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Ononaragun YHHME]]I ®PAPMA 1 mg/ml xanku 3 O3, pa3fpop
Olopatadine UNIMED PHARMA 1 mg/ml eye dm*.-/

Ononaranus (Olopatadine)

IIpodeTrere BHUMAaTENHO UAIATA JHCTOBKA, MPeIH 42 3aM04YHeTe Aa H3I0J3BaTe TOBA
JIeKapeTBO, Thil KATO TH ChABPXKa BaxHa 32 Bac undopmannus.

- 3anasere Ta3# JIMCTOBKA. Moxe 1a ce HaNOXKH /ia s poYeTeTe OTHOBO.

- AKO HMaTe HAKaKBH JAOITbIAHHTENIHH BBIIPOCH, MonHTaiiTe Baums nexap unu dapmaresT.

- Topa nekapcTBO € npeAnucaHo JTu4Ho Ha Bac. He ro npeorcTenBaiite Ha Apyru xopa. To Moxe
Ja MM HaBpeaM, He3aBUCHMO Y€ NpH3HALUTE HAa TAXHOTO 3abonsABaHe ca chLIMTE KaTo BamuTe.

- AKO MoNy4YuTe HAKAKBH HEXXENlaHW peaklun, yBenoMere Bamusa nexap unu ¢apmanerr. Tosa
BKJIIOYBA M BCHYKH Bb3MOXKHH HEXEJIAaHH PeaKiiy, HEOIMHCaHH B Ta3H JIMCTOBKa. Brxre

TouKa 4.

KakBo ¢babpXa Ta3H JHCTOBKA:

Kaxso npencraenssa Ononarangud YHUME]L ®APMA u 3a KakBo ce U3omn3Ba
KakBo Tpsa0Ba na 3Haere, npeau na uanomnssare Omonaraguds YHUMEL @APMA
Kak na usmonssare Ononaragud YHUME]L PAPMA

Bb3MOXKHM HeXellaHH peakiiHid

Kak na cexpanssare Ononaragus YHUME]] PAPMA

ChIabpikaHHe Ha ONAKOBKATa U JIONBIIHUTE/IHA MHPOPMALHA
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1. Kaxso npeacraBassa Ononatanun YHUME ®APMA u 3a KaKBo ce H3M0J3Ba

Oaonaragun YHHUME/] ®APMA e npeaHazHaueH 3a JiedeHHe HAa NPH3HAUKMTE H CHMNTOMHTE
HA Ce30HHH aJlePrdYHH KOHIOHKTHBHTH.

AnepruvyHH KOHIOHKTHBHTH. Hkou BemecTBa (alepreHu) KaTo NoJeHUTe, JOMALUHHA Mpax WK
JKMBOTHHCKATa KO3HMHA MOTAT Jla NPHYMHAT AJIepruiHM peakuu, H3pa3aBally ce B cbpbex,
3ayepBABaHE, a ChILO TaKa ¥ MOJyBaHe Ha MOBLPXHOCTTA HA OKOTO.

Ononaragus YHUME]] ®APMA e 3a edeHre Ha anepra4Hy CbCTOAHUA Ha OkoTo. To aeicTBa ype3
Hama/isBaHe Ha MHT€H3WBHOCTTA Ha aJlepriyHaTa peakuus.

Ononatagudn YHUME]] ®APMA ce u3non3sa npd Bb3pacTHH, IOHOIIH HA BB3pacT Mexay 12 n 18
TOAMHU H Jela Ha Bb3pacT oT 3 10 12 roaguHu.

Ononaragun YHUME]] ®APMA e ctepuneH pa3TBop, KOHTO HE CbAbPXKa KOHCEPBaHT.

2. Kakso TpsabBa aa 3HaeTe npean Aa minoassare Ononatanun YHHME] ®APMA

He u3noaspaiite Ononataann YHUME]] ®PAPMA
- aKO CTe ajepruveH KbM OJIONATAJHH WIM KbM HAKOS OT OCTAaHAIMTE ChCTABKH HAa TOBA
nekapcTBo (M30poeHH B TOUKa 6).

IIpexynpexaeHHA H NPeANa3HH MEPKH
[oBopere ¢ Bamusa nexkap unu papmauert npeau aa u3nonspare Ononaraqud YHUME]] DAPMA.

I'osopete ¢ Bawus nekap, ako no Bpeme Ha neyenneto ¢ Ononaragud YHHUME]] OAP
BB3HMKHAT O4YHH HEXeNlaHH peaklyH KaTo Apa3HeHe, D0JKa, 3a4epBsiBaHe WM NIpoMs
HJIH, aKo ChCTOSAHUETO By ce Biomy.




AKO CTe HMAH B MHHAROTO KOHTaKTHA aieprus KuM cpebpo, He TpaGea Aa M3NON3BaTE TO3H UPOAYKT,
Thii XKaTO B GTAENEHHTE KAIKH MOXE /1 Ce ChILPAAT CnefH oT cpebpo OT 3aTBapAHETO HA
koutelinepa.

3a HocemyMTE KOHTIKTHH JEMIH

Ax0 HOCHTE KOHTAKTHH JIemH, TpAGBa 2 CBATHTE ICHIMTE [IPEH NPHIOKEHUETO | 1a HIYAKATE [IOHE
15 MHHyTH Npean na ra CROXKHUTE OTHOBO,

Heua

He u3snonasafite Ononatanun YHUME]Il GAPMA npu neua mox 3-roawmHa Bb3pact. He gamaiite
TOB& JIEKAPCTBO Ha [elia NojJ 3-roasliHa BB3IPECT, 3AIHOTC HAMA JIAHHH, KOUTO /I3 IIOKA3BAT, Y€ TO €
HezonacHo n AeKcTBA Npy Rela nox 3 roadsM.

Apyru aexapcrea ¥ Oaonaraasa YHAMEL PAPMA
Hrndopmupaiite Bamuy nexap nin Gapmanesr, ako NpHEMATe, HACKOPO CTe IPHEMANH HITK €
EB3MOXHO [a IpUeMare ApyrH 1eKapcTBa.

AKO H3rton3sare APyrH Kalky 33 04 HIH N€KApCTBA 33 09H noA $opMaTa Ha MasH, Kivakalire Noxe
NeT MHHYTH MEX(TY NOCTABAHETO HA BCAKG JiekapcTBO. Ousirre Masu TpsOBa 1a ce Npuaarar
HOC/EHH.

Onocoarsnan YHUMER PAPMA ¢ xpans, HaGHTKH B 23K0X0X
Tai#t kaT0 IEKAPCTBOTO € PA3TBOP 32 OH4H, HENOBATA yNoTpeda HAMA OTHOIMEHHE KbM NpHEMAa Ha XpaHa
X HANWTKH.

BpeMeRHOCT, KbpMene H HepTHRHTET

Axo cTe SpeMeHHa Wi KEPMMTE, CMATaTe, ¥¢ MOXe Jla cTe OpeMeHHa HITK fUiaHupaTe
6peMeHHoCT, NOCHBETRANTE ce ¢ Bamns nexap K dapmanesT xpeay ynotpebata Ha TOBa
JIEKapCTBO.

He u3nonssaitre Ononetanquy YHYME ®APMA, axo cre (pemMeHBa Wi KLpMHTe, oCkLBeTBalTe ¢
Bainus nexap npezu ynotpe6aTa Ha TOB2 1€KapCTBO.

lodpnrpane u pabors ¢ MaDTHHA

Bb3MoxHO € HenmocpeAcTBeHO cuen noctaBgHero Ha Osonmatapun YHMME]L ©®APMA na
YCTAHOBHTe, 9¢ 3pcHHeTo By e kpaTkerpaituo 3aMbrieno. He Tps6ra a2 modupare wik aa paboture
¢ MAUIHHH, JOKATO TOBA He NpeMHUHe,

Ouaonaragus YHUME] @APMA cxaepxa pochatan Gydepn

ToBa nexapcTBo ChABPXKa AuHaTpHeB docar Jonexkaxuapar 2,99t mg B 1 ml pasteop (oTroBapsiy Ha
0,80 docdatu » 1 ml pasTrop).

AKO cTpazaTe OT TEMKO YBpexJaHe Ha Apo3pavany Cloll B MpejHaTa JacT Ha OKOTO (POTOBHItATA), B
MHOTO peaKH ¢rydad (ocdaTiTe MOXe Aa JOBESAAT A0 NOSPATa HA MBTHH IIETbHIA BHPXy POrOBMLATA,
ABIDKAINM Ce Ba HATPYNBaHe Ha KALHK No BpeMe Ha JIE4eHHETO.

3. Kak ga m3noaseare Oaonaragun YHHME ®APMA

BuHaru 43nonssaiire TOBa JieKapcTBO, TOUHO KakTo By € kasan Bammar nekap. Ako
He CTe CHIYPHH B Hellgo, nonuvalite Balsua Nekap #id papMaliesT.

[NpenopruuTentara 7032 € e/IHa Kanka B 38CErHaTOTO OKO WK O4H, JBa II'HTH RHEBHO — C
Beuep.

Piznonasalite mo TO3H HadHM, OCBEH ako Batouar NeKap HE BH € Npeanucan HEWo



H3non3aiite Ononatanun YHUME]l ®APMA 1 3a asete o4H, caMo, ako Taka Bu e ka3an Bauwusar
nekap. M3non3BaiTe TonkoBa AbJIro, KOIKOTO Bu e ka3zan BawusT nekap.

H3non3eaiite Ononaranud YHUME]I] ®APMA camo KaTo Kanku 3a o4Hu.
HHeTpykuuH 3a ynorpeba
H3muiite pblieTe cu M ceqHETe MM 3acTaHeTe npas ya00HO.

1.
2. Pa3BuiiTe kanaukara Ha 6y'rum<a'ra. AKO cJie[l CBalIsHETO Ha Kanaukara, NnpeanasHUAT NPbCTEH €
a3xsjabeH. OTCTDaHeTe ro NDeaM Ja U3Mo3BaTe npoaykra.

AVEY

3. Apwxte 6yTHaKaTa 06bpHATa HaAoONy MEXAY nanena U ApyruTe NpbCTH.
4. Haknouete rnasara cu Hazaa. M3nmonssaiiTe npbcTa cu, 3a ga ApbhHETe BHUMATENHO Hanolly
JOJIHMA KJlernay Ha 3aCerHaToTo OKO.

5. IloctraBeTe Bbpxa Ha kankoMepa 61130 10 OKOTO CH, HO Taka 4e Ja He JOKOCBa OKOTO Uiy obnactra
0KOJIO Hero.

6. CtucHere 6yTHnkaTa JieKo, Taka 4Ye [a KalHe caMO e€/lHa Karnka B OKOTO, a Cjie[ TOBa OTMyCHeTe
NOJIHUA khenay. Mons obbpHeTe BHMMaHMe, 4e MOXE Aa MMa HAKOJIKO CeKkyHOu 3abaBsHe Mexay
CTMCKaHeTO Ha OyTHiKkaTa M OTAeNAHETO Ha Kankata. byTunkarta He TpsbBa na ce CTUCKa npekaneHo
CHJTHO.
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7. TlpuTUCHETE C MPBCT BIbjla HAa 3aCErHATOTO OKO, 6JH30 10 Hoca. 3aapwkTe Taka | MUHYTa, OKATO
IObPXKHUTE OKOTO 3aTBOPEHO.
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8. INosTopeTe i ¢ ApyroTo oko, ako BawusT nexap By e ka3zan na HanpasiTe TOBa.




9. Cnen ynorpeba 6yTunkara TpsbBa na ce paskjaTH BeJHBX B NOCOKAa Hanoly, Oe3 aa ce JJOKOCBA
BbpXa Ha KankoMepa, 3a Jla ce OTCTPaHH OCTaTh4YHATa TEYHOCT OT Bbpxa. ToBa e HeobxoauMo, 3a Aa
ce OCHI'ypH CTEPHJIHOCTTA Ha KallKuTe 33 OYH M 3a MO-JIeCHO I10JaBaHe Ha ciefBaillaTta Kamka IpH
TNOCIIeABAILO PUIIOKEHHE,
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10. 3aTBapsiiTe MIBTHO KanaykaTa Ha OyTHIIKaTa BeJHAara clie]] IPHIOXKEHHE.

AKO cTe H3M0JI3Ba)TH noBe4e oT HeoOxoaumaTta no3a Ononaraaun YHUMEL ®APMA
Hannakuere oynTe CH ¢ Tomia Boaa. He nocrassiiTe moseve Karnku A0 CleJBallara 103a.

Ako cre nponycHaau aa u3noassare Ononaragun YHHMEL ®PAPMA

ITocTaBeTe enHa Kanka BeAHAara Cefi Karo ce CeTUTE M Clell TOBa cna3paiite pawara obuyaifHa cxema
Ha J103MpoBKa. Ako obaye e HabmwKkHIO BpemeTo 3a Balara crensaina f1o3a, npomnycHere
NpHJIAraHeTo Ha MPOITyCHATaTa /103a NpeJiu 1ia ce BhpHeTe KbM obH4aitHaTta cxema. He nocraesiite
IBOiHa 1033, 33 1a KOMIIEHCHpaTe MpoIycHaTara.

Axo cTe cnpean ynorpefata Ha Ononaragun YHHMEL PAPMA
He criupaiite ynorpebara Ha TOBa NekapcTBO ey Aa roBopHTe ¢ Bamms nexap.

AKO MMaTe HAKAKBY JOMbIHUTENHH BENPOCH, CBEP3aHK ¢ ynorpebara Ha TOBa JIEKapcTBO, MONUTAlTE
Bamng nexkap unu gapmanenT.

4.  BbL3MOXKHH HeXeJaHH PeaKIMH

Kakto BcHUKH JIEKapCTBa, TOBA JIEKapCTBO MOXKE [a NpPEeAH3BHKA HEXEJlaHH peaKlMH, BBIIPEKH Y€ HE
BCEKH I'H I10J1y4aBa..

CnenHuTe HEXENAaHH peakLiy ca HabmoJaBaH| C TOBA JIEKApCTBO:

YectH (Moxce 0a 3aceznam 0o 1 na 10 oywu):

OuHH HeXeJaHH peaKkiuu: 60nKa B OKOTO, Apa3HeHe B OKOTO, CyXOTa B OKOTO, HEECTECTBEHO
yceuiaHe B 0KOTO, 04eH JUCKOMGOPT.

O06mu HexeJIaHH peaKIMH: r1aBobonne, yMOpa, CyX0Ta B HOCA, JIOII BKYC

Heuectu (Modice 0a 3aceznam oo 1 na 100 oyuwiu):

O4yHH HeXeJaHH PpeaKIMH: 3aMbIJIEHO, HAMAlNeHO WM MPOMEHEHO 3peHHe, HapylleHHe Ha
poroBHLaTa, Bh3MaleHHe Ha NMOBBPXHOCTTA Ha OKOTO ¢ Wnu Oe3 yBpexJaHe Ha MNOBBPXHOCTTA,
Bb3najieHue WIM HHQEKIMA Ha KOHIOHKTHBATa, OTAENsAHEe Ha O4YeH CeKpeT, YyBCTBHTENHOCT KbM
CBET/IHHA, YBEJIMYEHO ChI300TAENsAHe, ChpOeX B 0KOTO, 3a4epBABaHE HA OKOTO, IPOMEHH B Kienaya,
cbpbex, 3auepBiaBaHe, NOAyBaHe WK 00pazyBaHe Ha KOPUYKH 110 Knenaya.

OO6IH HexeTaHH PeaKIMH: IPOMEHEHa WM HaMalleHa YyBCTBUTENHOCT, 3aMastHOCT, XpeMa, cyxa
KO3, Bb3MaJIeHHe Ha Koxara

C HeH3BeCTHA 4eCTOTA (0m HAIUYHUME OGHHU He MoXce 0a 0bde HanpaseHa oyeHKa):
O4yHH HeXXeNaHH peaKIMH: MTOyBaHe Ha OKOTO, IIOJlyBaHe Ha POroBUIIATa, IPOMAHA B I
Ha 3eHHIIaTa



O6mu Hexe/IaAMH PeaKHHM: 3ayX, 3aCHJIBAHE Ha anePriYHHTE CHMITOMH, NIOAYBaHE Ha THLETO,
CBHIIMBOCT, 001a OTNaJHANO0CT, rajeHe, NoBphIaHe, HHGEKIHA HAa CHHYCHTe, 3a4epRABaHe Ha
Koxara H cepbex.

B MHOro peiki cyqay HAKOH MalHEHTH C TeXKO YBpek/JaHe Ha NPo3payHus cJoi B NPeJHaTa uacT
Ha OXOTO (pOroBHLa) pa3BnBAT O0NAKOBHAHH METHA 110 POrOBMIIATA, MOPAIH KATLMEBH HATPYIBAHHS
MO BpeMe Ha JIEIEHHETO.

CrofmiaBane HA HEXEIAHH PeaAKIHH

AKO NOJIyYHTe HAKAKBH HEXENaHH NeKapCTBEHH PeaKUHy, yBeaomeTe Bauina nekap unu ¢gapmanesr.
ToBa BIUTIOYBA BCHYKH EFE3MOKHHA HEONIMCAHH B Ta3M JTMCTOBKA HEKENAHH peakimi, Moxere cbino aa
choOLIHTE HeXENaHH Peakudl JHPEKTHO upe3

H3menHdTeIHA areHIMA 10 1eKapcTeaTa

ya. ,Jamas [pyes” Ne §

1303 Codusn

Ten.: +359 2 8903417

yebcaliT: www.bda.bg

Karo cpobinasare HexxenaHu peakliny, MOXKETe Ja JaJeTe CBOS MPHHOC 33 NONyHaBaHe Ha NI0BeYe
dHopMaLHT OTHOCHO (e30MacHOCTTA Ha TOBa IEKAPCTRO.

5.  Kak aa chxpanasare Oaonatagns YHHMED PAPMA

Ja ce cbXxpaHsaBa Ha MACTO HEAOCTHITHO 32 JeLa.
Ha He ce cbxpanspa Hag 25°C.
Jla He ce chXpaHABa B XNaJHIHUK HITH 3aMpa3iBa.

He y3nom3Bafite ToBa NEKApCTBO ClieA CPOKA HA MOAHOCT, OTOENA3AH BEPXY eTHKeTa Ha yTHnkara 1
KapTOHeHaTa onakoBka cieq ,.J'onen o*. CPOXBT HA FOJHOCT OTrOBaps HA MOC/EHHHA JeH OT
NOCOYeHHd Mecell.

He u3nonssalite TOBa NEKapcTBO, ako 3a6€NeXKHUTE, 4 [UTACTMACOBHAT IPBCTEH OKOMNO BHHTOBATA
Karavuka JIMICBa WK & CHYTIEH NPH OTRapAHeTo Ha HoBa OyTiika. B Takkns ciyyait REpHETE
NEKapCTBOTO B ANTEKATA.

He u3nonspaiite no-gbearo ot 8 ceaAMAUM cnef| THPBOTO OTBapsaHe. 3aTBapaiite SyTiikara Beauara
ce IPHIIOKEHHETO,

He u3xsbpnsiite NexapcTBaTa B KAHATH3ALMATA WK B KOHTEHHEpa 33 IOMAIIHY OTHaXbLIK.
NonwuratiTe Bamys dhapMauerT Kak Ja M3XBHpIATE JIEKAPCTBATA, KOHTO Bede He Hanon3sare. Te3n
MEDKH Iue CIIOMOrHAT 3a OTa3BaHe Ha OKOJHATA CPela.

6. CpabpxaHHe H3 ONAKOBKATA H AONBJIAHATENHE HHpOPMAIUA
Kaxno cbaspxa Ononatagns YHHMEL PAPMA

- AKTHBHOTO BeLIeCTBO € ononaragus 1 mg B 1 ml pasteop (croTBercTBam Ha 1,11 mg
OJIANATAAHHOB XHApoxnopn). Eana kanka ot pasteopa chabpxka 30 MukporpaMa
onomaragnH (¢CpoTBeTCTBAll Ha 33,3 MHKpOrpaMa oJIonaTaJdHOB XHAPOXJIOPH).

- Jlpyrure CBCTABKM ca: HATPHEBR XJIOpHH, MUHaTpHeB docgar pmozekaxumpar (E339),
XIOPOBOICPOIHA KHCEIHHA/HATPHEB XHAPOKCH] (33 KOpeKItHA Ha pH), BOJA 33 HHDKEKUHH.

Kax warnexna Oaonataans YHAME]] ®APMA u KaKBO ChIbPXKa ONAKOBKATA

Ononaragnn YHUME]] @APMA ¢ 6ucTpa GesuperHa Te9HOCT (pasTBOP), KOATO He
KOHCEPBaHT H ce Mpeanara B oNakoska, ceuspkama | x Sml, 1 x 10mlwim 3 x5



nonuernieHoBa(l) SyTunka(u) c kankoMep Novelia, © kKanauka Ha BHHT, CHabZieHa ¢he 3alllMTeH

ApBCTER.

He Bcuuxu BUROBe ONakoBKM MOrat Ja GBIAT nycHaTH B mpojaxba.

IIpurexarte] HA palpemIeHRETO 33 YIoTpela
UNIMED PHARMA, spol. s.r.0., Oriekova 11, 821 05, Bratislava, Cnopakus

IpoussoauTen

UNIMED PHARMA, spol. s r.0., Ratianska 155, 831 53 Bratislava, CnoBakna

To3n aexapeTeeH NPOAYKT e paipeinen 33 ynorpeba B repaxaBure wicHky ua EHIT nox

CNEAHATE HMCHA:

Buarapus
Yemka pemy6anka
Ectonus
XbpBaTns
Jlareus
Jursa
YHrapus
Ilonma
ApcTpus
PymMbHIA
Cnopakus
CnoBenna

Oncnaragns YHUME] ®APMA 1 mg/ml kanku 3a o4u, pasTsop
Olopatadine UNIMED PHARMA

Olopatading UNIMED PHARMA

Olopatadin UNIMED PHARMA 1 mg/mli kapi za oko, otopina
Olopatadine UNIMED PHARMA 1 mg/m! acu pilieni, $kidums
Olopatadine UNIMED PHARMA | mg/mi akiy lafai (tirpalas)
Olopatadine UNIMED PHARMA 1 mg/ml oldatos szemesepp
Olopatadine UNIMED PHARMA

Olopatadin UNIMED PHARMA 1 mg/ml Augentropfen, Lsung
Olopatadind UNIMED PHARMA [ mg/m! picéturi oftalmice, solutie
Olopatadine UNIMED PHARMA 1 mg/m] ofné roztokova instildcia
Olopatadin UNIMED PHARMA kapljice za oko, raztopina

J.'[a'ra Ha MOCACAHO NIpepAalrjIcikIaHe Ha JHCTOBKATA

Despyaph 2026




