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Ononaragut (Olopatadine)

IIpoverere BREMATEIHO NRIATA JACTOBKA, IIPEJH Aa 3a00%UHeTe 12 A3N0J3BATE TOBA
JIEKAPCTBO, Thit KATO TH ¢ChALPXKA BKHA 38 Bac nadopmanns.

- 3anaseTe Ta3u MMCTOBKA. MO3Ke Aa ce HAJIOXKH J1a A IPOYETETE OTHOBO.

- AKO HMaTe HAKAaKBH JOMTHIHHUTEIHH BBIPOCH, MonHTaikTe Bawus nexap unu dhapMauesT.

- ToBa nekapcTBO € NpeanUcaHo JuyHo Ha Bac. He ro npeorctsnsaiite Ha apyru xopa. To moxe
Ia MM HaBpeIM, HE3ABHCHMO € MPH3HALMTE HA TAXHOTO 3a0onsBaHe ca ChillUTe Karo Bammre.

- AKO nony4HTe HAKZKBH HEXENIAHH peakupy, yeenomere Bawus nexap win gapManest. Tosa
BKJTIOMBA M BCHYKH BB3MOXKHH HEXKeJIAaHM PeakiMy, HEOTIHCAHH B Ta3H IHCTOBKA. BuxTe

TouKa 4,

KakBo ¢baABpXKA TA3H JHCTOBKA:

Kakgo npencranasa Ononaragus YHHMEI ®APMA  3a Kakgo ce H3NoI3Ba
Kaxeo TpsaGea na 3naete, npeaw na usnomzeare Ononaragun YHUME]] PAPMA
Kak aa wsnonseare Ononatagun YHUME]] ®PAPMA

BB3MOXKHH HeXXeTTaHHM peaKimy

Kax na cpxpanssare Ononaraagus YHUME] PAPMA

ChAEpKaHHE Ha OMAKOBKATA K JOMB/IHHTENHA HHPOPMAaI(Hd
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1. Kaxso npeacrapnasa Ononartagan YHUME] PAPMA u 33 KaKBO Ce H3M0J13Ba

Ogonaransn YHHUME/ ®APMA e npenaa3naueH 3a JICUCAHE HA NPH3HANATE H CHMOTOMBTE
HA CE30HHH AJIEPrHYHA KOHIOHKTHBHTH.

Anepravnn BEKTHBETH. HAKOM BemecTsa (anepreHH) KaTo NojeHUTe, ACMAIIHHA IIPAX HITH
JKHBOTHHCKATA KO3HHA MOraT aa l'[pH‘lHI{ﬂT ANICPruibHl pCaKkilkii, H3p&3}IBaJllH CCB c1>p6e}[c,
3a4UCpBABAHC, a CBINO TAKa B OOJIyBaHe Ha I'IOB'prHOC'ITa Ha OKOTO.

Ononaragun YHUME]] ®APMA e 3a neueHHe Ha allepruyHu CheTOSHNAS Ha 0KoTo. To NeficTBa upes
HAMANIBAHE HA HHTCHIHBHOCTTA HA AJICPrHYHATA PeaKLHs.

Ononaragun YHUMEJ] ®APMA ce u3nonssa npu BE3pacTHH, FOHOLIH HA BB3pacT Mexxay 12 u 18
COAMHH U AcLa Ha Bb3pact ot 3 no 12 rogHs.

Ornonaraaun YHUME]] ®APMA e cTepusicH pa3TRop, KOHTO He CHIBPKA KOHCSPBANT.

2. Kakso Tpafea pa 3naeTe upegn aa wsnoazpare Ononaraggs YHUME ®APMA

He manoussaiite Ononaranus YHUME PAPMA
- aKo CTE ajieprHyeH KbM OJIONATaiH WIH KBM HAKOA OT OCTAHAJIATE CHCTABKH Ha TOBA
AekapcTo (M30poeHH B ToUKa 6).

IIpenynpexgenns H NpeANA3HA MEPKH
CoeopeTte ¢ Bauug nexap win papmanert npeau Aa usnonssare OnonatanuH YHHUME

I'osopere ¢ Bauua nexap, ako no speme Ha nedenmero ¢ Ononaragun YHHME]]
BB3HHKHAT OYHH HEKE/1aHH PeaklMH KaTo apasHeHe, 0oika, 3auepBsiBaHe HITH I
HJIH, aKko cbeTosHEeTo Bu ce Blomm.




AKO CTe HMaJIM B MEHANOTO KOHTaKTHA aneprid KbM cpefpo, He Tpabsa na u3non3eaTe TO3H MPOAYKT,
THH KATO B OTJENICHHTE KAIKH MOXe Ja C& ChIBPAKAT CAeau oT cpedpo oT 3aTBapAHETO Ha
KoHTeliHepa.

3a HocemHATE KOHTAKTHH JICIITH
AKO HOCHTe KOHTAKTHH JIeImH, TPAORa ia CBAJIMTE JIeWIMTE NpeH NPHIOKESHHETO H 1a H3YaKare noHe
15 MHHYTH TpPEIH Aa rA CIOKUTE OTHOBO.

Hena

He wznonssaiite Ononaramus YHUME]] ®APMA npu aeua nox 3-roaummuba ppipacT. He papaire
TOBA JIEKapcTBO HA Aella Noj, 3-roAHIIHa BB3PacT, 3al0TO HAMA JaHHH, KOWTO JIa [OKa3BaT, u¢ TO ©
Oe3omacHoO | AcHcTRa 1IpH Aela noJ 3 roJHHH.

JApyra aexapcrsa n Onomarapan YHHME ®APMA
Hadopmupaiite Baurna mexap win ¢papMaieBT, ako MPHEMATE, HACKOPO CTE [IPHEMAITH HITH €
Bb3MOMKHO A3 NPUEMATE IPVTH NeKapCTBa.

AKO H3TIONI3BaTE APYIH KaIKH 32 O4H HITH JISKApCTBa 33 04H Mo (opMaTa Ha MasH, H34aKaiTe MoHe
NeT MHHYTH MEX/y DOCTABIHETO HA BCAKO NekapeTre. OuHHTe Ma3k TpAGBA Na ce mpuiarat
MIOCASAHH.

Oaonarages YHUME ®APMA ¢ xpana, BANATKH H AJKOX0J
Teit KaTo IEKapCTBOTO € PA3TROP 34 OYH, HETOBATA YNIOTpeDda HAMA OTHOLICHHE KBM NPHEMa Ha XpaHa
M HAIHTKH.

EpeMeRnocT, KbpMene H peproanTeT

AxO cTe GpeMeHHA KITH KbpMHETE, CMATATE, Y€ MOXKe 53 ¢Te OpeMeHHa Wil aanmpare
GpeMEHHOCT, TOCHBETBAINTE ce ¢ Baluus nexkap win papMauesT npean ynorpedara Ha Tosa
JIEKAPCTBO.

He u3nonssaiire Ononaranun YHUME]J] ®APMA, ako cre GpeMeHHa WM KbPMUTe, IOCHBETBANTE C
Bamps nexap npeau ynotpetara Ha TORA JICKAPCTEO.

IMio¢gnpane 7 padora ¢ MAMBAR

BB3MOXHO € HeNOocpeACTBEHO ciel TNocTaesHeTo Ha Ononatagun YHHUMEJ ®APMA na
YCTAHOBHTE, Y€ 3peHHeTo Bu e kpaTkoTpaiino 3ambrieno. He tpabea aa modupate win na paboture
¢ MAIIMHH, JOKATO TOBA HE [IPEMHHE.

Ononaranea YHHME/ ®APMA cranpxa gochaTan Sydepn

ToBa sekapcTBO chabpka AuHaTprer docdar goaekaxuapar 2,991 mg B 1 ml pasTeop (oTroBapii Ha
0,80 docharn B 1 ml pasTeop).

AKO CTpajiaTe OT TeKKO YBpeKaate Ha Ipo3pauHus cJol B IpeIHATA YacT HA OKOTO (POTOBHIIATA), B
MHOTO pefKH Cydan docdaTHTe MOXKe Aa JOBEAT JI0 O4BATa HA MBTHH NICTHHIIA BHPXY pOTOBHIIATA,
JBJDKAINM Ce HA HATPYIBAaHE Ha KaJIMii 1o BPEME HA EUEHHETO.

3. Kaxk pa samomeare Oaonaragmn VHUME]] PAPMA

BuHarg u3nonssaiite TOBa IeKapCTBO, TOYHO KAKkTO BH ¢ kazan Bamuar nexap. Ako
He CTe CHIYpHH B Heo, nonuTtaiite Bamma nexap wiu hapManesT.

HPCHOP'L‘[HTeﬂHaTa J03a e €JHa KAIKa B 3aCEerHaToTo OKO HIH OUH, 1BA ITETH AH
Bevep.

Hsnonzpaiite o TO3M HAYHH, OCBSH ako Bamust nexap He B¢ € IpeJnHcan ne



Hznonzeaiite Ononaranus YHUMEJ] ®APMA ¥ 3a aBeTe ouM, caMo, ako Taka By e kasam Bamuar
nekap. UsnonzeaiiTe TONKOBa AbATro, KONKOTO Bu e kasan Bammusar nekap.

Hznomseaiire Ononatagnd YHUME]] ®APMA camo KaTo KaIlkH 3a OYH.
HacTpyxnan 3a ynorpeba
1. M3muiite phleTe CH M ceHeTe WIH 3aCTAHETe NpaB yaI00HO.

2. Pa3m«1ii’re KalnadykKkaTa Ha GYTI’LI]](aTa. Axo Cnefn CBAMIHETO HA KanadkaTa, l'[pe,]ll'laBHHﬂT NPBECTCH ©
a3x1a0H, OTCTPAHETE TO NpeaH Ja H3No3BaTe MPpoayKTa.
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3. ipexTe OyTHIKATa 00BPHATA HATOMY MEXIY Najiela ¥ APYTHTS IPLCTY.
4. HaknoHere rnapata cH Hazan. Mzoonspaiime mpecTa cH, 3@ Aa OPBOHETE BHHMATEJHO HAO0IY
MOJHHS KIIENAY Ha 38CETHATOTO OKO.
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5. TlocTaBeTe RPBpXa HA KaNkoMepa G/IH30 70 OKOTO CH, HO TAKa Y /Ia He ZOKOCBA OKOTO Wil obnacTra
OKOJIO HETO.

6. CricHere OYTHIIKATA NIEKO, TAKa 4e Ja KAIIHE CAMO €/IHa KATKa B OKOTO, a CJel TOBa OTIyCHETe
JOJIHHA Knerad. Monsa oﬁxpne’m BHHMAHHE, Y€ MOXKE Ja HMa HAKOJIKO CCKYHIH 3abaBaHe MEXAY

CTHCKAHETO Ha GYTPIJ'IKaTa H OTICTAHETO Ha KanKata. B}’THJ'IKaTa HE TpﬂﬁBa Ja €€ CTHCKA [IPCKaJICHO
CHJTHO.
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7. TlpurecHeTe C NPLCT BI'LJa HA 34CErHATOTO OKO, GM30 0 HOca. 3aapmkTe Taka 1 MHHYTA, IOKATO
TBPKHTE OKOTO 3aTBOPEHO.




9. Cnen ynotpe6a GyTunkara Tpabea fa ce paskiaTH BeAHBXK B MOcOKa Hanolmy, 6es aa ce mokocma
BBPXA Ha KakOMEpa, 3a 14 Ce OICTPaHH OCTATBYHATA TeYHOCT OT BbpXa. ToBa & Heobxoxumo, 3a Aa
ce OCHTYDH CTepHJIHOCTTa HA KAIKATE 3a OYH M 3a [0-TECHO IMOJaBaHe HAa CNeJBamlaTa Kanka IpH
HOC/IEABAILO NPHIOKEHHE.
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10. 3aTBapaiiTe IWIBTHO Kamavukara Ha OYTHIJIKATA BEHATA CIIe/ [IPUIOKEHHE.

AKO ¢Te¢ H30JI3BAJIH N0Be9¢e 0T HeobxoqamaTa no3a Ounonatagun YHUMEL PAPMA
HsmnakHere ounTe cH ¢ TOIUIA Boja. He nocTapdiiTe noBeue Kanku 0o cleasamniara 103a.

AKo cTe nponycaann ga minoassare Ononaraxns YHUME ®APMA

MocTapeTe efiHa KanKa BegHara clie/ KATO CE CETHTE H CJIe[ TOBa crnaspaiiTe Bamara oOu4alina cxeMa
HA NO3HPOBKA. AKO o0ade ¢ HabMenkiUTO BpeMeTo 32 BamaTa cirenpamna 1034, IPoOOyCHETe
NpHIaraHeTo Ha MPOIYCHATATA JI03a Mpe/IM Aa ce BbpHeTe KbM 00Muatinata cxema. He nocraesaiire
JBOHHA A034, 34 Ja KOMNEHCHpaTe MPOoNyCHATATA.

AKo cTe cupesn ynorpedara ga Ononartages YHUME]] ®PAPMA
He cnoupaiite yriorpefaTta Ha TOBa JIEKApPCTBO MPeAH Aa rosopHTe ¢ Bamiua mexap.

AKO HMATe HIKAKEM JAOITBIHUTENHE BBIIPOCH, CBBP3aHH ¢ YoTpebara Ha TOBA JESKApCTBO, NONMTANTe
Bamins nexap win hapManesT.

4. BLiMOKHH HeXeJAHH PeAKIHH

KakxTo BcHUKH JCKapCTBa, TORA JIEKAPCTBO MOXKE Na NPEeIH3BHKA HEHKCJIAHH PCaKIHHM, BBIIPCKH 4€ HEC
BCEKH I'H HOIy4YagBa..

CnennvTe HexKeNaHH PEAKLHH ca HabNIOAaBaHH ¢ TOBA JICKAPCTBO:

YecTr (Modice da 3acezuam do 1 na 10 dymuj:

Ouny Hexeand peaxknsu: Oonka B OKOTO, ApPA3HEHE B OKOTO, CYXOTad B OKOTO, HCECTECTBEHO
ycellaHe B 0KOTO, 04€H JHCKOMGOPT.

O6ma HexeNaHH PeAKIHAR: TAaR0GOITHE, YMOPa, CYX0Ta B HOCA, JIOLI BKYC

HeuecTn (moaxce da 3aceznam do 1 na 100 oyuin):
OvEH HeXeJAHH PeaKmHM: 3aMBIVICHO, HAMANEHO WIH [OpPOMEHSHO 3pCHHE, HapylleHHe Ha
POroBHILIATA, BR3NIANCHHE Ha NOBBPXHOCTTA HAa OKOTO ¢ WM §e3 yBpeknaHe HAa TNMOBBPXHOCTTA,
BB3MANCHHE WM HMHEKIHA HAa KOHIOHKTHBATA, OTACNSHE HA OUEH CEKPET, YYBCTBHTENHOCT KbM
CBETJIHHA, YBEJIHYCHO CHI300TIENAHE, ChPOEXK B OKOTO, 3aUCPBABAHE HA OKOTO, MPOMEHH B KIenada,
cbpbex, 3auepBsABaHe, MOAYBaHe WM 00pa3yBaHe HA KOPHYKH IO KIISHa4a. o

O0mu mexe/anH PeaKNHEH: NPOMEHEHA WM HAMATCHA YYBCTEHTC/THOCT, 3aMadH
KOXKa, BB3NAJIEHHE HA KOJKaTa

C HeR3BECTHA UECTOTA (0 HAAURHUME DAURU He Modce Oa Tvde nanpase,
Ounn Hexe/laHH PEAKNHE: NMOAYBAHE HA OKOTO, TIOyBaHE HA POTOBHLIATA, M1
Ha 3eHHLATa




O6mHE HeaeIANH PEAKIHE: 33/1yX, 3aCHJIBAHE HA AJISPTHYHHTE CHMITTOMH, I10/yBaHe Ha JIALETO,
CBHIMBOCT, 0012 OTHANHAIOCT, rajeHe, NOBpPhIIaHe, HHPEKIS Ha CHHYCHTE, 3a4ePBABAHC Ha
KOMKATA H CHpOeK.

B MHOrO pefikH cITy4au HAKOM NALMEHTH ¢ TEXKO YBPeKaHe Ha NMPo3padHKA cNoH B npeaHarta 4acT
Ha OKOTO (pOoToBHLIA) pa3BHBAT 00JIAKOBMIHH [IETHA TT0 POTOBHLATA, IIOPAJH KANIHEBH HATPYNBAHUA
MO BpeMe Ha JICYSHHETO,

CrofmaBane A HEKEIARH peaKnHE

AKO MOJTyqHTe HAKAKEH HEXKEIAHH JIEKAPCTBEHH PeakiiiH, yBeaoMeTe Bamus nekap wid dapMatesT.
ToBa BKIIO4YBA BCHYKH BEIMOKHH HCOIMHUCaHH B Ta3H MHCTOBKA HEXKCIAHH peaKUHH. MoskeTte CBINO Aa
CHOOHIHTE HEKEaHH PeakUMH AUPEKTHO Ype3

H3reJiHHTEIHA aTCHLINAA N[0 JISKApCTBaTa

yn. ,,Jlaman I'pyes™ Ne 8

1303 Cogusa

Ten.: +359 2 8903417

yebcaiit; www.bda.bg

Kato crobmaparte HeskenaHu peakupu, MOKETe J1a JafeTe CBOA [IPHHOC 3a [I0TyYaBaHe Ha MOBEYe
MH(OPMAIHA OTHOCHO Be30MACHOCTTA HA TOBA JIeKapeTBo. M3NbiHNTENHA areHlHa N0 JiIeKapeTBaTa

5. Kak aa cuxpanusare Oaonaraxan YHUME]] PAPMA

):[a Ce€ CBXpaHABa HA MACTO HCAOCTRITHO 3a ACLA.
Ha He ce cpxpanaBa Hag 25°C.
I[a HE CE€ CBXPaHABA B XJJaJHJIHHK MJIH 3aMpa3aBa.

He u3nonssaliTe TOBA IEKAPCTEO CNIEA CPOKA HA FOJHOCT, 0TOenA3aH BbpXy eTHKeTa Ha OyTHIKaTa H
KapTOHEHATa ONAaKoBKa cnel ..l ogeH no*. CpoKsT HA FOJHOCT OTIOBapd Ha MOCNEAHHA JeH OT
MOCOYCHHA MECCLL.

He n3nonzpaifTe TOBa eKapCcTBO, ako 3abenexuTe, 9¢ NIacTMACOBHAT PBLCTEH OKOIO BHHTOBATA
Kaliayka JIMIICBA WIIH ¢ CUyTieH TIPH OTBapsAHeTo Ha HoBa OyTHika. B Takke ciyuai BopHeTe

NEKAPCTBOTO B aITERAaTa.

He w3nonssaiite no-annro ot 8 ceqmuuu ¢nea MpEOTO OTBapaHe. 3aTBapaiiTe OyTHIKATa BeAHAra
chnell NpHI0KEeHHETO.

He u3xpbpisiite JiekapeTBaTa B KAHAJIM3AIIHATA HITH B KOHTEHHepa 33 IOMalllHY OTHAXBIH.
IMonuraiite Baumma papMauerT kak 1a M3XBLPIATE JTEKAPCTBATA, KOMTO Beye He H3nons3pare. Tesu
MEPKH [II€ CTNIOMOTHAT 34 O[A3BAHE HA OKOJIHATA CPea.

6. Coabpkanie ua OHAKOBKATA H JONBJIHHTEIHA BEGOpPMANHS

KaxBo ¢habpxa Ononaragan YHAME]L PAPMA

- AKTHBHOTO BemiecTBo e ononataguH 1 mg B 1 ml pasreop {cpoTeeTcTBaw] Ha 1,11 mg
QNIANATAIHHOB XHAPOXIOpUA). EfHa Kanka oT pa3TBopa chAbpA#a 30 MHKporpamMa

- JlpyrHre CBCTABKH Ca: HaTpHEB XJIOpPHL, AHHATpHEB Gocdar
XJIOPOBOAOPOAHA KMCEITHHA/HATPHER XMAPOKCHA (33 KOpEKLMA Ha pH/}"
]

&
oB
x
(=4



Ononarangus VHUME]] ®APMA e Suctpa Ge3iBerHa TeYHOCT (pa3thop), KOATO HE CHABPKA
KOHCCPBAHT H C¢ TPEAIara B onakoska, chaspaama 1 x S mlwm 1 x10 ml B NOJIHETHWISHOBA
OyTHaxa ¢ kankoMep Novelia, ¢ kanauka Ha BHHT, cHa0neHa CBC 3aLIMTEH IIPBCTEH.

He BCHUKH BHAOBE ONAKOBKH MOTAT Aa GBHAAT IyCHATH B npojakoa.

TpHTexaren Ha pa3pemeaHeTo 33 ynoTpeda W NPOH3BOIHTEN

UNIMED PHARMA spol. s r.0. Orieskova 11, 821 05, Bratislava, Coakus

Tosu JIeKAPCTEER NPOJYKT € pazpemen 3a ynorpeba B AbpkaBaTe WICHKH HA EHII nox
CNeIHATE HMCHA:

Brarapus Ononarammd YHUME]] ®APMA 1 mg/m! kalnkH 3a o4d, pasTBOp
Yemxa penyGirka Olopatadine UNIMED PHARMA

EcToHus Olopatadine UNIMED PHARMA

XbpBaTHA Olopatidin UNIMED PHARMA 1 mg/m] kapi za oko, otopina
JlaTeua Olopatadine UNIMED PHARMA 1 mg/ml acu pilieni, Skidums
JlutBa Olopatadine UNIMED PHARMA 1 mg/ml akiy laSai (tirpalas)
YHrapua Olopatadine UNIMED PHARMA 1 mg/ml oldatos szemcsepp
Tompa Olopatadine UNIMED PHARMA

AgcTpus Olopatadine UNIMED PHARMA 1 mg/ml Augentropfen, Losung
Pymoris Olopatadind UNIMED PHARMA 1 mg/ml picituri oftalmice, solutie
CnoBakus Olopatadine UNIMED PHARMA 1 mg/ml o&n roztokov4 instilacia
CrnoBeHus Olopatadin UNIMED PHARMA kapljice za oko, raztopina

JlaTa Ha Hocaeauno Opepasraexnane Aa qacTokara 01/2020




