WA

G r"“‘ ”‘" =L “a @
SR DE08.0

mnuun-u--

ZADITEN 0,25 mg/ml - 5 ml kanku 3a oyu, pasteop

Drprrepetgmte s vmiamem 1 n = o i

JincTroBKka 3a naunenTa

[poyeTeTe BHUMAaTENHO Tasu INCTOBKA. T8 cbabpxa BaxHa 3a Bac uxdopmauvs,
Toea nekapcTBo ce otnycka 6e3 peuerita. Bonpeku Toea, SAIINTEH Tpabea aa ce nsnonsea
BHUMATENHO, 32 Aa ce NocTUIrHe Halt-nobpusa pesynrar.
3anaseTte Ta3u NMCTOBKA, MOXKE fa By Nocny»u 0THOBO.
O6bpHeTe ce KbM hapMaLeBT, B Criydai uye umate HYXAa OT noeeye uHcbopmaums
WNY CLBET.
Tpsbea aa ce o6bHeTe KbM Nekap, ako CUMNTOMUTE GE Briolat Wik HE Ce NOCTUrHe
nogobpeHne crief HAKOMNKC AHW.

B Ta3u FIMCTORKa:

1. Kakso npepcraenssa 3AQWTEH kanku 3a oun 1 3a kakso ce usnonssa ?
2. MNpepw aa vanonssate 3AAWTEH kanku 3a oun

3. Kak na wanonseate 3AQMNTEH kanku 3a o4mn 7

4, Bb3MOXHN HexernaHnu edektu

5, CvxpaHeHne Ha SAONTEH kanku 3a o4n

3ALUTEH 0,25 mg/ml — 5 ml kanku 3a oun, pasTeop
KeToTudeH

s AKTuMBHOTO BetuecTBo e keToTudeH. 1,0 ml ceappxa 0,345 mg ketotifen hydrogen
fumarate, Ko#ito choTBeTcTBa Ha 0,25 Mg KeToTUDhEH.

e [omowHWTE BelllecTBa ca bBeH3alnkoHves xnopug, rmuuepon (E422), Hatpues
xunpokeng (E524), soga 3a urhkexumn,

MputexaTen Ha paspelieHue 3a ynoTpeba:
Novartis Pharma Services Inc.

Lichtstrasse 35, CH-4056

Basel, Switzerland

lpouseoauTen
EXCELVISION

Rue de la Lombardiére
07100 Annonay
PpaHumns

1.Kakeo npepctasnsisat 3AOWUTEH kanku 3a oun 1 2a KakBO €€ U3NON3Ba?

3AIVTEH e pasTeop Kkanku 3a 04M, KOITO ce mpeasara B NNacTMacos gnakoH ot 5 ml.
3AONTEH cbabpxa KeToTUdEH, KOETO € aHTUXNCTaMUHOB MPOSYKT.

S3AOWTEH kanku 3a ouu ce npusara ripu gpasHeHe Ha ouuTe B Cnyvau Ha aneprus Kb
LBETEH Npailel, Kato Hanpumep sadvepssiBaHe, chpbex 1 noBULLeHa CekpeLyn Ha crnbsHaTta
wreaa.

SAIUTEH npoTvBogeiicTBa Ha anepruyHarta peakuus, kato 6110kupa edpekta Ha XucTammHa.
XucTamMmHBbT NpUMMHABa 3evepBaBaHe, NoAnyxXsaHe, cbpbeX W HackrisABaHe Ha ouuTe.

2. MNpeau pa nanonzeare SAOWUTEH kanku 3a oun

SBAOUTEH kankn 32 ous MOME Aa Cce K3NOoNn3ea OT BBbIPACTHU, N
BB3PaCT ¥ QOPpW OT Aella Haf 3 roguHN.




He ynotpebseaire SAOAUTEH kanku 3a oun:
- AKO VIMaTe CBPLXUYBCTBUTENHOCT KbM KETOTUEH UNY HAKOE OT NOMOLUHUTE BELEeCTBa.

BpemeHHoOCT

Hsma onut oT wanonssaHe Ha 3AOWTEH no speme Ha GpemenHoct. B crniyyail, ye cre
BpemenHa unu miaHupare fa sabpemeHeeTe ce KOHCynTupalite ¢ fnexkap wnu dapmMalest
npepwy ga 3anoyHete nevenne cwe 3AOUTEH «ariku 3a oun.

Ktpmene
KeToTudeH npemuHasa B Kbpmarta, HO pearneH puck 3a BAWAHWE BBPXY [AETETO He
CblUECTBYBa NipW nNpuiaraHe Ha NpoAykTa B TepaneBTUYHA J03W.

EdrekTit BLpXY ¢NOCOBHOCTTa 3a WodimpaHe U padoTa ¢ MaluuHK

AKO u3nuTBaTEe 3amasHOCT wnk 3peHueTo Bu e 3aMbrneHo, crneg Kato cre uafosnssanu
SAOWTEH kanku 3a oun, TpsibBa Aa nadvakaTe, AOKATO TE3W CUMMTOMW OTILUYMAT, fpean aa
woduparte 1 Aa K3nonssaTte MallvH.

BaxHa nHdopmauus 3a HAKoM oT ckeTaBkuTe Ha SAAWTEH kariku 3a oumn

SANTEH kanku 32 ouM chabpka BeH3ankoHWes XIopug, KONTO MOXE fa MOoBfvsie Ha Meku
KOHTakTHU newn. flewuTte TpsbBa ga ce ceanaT npeau ynorpeba va 3AOWUTEH n morar pga ce
crioXat OTHOBO 15 MWH. cCnel Karo ca NocTaBeHu Kankute. [loTebprieH akT e, Je
DEH3aNKoHMEB XNopUL, MOXE Aa fPOMEHs LUBETa Ha MEKUTE KOHTaKTHW NeLn.

Ynorpeba Ha Apyru fneKapcTBEeHWN POJYKTH

AKO M3NOfi3BaTE [PYHA Kanky 3a ouy, Tpabsa Aa occurypuTe 5 MUH. Mexay NPUNoXeHUeTo Ha
BCEKM OT fABaTta npogykra. BbamoxHo e 3AOWTEH kanmkm 3a oun pa ycunm edekta Ha
aHTUXUCTAMUHNTE (NEKapCcTBa Cpelly aneprus) W ankoxona Win fa OKaXe BIUAHNE BbPXY
edoekTa Ha ofipefenenn NeKapeTea, KoMTo umaTt NOTUCKaLLC ASNCTBUE BbpXY LieHTpanHaTa
HepBHa cucTeMa.

BaxxHo € oa ce noceeeTBaTe ¢ Bawus fiekap nnv hapMauesT, ako B MoMeHTa ynoTpebasare
nNK cxopo cte ynoTpebsBann Apyri NekapcTBeHU NPOAYyKTY, AOPWM W Takmea, oTnyckaHu 6es
pelienTa.

3. Kak ga usnonseare SABWUTEH xanky 3a oun?
NosnposKaTa e efHa Kanka BbB BCAKO OKO ABa NTETU AHEBHO (CYTPUH 1 Beuep).

HauuH Ha npunoxeHue:

Haeepete rnaea Hasag (cdwur. 1). OpbnHeTe JONHWs Knenad ¢ npbeT. ApbKTe Kankute ¢
ApyraTta pbka ¢ oTBopa Hagony. C neko cTuckaHe KanHeTe efHa kanka B okoTo (cur. 2). 3a aa
usberneTe aambpcsBaHe, naseTe hnakoHa oT AORMP C ApYyri NnpeaMeTy. 3aTBOpPETE OKOTO 3a
oxono 1 muH. ToBa LUe NPefoTBpaT NPEeMUMHaBaHETO Ha KankaTa B MbprioTo NPe3 Cib3HUs
KaHaut. 1o TO3K HaduH ronama 4aT OT KankaTta Le ocTaHe B oKoTo. [ToBTopeTe npoledypara u
B GPYroTO OKO.
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Axo ycetute, ue edektbT Ha SAAWTEH kanku 3a o4 e npekaneHo CuieH, u:nm npexaneﬂo
cnad, wnn ako ycetuTe HsKakea opMa Ha HexernaHa peakuus, oﬁpre:ye c& Kiid Balum\
nekap nny dapmMalesT. iyl :
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AKko npekanuTe ¢ ynotpebara Ha 3AAUTEH kanku 3a ouu:
He cbluectByBa puck, ako kanku SALMTEH nonagrat B yctata. He tpsabea fa ce Geanokoute
¥ ako noseve oT egHa kanka SAIAWTEH nonagHe B OKOTO.

4. B1L:3MOXHU HEXenaHu edekTn

Kato scuuku nekapcrteenn cpegerea, SAIWNTEH kanky 3a odn moxe Aa Mma HexenaHu
ethekTn.

Mipu ynotpeba Ha 3AOWTEH kankv 3a oun moraT ga ce NpOABAT ChefHuTe HexenaHu
peaxummn B OKOTO:

MNapeHe nrm ToukoBMAHW o6pasyBaHua No BLHIIHUA CITOl KNeTkn Ha poroayuara.

Penku peakuuy ca 3aMblNieHO BuXaaHe, BegHara crief] NocTaBaHe Ha KankuTe B guuTe, CyXo
0KO, MPOMEHW B KrenaunTe, BbafnaneHnWe Ha BLHIWHATa YaT Ha okoTo, Gornkn B ouute,
YYBCTBUTESTHOCT KbM CBET/TMHE Wi BUAMMY KPLBOU3IMBY B NOA NOBBPXHOCTTE HA OKOTO.

Penxu peakuyy B ApYrv 4acTy Ha TANOTO ChLUO MoraT Aa ce NosesaT: rnasobonue, 3amasHocT,
KOxxeH 06puB, ekseMa, Cyxa yCTa 1 anepriiHa peakums.

Ako zabenexuTe cTpaHudHu edekTh, KOUTO He ca CRIOMEHaTH B TasW MUCTOBKA, CE CBLOKETE
¢ Bawma riekap unu dapmacest.

5. CbxpaHeHune Ha SAIUTEH kanxku 3a oun

Ha ce naaun ot geua!

Da ce cbxpaHasa npu Temnepatypa nog 25° C.

He wsnonseaiiTe NekapCTBEHWS NPOAYKT crneh AartaTta, NnocodeHa BbpXY Onakoskara U
thnakoHa.

KankuTe 3a oun Tpsibea pa ce ynotpebar go 4 ceamuum crief oTBapaHeTo UM.

Mopagy GuonoruiHu NpUYMHY 1 cbobpaXkeHns 3a 6e30NacHOCT, NeKapcTaa ¢ U3TEKbIT CPOK Ha
rogHocT TpsOBea fAa ObAaT BbpHaTK B anTeka.

6. JonwnHurenHa ukdgopmauns
3a ponbRHUTEnHa uHdopMaLma ce obpblyaiiTe Kbm Ballins nexap vnv capmMalest.

8. Homep(a) Ha paspelleHneTo 3a ynoTpeda
20020500

9. [lata Ha MbLPBOTO paspellaBane/nogHOBSIBaHE Ha paspelueHneTo 3a ynoTpeba
18.06.2002

10. [aTta Ha akTyanuanpaHe Ha TeKcTa
28-10-2005




