KPATKA XAPAKTEPHCTHUKA HA ITPOJIVKTA

[ U3NLARUTENHA ATERLIS 110 NEKAPGTBATA
. UME HA JIEKAPCTBEHUWSI I1 POJIYKT Kpamxa xapaxmepuemuxa na npogyxma - [puncxenue 1

OKCHUKOPT 9.30 mg/g + 3,10 mg/g. cnpeii 3a kowa, cycne: i Pee. N'"“‘U.g(?ﬁz(y
OXYCORT 9.30 mg/g + 3.10 mg/g. cutaneous spray. suspengion
Paspeuerue Ne /?s?/é./ 7..200.

2. KAYECTBEH 1 KOJIMMECTBEH CLCTAB

Ogocpenue N: osilie seiseies
B 1 g or cycnensusara ce chavpkar 9,30 mg OKCHTETPALMKITHHOB XHAPOXJIOpHa (oxyvietr uc\c/mv
hvdrochloride) w 3.10 mg xuapokopruszon (hvdrocortisone) .

3a NBAHMA CIUCHK HA NOMOLLHWTE BELLECTRA BUKTE T. 6.1 .
3. JEKAPCTBEHA ®OPMA

Cnpeit 3a Koxka, cycnensus

4. KJIIMHWUY N JIAHTTN

4.1 TepanesTnunn nokazanus
OKCHKOPT ce u3nonssa 3a neveHne Ha KOKHU BLINANEHUS, YCIOKHEHH € OakTepHantu MHpeK u.
Hanp.:

- UMIETHIO, (POSIMKYIIUT,

= ANCPIrUUHKM KOAHU 3a0009BAHNS - YPTHKAPUS, €K3EMA. NPYPHI.O

= M3rapsaHUS W M3MPL3BAHUS OT [ThPBA CTENEH,

- BTOPMYHHM MH(EKLIMK CIE/ YXaNBaHHS OT HACCKOMM.

- epu3HneNn.

4.2. Jlo3uposka n naunn na npuaoKenne
[TpoaykT 3a npunarane sLpxy KoKara.

Buipacrun
Cycnensusara TpadBa na ce Hanpbeka B Npoab/kenue Ha | 1o 3 CEKYHIH BBLPXY NATONOIMYHO
MPOMEHEHHUTE KOKHW YHaCTbUMW, KaTO (PIakoHbLT ce NpuabpkKa BepTukanno, na 15 10 20 cm ot
nosbpxHocTTa. Jla ce npunara 2 10 4 mbTH AHEBHO HA €AHAKBH HHTEPBAIN OT Bpeme.
Hpeaynpexaenne: Jla ce nazsr ounTe 0T NYJBEPUIMPAHOTO BEUIECTBO.

Jla ce u30sirea BanBane.

Ipean sesika ynorpeda, daakonnt tpsdsa enepruuno aa ce pa3TpbeKa HAKOJIKO
MbLTH.

Clielt BCAKO NpUAOKEHHE pbiieTe TpAtBa 1a ce U3IMHBAT CTAPATEIHO Che canyH
M BO/1A.
Jlena
Jla ne ce m3nonssa npu aeua. He e n0ka3ano 6e30N0acHOTO NPUAOKEHHE MIPH J1eLLa.

4.3. llporusonokazanusn
- CBPbLXUYBCTBMTENHOCT KbM OKCHTETPALUMKIMH, XMAPOKOPTHUIOH WM HAKO

BeLicCTRA.
= BH])_\"CHH WA IHOMYUHK MH(PCKIIMKM Ha KOXKaTa.




- Tymopwu Ha KoaTa WM NpeKaHuepo3Hu ChCTOSHUS.
- Ilnoaepmus B ocTbp craamii.

- OOGMKHOBEHO aKkHe U po3aties.

- OOnacTute Ha NMUETO, TEHHTANUHTE W PEKTYMA.

- VBpeKIAaHus HAa KOJKATa M PaHM.

4.4. Cneumannu npeaynpeRaenns u npeanasnm MEpPKH NpH ynorpeoda

- Jla ce nassT ounTe OT KOHTAKT C JICKAPCTBEHNS NPOIYKT.

- Jla ne ce sanBa nynBepusMpanoTo BeUIECTBO.

- Jla ce n3barsa KOHTAKT HA NIEKAPCTBEHMS MPOLYKT C JAMIABHLIMTE.

- llpu nossa na BB3NANEHME HA KOKATA HA MACTOTO Ha npunoxenue, Tpsdea na ce
NPEYCTAHOBH JICUCHHETO C JIEKAPCTBEHUSI NPOYKT.

- Ilpn orcuersue Ha noaobGpenne cien nposekaane Ha JeueHue B NPOABIKEHHE Ha 7 JHn,
JICUEHHETO € NICKAPCTBEHUS MPOAYKT TPsOBA Aa ce NpPeycTaHoBH, Thil KATO XMAPOKOPTH3IOH
MOZKE J1a MACKHPA CUMIITOMUTE Ha pasiunpssaiia ce MHpeximns. .

- Kozknara nosLbpxHOCT. BLPXY KOSTO € NPHUAOKEH NeKAPCTBEHMS T NPOAYKT. He Tpsdea na ce
OMHTOBA WIM Ja Ce MOKPUBA C OKIY3MBHH Npespb3kH. M3nonssanero na OKJIY3MBHA
MPEBPb3Ka yCniBa NPOHHKBAHETO HAa JIGKAPCTBEHWS NPOAYKT NPe3 KOKATa B KPLBTA, KOETO
MOKE JI0BE/IE /10 MOABA HA CUCTEMHM CTPAHHYHK eDEKTH HA KOPTHKOCTEPOHAMTE.

- BB3MOKHO € MpoHMKBaHE Ha XMAPOKOPTH3OH Mpe3 Koxkara B KPbBTa W nposisa Ha
umyHocynpecusins eekt na npenapata. Mo Tasu npuumma, no Bpeme Ha fedeHHeTo.
HauMeHTLT Tpadea aa Obie BHUMaTencH 3a w3dsrsane Ha MHQEKTHPAHE ¢ KOHTATHOZHM
BUPYCHM 3a00asBanus (Bapuuea, MopoMIN).

- llpn npunarane na nekapcTsenus NPOAYKT 3a NPOALIKHTENCH NEPHOL OT BPEME BbLPXY
FOJICMH  KOXKHH - MTOBLPXHOCTH, € BBH3MOKHO [POHMKBAHE HA CTEPOMIAHATA CHLCTABKA
XHAPOKOPTH3OH B KPbBOOOPALLEHHETO W NOTHUCKAHE HA OCTa XMIOTATAMYC — xunodusa
HaaOBOpey K Ke3n (Hanp. npossu Ha cunapom na Cushing, riokosypus, XHINEPIIIHKEMUS ).
[lpu nosea Ha CUMOTOMH, KOMTO CBMAETENCTBAT 3a CHCTEMEH KOPTHKOCTEPOU/IEH eekT,
NPUIAraHETO Ha MEAMKaMeHTa TpaOBa /a ce NpeycTaHoBH W /1a ce KOHTPOIMPA HUBOTO Ha
KOPTH30J1 B ypHHaTa.

- Topaan CbaAbpKAHMETO Ha OKCHTETPALMKIWH B JIEKAPCTBEHHA NPOAYKT, € HEODXOMMMO
W30SrBAHE HA M3IATAHETO HA CABLHYEBA CBETIMHA MM M3KYCTBEHO YATPABHOIETOBO NhUCHME
(Hanp. conapuym). NOpain pucKa OT pazsuTHe Ha (hoToAEepMaTO3a.

- Ynorpebara na OKCHTETPALUMKIMH M APYIH anTUOHOTHUM C IMPOK CNEKThP Ha JEHCTBHE
MOZKE 12 PEAM3BHKA PA3BHTHE HA PEIMCTEHTHH DAKTEPHAIHM LIAMOBE MK FbOMUKH,

- lpu nossa Ha MH(PEKUMNM NPULUUHEHU OT PE3UCTEHTHU HA OKCHTETPALMKIMH Oakrepun nim
reOMYKH, TPAOBA /14 ce NpoBe/Ie aAeKBATHO AHTHOAKTEPHUAIHO MM AHTHMHUKOTHYHO J1eUeHHE.

4.5 Bzaumojeiicrsue ¢ Apyru AeKapCTBENn NPOAYKTH u ApYrn GOpMH Ha BIauMoaeiicTBIe

He ca ycranosenn ssanmoseiictsmns npu nokanna ynorpeba na nekaperserms NPOAYKT. cLoOpazena ¢
MPENOPLKUTE 3a NOKA3ZAHUS U HAYKMH Ha ynoTpeda.

He ce npenopbusa N0KaNHOTO NPUAOKEHHE HA JIBA MM MOBEYE JIEKAPCTBEHM MPOAYKTa, Thil KaTo
ToBa OM MO0 /1a OKakKe BAMSIHUE BBLPXY KOHLUEHTPALMHTE HA AKTHBHWTE BELLECTBA MM A4
Npein3BUKa 3a4epBaBaHe Ha KoJKaTa.

4.6. bpemennoct n kupmene

He ce npunara no speme Ha OpeMeHHOCT M KbpmeHe.

4.7. Epexrn Bupxy cnocobnocrra 3a modupane n padbora ¢ Mmamnum (’; =
‘ —

Hsma jnanun 3a C(I)CK'I' Ha JICKApPCTBCHUSA TIPOAYKT BbLPXY cnocodHocTTa 3a IAI,IO(")H
MAllMHHH. \



4.8. Hemenann aexapersenn peakumun

- Xl‘l,ﬁlpUKOpTM'}OH. CTEPOHIHATA CbCTABKA Ha JIEKapCTBCHUSA NPOAYKT, OM MOIba Ja 10Be/1e 10 nogsa
Ha JIOKAJIHW HeKeJlaHu JCKAPCTBCHH PEaKiMK, KaTo “YYBCTBO Ha fapexe, C'l-pﬁt‘}l\'. Bb3najeHue Ha
MACTOTO Ha MPHAOKEHHME, CHITHO H3PA3CHO M3CyIlaBaHe, il'l‘p()(l)ll‘lllll [MPOMEHH HA KOZKATA, KOHTAKTEH
JACPMATHT, NnepropasieH ACPMaTHT, Maunepaums Ha Koxkara, akvenoobe ()GI)HB, CTPHH, 1IpbLCHATH
MHJIHAPHHU MEXYpUeTa 1no Koxkara, Oﬁpllﬂ. CHITHO M3Pa3eHO OKOCMsIBAHE, O6C'lllBL"l'ﬂBaHC Ha KoKara,
BTOPUYUHH KOIKHH MII(I)CKI(HH H (I)OHHK)’JIHT.

“pH rfnpuiarase Ha JCKAPCTBEHMUS MPOIAYKT 3a NpOAbLJHKUTENICH nepuoa ol BpEME U (M) BbhpPXYy
FoOJIEMH KOKHH NOBBLPXHOCTH, € BLIMOIKHO XHWIPOKOPTHU3OH J1a HPOHHKHE B KPBLBOOOPALLEHHETO W /14
NPEAHIBHKA NOSIBA HA THUITHYHK 34 KOPTHUKOCTEPOHIANTE CHCTEMHM NPosBH,

”l)O,’I'bI])I\'H’l‘CJIH()TU NnpuiaraHe Ha JdCKapcTBeHms HPOJAYKT BbPXY KOKara Ha 1Muero

MOZKE a NpHYUHKU KOJKHA &lTpO(I)Hﬂ H PastuMpaBane Ha KPBBOHOCHHTE CbLAOBC.

= ()KCHTCTPHILHKJIHH. KOHTO € BKJIIOYEH B CbCTaBa Ha NCKAPCTBEHU S NPOAVKT, MOxKe J1a
NPEAH3IBHKA JIOKAJIHO Bb3najleHue Ha KOKara, aJiepruvism PEaKkimu u (1nmn) Pa3sBUTHE HA TLOMUKK MK
PEIHCTCHTHH ()ill\"l'cpHiUIHll LHaMoBe.

4.9. lperozupane

”])H fpHiaarade Ha JICKAPCTBCHUA NPOAYKT BbLPXY roJIeMH KOWKHH NOBBLPXHOCTH, BbB BHCOKH 03K,
MO/ OKJIY3UBHH MPEBPL3IKH  HIIKH BbPXY VBpeleHa Koxka, e Bb3MOKHO TOH J1a HPOHHUKHE B
KP]:BOOGp'bluCIlMC'I'() W la npeaniBuka XapakTepHu 3a KOPTHKOCTEPOUINTE WK ()I\‘Clv‘l'l'("l'pﬂluﬂ\'.'lIIH
CHCTEMHH NPOABH (MO8 1a CE OTHEeceTe KbM pasjien 4.4 ).

“pli NXPOHHYHA MHTOKCHKALMS C KOPTHKOCTEPOM/IH, ce MpenopbYBa NOCTeNneHHo NPEYCTAHOBABAHE Ha
JICHCHHETO ¢ JCKAPCTBEHMS NPOJAYKT.

5. PAPMAKOJIOI'MYHU CBOHUCTBA
5.1, PapmakoamuamMuunm cBoiicrsa

(DapmakorepanesTHina rpyna: ciaou KOPTUROCTEPOHAN. KOMOMHALIMA C AHTHOMOTHILH
ATC kon: D07 CA 01

OKCHKOPT e komGuuupan JICKAPCTBEH NPOAYKT, KOHTO Ce ChCTOM OT /IBE AKTHBHM ChCTABKH:
OKCHTETPALIMKIIMH M XHAPOKOPTH3OH.

OKCHTETPALMKANH € aHTHOHOTHK ¢ POk CHEKTLP Ha aHTHOAKTEPHANTHO ACHCTBHE N0 OTHOIEHME Ha
['pav+ u I'pam- Mmukpoopratmnimm.

xH,'po!\'_Op:l'll'lﬂll npeacrasiassa K()p’l HKUC'ICPUH.’I C ﬂPO'l HBOBBLANAJIHUTEC ITHO, Hnpot HBOCLPGL‘)I\'HU.
IPOTUBOOTOUHO M HAMAJIABALLO MPOMYCKIAMBOCTTA HA KPbBOHOCHHTE Ch0BE JCHCTBHE.

ﬂCKZl[)C'I'BL‘IIM’IT NPOAYKT Jencrsa CIPAMO YYBCTBHTCIIHUTE KbM OKCHUTETPAUMKINH MHKPOOPraHuimm
Ha MACTOTO HA BB3MNAJICHME HA KOIKATA H NOTHCKA JIOKAJIHUTE BL3NATHTEIHN PEAKIIMH. Hamansea
JAYHCPBABAHETO W CLPGC}I\'RI.

5.2, PapMAKOKHHETHYNN CBOTICTRA

OKCHTETPALMKINH, NPUIOKEH BbLPXY Koka Ge3 YBPEIKAAHUA, TPUTEKRABA JIOKATHO ACHCTBHE M
npakTuiecku e ce abcopGupa B kpueta. [Npu w3nonzsane BLPXY HapaHeHa, yBpeneHa.Koka, e
BLIMOMKHO 21a ce abcopbupa B KPLBTA W 1a Ce NPOABAT CHCTEMHHN epekTh. R o

XWIPOKOPTH3OH,  MPUIOKEH JIOKATHO,  0cobeHo BLPXY FOJICMH KOAKHH ||nn1,px'o\;‘g§é'( -
NpoHKUKHE B KpbBTa. Buninaaurennu npouecu wu (nwam) JAPVIH KOKHK ||;;p§{éi}c{|tgg
abcopbumsita Ha nekapeTBenns npoaykt. Minonssanero na OKJY3IMBHH 11 é})qhﬁﬁ, '

HYBCTBUTEAHO NPOHMKBAHETO HA MEAMKAMEHTA NPE3 KOXKATa. =\

&S - \ o= ik
(Jie nponnksate B KPLBOOGPBIICHHETO, XHAPOKOPTH3IOH Ce metabonusupa B\ ueps
KOETO ce M3buBa rnpes GuopenmTe.

~
S



JlekapeTBeHUAT NPOAYKT N0 (hOPMA HA ACPO30I NPUTEKABA MICYLIABALLIO M JOKAIHO MICTY ASBALLO
JeicTiue, 6e3 na uma jpastell eexr.

5.3. Mpeakanuuann qannu 3a 6€300acHOCT

Hsma KIMHHYHW JaHnK 110 OTHOWIEHHE HA TOKCHUHOCTTA HA IeKapCTBEH s npoaykr. Ipu nposenenn
NMPOYHBAHUS NPH ONMUTHHU KMBOTHH C MHOFOKPATHO MPUIAraHe Ha KOPTHKOCTEPOMIN BLPXY KOKATA He
€ YCTAHOBEHA MYTAr€HHOCT Ha JICKAPCTBEHUS IPOAYKT.

6. PAPMAIIEBTHYHH JIAHHHA

60.1. CnuebK HA NOMOIIHHTE BEIIECTBA

Copouran Tproneat (Cnian 85), 1euuTHH, H30NPONKI MUPHCTAT, CMEC 01 nponau. Oytan U U300y TeH
(/lpueo3zon 35).

6.2. HecnbBMecTumocTn

Henpunomxumo.

6.3. Cpoxk na roaunocr

2 rOAMHMN.

6.4. Cneunajinm ycJoBust Ha chbxpanenue

Jla ce cuxpanssa noa 25°C.

Jla ce ehxpansiBa Ha MACTO, HELOCTBLITHO 3a Jleua.

Hpodyknrem e evsnaamenum, hrakonwvm da ce nazu om o0Zon.

6.5. B u chabpikanue na onaKkoBKaTa

,‘{\.ll.\'\ll‘lllHL’B (|).‘lv’.ll\'0“ MOJ1 HAJIATAHC CHC cnpcii BCHTHWIL, C MPOMNUICHOBA Kanavuka, B KAPTOHCHA KYTHA.

MaakonbT chabpka 16,125 g uam 32,25 g o1 cycnensusra.
6.6. Cnenmanm npeanasum MEepKu npu M3XBLPIsIHE n padora

Jla ne ce u3nonssa B O11M30CT 10 OTKPHT OFbH.
MaakonsT He TpAOBa 1a ce NPOYNYBA WKW HArPsSBA.
(DAakoOHBT € Mo HasraHe.

Hanbano npasuust Qnakon Tpabea 1a ce M3XBLPAM.

7. IPUTEXKATEI HA PASPEHIEHUETO 3A YIIOTPEBLA
Tarchomin Pharmaceutical Works “Polfa™ S.A.

2. A. Fleminga Street

03-176 Warsaw

[Tonma

8. HOMEP HA PABPEINEHHUETO 3A YIIOTPEBA

20030704




9. JIATA HA II'bPBO PA3PEHIABAHE/MIOHOBSIBAHE A PASPEHIEHHUETO 3A
YIHOTPEBA

17.11.2003
10. IATA HA AKTYAJIM3UPAHE HA TEKCTA

Maii 2012
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