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JIHCTOBKA: HHOOPMAIINA 3A I10T

Pl ko o R il

Aneproann 0,05% xanxm 3a oun, pairaop
A3CTACTHHOR XRAPOXIOpHI

Allergodil® 6,85% cye drops, solution
Azelastine hydrochloride

IIpoueTere BHMMATE/AHO NNJIATA JHCTOBKA NPEAH 13 3aN0YHETE Aa NPHIATaTe TOBA JIEKAPCTRO.

- 3ana3ere Ta3u JUCTOBKA. Moxe a ce HAM0XH Aa A MpoYeTeTe OTHOBO.

- AKO HMaTe HAKaKBH JOMBIHMTENHH BLIPOCH, ITONUTakTe Balius rekap wid ¢papmMaLesT.

- ToBa nexapcrBo € NpeanucaHo NHYHO 3a Bac v He TpsafBa 1a ro AaBaTe Ha OpyrH xopa. To Moxe
J1a MM HABpEOH, HE3aBUCHMO OT TOBA, Y€ TEXHUTE CHMITTOMH Ca ChILMTE KaTto BatuTe.

- AKO HAKOA OT HEXENAaHWTE JIEKAPCTBEHH peaklMH CTaHe CepHO3Ha, MM 3abenexurte Apyry,
HEOMHCAHH B Ta3H JINCTOBKA HeXelaHK peakLMH, MO yBegoMmeTe Bauma nexap win ¢gapmauesT.

B Ta3m JHCTOBKA:

Kakeo nmpeacrasniasa Aneprogui KankH 3a OUH, pa3TBOp H 3a KakBO C€ H3MOJ3Ba
[lpenu na U3nomsBaTe ANEProAH KANKH 3a 04H, pa3TBop

Kak na usnonssate Aneproann Kamk 3a O4H, pa3Teop

BB3MOKHM HEKEJIAHU peaKkLHU

Kax na cexpaHgapate Aneproaun KankH 3a O4H, pa3TBop

JonbNHUTEIHA HHPOPMALS

AR AN o

1. Kaxso apeacraBassa ANeproIn/ KankH 3a 044, pa3TBOP H 32 KAKBO ¢¢ H3N0/13B2

Aneproain KamkH 3a O4YH, pa3TBOp € aHTHAIEPrHYeH MEKapCTBEH MPOXYKT, ChAbPXKALL a3€NaCTHHOR
XUPOXJIOPHI, KaTO aKTHBHO BelIeCTBO. To# npemoTsparsBa epeKTHTE HAa XHCTAMHHA M Ha APYrH
BEIIESCTBA, KOUTO C€ MPOMIBEXKAAT OT OpraHuiMa ¥ ce ocBoD0XKIaBaT MPH anepruiHy peaKUuuHd KbM
MOJeHH WIH KbM IPYTH AfIEpreRy KaTo KO3MHA HA KOTKM M Ky4eTa WY AOMALIIEH mpax.

ARneproiln Karky 3a O4HM, pa3TBOp CE€ HU3MO/3BA 34 CHMNTOMATHYHO JIEYEHHE H Mpeanas’BaHe oT
anepriyHiu KOHIOHKTUBHTH. Te3au anepruu Morat ga BM 3acersar camMo B ONpPeACieHO BPEME Ha
roguHara (HanpyMep, ANepruiaTa KbM [0JIEHH, HApHYaHa CEHHA XpeMa) WM (pe3 UAIaTa roauHa (Hamnp.
aNepruf KbM KO3HMHA HA Ky4eTa W KOTKH, KBM JAoMalleH npax). CHMIITOMHTE Ca 3a4€pBEHH 04H, ChpOek
H/KJIH CBhJI3EHE OT OYMTE, a MOHAKOra M TeYalll M 3aMyLIeH HOC.

2. Tlpean na H3no.a3BaTe AJEProanJi KankKH 3a 04H, pa3TBoOp

He nanon3paiiTe AJeproaui Kanke 3a 0MH, paiTeop

® aKO CTe aneprudHH (CBPbXYYBCTBUTEIHH) KbM AKTHBHOTO BELUECTBO A3€NACTHHOB XHIAPOXJIOPHA
HWIH KbM HIKOE OT [TOMOLLHHTE BEILUECTBA HA ANEeProWn Karnky 3a 04H, pa3Teop,

® [IpH Aeua non 4 rogHLIHA Bb3pacT.

O6nkpHeTE CNEUHAIHO BHHMAHHE NPH YHOTPE0ATa HA AJNEProiAHa KANKH 32 094, pa3ITBOP
AneproJui Kanky 3a 04M, pa3TBOP He € NpeHa3HA4€eH 3a JIeueHHe Ha MHPEKIUMH Ha O9HTE.

He ce npenopbusa ynotpebara Ha Aeproaun Kamnky 3a 04H, pa3TBop, KOraTo HOCHTE KOHTAKTHH JTSLILA.
H3BecTHO €, Y& MOMOIMHOTO BELUECTBO OEH3AKOHMEB XJIOpH (KOHCEPBAHT) MOXE Ja NpeaU3BHKA
Npa3HeHe Ha OUYMTE K 1@ NIPOMEHHU LBETA HA MEKHTE KORTAKTHH JICILM.

Ynotpeba na Apyru JeKapeTsa
He e u3BecTHO ANeproana Kanku 3a 04H, pa3TBOp Ja B3aUMOAECHCTBA C APYTH J1

Ynorpeﬁa Ha AJIB]]I"IJI[IIJI KAIKH 33 OYH, PAITBOP € XPAHH H HANHTKH
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He e u3BecTHO AsIeproan KamkH 3a O4M, pa3TBop Aa B3aHMoAeHCTBA ¢ HAKOH BHI XpaHa MIIH HAIHTKA,

bpeMeHHOCT H KhLpMeEHeE

Ako cre OpemeHHa, Bue Tpabpa na uinonssate AJICproawn Kamkv 3a Q4H, pasTBROp CaMoO cClen
KOHCY/ITalud ¢ Bainua nexap.

HsiMa onut ¢ ynorpebaTa Ha a3enacTHH No BpeMe Ha OpeMeHHocT npu xopa. [Iposeaenure npoyusaHus
C EKCMEPHMEHTANTHH XXUBOTHH, C IPUIIaraHe Ha BUCOKH JI03H a3€/IaCTHH IEPOPAITHO, OKA3BAT Pa3IHYHH
agoManuu. IIpy nokanHo o4HO NPUNOKEHHE MOXKe a Obe 09aKRAHO MUHHMANHO CUCTEMHO H3JlaraHe
Ha a3zenacTHH. Beopeku ToBa ce HIUCKBA IOBHIIEHO BHUMAaHHe an yrnotpebara Ha Aﬂeprn,uuﬂ Kanku
33 OUYH, pa3TBOP MO BpeMe HA ODpEeMEeHHOCT.

Hama maHHu Janm\ a3enacTHHOBHAT XHAPOXJIOPHAO rrpe:MHHaEa B mom npu xopa. HMiancksa. ce
NOBHIIEHO BHUMAHKME NMPH YoTpedaTa HA ANeprogn KamkH 3a 04K, pa3sTeop OT KbPMELIH KEHH.
[locweetBaitTe ce ¢ Bawus nekap whim ¢papMmalieBT peAy ynorpedara Ha KOETO U [ia € JIEKapCTBO.

Kakso TpsOBa 1a ce HMa NpeIBRA NpH aena?
Aneproiwi Kanku 3a ouM, paaTsop He TpAOBa Na ce ynoTpedaBa npu aeua non 4 roauHH.

Illodnrpane u paboTa ¢ MAIHHHK

[TaLMeHTUTE ChC CE3IOHEH ANeprudeH KOHIOHKTHBUT OOMKHOBEHO NPOABABAT CBIA3EHE HMIIM CBPOEK B
OUYMTE, KaTO TOBA MOBJIMABA 3PEHUETO UM. MoXe Na ce OABH JICKO U MPEXOHO APa3HeHe Ha OUHTe Clea
NPUIOKEHHE HA AneproAwn Kankd 3a 04, pa3Teop. BepoATHOCTTa Oa €€ OKaXE ChIUECTBEHO
BB3ICHCTBHE BLPXY 3PEHHETO € Malka, HO BBLIIPEKH TOBA, akO TakoBa ce Habmonasa, Bue tpabsa aa
»34aKare, JOKaTO TO OTMHHE, IpeAy Aa tiopupare, paboTHTe ¢ MAIMHHM HJIM U3BBPLIBATE KAKBATO U A2
e neftHoct 6e3 na umare crabunHa onopa.

BaxHa AHPOPMADHAN OTHOCHO HAKOH 0T CbCTABKHTE HA AJIEProHj KanKH 38 01H, pa3TBOp
ANeproamn KarkH 3a O4H, pa3TBop Chabpka 6eH3ankoHHeB XN0pua (KOHCEPBAHT).

BeH3ANMKOHHEBHAT XJIOPHA MOXe A ce abcopOHpa OT MEKMTE KOHTAKTHH JIELIY H MOXE 5a NMPOMEHH
LBeTa Ha neuwute. Tpabepa Aa cBANHTE KOHTAKTHUTE JIELM IIpeaH ynoTpedaTa Ha TOBA JEKApCTBO U Aa
M3yakaTe rnoHe 15 MUHYTH IpeaH Ja FH MOCTABHTE OTHOBO.

beH3aNKOHNEBHMAT XNIOPHI MOXKE CBHIIO A4 MPHYHHH Apa3sHeHe Ha 04MTe, 0CO0CHO aKO HMAaTe ,,CYX0 OKO"
WIH HapYyLICHHE Ha pOrOBHIATA ([MPO3pauHHA CJIOH B MPEAHATA YaCT HAa OKOTO).

Ako UMaTe HeoOHualtHO ycelllaHe B OKOTO, KaTo napeHe uiH 6o/ka B OKOTO cel ynotpebaTa Ha TOBa
NEKapcTBO, ropopere ¢ Batuua nexap.

3. Kak aa H3noa3ipaTe Aleproani KankH 32 0YH, Pa3TROP

Ho3nposKa, HAYHH H NPOALJKATETHOCT HA NPHAMKEHHE

ANeproawn Kanky 3a O4YH, paiTBop TpAOBa ga ce npunara camMo B O4YMTE. BHHaru u3nomssakTe
Aneproann Kanku 3a ouM, pa3Teop TOUHO KakTo BH e Kazan Bauiua nekap. AKO HE CTE€ CUTYPHH B HelLlo,
nonuTaite Bamuar nexkap Wi apMaLEBT.

Axo Bauung nekap €He Bu e npeanucan apyro, oduuaiiHaTa no3a € 1o €xHa Kalnka BEB BCAKO OKO JBa
NbTHU JHEBHO (CYTPHH M Beuep). B cirydante Ha ciiieH AMCKOMGOPT, Ta3H 4033 MOXE 11a C€ YBENHYH A0
eHA KaNka BbB BCAKO OKO 4 MbTH AHEBHO.

Jlo3aTa e eTIHaKBa 3a Bb3PACTHHU M Aela Hal 4 rOJHHH.

[lpr oyakBaH KOHTAKT ¢ anepreHu, AJICProAWI KankH 3a oYM, pasrsop Tpsabsa aa ce npunara
npoUIAKTHYHO MpeAM H3NH3aHeé HABBLH/KOHTAKT ¢ TAX. [IpenopwyHMTEnHO € Aa MpOABbIXKKHTE [a
M3MON3BATE AJIEProAun Kanky 3a O4H, pa3TBop, Mpe3 WAUTOTO BpeMe, B KOETO CTE HIMOKEHH HA anepreHy
(Hamp. NONeHH, NOMaUIeH ITpax), JOpH U 1a MOYYBCTBATE 0ONEKHaBaHEe Ha CUMITTOMUTE.
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3. BuumMarenHo u3abpnaiiTe A0JHUA Kienay Hapouy (¢ur.2).
4. BHuMaTe/JIHO TNOCTaBETE €IHa Karka B cpeaaTta Ha AOJHUA CH Kiena4y (B KOHIOHKTHBAJIHATa

Topbuuka) (¢pur.3). Buumapaiite kankoMepbT J1a He 10K0CBa oynTe Bu.
5. OrnycHere JOJHHUA CH KJenay M JIEKO MPUTHCHETe BbTPELIHUA BIbJl HA OKOTO KbM Hoca (pur.4).
Crnea ToBa, KAKTO IbPIKHUTE MPBCTA CH MPHUTHCHAT KbM HOCA, 0AaBHO NMpeMHUrHeTe HAKOJIKO bTH, 3a Aa

pa3HeceTe Kankara o noBbpXHOCTTa Ha OKOTO.
6. IloBTOpere Ta3u npoueaypa ¢ Apyroto okKo.
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3a jna ce u3bernat HHGEKUMH, HE OCTaBANTE BbpXa Ha (pJlakOHA 1a JOKOCBA OKOTO MJIH HELLO JIpYToO.

AKO cTe H3M0J3BAJIH NMoBeYe 0T HeoOxoauMaTa 1032 AJIepProl KankH 3a 041, pa3Tsop

He ca HabmonaBaHW HUKAKBU CrieUM(UYHU peakU UM Clel Npeao3upaHe Mpu 04HO MPHII0KEHUE, a U He
MOrarT /ia cé OYaKBaT TaKUBa MPH TO3U HAYHH Ha MPHIIOKEHHE.

[Ipu noruibimade Ha ANEproans Kanku 3a O4M, pa3TBOP PHCKBT OT MpEN03HpaHe € MalibK, ThH KaTo
KankuTe ChIbPIKAT MAJIKO KOJTMYECTBO aKTUBHO BellecTBO. BBIpekn ToBa, ako HAKOM, 0co0eHO neTe,
CJyuaifHO MorbJiHe AJIEProAaul KankH 3a O4M, pa3TBop He3abaBHO ce cBbpXeTe ¢ Bawmus nekap wiM ¢
Hail-0JIM3KOTO OT/IEJIEHUE 3a CMEeLHA MOMOLIL.

AKO cTe NpoNnycHAJ/IH 12 H3N0J3BaTe AJIEProJnJ KankH 3a 04H, pa3TBop

Ako 3a0paBuTe J1a NPUJIOKHUTE AJIEProAuJI Karku 3a oYM, pa3TBOp He Ce HajlaraT HAKaKBH ClEelHaIHH
mepku. [TpoabipkeTe eyeHHeTO ChC ChlaTa 103a U BpeMe Ha npuioxkeHue. [1pu HeoOxoauMocT Moxke
1a NMPUIoKHTE ANeproausi Kanku 3a 04d, pa3TBOp MEXIy /IB€ PEAOBHH arJIHKaLIMH.

AKO cTe cnpeJiH ynorpedara Ha Ajleproauj KankH 3a 04H, pa3sTBop

AKO € BB3MOXHO, NMPOAb/DKETE PEAOBHO MPHUIIOKEHHETO Ha AJIEProAMJl Kankv 3a O4YM, pa3TBOp M0
H3ye3BaHe Ha cumnToMuTe. [IpH npeaBapUTETHO NMPEYCTAHOBABAHE HA JIEYEHHETO C AJIEProaHI Karku
3a OYH, Pa3TBOP THIIHYHUTE CAMNTOMH Ha Bawiero 3abosBaHe MOXe CKOPO Ja ce Bb30OHOBAT.

AKO MMaTe HAKAKBH IOIMBJIHUTE/IHM BBIIPOCH, CBbP3aHM ¢ ynorpebara Ha TO3M NPOAYKT, MOJIA
nonuraiite Baims nekap unu gapmauesr.

4. Bb3MoKHH HeXKeJIaHH peaklHH

KakTo BCHUKH JiekapcTBa, AJIEproauil KarkH 3a O4M, pa3TBOp MOXe [1a MPeIM3BHKA HeXeJlaHH PeaKLHH,
BBIIPEKHU Y€ HE BCEKHU ' MoJry4ana.

Hexxenanure JiekapCTBeHM peakLMH ca U3PEIeHH MO-0Jy, KaTo ca IMOAPeJAEHH M0 CUCTEeMO-OpraHHH
KJIaCOBE M YECTOTA.

[To yecrora Te ce omnpenensat karo cieasa: mMHoro dectd (=1/10), wectn (=1/100, <1/10), HeuecTH
(>1/1000, <1/100), peaxu (=1/10000, <1/1000), muoro peaku (<1/10000) n HeussecTHa 4yecToTa (OT
HaJIMYHUTE JaHHHU HE MOJXE Jla C€ HAlpaBH OLIEHKA).
HapyuieHuss Ha MMYHHATa cHCTeMa

MHOI'0 peiku: aJICpIuuHu peaKuiu,

HapylieHus Ha HepBHATa CHCTEMA

HeuecTu: rOpYMB BKYC,

HapyLieHus Ha QYHUTe

Yectu: NI€KO, NMPEeXO0JHO Apa3HEeHEe Ha OYMTE,




Te3n HeXeNaHKW NEKAPCTBEHY PEaklUMH MO NPHUHLUHMI CA BpeMeHHH M MOpaiM TOBZ HE Ce H3HMCKBa
NpeanpHEMaHe Ha CeLMATHH MEPKH.

AKO OYyBCTBATE ropuHB BKYC B yCTATa CJie/l IPUMOKEHHE Ha ANEPTOIN KAllKH 3a OUH, pa3TBOP, MOXE
J1a ro HEYTpaNM3HpaTe Ype3 NpHeMaHe Ha O€3a/IKOX0/Ha HanruTKa (Harmp. COoK, MJIZKO).

Cpho0i1uaBaHe HA HEKENAHHM PEAKUHH
AKO NONyYHTE HAKAKBH HEXEJIAHHW JIEKapCTBEHM peakuHH, yseaoMere Bauus nexap wiu dbapmalienr.

ToBa BKIIOYBA BCHYKH Bh3MOXKHHM HEOITHCAHH B Ta3H JINCTOBKA HEXEJIAHHK peakiuud. Moxere cbio aa
CHLOOLIMTE HEXENTAaHH peaklMH OHUPEKTHO Upe3 U3nbiHUTEHA areHIUA 110 JieKapcTsarta, . ,,Jlaman
['pyes” Ne 8, 1303 Codus, Ten.: 4359 2 8903417, yebeaiit: www.bda.bg. Kato chobiuaBate HexenaHu
peaKiiy, MOXeTe Ja AajileTe CBOA PHHOC 33 MOJy4aBaHe Ha NnoBede HHpopMallsi OTHOCHO
6e30MacHOCTTA HA TOBA JIEKAPCTRO.

3. Kax Za chbxpaHsBaTe AJeproani KankH 3a o4H, pasTeop

J_IE. CC ChXpaHABRa HA MACTO, HEAOCTBITHO 34 OCLA.

To3u JICKAPCTBEH NPOAYKT HE H3IHCKBA CIICIIHATHH YQIOBHMA 334 CBXPAHCHHCE,

He u3nomsealite Aneproaun Kanky 3a 04H, pa3TBOp CJIe] Cpoka Ha roaHoCT, oTOensa3aH BbpXy ¢akoHa
U KapTOHeHaTa onakoBka. CpOKBT Ha MOIHOCT OTIOBAPS HA MOCAEAHUA OEH OT MOCOUESHHSA MECELL.

Benubx orsopunu Bauina ¢pnakod Aneprogun Karky 3a 04, Pa3TBOp, HE H3NON3BANTE KANKUTE IO-
ABJATO OT 4 CeIMHUUYM, IOPH M AKO CNell TO3W CPOK BBB (U1aKOHA MMa BCE OLIE OCTaHANo JIEKapCTBO.
Hanuinere naraTta Ha OTBapsHE Ha ONPEAENICHOTO 33 TOBA MACTO Ha KYTHATA, 3a Aa Bu MoMorHe ga He
3a0paBuTe.

JlekapcTBaTa He TpabBa na ce U3XBBLPJIAT B KAaHAIM3AUHATA HIM B KOHTEHHEpa 3a NOMALIHH OTIMAIbLH.
ITonutafite Bammsa ¢apMaueBT Kak Aa yHHuOKHTE HeHy:kHHTe Bu nexkapcrsa. Teau mepku uie
CTIOMOTHAT 34 OINa3BaHe HA OKOJIHATA cpena.

6. JompanHETENHA HHPOPMANHEA

KakBo chanpka AJeproan.t KankKH 33 09H, pa3TBop

Axmueno sewgecmeo: 0,05 % (0,5 mg/ml) asenacTHHOB XHAPOXJIOPHA.

1 mi pazreop cbhabpxka 0,5 mg azenacTUHOBR XHAPOXNOpHA. Beaka kanka ceaspxa 0,015 mg or
AKTHBHOTO BELLECTRO.

THlomowgnu serjecmea: OGEH3IAUIKOHUEE XTIOPHA, AHHATPHEB €4ETaT, XHMPOMENI03a, COpOUTON, HATPHUEB
XHAPOKCHA M BOJAA 332 HHXEKUHH.

Kax H3rnexuar Aneproaua KankH 3a 04H, pa3TBop H KaKB0O CHALPXKA ONAKOBKaTA:

AJNeprofui Kanky 3a ouM, pasTBoOp € CTepuieH, OUCTEp, Oe3UBETEH, BOAEH Pa3TBOP B NOJHUETHICHOB
(Gb1aKoR, cHab/IeH ¢ KankoMep.

@nakoHsT chABLPAka 6 ml kanku 3a ouH, Pa3TBOP.

IlparexaTes Ha pa3pemieHHeTO 3a ynoTpeba:
Cooper Consumer Health B.V.

Verrijn Stuartweg 60

11 12AX Dicmen

Hunepranaua

Ilpou3BoanTen:
Tubilux Pharma S.p.A.
Via Costarica 20/22
0007] Pomezia (RM)




Hranus

Jlara HA MOCAEAHO AKTYA/IN3HPAHE HA JIACTOBKATA:
1oHH 2025

ANeproidil KankH 3a O4YH, PaiTBOP € JeKAPCTBEH NMPOIYKT, KOHTO Ceé OTHYCKA MO JIEKAPCKO
npeanHcaHHe,

Anepruara nNpeIcTapiIsisa CBpBXpeakUMA Ha COOCTBeHaTa MMYHHA CHCTEMAa HA OpPraHH3Ma Cpelry
OTHOCHTE/IHO fe3BpenHn BelnecTsa. ANiepruyHa peaxkiuufs MOKE Oa Bb3HUKHE HAND. fIPU KOHTAKT ¢
MOJICHH, IOMALIEH NMpaxX, KOTEIUKH WIK KyUelIKH KOCMH.

Aneproaun Kamnku 3a ouyH, pas3teop, Bu ¢ npeanucan or Bamnrsa nexap 3a O6wp3o obsexkuaBaHe
auckoMpopTta B ounte. Kankure 3a 04d ChABPXKAT aKTHBHOTO BELUECTBO a3€IaCTHHOB XHAPOXIOpHA.
Tosa BELISCTBO NOTHCKA ACHCTBUETO HA XHCTAMMKHA U HA APYrH BB3INANUTEIHN CYOCTAHIMH, KOHTO Ce
OTAEJAT B OrPOMHO KONMUYECTBO OPH HANKHUHMETO Ha alleprus. ANEprogun Karnku 3a ouu, pasreop 0wp3o
obnexyaBa OIMAKBAHUA KaTo 3auepBsABaHe, CHpOEXK K CBHIIEHE HA OYHTE, ThH KaTo MUMAa AMPEKTHO
JEHUCTBHE BbPXY KOHIOHKTHBATA HA OKOTO.




