Mpea ynoTpe6a Ha NEeKOT BHUMATENTHO npouunTajre ro ynartcreoTo

e Yysajme 20 ynamcmeomo. Moxebu ke mpeba da eo npodumame
M108MOPHO.

e AKko umame OOMonHUMENHU rpawatba, obpameme ce Kaj Bawuom
niekap unu gpapmayesm.

e Os0j nexk Bu e nponuwat Bam u He mpeba da um 2o 0asame Ha Opyau
nuua, 6udejku moxe Oa um Hawmemu, dypu u aKo HusHUme
cUMAIMOMU ce ucmu Kako Bawume.

BHaTpewWwHoTO ynaTcTBO COAPXN.

1. LLmo npemcmasysa Kymepud I u 3a wmo ce ynompebysa
2 lmo mopa d0a 3Haeme rpeod da 20 ynompebume Kymepud I’
3 Kako 0a 20 ynompebysame Kymepud I
4 MoxHu HecakaHu dejcmea
5. Uyearbe U POK Ha ynompeba Ha Kymepud I

Kuterid®G/ KyTepMn® I 0,5 mg + 1 mg/1 g mact
BETAMETHASONE / GENTAMICIN

AKTUBHW CyNCTaHLMU: GETaMETa30H ¥ reHTaMNLnA.
MoMOLLHK CyncTaHUuK: MeTUnxuapokcnbersoar, TeqeH napaduH, 6en mek

napaduH.

Nve n agpeca Ha HOCUTENOT Ha ono6peHneTo 3a CTasake BO MPOMET. Nex
Ckonje JOOEN, ,lNepo Hakos" 6p.33, Ckonje, P.MakegoHuja.

me v agpeca Ha Npou3BOAUTENOT. Lek farmacevtska druzba d.d., Verovskova
57, fby6roata, Cnosenuja; Salutas Pharma GmbH, OcTepseavHreH, epmanuja.

1. lito npetcraBysa Kyrepua I 1 3a wTo ce ynoTpedyBa

EpeH rpam (1 g) MacT COAPXN 0,5 mg 6eTameTasoH BO cdopma Ha HeTameTasoH
AMNponuoHaT n 1 mg reHTammuLIH Bo cdopMa Ha reHTaMuunH cyndar.

CopapuHa Ha NakyBakeTo:
KyTuja co anymmHuymcka Ty6a wro cogpxu 15 g macr.

BeTameTasoH cnafa BO rpynata TakaHapeuexu KOpTUKOCTEpOUAN LUTO TO
onecHyBaaT BOCNaneHneTo W ro cnpedysaar Pa3MHOXYBaHbeTO Ha KneTkuTe.
HameHeT e 3a nokaneH TpeTmaH Ha 3abonysaka Ha koXkaTa LUTO pearupaaTt Ha
KOpTUKOCTEpPOUAHA Tepanuja.




FeHTaMUUMH € aHTUBMOTVK CO LUIMPOK CNekTap Ha AejCTBO WTOo e edukaceH 3a
nokaneH TPeTMaH Ha MHEeKLUN Ha KoxaTa.

Kytepua [ ce ynotpebysa 3a sabonyBara Ha koxata LWTO pearupaat Ha
KOPTUKOCTEpPOMAHa Tepanuja, WHMUUMPaHU CO MWUKPOOPraHU3MK YyBCTBUTENHU
Ha reHTamuumH. MacTa e norogHa 3a nekysarwe Oonectu Ha koxarta
NPUAPYXXEHN CO NojaBa Ha CyBU MHUUMPAHU NPOMEHMN Ha KoXaTa v nynewe.

2. LLito Tpeba Aa 3HaeTe npen Aa ro ynotpebute Kytepup I

He Tpe6a pa ro ynotpe6ysate Kyrepua I' ako:

- CcTe npevyBCTBUTENHW Ha GeTameTasoH, reHTamuuuH umnu Ha Apyr
aMUHOTTIMKO3UA UNU Ha Koja 6Uno of NOMOLLHWUTE COCTOJKU Ha NEKOT,

- CTe nauueHTn co TyGepKynosHu OLITEeTyBaka Ha koxaTa unu ako umare
ucunyeake No BakuuHauuja,

- vMaTe BUPYCHW WHPEKLMM Ha KoXaTa, Kako LUTO ce Xepnec, cunaHuum
(apuyena) unu CNu4Ho,

- MMaTe KOXHU YNKyCU U paHu,

- umaTe akHu, cocTtojba nosHaTa kako posauea (CEepuo3HO LpBEHWNO Ha
KoXKaTa Ha HOCOT U OKOMY HOCOT), NepuopaneH aepmatuTvc (LpBEHUNO CO
“cunyBarbe OKOMy ycTata) unu cTpum,

- cTe NauueHTn CO CEpPUO3HU PeHanHu owTeTysama.

MacTa Kytepuan I He cmee fia ce ynoTpebyBa kaj Aelia Ha BO3pacT noj eaHa (1)
roaviHa.

BugeTte ocobeHo BHMMaTtennu co Kyrepua I ako:

- Mmacta Ce KOpUCTM NoAoNT BPEMEHCKW nepuog (noseke oA ABe-TPU
HeAenM) WM Ha ronemy MNOBPLWMHW U Ha 4YyBCTBUTENHU AENOBW OA
koxaTa; nekapot Tpeba fa ja cnean Bawarta coctojoa nopaau nojaea Ha
KakBu OWNO CUCTEMCKW JejcTBa Off KopTukocTepouaute wunu on
reHTaMULUMUHOT,

- macTa ce KOpUCTM noj OKkny3uWBeH 3aBoj, ynotpebata Ha BakoB 3aBoj €
MOXHa CaMO Kaj OApeAeHn olTeTyBaka Ha KoXaTa U camo BO TEKOT Ha
HOKTa; noToa TpeTmaHoT Tpeba aa 6uae 6es 3aBoj,

- MMaTe HapylleHa uMpKynauuvja Ha KpBTa BO HO3eTe nopaau NocToete Ha
PWU3KK Of, KOXHU YIKyCH,

- 0BOj Nek e HameHeT 3a BaweTo AeTe LITO € Ha BO3pacT oA €4Ha Ao 12
roanHu,

- CTe NoBO3paceH NaLuueHT, ‘

- MMaTe o4 Mano A0 YMepeHo owwTeTysawe Ha OybpesuTe nnm Ha LUPHUOT ™,

- umaTte oapeaeHo 3abonysare LWTO CE KapakTepusupa c? MYCKySHa
cnabocrT. HESIN

MoTpebHo e aa ro nHdopmupaTe Bawmot nekap 3a osue cocTo;j6u. E




Kytepua I He Tpeba fa ce cTasa Ha Aenosn ol KOXaTa LUTO ce MH(UUMpaHu co
rabw wnu co baktepun LWTO C€ HeuYyBCTBUTENHN Ha TEHTaMWLUH, OCBEH aKo
NCTOBPEMEHO He Ce ynotpebysa ¥ COOABETEH aHTUbnoTuK. beTameTasoH
[MNPORMOHAT MOXe Aa v macknpa 3HauuUTe Ha MHdeKumja.

Tpeba pa ce nsberHyea crasare MacT Ha AVMUETO W Ha AEeNnOT OKOIy o4nTE ! pa
ce BHMMaBa Aa He HaBnese BO HUB.

MNpopornkeHaTa ynotpefa Ha reHTamutiuH MOXe Aa npeaussuka npekymepet
pacT Ha He4yBCTBMTENHN MuKkpoopraHusmu. Bo Takos cny4aj nekyBarbeTo Tpeba
fa ce npekuHe.

[lokornky ce nojasat 3Hauun Ha npeyvyBCTBUTENHOCT (XUNepceH3NTUBHN peakuum)
VAW cUCTEMCKa ancopnuuja, nexysamero Tpeba Aa ce NpeknHe.

Be monvme Aa ce nocosetyBate cO nekap U Torawl Kora ropeHaBefeHuTe
yKaxyBatba Ce opHecyBane Ha Bac kora 6uno Bo MUHATOTO.

BpemMeHOCT

Cosemysajme ce co Bawuom nekap unu ¢hapmauesm nped Jda 3ememe Kakoe
6uso nex.

BesbenHocta of nokanHa ynotpeba Ha KytepuA [ 3a BpeMe Ha OpemeHOCT U
[Oetbe He € NOTBPAEHA. Mopagu Toa, OBaa MacT He Tpeba pa ce ynotpebysa 3a
Bpeme Ha GpeMeHOCT, OCBEH BO WCKNYUUTENHN cryYau kora oyeKkyBaHaTa kopuct
3a MajkaTa ro HaAMuHyBa MOXHUOT pu3uK 3a eTycoT.

Doere

Cosemysajme ce co Bawuom nekap unu ¢apmayesm nped da 3ememe Kakos
6urno nex.

[lokonky flouTe, He cMeeTe Aa ja HaHecyBsaTe MacTa Ha Ko)kaTa Ha rpaavTe.

BninjaHue Bp3 CMOCOGHOCTa 32 BO3CHE WM 3a paKyBatbe CO MaluuHU
Macta Kytepua I He Bnvjae Bp3 cnocoGHOCTA 33 BO3Etbe W 3a pakyBare cO
MaLLUHU.

Ynotpe6a Ha Apyry Jiekoeu

Be MonuMe Aa umate npeasua Aeka osne yKaxyBaka Moxart Aa ce opHecysaaT
W Ha npenapaTtute wTo cTeé W semane BO MUHATOTO Wnu ke rv 3emare BO
naHUHA.

Be MonvWMme Aa ro uHgopmupare BalwuoT nekap wnu dapmMauesT aKo semate
WK aKko HeopamHa cTe 3ene koj Guno Apyr nek, Aypu v OHWE LITO He ce Ha
nekapcku peuent.

Mpn nctoBpemeHa ynoTpeba Ha KyTepnAa [ CO CUCTEMCKA KOPTUKOCTEPOUAW
MOXHa € MojaBa Ha nouapaseHi Hecakahi aejcrea. R

MacTa KyTepua I' He Tpeba Aa ce KOpUCTH 3aeAHO CO ApYTU NEKOBM 3§¢ﬁﬁ3|§anﬂa N

ynoTpeba.




BaxHU uHgopMaLMmn 32 HeKOU COCTaBHU KOMMOHEHTH Ha nekoT Kytepna I’
Kytepua [ coapxu meTunxugpokcmbeHsoaT WwrTo Moxe Aa npeauvssuka
aneprcku peakumuu (MoXxHu OANOXEHN peakuuu).

3. Kako aa ro ynotpe6ysate Kyrepua r

CTporo npuapxyeajTe ce Ha ynarctsara OA nekapoT. He cmeete pa ™
MeHyBaTe 403WTE UK Aa ro npekuHyeate nekyBarweTo 6e3 Aa ce copeTysarte co
nekap.

MacTa Kytepua I e HameHeTa camo 3a HagBopeluHa ynotpeba Ha KoxaTa.

BawnoT nekap ke Bu kaxe KOnky Bpeéme ke Tpae neKkyeBaweTo CO Kytepug I
MaKCUMAanHOTO BpeMeTpaere Ha TPeTMaHoT € Tpy Hepnenu. JlekyBarmeTo He
Tpeba aa ro NPOAOMKYBaATE 6e3s aa ce coseTysaTe co BawmoT nekap.

MacTa Kytepua [ ce cTasa Ha WHULMpaHaTa KoXa Kako TEeHOK cnoj oA epHaw
O ABanaTh Ha AeH U Tpeba HexHo fa ce BTpue. PaueTe Tpeba nobpo Aa ce
namujaT no Cekoe cTaBake Ha MacTa.

MakcumariaTa npenopadaHa HeaenHa nosa naHecysa oa 42 g A0 49 g macT T.€.
npuBnukHO 3 TyOw.

He ynoTpebyBajTe ja MacTa ako umate apyr1 npobnemu co Koxara.

iU npemHozy cnab, nocoeemyeajme ce co Bawuom nekap unu ¢papmayesm.

Ako cTe 3ene noroniema no3sa oa Kyrepua I oTKONKy wTO Tpeba:
Axo cme 3ene nozonema 0038 0d nexkom Kymepud [ OomKofiKy wmo €
nompe6Ho, eedHaw mpeba da ce nocosemyeame CO Bawuom nekap unu

¢gapmauesm.

EeTaMEeTa3oH 1 reHTaMULIMH MOXE Aa UMaaT CUCTEMCKN fejcTea no AonroTpajHa
ynoTpeba Ha MacTa Ha ronemu noBpLIMHIA Ha Ko)xaTa, No HaHecyBatkLe noronieMu
LONMUUHY UAK NOZ OKNY3UBHM 3aBOU, 0COBEHO kaj peua.

Axo cTe 3aGopaBune aa ynotpe6ute Kyrepua r:

He semajme deojHa dosa 3a 0a ja Hadomecmume npornywmenama.

Ako cTe 3abopasurne aa ja ynotpebute mMacTa, HaHeceTe ja BeaHaLl WToMm ke Ce.....
cetute. [okonky ce npubninkysa BpemeTo 3a crnepHaTta [o3a, nouekajte v T
HaHeceTe MacT BO NpeaBuaASHNOT TEPMUH. PR ™

4. MoXHU HecakaHu aejcTBa I
Kako u cume nekosu, maka u Kymepud I~ moxe 0Oa npedussuka ﬁ@*ca&aHu
dejcmea. %

]
' ‘ Ako UMame erneyamok 0exa eghekmom Ha jiekom Kymepud I e npemHoz2y CuineH




HajuecTto npuwjaByBaHu HecakaHw [ejcTBa ce pasfiMyHu MUHAMBUA peakunn Ha
KoxaTa.

UecTn HecakaHu AejcTBa (Ce nojaByBaart Kaj noBeke of, 1 kaj 100 1 nomanky og 1

kaj 10 naumeHTw). Yewame, LpBEHUIIO.

Momanky YecTu HecakaHu fejcTBa (ce nojaByBaar Kaj noseke of 1 kaj 1.000 un

nomanky og 1 kaj 100 nauneHTH): KOHTaKTEH aneprucku AepmaTtuTuc.

Ha MecToTO Ha HaHecyBawe MOXHO € fAa Ce MnojaBu CyBa koxa, nputauuja
(HappasHyBate), Munujapuja (MHOry6pOjHW CUTHM, NPOSUPHK, LIDBEHU UITN 6enu
Meypumka), BocnarneHue Ha ponukynuTe oA BrakHata, cTpum, UCTaHuyyBare Ha
KoaTa, dyBCTBO Ha  Ooukawe 1 NEYEHE, ¢oToceHauTU3auvja
(Npe4vyBCTBUTENHOCT Ha CBETNNHA) W CeKyHAapHU WHpekumum. MoxHa e nojasa
Ha CTEepouAeH AepMaTUTAC CNWYEH Ha posalea, CTepOUAHN aKkHW W upuTauwja
okony ycrarta. [lpogomkeHara ynoTtpeGa Ha mMacTa Moxe Aa npeanssuka nojasa
Ha NPOWMPEHW Kanunapw, npomeHeTa nurMeHTaumja Ha Koxara, nomanu
KpBaBetba BO KOXaTa W npekyMepHa rnojaBa Ha BfakHa no TenoTo.

Mpu nokanHa ynotpeba Ha Kytepua " peTkn ce CUCTEMCKN HecakaHW Aejcrea.
Moronema e BepojaTHOCTa TUe pa ce nojasaT BO chny4aj Ha JonroTpajHa
ynotpe6a, Npu HaHecyBarbe Ha NorofieMy NOBpLUIMHIA Ha KoXaTa, nog OKMy3uBHW
3aBou ¥ Kkaj Aeua. Moxe Aa ce nojaBaT BUCOK KpBEH NMPUTMCOK, npomMeHu BO
pacnonoXeHneTo, 3amop, fAebeneete 1 APy NPOMEHWU LWTO ce Aen oA
TakaHapeyeHnoT KylumHros (Cushing’s) cuHOpOM MpuAPYXeH co cynpecuja Ha
Han6ybpexHaTa xnesaa, npodnemu co 6ybpesuTe 1 HapyLlyBatbe Ha CIyXoT.

Ako 3abenexume Kaksu buso HecakaHu dejcmea wmo He ce criomMeHamu 60 osa
ynamcmeo, Be monume 0a 20 uHgpopmupame Bawuom nekap unu ¢gapmauesm.

5. Yysare Ha Kytepua I’

NekoT ce yyBa Ha TemnepaTypa Ao 25°C.
NekoT ce YyBa Ha MecTa HepOCTanHu 3a aeua.

Pok Ha ynoTtpe6a
Ilekom He cmee 0a ce ynompebysa Mo UCMEKOM Ha POKOM Ha yrnompeba,
00HOCHO 0 damymom wmo e HagedeH Ha nakyeatbemo.

HauyuH Ha n3gaBatbe Ha NeKoT
JlekoT ce usaaea BO anTeka camo Bp3 OCHOBaA Ha peLent.

[laTyM Ha nocneaHa peBu3nja Ha BHaTPEWHOTO ynaTcTBo
BrampewHomo ynamemeo e 0006peHo: Jynu 2014 roguHa

Bpoj Ha of06peHue 3a cTaBake Ha NIeKoT BO npomer:15-8159/1






