OONBLAHUMENHU 8BNPOCU, nonumatime Bawwus rexap wiu papmayesm.

- Tosa nexapcmeo e npeonucano awsno na Bac. He 20 npeomcmuvneaume na opyzu xopa. To mooice oa
UM HABPEOU, HE3ABUCUMO OM MO6A, ¥e NPUSHAYUME KA MAXHOMO 3ab0nA8AHE Ca ChugUmMe Kamo
Bawume.

-  Axo0 noayuume HAKAKBU HENCENaHu Jaexapcmeeru peaxyuu, ysedomeme Bawusa nexap wunu
dapmayesm. Toea 8KAI04EA U 8CUHKU 8DIMOICHU HENCENARU PEAKYUY, HEONRUCAHU 8 MA3U AUCTMOBKA.
Buxcme mouxa 4.

- ——

KaxBo chIbpXA TA3H JHCTOBKA:
Kaxso nmpeacrasnasa AHTAJIEPT YHUME]] PAPMA 0,05% u 3a kakBo ce H3non3Ba

1.

2. Kakso TpsabBa na 3xaere npeny aa uznonisare AHTAJIEPTT YHUMEI ®APMA 0,05%

3. Kak ga usnonssare AHTAJIEPI' YHUME]| QAPMA 0,05% U3NLAHUTENHA ATEBIINRA N0 NEKAPCTIATA

4. BB3MOXHH HexeJIaHH peakHH ucmoBxg -

5. Kak aa cexpanssare AHTAJIEPT YHUME]] ®APMA 0,05% 18- Tpusomonue 2

6. ChbIaspKaHWe Ha ONAKOBKATA M JOITBJIHHTEIHA HHPOpMaLMA KoM Pez. Ak “9\“} OCHDj:}j_ ...................

Paspeiusrue N

1. Kaxso npeacrapassa AHTAJIEPT YHHME/ ®APMA 0,0 mﬁﬁmﬂ-‘tgli-ﬂzummm

H3MOJI3BA Ogobpswus Me .............. rsrereme foreateanaearereeinsetnesanes

AHTAJIEPI" YHUME]] PAPMA 0,05% ¢ aHTHanepra4eH JEKApCTBEH NMPOXYKT. JIEKAaPCTBEHOTO BELIECTBO
a3eJJaCTHHOB XUIPOXJIOPUA NMpOTUBOACHCTBA HAa e(PEKTUTE HA XUCTAMHHA M APYI'H BEINECCTRA, OTAEMHALIY CE B
OpraHHM3Ma 110 BpeMe Ha alepradHa peakuus (Hamp. peaklMsa Jb/DKAllAd ¢€ Ha CBPBbXYYBCTBHTENHOCT) KbM
NOJIEHH, NpaxX, KHBOTHHCKH KOCMH, KBPJICKH H APYTH alepreHH.

AHTAJIEPIT YHUME]ZLI ®APMA 0,05% ce u3mon3ea 3a JieYEHHE HA ANCPIHYHH KOHIOHKTHBHTH H
PHHOKOHIOHKTHBHTH. Te3H alleprid Morat aAa BH 3acerHar Ipe3 OnpeleNieHo BpeMe Ha rOAMHATA HIIH Npe3
snara roguHa. CuMIIToMuTe ca chpOex, 3a4epBgBaHe HA OUMTE W/HIH Chi3eHE OT O4HMTE, 3 TNOHAKOra M
Tevall ¥ 3aMMyLIeH HOC.

[TpoaykThT MOXE 13 CE€ K3N0/3BA OT BB3PACTHHU H Aela Haj 4 rOANHH.

2. KakBo Tpabra ja 3naere npean A3 n3noa3sate AHTAJIEPT YHUME/] ®PAPMA 0,05%

He mnoazpadite AHTAJEPT YHHAME/l DAPMA 0,05%
- aK0 CTe ajepruyHu (CBPBXYYBCTBHTCIHH) KbM a3€/IaCTHHOB XHAPOXJIOPHI WM KBM HAKOS OT
OCTAHAIMTE CHCTABKU Ha TOBA JIEKapCTBO (H30poeHH B TO4KA 6);
- npH GakTepHATHH M BUPYCHH U HHEKIHH, NPHIHHCHH OT rbOWYKH;
- [pH peua nofa 4 roAHHA.

IlpenyupexaeHHS H NPESNATHH MEPKH
['oBopere ¢ Bamms nekap win ¢apMauesT, npeau aa usnonseare AHTAJIEPT YHUME RARMANGAQ ¢

-

Apyru nexapersa H AHTAJIEPI YHHAME]] ®APMA 0,05%
Tpabpa na kaxxere Ha Bamusd nekap wiM ¢apmaueBT, ako NpHEMare, HacKopo dfe
Bb3IMOJXKHO 13 IpHeMaTe ApPyrd JIeKapcTaa.



3acera He ca H3BecTHM B3aumonelicTeus Ha AHTAJIEPT” YHUMEJ ®APMA 0,05% ¢ npyru nekapcrsa.,
AKO HM3MON3BaTe APYrH OYHH NPOAYKTH, IOCHBeTBalTe ce ¢ ofranimonor 3a HeobxoauMocTTa OT

eJHOBpeMeHHAaTa MM ynotpeba. IlpenopruBa ce BMHArd jJa HKMa HaH-Malnko 5 MUHYTH HHTEpPBAN MEXIy
npunaradero Ha AHTAJIEPT” YHUME]] ®APMA 0,05% u apyru o4HH NPOXYKTH.

bpeMedHOCT, KbpMeHe H PepTHANTET
Axo cre OpeMeHHa WIH KBPMMTE, CMATare, 4eé MOXe Ja cre OpeMeHHa WiIH nnaHupare OpeMeHHOCT,
nochBeTBalTe ce ¢ Bamua exap wiy dbapMalieBT npeaH yrnorpebara Ha TOBa JIEKapCTRBO.

AHTAJIEPT" YHUMEJl ®APMA 0,05% ne tpadsa nma ce ynorpebaBa mpe3 MBbPBOTO TPHMECEYHE Ha
OpeMeHHOCTTA M IO BpeMe Ha KbpMeHe. [IpmnaraHeTo npe3 BTOPOTO H TPETOTO TpPHMEcedHe Ha
OpEeMEHHOCTTA € Bb3MOXHO CaMoO NPH CHEHHANHHA CITy4aH.

[Jo¢upane 1 pabora c MAaIHAK
Ilodgupanero, pabora ¢ MalIMEM MM HAa BHCOKO MICTO € II03BOJICHO Hali-Manko 5 MHHYTH Cliex
MPUNAraHETO Ha KANKUTE.

AHTAJIEPT YHUME PAPMA 0,05% chabpixa 6eH32/1KOHUEB XIOPH]

Tosa nekapcTBo chabpka 0,05 mg 6eHzankoHuen xiaopui 8 1 mi pasrsop.

beH3alkoHHEBHAT XNIOpUI MOXe fa ce abcopOHpa OT MEKHTE KOHTAKTHH JICLd K MOXe Ja MPOMEHH LBETa
Ha nemuTe. TpabBa fa CBAMATE KOHTAaKTHHTE JelnM nmpeau yhnorpedara Ha TOBa JNEKAapCTBO H Ja M34aKaTe
noHe 15 MHHYTH NIpeau Aa I'd MOCTABHTE OTHOBO.

ben3ankOHHEBHAT XJOPHA MOXE CBIIO Aa MIPUYHHHA Apa3sHEHE HA OYHTEe, 0CODEHO aKo UMATe ,,CYXO OKO™ HIIH
HapyloeHHe Ha poroBdnara (Mpo3padHUs c/oH B NpeaHaTa 49acT Ha OKOTO). AKO uHMare HeobuwalHo
ycelase B OKOTO, KaTo napeHe Mitk 0oska B 0KOTO cneff ynorpefara Ha ToBa J1eKapcTBO, FroBopeTe ¢ Bauius
nexap.

J. Kax na m3nonssate AHTAJIEPT YHHUME/] ®APMA 0,05%

BuHarn u3nonssaifre TOBa JEKapCTBO TOYHO KakTo BH € kasan BainudaTt nekap. Ako He CT€ CUT'YPHH B HeLlo,
nonuralite Bawusa nexap win ¢apMalieBr.

Ho3ata 1 NPOTB/DKUTEHOCTTA HA JISYEHHETO CE ONpPeAeNaT oT Aekapsa. ObuualiHara HayanHa Jo3a € 1 xkanka
JBa IThTH JHEBHO B KOHIOHKTHBanHaTa TopOuuka. Ilpenoprusa ce Ja ce craspa €AuH M CbL MHTEPBAN OT
BpeMe MEXIY OTACNHHTE NpuinoxeHus (Hali-Manko10-12 daca).

IIpu TexxKH cyvaM, A03aTa MOXe Ja e NOBHLUH A0 1 xanka 4 I'TH AHEBHO BbB BCAKO OKO.

JledeHueTo NpoabB/DKaBa 0 H3YEe3BAHE HA CHMITTOMHTE.

AKO HOCHTE MEKH KOHTAKTHH Jielny, T¢ TpAOBa fja ce CBAIAT NpeaH NPUIcKEHHETO HA npoAyKTa. [Jobpe e na
ce u3vyaka 15 MunytH cneg npunoxeHuero Ha AHTAJIEPTT YHUME] ®APMA 0,05% npeau newure aa ce
IIOCTABAT OTHORO.

AKO cTe HInoa3Baau nosede oT HeobxoaumaTta a03a AHTAJIEPT YHRAME/L PAPMA 0,05%
IIpu cna3sBaHe Ha NpeANMCcaHaTa A03a, NpeaOo3HPaAHETO € NPaKTHYECKH H3KMO4YEHO. B Cilyyall Ha HEBOSHO
[IpHEeMaHe Ha DpOAYKTa OT Aete, o0bpHeTe ce KbM Balnus nexap

Axo cte nponycnanH Aa manoaipare AHTAJIEPI YHHME] ®PAPMA 0,05%

He B3eMmaliTe ABoiiHa 7034, 3a A3 KOMIIEHCHpATE MPOITYCHATATA A03a.

AKko cTe 3a0paBIIH Ja NPHIOXKHKTE €HA J03a, IPUIIOKETE 1 B OKOTO BEHAra cjei Karo ¢e CeTHTe, a clel
TOBA CIICABAATE CXEMATA 3a NPHIIOKEHHE.

HHcrpyxkuns 3a ynorpeba: Crea oTBapsHe J€KapCcTBOTO € MOTOBO 32 FBHIIHO NPUIIOXKEHHE.
OTBHMHTBA ce MpeANna3HoTO Kanade, 4pe3 cjiabo 3aBbprBaHe 00paTHO Ha YaCOBHHKOBATA C
ce oOppilia 0OpaTHO M Ype3 HATHCKaHE Ha KallkoMepa ce OTMEPBAT M HAKANBAaT Onpene
KOHIOHKTHBaIHATa TopOH4Ka. [1pn HakanBaHeTo He TpAbBa Aa ce JOKOCBAT OKOTO H
cé HM3MCKBa KanadeTo Aa ce 3asMHTH o0paTHo ao0pe, 3a npeanasBaHe OT €Be
DIaKOHBT C€ CHXPAHABA B H3NIPABEHO NOJIOKEHHE.




AKO MMaTe HAKAKBH JOITBIIHUTEIHA BHIPOCH, CBBP3aHH ¢ yrnorpebaTa Ha TOBa AEKapCTBO, MOJIA Nonuraire
Bainus nekap wim ¢apMalieBrT.

4. BLIMOKHM HEXCJAHH PEaKIHH

KakTo BCHUYKH JIeKapCTBa, TOBA JIEKAPCTBO MOXKE Ja IPHYMHH HEXEJIaHM JIeKapCTBEHH PeakliuH, BhIIPEeKH de
He BCEKH I'H MOIy4aBa.

JlekapcTBEeHUAT NPOAYKT OOMKHOBREHO ce noHaca nodpe. Paako, HENOCPEACTBEHO Clej] MPHIIOKEHHETO,
MOXe Ja ce Habmoaasa BpeMEHHO Zpa3HeHe (napeHe Ha OYMTE, 3auepBiBaHe Ha KOHIOHKTMBara, OoLKaHe
A/ YYBCTBO 32 NIPUCHCTBHE HA TYXJ0 TANO), OTMHHABAIIO 34 KpaTko BpeMe. Clies IpUaraHeTo Ha Kankure
MOXe Ja ce HabmojaBa MoABa Ha FOpYMB BKYC B YCTata, KOWTO M34e3Ba Obp30 ciel HIMUBAHETO HA
Oe3ankoXxonHa HAITKHTKA.

IIpu 1-10% or nauueHTHTEe Ce CHOOLIABAT: acTMa, KOHIOHKTHBHT, OHUCNHes, 00JIka B OKOTO, YMOpa,
rpunonoAobHN CHMITOMH, GapuHIuT, Cbpbex, pUHUT U BpEMEHHO 3aMbIIABAHE HA 3PECHUETO.

Crofmasane Ha HeKe1aHH peaKIHH

AKO NOXy4YHTe HAKAKBU HEXKEJIaHU JICKAPCTBEHN PEakUHK, yBeaoMere Bamua nekap win dapMaiiest. ToBa
BKJTI0YBA BCHYKH BB3MOXHH HEONHCAHHU B TA3H JIMCTOBKA HEXEJlaHM peakuud. Moxere cpIno Aa cbo0mure
HEXeNaHH peakilHi JHPEKTHO Yype3 M3mbiHHTE /IHa areHIMd 110 IEKapCTBAaTa:

yn. ,,Jlaman I'pyes” Ne 8

1303 Codus

Ten.: +35 928903417

yebcaiiT: www.bda.bg

Karto cpof1aBaTe HeXXeNaHH peaklMH, MOXETE A3 AaAeTe CBOS NMPHHOC 32 [I0Jy9aBaHe Ha [oBeYe
HH(popMAIHA OTHOCHO 0£30MaCHOCTTA HA TOBA IEKAPCTRO.

3. Kax na cexpanaBsate AHTAJIEPT YHHME ®PAPMA 0,05%

Ha ce cpxpaHsiBa Ha MACTO, HEAOCTBITHO 3a Jella.

Ha ce cexpansasa nog 25°C.

Hla He ce ChXpaHABa B XJIaAHWITHHUK.

Jla ce ceXpaHsBa B OpUIHHANHATA ONAaKOBKA, 32 1a ce Npearia3H OT CBETIHHA.

He u3non3paiiTe TOBa IEKAPCTBO CleA CpOKa Ha rOOHOCT, oT0eNA3aH BLPXY onakopkata. CpoKbT Ha FOJHOCT
OTTOBaps HA NOCJICIHHA OEH OT Moco4eHHsa Mecell. OTBOpeHaTa OMakOBKa MOXE J1a C€ M3MOJI3Ba 10 28 AHH
Clie] mePBOTO OTBapAHe. Cne BCAKO NpuiaraHe, 3aTBopete HelabapHo ¢akoHa.

He H3xpppnaiiTe fNeKAPCTBATA B KAHANM3AUMATA WIH B KOHTeliHepa 3a noMaluHd oTtnagwpud. Ilonutafite

Bamus dapmaiieBT KaK Aa H3XBHPAATE JIEKAPCTBATA, KOHTO Bede He H3Mon3Bare. Te3u MepKH Lie CIOMOrHAT
3a OrasBaHe Ha OKOJIHATa cpeja.

6. Coanppixanue Ha ONNAKOBKATA H JOIILJAHHTEAHA HHGOPMALHS
Kakeo csappka AHTAJIEPT YHAME] PAPMA 0,05%

- AKTHBHO BeIIecTBO: a3¢nacTHHOB xupoxiaopua 0,5 mg B 1 ml pasteop
-  HpyrH cbcTaBky: OeH3aMKOHHEB XJIOPUI, XHNIPOMEN03a, XUIPOKCHNponunberanexc,
HATPHER XJIOPHA, NMHATPHEB €1€TaT, HATPHEB XUAPOKCH, BOAA 32 HHKEKLIMH,

Kax maraexaa AHTAJIEPT YHHME]] ©APMA 0,05% 1 KakB0 ¢ChALPAKA ONAKOBKATA

bana 6ytunka or LDPE (10 ml), 6sn arukarop — xankoMep oT LDPE u 6ana kanauxa HR BERT PP cne
3aluTeH nNpecTeH oT LDPE ¥ eTHkeT. ByTHnkuTe ca onakoBaHH B KAPTOHEHH KYyTHH
noTpebuTens.

["'onemMuHa Ha onakoBkata: | x 10 ml.




IIpurexaTen HA palpelIieHHeTO 38 ynorpeba
UNIMED PHARMA, spol. s.r.0., Orie¥kova 11, 821 05, Bratislava, CnoBakus

IIpon3BoanTeN
UNIMED PHARMA, spol. s r.o., Raianska 155, 831 53 Bratislava, CnoBakus

JlaTa Ha nocjaegHO NpepasriaexaaHe HA JHCTOBKATA
®espyapu 2026




