Hugopmayns 3a ynoinpeia, npoiemu snumamenno!

ANTALERG® 0,05% UNIMED PHARMA® (ABTAJIEPT” €,05% VEXME/
DAPMA")

(Azelasﬁne) M A ﬁ

Kanky 3a 04d, pasTeop OnO PEHOI
IATA {E}'OL%O 7L

Hpomssoparen:
UNIMED PHARMA 14d., Bratislava, Slovak Republic

HpureRaTen #a PA3PEMATENHOTO 32 yHoTpeda:
UNIMED PHARMA 14d., Bratislava, Slovak Republic

Cneras:
Jexapcmeeno seugecmso:
Kanxute 3a own coabpxar 0.05% pasteop Ha azelastine hydrochloride xaTo nexapCTseHO
semecrso. 1 ml or pasrsopa cwuspia 0.5 mg azelastine hydrochloride.
Iomownu eeugecmea:
Ben3ankoHHeR XAOpHE, XHMpoMenosa, nomucopbar 80, HaTpHER XNOPHA, AHHATPHEE CACTAT,
HaTPHEB XAAPOKCHA, IPEIHCTEena BOAA.

®apmaxoTepaneBTHIEA rpyna: JIpyrH asTHAIEPIAIHH HPORYKTH

Xapaxrepuernxy: JIexapcTBeHOTO BEIMECTBO 33GAACTHH XKNPOXNODHH aHTArOHHZNDA ethexTuTe
Ha XMCTAMUHA H HA JPYTH BEIRECTBA OTACHAINM Ce B OPraHH3Ma N0 BpeMS Ha alepradHa

peaximst (PHMEPHO peaxiws NBHLXANA CE Ha CBPHXIYBCTRHTENHOCT) Kbl NOACHH, Mpax,
SKHBOTHHCKH KOCMH, KbPIIEKH ¥ APYTH aJiCPres.

Moxazanms: ANTALERG® 0,05% UNIMED PHARMA® ce uznonzyea 33 JEIEHHE HA ANEPTHHHH
KOHIOHKTHBATH H DHHOKOHIOHKTHBHTH. 1€3u aJepraum Morat Aa Bu 3acermar mpes
OTpEAIeNicHO BpeMe Ha TONHMEATS MM HPE3 KANATa TOAHHA. Cmvmrovzre ca opplex,
3aqepBABAHE Ha CHHTE M/HNH CHhI3CHS OT OYHTE, @ NOHIKOTa | TeUAM ¥ Sary e HOC.
TIpoRyXTHT MOXE Ja Ce H3NON3YBA OT BE3PacTHI, MIIANSHU U Jiera Haj HCTHPH FOfHHH.

Hipornsonoxasamns: The ANTALERG® 0,05% UNIMED PHARMA® we TpsGpa za ce
yIOTpEDsEa B CyYan Ha CEPBXIYECTBHTENHOCT KbM JIEKAPCTECHOTO BEMECTEO IITH KbM
HSIKOH ADYTH KOMIOHCHTH Ha npopykra. Toii He TpzOra na ce ynorpebsBa CHINO Taka NpH
GakrepHaNEW, BupycHz ¥ MH(eKnym, NpHumHesH or re0UUKH Ha OKOTO, PSS IIbPBOTO
TpuMeceuse Ha OpemesmccTTa ¥ Kepveme. IIpanaraHero My Opes BTOPOTO H TPETOTO
TpUMECeyHe Ha GPExEHHOCTTS € BEGMOMHO CaMo TpH Creijaisn cny=an. IlpenapatsT He
1pa6Ba 2 Ce IPREMAT OF JENA Ha BEPACT TO-MAIKH OT JETHPH rOJHHE.

Hewenann peawumm: JlexapcrseHuST OpPOAyKT COHKHOBEHO €& NOHACH motpe. Papxo,
HENOCPEACTBEHO CJIEH NPIUIOKEHHETO, MOXKE AA Ce HaDInORasa BPEMERHO APasHEHE {napene
HA OUHTe, 32YCPBIBAHE HA KOHIOHKTHEATA, GONKaHe Witk YyBCTBO 32 MPUCHCIBHE HA TYIKIO
TANC), OTMMHABALIC 334 KPaTkO BpeMe. Cnen OpUIAra€eTo Ha KaOKMTE MOXe Aa ¢
HabmORABa IOSBATa HA FOPYHAE BXYC B YOTaTa, xolro Op30e CT3syIasa CHeA H3NHBaHeTO Ha
GesanxoxosuHa HanuTxa. Ipa 1-10% or mampestute ce cpolmasgz: SONIOHKTHBHT,
macises, Gonxa B OKOTO, Y210pa, rPHIOHORODRE CHRIITOMH, @
BPEMEHHC 3aMbIIIIBAHE Ha 3PSHAETO. /
TIpy NOSBATA HA TAKA OIMICAHATE HEIXENAHH PEBKI{HA Wi Ha J03
Ges 3abasane ce KoHCYRTHpaTE C Bamins nexap.

44,.03. 06




BzammopeticTeus: 3a cera He ca H3BeCTHI BIAMOASHCTENS © APYI JICKApCTER. BT FOKTOP
Tpadea Aa Ozhe nndopmupan 2a BOMEKH; NEKBLCTESHI MPORYKTE, KOMTO B3UMATE B MOMERTS
HUTH MNETe HARICPEHIS A2 B3MLIETE C M 683 NeKapeko NpeIncanye.
Axo wW3DO#3yBaTeé APYTH OYHU 1penapaTdH, NOCHBETBAHTE ce C ofTamMonor 3a
HEOOXOAUMOCTTa OT EAHOBPEMEHHOTO MM u3non3ypaHe. Bunarn ¢ NPEenoOpHYHTENHO Aa

~ i) o

miate Hal-MauxO0 5 MUHYTH WHHTEPBAN MeXny npHeManero Ha ANTALERG 0,05%
UNIMED PHARMA® u npyri ourm npenapary.

Mosupane u mprie:ienne: J03aTa ¥ UPONBIKUTERHOCTTA HA JCUSHUETO Ce OBpEAENs OT JeKapsi.
OBuxHoBeHO Ce 3an04Ba ¢ NPHUIATAHETO Ha | Kamka 7pa WHTH HA JeH B KOHXOHKTHBAHATA
Topomara. Ilpenopsuwremso e ma ce mommppia eXEAKBS BDEMEBH UHTEPBAN MEKIY
OTACIHATE npunoixeHns (afi-manxo 10-12 waca). Tipy Texam cny4ay, A03aTa MOXKE HAa ce
NMOBHIIH A0 1 Kamxa 4 1BTH JHEBHO BLB BCAKO OKO. Jlemenmero mpoxsmxara mo
HM3YE3BAHETO HA CHMITOMETE.

Crienpanum npenynpe-nenmms:

o IHodupanero Ha xona, paCoTa ¢ MAMHY WIH H2 BUCOKO MACTO € IIOZEOJIEHO Haii.Manko 5
MHHYTH CHIEZ, IPHIATAHETO Ha KaIKuTe,

© Axo cre 3abpasnmi A2 nprereTe eana [03a, DPHIOIKETE A B OKOTO HEHOCPEACTBEHO Ciel
KaTO C& CETHIIM M CJIeX TOB2 CHEABAliTe PEiunia Ha IpHEMAaHe,

© AKO Ce Hanara jja ce HOCHT MEKH JielH, Te Tpabba fa ce MaxHar Tpeay NPUIOKEeHUEe Ha
npopyxra. Cren mero e nobpe aa ce usvaxa 15 MHHYTH TpEAY MOBTOPHO TIOCTaBAHE HA
JSHUTe.

o IlpenaparsT coaspia GerzamcoHues XHOPH KaTO KOHCEPBHPARX areHT, XOHTO MOXKe na
HPE/IASBHKA OMHO [IDa3HEHE, PEaxiyd Ha CBPBKUYECTBHTENHOCT M Jia MPOMEHH IBeTa Ha
MEKHMTE KOHTAKTHI JCITH.

o Ilpn cnassade Ha HPENNMCAHATA J032, CBPBXINOZHPAHETO € MPAKTHIECKH H3KIIQYEHO. B
City4ali Ha HEEOJHO MPHENAHE Ha NPOXYKTA OT JETe, obwprere ce xpM Bamus nexap.

Iipenympersnenne: Hexapcrenuar npoaykr ne TpaOea ma ce ynotpedasa cnen cpoxa Ha TOOHOCT
O3Ha4eH Ha onmaxopkata. OTBOpeHaTa OHakOBKa MOME Ja €€ H3IONSBa 1o 28 fHu Chex
IBPECTO oTEapsde. (el BCAKo NpHiIarane, 3aTeopere He3abaBHo Oyrwmxara. fa ce aupxu
Aane4 or aenal

Corxpanenme: Chxpansisa ce mpH TeMuepatypa nox 25°C, na He ce ABPXM B XNamWIHIK, 12 ce
[a3H OT CBETAMHA.

Omarorwxa: 1 x 5 v pasteop

Haerpyruzm 32 ymoTpe6a: Ciez 0TRapsAHe NEKAPCTEOTO € TOTORC 23 BHHITHO TPHIOKEHHE,
OTBHHTBa Ce MPEnNasHOTO Xamade, 4pes cnabo saEbpTaane ODpaTHO Ha 4ACOBHHKXOBATA CTPEIKA,
Oytwixara ce ofpbiia o6parHo M Upes HaTHCKAHE Ha KanKoMepa Ce OTMEPBAaT H HaKaBaT
onpefenenuTe Opoil KalKH B KOHIOHKTHMBaNHaTa TOpGmuka. IIpH HAxaumBaHeTo He Tpa0Ba na ce
AOKOCBAT OKOTO A BexiuTe. Cilefl TOBa Ce M3HCKBA KANAYETO /1A C& 3aBHHTH 05paTHO nobpe, 3a
TIpe/IasEate OT EBEHTYANHO 3aMbpCaBane. ByTHiKkaTa Ce CHXpaHaBa BB RePTHESANDFEQIOKOHHE,

Hara ma nochensa pegaxmug ua rexera: 08,2003
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