JIMCTOBKA



NIMTBIHUTERHA ATEHUMA NO NEXAPCTBATA

JIHCTOBKA: HAGOPMANAS 32 NanASITa— e e e,

Ononatanas YHUME/L ®APMA 1 mg/ml kaniog b pa 4 30 -0 025
Olopatadine UNIMED PHARMA 1 mg/ml eye.dr P A

Ononaraaun (Olopatadine)

[IpoueTeTe BHHMATEIHO NAJIATA IHCTOBKA, NPE1H 12 3aN0HETE 12 H3NO0I3IBATE TOBA
NIeKAPCTBO, Thil KATO T ChAbPKA BAXKHA 33 Bac HHpopManns.

- 3anazeTe Ta3u AUCTOBKA. MOXe na ce HAMOXKH A3 f NpOoUYETETE OTHOBO.

- AKO MMaTe HAKaKBH JOMLIHUTEIHK BBIIPOCH, NoNHTaifTe Bawus nexap unv ¢gapmauesT.

- Tosa NexapcTBO € NpeanucaHo au4yHo Ha Bac. He ro npeotcTenBaiiTe Ha Apyru Xopa. To Moxe
[1a UM HaBpeH, HE3ABHCHMO HE MPH3HALUMTE Ha TAXHOTO 3200/ABAHE Ca CHLIMTE KaTo Bawwure.

- AKO MOJTyYHTE HAKAKBH HEXKENaHW peaKLiuy, yBeaoMeTe Balusa nekap Hin ¢dapmauesT. Topa
BIUTIOYEA H BCHYKHU BB3MOKHHN HEXKENaHH PEakiliH, HEONHCAHH B Ta3H JINCTOBKA. BrxTe

TOYKA 4.

Kakpo ¢cbAbpika Ta3H JHCTOBKA!

Kakeo npeacrasassa Ononaragun YHUMEIL GAPMA H 3a KakBO C€ H3n013Ba
Kakso Tps6Ba 1a 3xaeTte, npeau Aa uinonssare Ononaraaux YHUME]J PAPMA
Kak aa v3nonssare Ononaraaud YHUME] PAPMA

B1b3MOXKHH HEXKENaHU peakuuH

Kax aa cbxpanspare Ononmaraand YHUMEIL ®APMA

ChbAbpKAHHE HA OMAKOBKATA H JOMBJIHWTENIHA HHPOPMALIHA

RN -

1. Kakso npeacrasaasa Ononaranus YHHME]L @APMA n 3a KakBo ce H3N0.1383

Oaonaranun YHUME] ©®APMA e npeana3natien 3a jJe4yenHe Aa NPH3HALATE H CAMIOTOMHTC
HA Ce30HHH AJICPrHIHHA KORIOHKTHBHTH.

ANlepradHH KOHIOHKTHBHTH. Hakou seuiecTsa (anepreHu) KaTo NOJEHUTE, JOMALIHHA Npax HiH
AUBOTHHCKATA KO3HHA MOTAT Ja MPHYHHAT aJleprUiyHH peakLnH, H3pasaBalllii cc B cbpbex,

3ayepBaBaHe, a CblUO TAKA K NOAYBAaHE HA MOBbPXHOCTTA HA OKOTO.

Ononataand YHUMEJ ®APMA ¢ 3a neueHHe Ha alepru4HH CbCTOSAHHA Ha OkoTo. To fecTBa Upe3
HaMagBaHe Ha HHTEH3KWBHOCTTA HA aNepryiuHaTa peakums.

Ononatanud YHUME]] ®APMA ce n3non3sa NpH BL3PacTHH, IOHOLIH HA BB3PACT MEXKAY 12nl8
rOZAMHH U AeLa Ha Bb3pacT oT 3 g0 12 roauHu.

Ononataaud YHUME]I] ®APMA e crepuieH pa3TBOp, KOHTO He CbAbPXa KOHCEPBAHT.

2. Kaxso TpsGsa 12 3naeTe npean aa ninoaisare Quonarajna YHUME/J ®APMA

He manoassaiite Oaonaraaan YHUME]] PAPMA
- aKO CTe aNeprHyeH KbM ONIONATaAHH HIIH KbM HAKOA OT OCTAHA/IUTE ChCTaBKH HA TOBA
nekapcTBo (H30poenu B Touka 6).

IpenynpexacHan 4 NpeANnasHA MEPKH
Iosopere ¢ Bawinst nekap Hau papMauesT Npeau Aa U3NON3BaTe Ononaranud YHUME]] ®APMA.

WIH, aKO CBCTOAHHETO BH ce snoiun.




AKO cTe HMaNH B MHHANOTO KOHTAKTHA aNeprus KbM cpedbpo, He TpabBa na v3non3saTe TO3H NPOIYKT,
Tbil KaTO B OTAENIEHUTE KANKH MOXE /1a Ce ChABLPXKAT CIEAH OT cpedpo OT 3aTBAPAHETO HA
KOHTEHHEpa.

3a HOCeIHTE KOHTAKTHH JICIIH
AKO HOCHTE KOHTAKTHH JielllH, TpA0Ba Aa CBA/IUTE ACLINTE NPEAH MPHIO0NKEHHETO H 12 H3YaKaATE NOHE
15 MHHYTM Npeau 1a r'd CIOXKHUTE OTHORO.

HJena

He uznonseaiite Ononaraaun YHUME]] ®APMA npu geua noa 3-roaduina eu3pact. He papaire
TOBA JIEKAPCTBO Ha Acua noja 3-rOAMlIHA Bb3PAacT, 3al{OTO HAMAa AaHHH, KOWTO fAa MOKa3BarT, Ye To €
Ge3onacHo U AcHCTBA NpH AcUa Noa 3 rOAUHM,

Hpyru aexkapctea H Onomaraaan YHHMEJ PAPMA
Undopmupaiite Bawns nexap uan papMauesT, ako NpHeMare, HACKOPO CTE NMPHEMAITH WK €
Bb3MOIKHO [1a [TPHEMATE OPYrHy JIeKapcTBa.

AKO M3N0JI3BaTE APYTH KANKH 33 O4H WK JIEKapCTBa 3a O4M NOA GOpMaTa Ha Ma3sH, H3YaKauTe NoHe
MeT MWHYTH MEX/Y NOCTABAHETO Ha BCAKO AekapcTo. QuHuTe Ma3K TpaOBa 1a ce npunarar
MOC/IEAHH.

OnonaTazas YHUME]] PAPMA c xpana, RAIATKH B AJIKOX0J
Twi KaTO IEKAPCTBOTO € pa3TBOP 32 OUM, HErosaTa ynoTpeba HAMa OTHOLLIEHUE KbM MNPHUEMA HA XpaHa
Y HaNKTKH.

bpemMeHHOCT, KbpMeHe H PepTHIHTET
Ako cre OpeMeHHa WIH KbPMHTE, CMATATE, Y€ MOXE 1a cTe OpeMeHHa Wi IL1aH1paTte
BpeMeHHOCT, NochBeTRalTe ce ¢ Baiuna nekap win ¢papmauesT npeax ynorpedara Ha ToBa

NEKapCTRO.

He usnonssaitre Ononartanud YHUME]] ®APMA, ako cte OpeMeHHa UNK KbPMHUTE, NOCHBETBANTE C
Bawmns nexap npenu ynorpedara Ha TOBa JIeKapcTBO.

[llodpupane u paboTa ¢ ManinHK
Bb3moxkHO e HenocpeacTBeHO chnea nocraBiHero Ha Ononaraaun YHUME ®APMA na

YCTAHOBMTE, Ue 3peHHeTo BH e kparkoTrpafivo sambriaeso. He Tpabea na wodupare win aa paborure
C MALLIMHH, AOKATO TOBA HE MPEMHHE.

Ononaragns YHHME ®PAPMA ceanpixa pochaTin OydepH

ToBa nekapcTBo chbAbPKa AUHAaTpHeR pochaT aoaekaxuapar 2,991 mg B 1 ml pasrBop (oTropapsii Ha
0,80 docdartu 8 1 ml pasTeOp).

AKO CTpajaTe OT TeXKO YBpeXKJaHe Ha MMPOo3payuHKd CJIOH B MpeaAHATa 4acT Ha OKOTO (pOroBMLATa), B
MHOIrO peaKkH ciyyvau gochaTHTe MOXKE Ja A0BeAaT 40 NOARATa HA MBTHH MNETBhHLIA BbpXY POrOBHLIATA,
ABLJDKALLY CE Ha HATPYNBAHE HA KAJIUWH MO BPEME Ha NIEYECHHETO.

3. Kak aa manomssare Ononataaan YHUMEL ®APMA

BuHarv m3noi3BaiTe TOBA JIEKApPCTBO, TOYHO KakTo By e kasan Bawuar aexkap. Ako
HE CTe CHI'YPHH B Helo, nondraite Bauiva nexap wiu ¢papMalesT.

[IpenopbuMTENHATA 1032 € €AHA KANKA B 38CErHATOTO OKO MJIH OUYH, NBA TbTH JHE
BEUEP.

HanonsealiTe no To3n Ha4HH, OCBCH aKO Bawusr JICKAP HEC BH € NpeaAnnucan HEWo



Uznonzsaiite Ononataaus YHUME]] ®APMA wu 3a asete ouu, camo, ako taka Bu e kazan Bauwuar
nekap. MU3nonzsaiire Tos1koBa AbJro, Koakotro Bu e kasan Bawusart nekap.

HUsnon3saire Ononartaauy YHUME]] @APMA camMo KaTo KarnkH 3a O4YM.
Uucrpykuun 3a ynorpeba
|. U3MuiiTe pblETE CH U CeIHETE WJIM 3acTaHeTe npas y/100Ho.

2. Pa3BuiiTe kanaukara Ha OyTHaKkara. AKO C/ie/l CBAJISHETO HA Kanavkara, npeana3HUsaT NpbCTeH €
a3xJ1ab€H, OTCTPAHETE o NMPEAH 1a U3IoJI3BaTe NMpoayKTa.
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3. Jlpwkre OyTUaKaTa 0OOBbpHATA HA0IMY MEX/Y Nnajiela u ApYruTe npbCerH.
4. HaknoHere rnapata cu Hazaja. M3nonseaiite npbcra cH, 3a Aa JAPbIHETE BHUMATEIHO HAA0Jy
JIOJTHHUS KJIETay Ha 3acerHaroTo OKO.

5. [TocTaBeTe BbpXa Ha Kankomepa 6JIM30 10 OKOTO CH, HO TaKa 4e /1a He J0KOCBa OKOTO WK o0JsiacTTa
OKOJ10 HETO.

6. CtucHere OyTHIKaTa JIeKO, Taka 4e /la KarnHe camMoO €/lHa Karka B OKOTO, a CJieJl TOBa OTIYCHETE
NOAHUA Kienad. Mons oObpHeTe BHMMaHHWE, Y€ MOXKE /1la MMa HAKOJIKO CEKYH/H 3a0aBsiHE MEXY
CTHCKaHeTO Ha OyTuiikaTa W OTJeNsSHeTO Ha kankara. byTunkara ve TpsOBa /1a ce CTHCKA MPEKAICHO
CHJTHO.

7. [lpuTHCHETE C MPBCT BIbJIa HA 3aCErHATOTO OKO, 01M30 10 HOca. 3a/pbKTe Taka | MHHYTa, /I0KaTO
QbPIKUTE OKOTO 3aTBOPEHO.




9. Cnea ynorpeba Oytuikara TpsaOBa /1a ce pa3kiaTH BeJHBXK B MOCOKa Hanojy, 0e3 na ce 10KOCBa
BbpPXa Ha Kanmkomepa, 3a J1a ce OTCTPaHH OCTaTb4YHATa TEYHOCT OT Bbpxa. ToBa € HeoOXoaMMO, 3a na
C€ OCHIypH CTEPHJIHOCTTA HA KArNKMTEe 3a OYM W 3a MO-JIECHO M0/laBaHe Ha Clie/lBalllaTa Kanka npu
[1OCJI€ABALLO MMPHIIOKEHHE.

o

10. 3aTBapsiTe MILTHO Kanaykara Ha OyTH/IKara BeiHara cijie/l NNpUIoKeHHe.

AKO CTe H3NMO0J13BAJIH noBeyve oT HeoOxoaumara ao3za Osonaraagun YHUME/L PAPMA
M3nnakHeTe ounTe CH ¢ Toruia Boja. He nocraBsiite nopeye Karku A0 cjieasaiara J1o3a.

AKko cTe nponycHau aa u3nossare Ononaraaus YHUME]/L PAPMA

[TocTaBeTe eqHa Karnka BejHara clie/l KaTo Ce CETHTE M CJie/I ToBa cna3paiTe Balata oOMyalHa cxema
Ha no3upoBKa. Ako obaye e HabIXKKI0 BpeMeTo 3a Batuara cieBaula 103a, nporycHere
NpuJlaraHeTo Ha NMPoIycHaTaTa /103a Mpe/y /ia ce BbpHeTe KbM oOuuaiinaTa cxema. He nocrassiire
JIBOHHA 11034, 3a /la KOMIEHCHUpare npornycHarara.

Ako cre cnpean ynorpedbara na Osonaragun YHUME]L ®PAPMA
He cnupaiite ynorpebara Ha TOBa JIeKapCcTBO NMpe/IH J1a ropopute ¢ Bawus jiexkap.

AKO UMaTe HAKAKBH JIOMbJIHUTE/IHHA BBITPOCH, CBbP3aHu ¢ ynorpedara Ha TOBA JIEKapCTBO, MONMUTAHTE
Bawius nekap wiau ¢papmauesr.

4. Bb3MOKHH HEKEJIAHH PEAKIHH

KakTo BCHYKH JICKaApCTBa, TOBA JICKAPCTBO MOXKE /1a NPEAU3BHKA HCXKC/IAHH PCAKLIUA, BBITPCKH Y€ HC
BCCKH I'M NoOJy4aBa..

CneiHUTE HEXeJIaHW peaklMy ca HabJII01aBaHK C TOBA JIEKAPCTBO:

YecTH (Moxce oa 3aceznam oo 1 na 10 oywu):

Ounn HexesaHH peakuuu: O0JiKa B OKOTO, JIpa3HEHE B OKOTO, CyXOTa B OKOTO, HEECTECTBEHO
ycelllaHe B OKOTO, OY€H AUCKOM(OPT.

OO0 K HeXKeJIAHH peaKIHu: r;1aBodosiMe, ymopa, Cyxora B HOCA, JIOL BKYC

HeuecTH (Moxce 0a 3aceznam 0o 1 na 100 oywiu):
OuHH HeXKeJIAHH PpPeaKIHH: 3aMbIJICHO, HAMaJIEeHO WJIM [POMEHEHO 3pEeHHe, HapylleHWe Ha
pOroBHlIaTa, Bb3MaJleHHE Ha TMOBBLPXHOCTTA HAa OKOTO C WAM 0e3 yBpeXkaaHe Ha MOBBLPXHOCTTA,
Bb3MaJIeHHe WIH HMH(EKUHSs Ha KOHOHKTUBATA, OT/EJSHE Ha OYEH CEKpeT, YYBCTBHUTEJHOCT KbM
CBETJIMHA, YBEJIMYEHO CBJI300T/AE/sAHE, ChbpOek B OKOTO, 3a4epBsABAHE HA OKOTO, MPOMEHH B Kjernaua,
cbpOex, 3auepBaBaHe, 1oyBaHe WKW 0Opa3yBaHe Ha KOPHUKH 110 KJleraya.
OO0mH HeXKeJJaAHH PeaKIHH: TPOMEHEeHa WK HaMaJleHa 4yBCTBUTEIHOCT, 3aMasH
KO’Ka, Bb3MNaJIeHHE Ha Ko)KaTa

C HeH3BECTHA YeCTOTA (0Mm HATUYHUME OAHHU He MOXce 0a Dboe HanpaseH
OuHH HeXeJIAaHH peaKlHH: M0/lyBaHe Ha OKOTO, MO/lyBaHe Ha poropuiaTa, n
Ha 3eHuLaTa



OO R HeXKeNAHH PeaKUHH: 3aQyX, 3aCHJIBAHE Ha &NEPrHYHHTE CHMITOMH, NOLYyBaHe Ha TUUETO,
CBHHAMBOCT, 0011 OTNAAHANOCT, raACHE, NOBPbULaHE, HHOEKLHA HA CHHYCHTE, 3a4epBABAHE Ha
KOXAaTa H chpiex.

B MHOro peKH cnydar HAKOH MALMEHTH C TEXXKO YBPEKaHe HA NPO3payHUs C/IOH B NpeaHaTa YacT
HA OKOTO (pOrOBMLIA) pa3BUBAT 061aKOBHIHKM NETHA NO POroBHLATA, MMOPAH KATUHEBH HATPYNBAHWA
10 BpEME Ha JICYEHHETO.

Cro0maBane HA HEXKEIAHH PeaKIHH

AKO NONMy4HTE HAKAKBH HEXKETAHHN JIEKAPCTBEHH peakUUy, yBeaomeTe Bawns nexap Wi ¢apMauesT.
ToBa BKJIOUBA BCHYUKH BH3MOXHH HEONHCAHM B TA3H JIACTOBKA HEXE/NaHH peakunHn. Moxere CbLUO aa
CHOOLIMTE HEXKENAHH PEAKLIHH IHPEKTHO Ype3

HamrenHMTEIHA areHUMs No ieKapcTBaTa

yin. ,,JJamsau ['pyes*™ Ne 8

1303 Codus

Ten.: +359 2 8903417

yeGcaiir: www.bda.bg

KaTto cnobiasare HexXeNaHy peakLMH, MOXKETE Ja Na€Te CBOA MPHHOC 3@ NOJy4YaBaHe Ha MOBEYE
uHgopmaLus OTHOCHO 06€30NacHOCTTA Ha TOBa JIEKAPCTBO.

5. Kak aa cexpangsare Ononaraaus YHHUME/ ®PAPMA

Jla ce cbxpaHABa Ha MACTO HEAOCTBITHO 3a AELA.
Ja He ce cbxpansBa Han 25°C.
Jla "e ce chXxpaHABa B XJIaAWJIHUK WM 3aMpa3fBa.

He w3non3saiiTe ToBa N€KApCTBO ClIE CPOKa Ha FOAHOCT, OTOENA3AH BbPXY €THKETa Ha OyTHIKATa U
KapToHeHaTa onakoBka cnes ,.J oneH no“. CpoKbT Ha FrOAHOCT OTrOBaps Ha NOCAEAHHS ACH OT
MOCOYEHUA MecelLl.

He wianon3paiiTe ToBa N1€KapCTBO, aKO 3a0eNeXHTE, Y€ TUTACTMACOBUAT NPBCTEH OKOJIO BUHHTOBATA
Kara4kKa JJMNCBa WK € CUYNEeH MPH OTBAPAHETO Ha HOBa OyTunka. B TakbB Cityyai BbpHeTe
NeKapCTBOTO B alTEKATA.

He uznon3saiitTe no-auaro oT 8§ CeAMHULIM Clea MLPBOTO OTBapsaHe. 3aTBapaiTe OyTHakaTa BeaHara
cnel NPHIOKEHHETO.

He u3xBbpisiTe NekapcTBaTa B KAHANH3AUMATAE HIK B KOHTEHHEPA 32 JOMALLIHH OTNAdbUM.
[Tonwraiite Baluug dapMaLEBT KaK Aa H3IXBbPAATE JIEKapCTBaTa, KOMTO BEYE HE Hanoassate. Te3u
MEPKH L€ CMTOMOrHaT 3a Ona3BaHe Ha OKO/1HATa cpena.

6. CrabpakaHHe HA ONAKOBKATA H J0ULJAHHTE/NHA nadopManus
Kakso chabpxa Ononaraann YHHMEL PAPMA

- AKTMBHOTO BellIECTBO € ononataanH | mg B 1 ml pasteop (chorpercrsais Ha 1,11 mg
onanaraarHoB Xxuapoxyiopua). Eana xanka ot pa3zreopa cbhabpxa 30 Mukporpama
ononaTtafaMi (CbLOTBETCTBALI HA 33,3 MHKpOrpaMa OJIONATaAHHOB XHAPOXJIOPHA).

- Jlpyrure CBbCTABKH Ca: HATPHEB XJIOPHA, OHHATPHEB (ocdaT AOACKIXNMS




noaverwieHona(u) 6yTunka(u) ¢ kankoMep Novelia, ¢ Kanayuka Ha BUHT, cHabZieHa CbC 3alUHTEH

MPBLCTEH.

He Bcuuku BHAOBE ONMakoBKH Morar aa 6waart mycHatv B npoaaxba.

IIpuTexaTes na pajpelieHAETO 32 YNOTpebda H NPOH3BOAATEN

UNIMED PHARMA spol. s r.o. OrieSkova 11, 821 05, Bratislava, CnoBakus

To3n nexapcTBen NPOAYKT € pa3peineH 3a ynorpeta B appxasaTe wieHkn Ha EHIT noa

CACAHHATE HMEHA.

buarapus
Yewrka penybnnka
EcTronusd
XbpBaTuA
JlaTBus
JutBa
YHrapus
[lomua
ABCTpPHSA
PymbHHA
CrnoBakus
CnoBeHus

Ononataaus YHUME] ®APMA | mg/ml kanku 3a oun, pa3Teop
Olopatadine UNIMED PHARMA

Olopatadine UNIMED PHARMA

Olopatadin UNIMED PHARMA 1 mg/ml kapi za oko, otopina
Olopatadine UNIMED PHARMA 1 mg/m! acu pilieni, $kidums
Olopatadine UNIMED PHARMA | mg/ml akiy la3ai (tirpalas)
Olopatadine UNIMED PHARMA | mg/ml oldatos szemcsepp
Olopatadine UNIMED PHARMA

Olopatadin UNIMED PHARMA 1 mg/ml Augentropfen, Losung
Olopatadind UNIMED PHARMA 1 mg/ml picituri oftalmice, solufie
Olopatadine UNIMED PHARMA 1 mg/ml o¢na roztokova instildcia
Olopatadin UNIMED PHARMA kapljice za oko, raztopina

JaTa Ha DocJIeARO npepasriaexiane na Jacropkara 11/2024




