
ii·Qtj14peH U3Bet1Jraj 38 OC06Ufi/(JT8 Ha j78KOT KASEf\FTKACEfiE 

3bii1PEH 1113BEWTAJ 3A OC05111HII1TE HA nEKOT 

KASEN®/ KACEH® 

clotrimazole 

KpeM , BarltlHaneH KpeM , paCTBOp 3a KO)Ka 

1. 111ME HA nEKOT: 

KASEN® I KACEH® 

2. KBAnii1TATII1BEH 111 KBAHTII1TATII1BEH COCTAB: 

clotrimazole (1% KpeM ; 10 mg K.noTpLt!Ma3on/ 1 g KpeM) 

clotrimazole (2% sarL~~Ha.neH KpeM; 20 mg KJlOTpLt!Ma3o.n/ 1 g 

sarL~~HaneH KpeM) 

clotrimazole (1% pacTsop 3a KO>Ka; 10 mg KJlOTPL~~Ma3o.n/1 ml 
paCTBOp 3a KO>Ka) 

3. <DAPMAUEBTCKII1 Oon111K: 

KpeM 
eari.1HaneH KpeM 
paCTBOp 3a ..KO.>Ka 

4. Knii1H111YKII1 nOUATOU111: 

4.1. TepaneBTCKU UHJJ.UKau,uu 
BarJ1HaneH KpeM: 
- Lt!HcpeKU,Lt!Ltl Ha reHLt!TaJlHLt!Te OpraHL-1 (sarLt!HLt!TLt!C) npeALt13BLt!KaHLtl OA 

ra6w-lKLtl (Haj4eCTO Candida), Trichomonas vaginalis Lt1 cynep-

111Hcp8KU,IIILtl np9ALt13BLt!KaHLtl OA 6aKTepLt1111 OC8TJlLt!BIII Ha KJlOTpLt!Ma30Jl , 

- BYJlBIIITLt!C Ill V1Hcp8KU,IIILtl Ha OKOJlHOTO nOApa4je np9A1113BLt!KaHLtl OA 
Candida · 
- Lt!HcpeKU,Lt!Ltl Ha r.nasaTa Lt1 KO>KLt14KaTa Ha MaWKLt!OT no.nos opraH 

(6a.naHLt!TLt!C npeALt13BLt!KaH OA Candida) 

~UOJ#o~ 
- A9pMaTOMLtlK03VI npeAVI3BLt!KaHLtl OA A8pMaTOcpLt!TLtl , ... ~ 
Pacraop 3a KO)f(a u ~peM: r:·o • ~ .. ~~ 
- A8pMaTOMIIIK03Ltl npeALt13BVIKaHVI OA KBaCHLt!U,VI (Mer'y OCTaHaTVIT8 VI g :1 

Candida) Lt1 ApyrL-1 cpyHrL-1 , 

- A8pMaTOMVIK03Ltl npeALt13BLt!KaHV1 OA Nocardia, Malassezia, ""~ .. ~-v~,~-~(/ 
- TpLt!XOMOHaCeH KOJlnLt!T VI KOJlnVIT CO M9WaHa cp.nopa, ~ 

- epV1Tpa3Ma. 



.... 

,'-'--_---:..K..::..A~S=Ef!> I KACEF-f 

4.2. /].0311pa!-be 11 H8'111H Ha ynoTpe6a 
KACE~ Bari1HaneH KpeM: 
CeKoja BeYep BO TeK Ha Tp1.1 AeHa, ce HaHecysa WTO nOAna60KO BO 
sar1.1Hara no eAHO nonHel-be (np1.16n1.1>KHO 5 g KpeM) co noMow Ha 
anni.1Karop. np1.1 roa HajAo6po e nau,l.1eHrKara Aa ne>KI.1 Ha rp6 , co 
ManKY CBI.1TKaHI.1 H03e. np1.1 ceKoja ynorpe6a rpe6a Aa ce KOp1.1CTI.1 
HOB anni.1Karop. 
Bo nep1.10AOT Ha MeH31.1C He ce npenopayysa ynorpe6a Ha sari.1HaneH 
KpeM . CI.1MnTOMI.1Te WTO r1.1 npeAI.13BI.1KyBa ra61.14HaTa 1.1HcpeKU,1.1ja BO 
sari.1Hara 1.134e3Hysaar, o61.14HO nocne 4er1.1p1.1 AeHa OA noYeroKor Ha 
neKysal-bero. 
Kaj KaHAI.1AaneH syns1.1r1.1c 1.1 KaHAI.1AaneH 6anaHI.1TI.1C, sari.1HanHI.10T 
KpeM Ce HaHecysa BO TeHOK cnoj 1.1 ce BTp1.1Ba 2-3 nar1.1 AHeBHO Ha 
3a6oneHI.1Te Mecra (HaABOpewHI.1 nonos1.1 opraHI.1 AO aHycor Kaj 
>KeHara, rnasara 1.1 KO>KI.1YKara Ha neH1.1cor Kaj Ma>KI.1Te). neKysal-bero 
rpae o61.1YHO 1-2 HeAenl.1. 

KACE/-f!_ KpeM 11 pacTBop: 
KACEH® KpeMor 1.1 pacrsopor ce np1.1MeHysaar OA HaABOp, ABa AO 
rp1.1 nar1.1 Ha AeH co reHOK npeMa3 no 3apa3eHara KO>Ka. Kora ce 
pa6or1.1 3a AepMarocp1.1rHa 1.1HcpeKu,l.1ja norpe6Ho e Aa ce KOPI.1CTI.1 
HajManKy Meceu, AeHa, 1.1n1.1 HajManKy ABe HeAenl.1 Kora ce pa6or1.1 3a 
1.1HcpeKu,l.1ja npeAI.13BI.1KaHa co KaHAI.1Aa 1.1n1.1 pytriasis versicolor. np1.1 
cocroj61.1 Ha arnercKo cranano, norpe6Ho e Mecroro A06po Aa ce 
1.13MI.1e, 1.1CYWI.1 , noce6Ho MeK.y npcr1.1re, npeA ynorpe6a Ha KpeMara. 

4 .3. KOHTp811H/1,11K8U,I111 

4.4. 

.. 

4 .5. 

neKOT He CMee Aa Ce ynorpe6ysa Kaj npe4yBCTBI.1TenHOCT Ha 
KnOTp1.1Ma30n 1.1n1.1 Ha Apyri.1Te nOMOWHI.1 COCTOjKI.1 Ha neKOT. 
KoHrpa1.1HAI.1Kau,l.1ja 3a ynorpe6ara Ha Knorp1.1Ma3on e 1.1 
npeocern1.1socr Ha ocraHar1.1re 1.1MI.1Aa3onl.1 . 

MepK11 Ha npeTna3ni1BOCT 
5peMeHOCT 11 /1,081-be: 
Ynorpe6ara Ha sar1.1HanHV10T KpeM so nps1.1re rpV1 Meceu,1.1 OA 
6peMeHocra e V1HAI.1U.V1paHa caMo no coser Ha neKap. Ynorpe6ara Ha 
ann1.1Ka1op 3a speMe Ha 6peMeHocra He ce npenopaYysa. 
)J.eu,a 11 Mna/1,11: 
MnaAV1 >KeHI.1 AO 18 rDAV1HV1 He e npenopa4ni.1BO Aa ynorpe6ysaar 

,"Z'' ~ 

sarV1HaneH KpeM KACEH~, ocseH aKo He V1M e npenopa4aHo OA ~tii~u 31~ 

neKap /1.! 0 -%:-_" 4\\\ 

'/_<;f~ ~ ~s- "( \~ '"' O S:J 
t1HT8p8KU.1111 ~ ~ N-: fJ -<) 
- H11cTaTI1H 3a HaJJ,sopewHa ynoTpe6a He rpe6a Aa ce ynor pe6ysa·· z' c. 

1.1CTOBpeMeHO CO Kn0Tp1.1Ma30n 3apaAI.1 MO>KHOCTa OA 
aHraroHI.1CTV14KO Aenysal-be. 



4.6. 

-
4.7. 

4.8. 

.. 

4.9. 
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5.1. -

.... 

·. ., 

KASEFJ® i KACEW 

- npou3BO/l.U 011. naTeKc (KOH/l.OM, /l,ujacpparMa). BarLt1HanHLt10T KpeM 
MO>Ke Aa ja npOMeHLt1 ecpLt1KaCHOCT Ha OBLt1e npOLt13BOALt1. 0BLt1e 
npOLt13BOALt1 nOBTOpHO ce ecpLt1KaCHLt1 BeAHaW no 3aapweTOKOT Ha 
rperMaHOT. 

6peMeHOCT U /1,081-be 
Ynorpe6ara Ha aarLt1HanHLt10T KpeM so npBLt1Te TpLt1 Meceu,Lt1 OA 
6peMeHocra e Lt1HALt1U.Lt1paHa caMo no coaer Ha neKap. Ynorpe6ara Ha 
annLt1Karop 3a apeMe Ha 6peMeHocra He ce npenopaYyaa. 

BnujaHue sp3 cnoco6Hocm 3a so3e!-be unu paKysa!-be co MawuHu 
KACEH® He anLt1jae ap3 cnoco6Hocra 3a B03el-be Lt1nLt1 paKyaal-be co 
MaWLt1HLt1 . 

HecaKaHu 11.ejcTBa 
noKanHaTa nOAHOCnLt1BOCT Ha KnOTpLt1Ma30n e penaTLt1BHO A06pa. 
Mo>+<ar Aa ce jaaar peaKU.Lt1Lt1 Ha npeYyacraLt1renHocr,HecaecrLt1u,a, 
XLt1nOTeH3Lt1ja, OTe>KHaTO ALt1Wet-be, rer06Lt1 BO xpaHonpOBOAOT, KO>KHLt1 
peaKLJ,Lt1Lt1 (jaAe>+<, Lt1CLt1n Ha KO>+<ara). 

npe/l,03Up8!-b8 
npeA03Lt1pat-be OA noKanHo annLt1U,Lt1paH KnorpLt1Ma3on e ManKy 
aepojaTHO, Lt1 He e OYeKyBaHO TOa Aa AOBeAe AO COCTOj6a onacHa no 
>KLt1BOTOT Ha nau,Lt1eHTOT . 

<DAPMAKOnOWKV1 CBOJCTBA 

<1JapM8KO/l,J1H8MCKJ1 CBOjCTBa 
- cpapMaKorepanLt1CKa rpyna 
KpeM ~ paCTBOp 3a KO>Ka: aHT~M~KOT~K 3a 110KaJ1Ha ynoTpe6a 

Bar~HalleH KpeM: r~HeK0110WKO aHT~-~HcpeKT~BHO ~ 

aHT~CenTWiKO cpeACTBO 

- MeXaHLt13aM Ha AejCTBO Lt1 cpapMaKOALt1HaMCKLt1 ecpeKTLt1 
CLt1re Lt1MLt1Aa3oncKLt1 cpyHrLt1craTLt1U.Lt1 Lt1Maar Kaj ra6Lt1YKLt1Te npLt16nLt1YHO 
Lt1CTLt1 MexaHLt13MLt1 Ha Aejcrao. ,D,oKa>+<aHo e AeKa eprocreponor Kaj 
ra6Lt1YKLt1T8 Lt1Ma 3HaYLt1TenHa cpyHKLJ,Lt1ja 3a Lt1HTerpLt1T8TOT Lt1 
cpyHKLI,Lt10HLt1pa1-beTO Ha KneTOYHaTa MeM6paHa. KnOTpLt1Ma30nOT ja 
3anLt1pa CLt11He3ara Ha eprocreponor Ha npeAXOAeH creneH, norOYHO 
Ha HLt1BO Ha naHOCTepon. 0BLt1e nopeMeTeHLt1 6Lt10X8MLt1CKLt1 npou,eCLt1 
KOLt1 HacraHyaaar noA Aejcrao Ha KnorpLt1Ma3onor, npeALt13BLt1Kyaaar 
npOM8HLt1 BO A86enLt1HaTa Ha KneTOYHLt10T 3Lt1A. 3apaALt1 BaKa 
3roneMeHara nponycHocr AOaKa AO ry6et-be Ha KanLt1yMOT Lt1 
cpoccpopor OA KnerKara. ~ 
MaJmre KOHLJ,eHrpau,Lt1Lt1 Ha KnorpLt1Ma3onor Aenyaaar Lt1HXLt16Lt1TOP¥1« H'£ - - "~"~ ... 
CLt1HT83aTa Ha eprocreponOT, AOAeKa BLt1COKLt1T8 KOHL1,8HTpaU,Lt1Lt1 B~LitaT --
KOMnneTHa 6noKaAa Ha CLt1HTe3ara Ha eprocreponor. ~ c 
MLt1KpoopraHLt13MLt1 KOLt1 He CLt1HTeTLt13Lt1paar eprocrepon He ce ocerm'I:BLt1 
Ha KnorpLt1Ma3on . Oaa e eAHa OA npLt1YLt1HLt1Te 3a ceneKTLt1BHocra H~, ~~~- : _ 

~ 



36npeH t1388WT8j 38 OC06t1Ht1T8 H8 neKOT KASEf\fJ I KACEJ-!E 

080j npenapaT, OAHOCHO H8f08aTa penan18HO H~CKa TOKC~YHOCT 
KOra ce ann~u,~pa Kaj u,~u,aY~Te. 

5.2. CDapMaKOKMHercKM caojcraa 
A6cop6u,~jaTa Ha KnOTp~Ma3on H~3 xyMaHaTa Ko>t<a e He3HaYajHo. 
noManKY OA 0.5% OA ann~u,~paHaTa A03a Ha KnOTp~Ma30nOT (KpeM 
1 %) ce en~M~H~pa npeKy yp~HaTa 80 TeK Ha 5 AeHa. 
Kaj 3Apa8~ A06p080nLJ,~ , 8~COK~ KOHLJ,eHTpau,~~ Ha nOKanHO 
ann~u,~paH~OT KnoTp~Ma3on ro M~Hy8a en~AepMOT, noTOYHO stratum 
corneum , coceMa cna6o neHeTp~pa H~3 KOP~YMOT, MHory cna6o 
neHerp~pa cy6KYTaHo. Weer Yaca nocne ann~Kau,~jara Ha 1% 
KnOTP~Ma30nKoHu,eHrpau,~~Te 80 stratum corneum ce A08onHo 
8~COK~ 3a Aa o6e36eAaT KOMnneTHO yH~WTY8al-he Ha ra6~Te ~ 
A8pMaTOcp~T~Te. 

nony>K~80T Ha Knorp~Ma3onor OA no8pWH~Te cnoe8~ Ha Ko>Kara 
~3Hecy8aar oKony 25.25 Yaca, OA cpeAH~Te cnoe8~ 27.29 Yaca ~ OA 
AOnH~Te cnoe8~ 26.26 Yaca. 

5.3. npeTKflt1Ht11.fKM n0/1,8TOLJ,M 
ToKC~KonowK~Te ~cn~TY8al-ha ce onw~pHo on~waH~ 80 
EKcneprcK~or ~38ewraj 3a cpapMaKonowKo-roKc~KonowKara ~ 
Kn~H~YKaTa AOKyMeHrau,~ja OA 2007 rDA~Ha. 

6.0. <DAPMAL.J,EBTCKl!l nO,D,ATOLJ,l!l 

6.1. Cocraa 
1 g KpeM COAP>K~ 10 mg Knorp~Ma3on. 
1 g 8ar~HaneH KpeM COAP>K~ 20 mg Knorp~Ma3on. 
1 ml pacr8op COAP>K~ 10 mg Knorp~Ma3on. 

6.2. EKCLJ,MnMeHrM 
./SQeM M aarMHaneH KpeM: 
Cop6~TaH MOHOCTeapar 
non~oKc~er~neH 60 cop6~TaH MOHocreapar 
LJ,er~n anKoxon 
0KT~nAOA8KaHOn 
5eH3~n anKoxon 
npeY~CTeHa .SOAa 

Pacraop: 
MaKporon 400 
V13onpon~n anKoxon 
npon~neH rn~KOn 

6.3. naKyaal-be 
Ty6a co 20g KpeM OA 1% 
Ty6a co 20g sar~HaneH KpeM OA 2% co ann~KaTop~ 
W~W8HL.1,8 OA 20 ml , paCTBOp 3a KO>Ka 1%. 
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36iipel1 n3Bewraj 3a oco6uHMTe Ha nel<or " 

6.4. PoK Ha rpaeJ-be 
2 rQAir1Hir1 

6.5. Ha'-IUH Ha l..fyBaJ-be 

KASE~ I KAGEl-fE 

,D,a ce yysa Ha TeMneparypa AO 25°C, 3aWTir1T9HO OA csem1r1Ha. 
nEKOT )J.A CE 4YBA HA MECTA HE)J.OCTAnHV1 3A ,D,ELI,ATA! 

6.6. Kap8KTepi1cruKu Ha BH8rpewHOTO (KoHTBKTHO) naKyBaJ-be 
KpeM: 
anyMir1Hir1YMCKa ry6a co nnacTir14HO Kana4e 
Barlr1HaneH KpeM: 
anyMir1Hir1YMCKa ry6a co nnaCTir14HO Kana4e 
PaCTBOp 3a KO>t<a: 
nE Wlr1W8HU.8 CO KananKa 1.1 nn Kana4e 

6. 7. Ha'-IUH Ha U3/1,8BaJ-be 
neKOT ce lr13AaBa CaMO Bp3 OCHOBa Ha peu.enT . 

7.0. t1Me U 8/l,peca H8 npOU3B0/1,UTeflOT 
A,D, JAKA 80 PaAOBir1W 
npolr13BOAHa noKaU.Ir1ja: "npsoMajcKa" 6.6. CKonje 
Peny6111r1Ka MaKeAOHir1ja 

8.0. /l,ara Ha npaara perucrpaLJ,uja 

9.0. /l,ara Ha nocne/l,Hara peBu3uja Ha 36upHuor u3aewraj 3a oco6uHure 
H8 neKOT 

CKonje, asrycT, 2007 r. 


