
3EMPEH I{3BEIIITAJ 3A OCOEVIIIIVTTE HA JIEKOT

L. mME HA MElmUmHcKmor rrPoI{3BOl

OBYTIN@ *p**
(I4FIH:Ciklopiroks )

2. KBAJIIITATMBEH I,I KBAHTI{TATITBEH COCTAB

1 g rpeu coApxu:
I{raruonnpoKcoJlaMun 10 mg
3a nouoIIIHI,ITe MarepIM, Btrp.tr so 6.1.

3. @APMAUEBTCKA OOPMA

OBYTIN@ *p"*

4. KJIUHilqKPI KAPAKTEPilCTI'IKIII
4.L TepaneBTcKI,r IrHAnKaIIuu

OBYTIN KpeMor ce ynorpe6yna r4cKnyql4Bo noKaJIHo 3a JleKyBarbe Ha

MLIKorI,IqHu ga6ory&arha Ha Koxara KaKo IIIT0 ce:

l. sa6onynarre-Tinea pedis, tinea cruris, tinea corporis, noroa ra6olynarra

rrpeAr43B vKaH;,;- oA AepMaro(prarH (Trichophyton rubrum, Trichophyton

mentagrophyes, Epidermophyton floccosum (Acrothesium floccosum) vr

Microsporum canis.
z. rangu4raj a3aHaKoxara rrpeArl3Br4KaHaoA BI4AoBr4 Ha Candida albicans

3. nurpujasa npeAr{3BVKaHa oA BHAoBI4 Ha Pytriasis versicolor (tinea) u

Malassesia furfur
4. ce6opollqHl4 Aepwaruructt
5. JroKanHa repannja Ha oHuxoMnKo3r4-cnoco6uocra Ha III,IKJIOIIHpOKOOJIaMI'IHOr

Aa rrpoApe Bo Keparr{HcKlror cloj na HoKTor ro IIpaBI4 noroAeH 3a noKaJIHa

repanuja raj oHrrxoMr{Ko3r4, rcaj xou ne e sa$areH Marpl4Kcor Ha HoKTor.

4.2 \oznpalbe n HarruH Ha aqMl{uncrpaqnja

OByTIN@ mpe*or rpe6a Aa ce BTpr4e sa ga6oreHr4re Mecra uHa HerlocperHara

oKoJrrrHa - Z naru Ha AeH (nayrpo r{ HaBeqep). lloao6pynarre Ha KrI4HHrIKara

cJIHKa ce nojanyna flocJle eAHa HeAeiIa' a neKyBa6eTo Tpae Bo npoceK 3-4

HeAeJrr4. Axo Hr4 flocJre 4 HeAenr4 oA rIpI{MeHa Ha JIeKor HeMa no4o6pyBalbe

,JIeKyBaIbero rpe6a la ce npeKIIHe.
Kaj nvrpujasu (Pytriasis versicolor) r,r3neKyBalbe ce rocrl4rHyBa nocJle ABe

HEAEJIH.



4.3 KonrparlHltlKarlrur

Kourpann4uraquja 3a ynorpe6a Ha JIeKor e npeocernl4Bocr
rIr4KnonI4poKcoJIaMuH vr Ha Apyru cocrojxra Ha flpenaparor.

HA

4.4 Cnequja.rlnn npeAynpe4yBalba I{ rperrla3JrtrBocr rlpr ynorpe6a

IfutuonupoKcoJtuMuH He cMee du ce ynompefyea eo ofimuililtoiloeuiamu u Ha

omgopeHu puHu.
Aro ce janar peaKur{r4 Ha Jrexor rropaAn rpeqyBcrBl4TeJlHocr, Bo BI,IA Ha jarra

HaApa3HyBarLa, rlpBeHr,rno, qematbe 14 [JII4KoBI4, JIeKyBaIbero rpe6a Ia ce

npeKr{He. Bo reK Ha neKyBartero co rIHKJIonI4poKconaMI4H He tpe6a [a ce

nprlMeHyBaar canyHlr co rucel pH, 6ugejku KrlceJlara cpeAldHa ro noroAyBa

pasnojor sa ra6uqKr4re, noce6Ho Ha Candida albicans. Tpe6a Aa ce zs6erHyBaar

oKny3LIBHI4 3aBoI,I I4 rlpeBp3yBame Ha sa6oreHoro Mecro.

Ar<o HLr nocne nepnoA oL4 HeAenr,r HeMa no4o6pyBarbe, repanujatatpe6a Aa ce

rrpeKr4He v rpe6a Aa ce 3eMar Bo npeABI4A Apyrn TepaneBTcKI,I MoxHocrI,I.

E$raracnocra r4 rroAHocJrnBocra Ha rII{KnonI4poKcoJIaMHHor He e I{cilI,ITaHa Ha

Aerla rroMairra oA l0 roAnHk\ rra 3aroa He ce nperopaqyBa HeroBa ynorpeOa Ha

Taa Bo3pacr.

4,5 Il/tItrepaKIII,Iu co npyrlI JIeKoBI,I I,I Apyru Soputn Ha IIHTepaKrIuu

Henaa IIoAaroIII4 3a I4HTepaKIII,II4 co Apyrl4 JIeKoBH.

4.6 EpenneHocr u noelbe
Epeurenocr

He ce nperopaqyBa ynorpe6a Ha onoj JIeK 3a BpeMe Ha 6peueHoct ocBeH

AOKOIKy neKapor npoIIeHI4 AeKa roa e HeonxoAHo

Ioelre

He e [o3Haro [arv qraKno[upoKcoJraMr4Hor ce H3raqyBa co xyMaHoro ulero. He

ce rperoparlyBa HeroBa yuorpe6a 3a BpeMe Ha laxraquja.

4.7 EQeKT Bp3 cnoco6nocra 3a yrpaByBarbe co MoropHo Bo3rrJro u ynpaByBalbe

CO MAIUUHI,I

Jleror ue mnjae Ha nclD(o(pusnur<u:re cuoco6uosru.

4.8 Hecaxanu eQexrn

Jloxalso flpr,rMeHer Ur4KJro[upoKconaMldH-or He I:aBa cI4creMcKI4 HecaKaHI4

4ejcrna.



flojanara Ha aneprr,rcKr{ peaKuran oAHocHo Ha upeqyBcrBl,ITenHocra na 6rano roj

JroKaJIHo ,rp"t.tar $apnraUeBTcKI4 o6lur Ha JIeKor Obytin@ e perKa'

Hajueurr4 HecaKauu e$eKTr{ Ha JreKor ce: IIpBeHLIJIo, qeIIIaILe, Ileqelbe, oroK I'I

rrJrHKoBr4, KoLr ce janye aa:r rca1 2.8% cryqarL Ho cI4MrroMI4Te ce ry6at nocne

r43BecHo BpeMe vaKo repanujara npoAonxyBa.

Cauo so 0.7oA ce janynaar Be3r4Kynr,I nepojarno KaKo rlorexoK o6nnr Ha

aneprncKa pearquja. Bo roj crryuaj tepanuinarpe6a Aa ce rpeKI{He'

4.9 llpeno3rlparbe

flocle Kopr{crerbero Ha OBYTIN@ KpeMor He ce eBI,IAeHrvpaHkr cryqal4 Ha

rlpeAo3I{paHocT.

5 OAPMAKOJIOItrKII KAPAKTEPI,ICTI,IKM
5.1 @apMaKogrrlraMcKlr Kap aKTeprlcrllKrl

Oapu anoreparl eBTcKa rpyra Agrun'luKorl4K

ATC nor:D01AE14

I]urnonupoKcoJraMr4H e aHTr,rMHKorr4K co tul,tpoK cI]eKTap, Ho AenyBa u 6laro

usxu1vnopHo Ha HeKor,r Br4AoBra 6ar<repuu. YIn BI4Tpo IILIKJIonI4poKconaMI4H-or

AenyBa $ynrucrarl,Ir{Kl4 H $ynruqu4uo Ha Trichophyton Q. rubrum, T'

mentagrophytes), Microrpori* canis, Epidermophyton floccosum, Candida

albicans, Malassezia furfur (s. Pytirosporum orbicule, s. P. ovale), Torulopsis,

Tricho sporum, Ge otrichum.

Mexauu3Mor na 4ejcrBoro e ilpoyqyBaH Ha BI4AoBIrre Ha Candida albicans. Ce

noKaxaJro AeKa onoj JreK Bo $ynrucrarcKr{ KoHrIeHTpaWv ro crper{yBa

uu(pnyncor Ha MeraJrHr,rre joHu, $ocQaru I4 KanI4yM Bo KJIerKata Bo QyHruqu4Hu

KoHrIeHTp at\krvr, rlr4Knonr4poKcoJlaMldH rlr uuxu6vpa pecnuparopHHTe eH3I4MlI,

TaKa rrrro rr4 xenr4pa joHure Kou ce HeorrxoAnv 3a SyHt<IlHoHl4parbe Ha oBI'Ie

eH3I,IMr{. Co roa ce oHeBo3MoxyBa o[craHoK Ha MI,IKorI4qHara KJIerKa.

5.2 OapMaKoKlrrrercKl'r KapaKTeprIcrlIKlI

Ancop6qnja: lo/o Pac'tBoP Ha

6pso ce ailcopdvPa, Ho caMo

noBpruI{HCKa annl{KaIIkrJA HA

onnysuja Bo reK na 6h.

ilocle ynoryeoaTa Ha 1% rperr,r Ha Koxara Ha rp6ot, rocJle 1,2 go 6 uaca, no

crparyM KopHeyM 6ulo yrBpAeHo rlpucycrBo Ha 0,8-1 ,60/o oI' HaHeceHara Ao3a

Ha rlr,rKJrorrr4poKcoJraMlrH. Bo 4epnrucor ce rlocrl{rHyBaar KoHIIeHTpaWr4 KoI4 ce

l0 ao 15 naua roroJreMg oA Mr4HuMaJrHrare ulnxulvrcopHpl KoHIIeHrpa\ur4 (Ml{K)'

Anropa4uorpa$cKl4Te cTy4LrLI Ha KoXa-xyMaH KaAaBep IIoKaXyBaaT AeKa

rIr,rKnOnIdpoKcoiIaMI4H IIOMHHyBa BO BJIaKHoTo' a HI'I3 enuAepMI'IcoT Ia (polut<yJlnTe

Ha BiraKHara no nojHHTe }KJreg$kr vr AepMI4COT, AOAeKa 3Har{aeH Aen oA neKor

ocraHyBa BO KOpHeyMor.

rlr4Kno nup o KconaM r4H- B O IIO Jrr{eTr4ir eHI. .ir urol 40 0

l,3o oA rplrMeHerara Ao3a ce arcoplvpa nocJle

7 50 cm' Koxa I4 roa ua rp6or, npocneAeHo co



{uruouupoKcoJraMr,rH noMHHyBa Hr43 Keparl,IHor vr rtosile 7 AeHoBIl oA
ynorpedara Aocrr{rHyBa (pyHruquAHrr KoHrleHTpauuu. Osue oco6uHu ro IIpaBar
rrofoAeH 3a neKyBarbe Ha oHrrxoMr{Ko3r{, troA ycnoB MarpLIKcoT Ha HOKTOT Aa He

e sa$areH co ralvqua IaH$erquja.

fiucrpu6yuuja:

Jleror Bo Br,rcoK npolleHr ce Bp3yBa 3a nporel4Hl4re (94 - 97%).

EuorpaHcQopnaaquja:
fraseH uera6olu-uKu rrar Ha ancopbnpaHnor qI4KnonnpoKcoJIaMI{H e

fnyKypoH:/lllawlJa

E.nnnauHaquja:
flocle rroBprnr4HcKa annuxaguja l% pacrBop Ha IILIKnonupoKcoJIaMI,IH Bo

MaKporol 400 BpeMero Ha nonyenr,rMr,rHarlrrJa e | rc 7 Lraca. Ancop6upaHllor Aen
6pso Lr cKopo qenocHo ce H3raqyBa co ypunara. Cavo 0,01o/o oA Ao3ara ocraHyBa

Bo yprlHara 2 AeHa [ocJre roBprur4HcKara annI,IKaIIuja. @eraJlHara eKcKpeuvrJa e

3aHeMaplwrBa.

5.3 IIp erKJrrrHHrrKIr rroAarolln

KanqeporeHocr, MyrafeHocr, reHoroKclrrrHocr
Cnpone4eno e r4crrlrryBarLe Ha xeHKr,r oA rnyBIII,I, KoI{ 6ute rperl,IpaHl4 co

KyraHr4 Ao3r{ oA rlr4Knorrr4poKcoiraMr,rH raa fiutu HeAenHo Bo reKor na 50 HeAeJII,t,

a BoeAHo )Kr,rBorHlrrc 6ule olcepBrrpaHr4 Bo reKor Ha HapeAHI,ITe 6 uece[u. Ha

Mecroro Ha annnxaquja He ce nojanure ryMopl4. Bo HeKoJIKy craHAapAHI{

TecToBr4 3a nporleHa Ha MyTafeHocTa rII{KnonI4poKcoJIaMuH He 4ejcrnynan
MyTareHo.

Torccn.rrru gejcrBa Bp3 penpoAyKTHBHI{or npoqec
Torcuquoro 4ejcrno Ha rluKnonr4poKcoJraMrrH Bp3 penpoAyKTIdBHI4or npoqec

6ulo ucrrrdryBano (rcaj rnyBr.Ir{, craoprlr4, zajagu H nrajnrynu) no Ao3Ir KoH ce ua kg

TeJrecHa rexr{Ha, 6ute 10 rrarv noroJIeMI4 oA KoJII4qI,IHIITe npeABI,IAeHI{ 3a

npr,rMeHa Bo xyMaHara nouyraquja npu IIITo He 6utn ytBpAeHa nojana Ha

ToKcrarrHu gejcrea Bo rrorJreA na Seprr{Jrrdreror HLITy Bo rIorJIeA Ha pasnojor na

(perycor. He ce r{3BeAeHV KoHTponupaHkr HcrruryBarua 3a 4ejcrnoro Ha

rrprKnonrapoKcoJraMr{H Bp3 TeKor Ha 6pervreHocra Bo xyMaHara nonynaqzja.

Jlorca.nso noAHecyBarbe naj .ronen

Ha 142 sryaBvr Mamrr (rpen,t quKno[rapoKcoJlaMuu lo/o) rIpaBeHI,I ce ucnI,ITyBaIba

Ha ceusr,r6rd nuzaryuja (human Draize-sensibilization recr), KyMynaruBnu

r4clr4TyB arua Ha vpvra\r4Ja (2I AeH), HcIII,ITyBarbe Ha SotororcuqHocr pr

(poroceHgulunusarywja. Bo oBHe vrcnuryBarua 6ulo yrBpAeHo AeKa
rlr4KnonrrpoKconaMr4H He [peAr43Br,rKyBa xl4flepceusulunusaryuja oA oAnoxeH

Tr4n) JToKaJIHI4 HaApa3HyBaLLa, Sorotor<cuqHa peaxquja HI4Ty

Sorocenrudunusauflja.



Bo xonrponr4paHr{ Kn}rHHqKvr uailL.nyBatLa Ha BKyilHo 514 fIaIIHeHTI{, oA KoH

eAHa rpyttu 6^nu rperupaHa co qr{KnoilI4poKcoJIaMI,IH KpeM, a Apyra (n:296)

caMo co BexrrrKynyM; 6raro yrBpAeHo AeKa Ha Mecroro Ha arIJII,IKaIIuja vtpvnaryuia

ce jayuna caMo Kaj eAeH narlrdeHT Koj Ao6Iasan aKTITBHa cyncraHlla, a Ao

BnomyBa6e Ha KJrrrHr4rrKara cJrr{Ka AoIrIno xaj e4en naIIHeHT roj 6un rperllpaH

caMo co BexHKynyM

OAP M AUB B T CKI,I KAP AKTE P I,I CTI4KI4
6.L Jlncra Ha eKcunrueHTrr

OBYTIN@ rpeu: UerlrnairKoxoJr, creapl4nanKoxoJl, MtrPvrcrvlrarKoxoJl,

napa(pun reqeH, JreceH: nolucop6ar 60, oKTHnAoAeKaHon, copdvtraHcreapar'

6eHs laraJlKoxo JI, M JIeq Ha KI,IcenI,IHa, BoAa s a unj en1 Jr4vr.

6,2 V[ttxo naru 6 nJr H o crrl

OBYTIN@ ue rpe6 a [a ce rou6usupa co Apyfr{ rperaparv sa noBpIIII4HcKa

ynorpe6a.

6.3 Pox rra rpaerbe

OBYTIN@ KpeM: 3 roAuula

6.4 Ha.rIrH Ha rrYBalbe

{a ce qyBa Bo opr4rr{HaJrHo naKyBarbe 3apa4r4 3aIrITI4Ta oA cBernkrHaHa

reMneparypa Ao 25oC.He rpe6a Aace 3aMp3HyBa.

AA CE IIYBA HA MECTA HEAOCTAIIHI4 3A AEUA.

6.SKapaKTeprrcrrrKrr tI co4px<una Ira raKyBarb ero

OBYTIN@ np"t'
flpuuapHa (roHmnrna) arrt6alaxa: Aly1,1uuuyMcKa ry6a (oA BHarperuHara

crpaHa e rrpeMarrKaHa co enoKclr cMoJIa) co npcreH 3a 3arBopalbe oA nareKc.

3arnopauoT e HanpaBeH OA IIonueTIlJIeH co BI{coKa fycTuHa.

CexyH4apsa arvrfaJlaxa: Kaproncra rytuja co ry6a oA 20 g KpeM.

Vnarcteo 3a naql4eHTor.

6.6 [Ioce6ua rpeTrra3JrrrBocT npn oTcTpaHyBarbeTo

Heua noce6su MepKH Ha BHHMaHITe

Jlexor ce yHI,IIxryBa cnopeA BaxeqKure nporlucn.
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7. flpousnogrrreJr

JyropennegHja A[ 3pemaHrH
[aHqesarrrca 66, 3perraHnH, Cpdnja

8. HocnreJr Ha oqo6perurero 3a npoMer

CETITIIMA AOOEJI
Jlosgoncrca 19, 1000 Crconje, ManeAonuja

9. Epoj u [aryM ua o4o6peHrrero Ba rrpoMer

09-4694197 15-7157 12

1-0. flaryrvr Ha nocJrenna penusnja Ha reKcror

Mapr 2008.


