
MMkoTPMT  1%  KpeM

1  g KpeM coHp»{1410 mg I(TloTpl"a3oTI.
EKciilmHeHCH co Ho3HaT e¢eKT:  1  g KpeM coflpmH 60 mg I]e"n a]IKoxon H  10 mg 6eH3Hn
aJIKOXOJI.

3a uenocHa "CTa Ha eKcul4"eHcll BH;|eTe Bo j|enoT 6.1.                               `      *`+r£

KpeM 3a HaffBopelllHa ylloxpe6a

4.1. TepaneBTCKII IIH/|HKal|HII

HepMaTOMHK;3HHpeAH3BIIKaHHoHflepMaTo¢urH,I(BacHHra6H,MyBnHHHpy"ra6H
(tineapedum,tineamanuum,tineacorporis,tineainguinalis,pityriasisversicolor)Ht`

epHTpa3Ma.   .j

HofoJIHuredHb:  HH¢eKuHH Ha cpaMHHTe ycHH H oKo]IHOTo noxpatlje H HH¢eKUHja Ha
rJlaBaTa H I(omHql{aTa Ha MalllKIIOT IioJloB opraH HITo ja lipeflH3BHKaJ]e I(Bac" ra6H

{tkgrHHH;len ,ftyur,BH"c H KaHAHHeH 6aJlaHH"c).

4.2.`, Ho3Hpr:ire H HaqllH IIa yl[oTpe6a

HOBTopyBarbeHa6oJiecTaMo"eHacecllpe"al{o]IeKyBaH,eToceHpoAOJlxHylllTe2
HefleJ" oTKaKo ke HCHe3HaT cure cy6jeK"BHH CHMIITOMH.
o6HqHo  cHMrlTOMHTe  Hcqe3HyBaaT IIo  HepHOA Ha JleKyBaELe oH:

.i:

-HepMaTOMHI(o3H

- epHTpa3Ma

F:;`rm'+xpHja3givgivBep3HKO]IOp
+.KaH;|Hj|eH tE,prBHTHc H ItaHAHHeH 6a]IaH14T
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rlauHeH"Te Tpe6a 4a ro 14H®OpM14p
4.'ife[]e" kei}ELHj a.

MHltoTPHT 1,°/o ltpeM ce HaHecyBa 8
naTH;;iHeBHo. `3a TloBPH"Ha roJleMa
KpeM (Hc"cHeTe oKOJly 0,5 cm).
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3 - 4 HefleJ"
2 - 4 HeAeJ"
1  - 3  HeAeJ"

HefleJ"
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CKon

JIKy HeMa IIOAo6pyBaH>e  rlocJle

Ha 3a6oJleHHTe MecTa 2 ;io 3
e lioTpe6Ho MaTlo  KOTIHtlecTBo
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HOKOJIKy nal|HeHTOT ja IIpollym" Ho3aTa, He Tpe6a ;|a 3eMe ABojHa Ao3a 3a Haja
HaHOMec" rlpollylllTeHaTa. rlponyurTeHaTa Ao3a Tpe6a Ha ce HaHece urTo Mo"e nocl(opo H
rid:nripo[LO"'wiJcO OcTaToltoT OH TleKyBaH,eTO ltalto  14 06HtlHO.
1             -,J1`':

4.r3. KOHTpan'tlHHKal]HH
~1,          '?

IIpevyBCTBI&+e`TIHOcT    Ha    KTIOTPHMa3O]I,    LieTHjl    aTII{OxOTI    HTIH    Ha    HeKoja    Oz|    HpyrHTe

IIOMOIHHH cOcTojK14  80  ]IeKOT.

MHKOTPHT"  I % I{peM He xpe6a Aa ce ylloTpe6yBa 3a Tpe"aH Ha HH¢eKUHH Ha Hol(" H
CKaJTn.

4.4. Hoce6HH MepKH Ha npeTna3i"BocT 11 noce6HH IIpenyllpeAyBalba
•,v.-                                                                                                                                                                                                                                                                                                                                                                                          i

MHKOTPHT 1% KpeM Mo"e Aaja HaManH edyMKacHocTa H 6e36eAHocTa Ha npoH3BOA14Te oA

nat6Itc,.Karfe`ckoHIioMH H AHjadyparM14, Kora ce HaHecyBa Ha reHHTajlHaTa pe"j a (HeHH:
cpa'MHHTe y6HH H OKOTIHaTa pe"ja Ha ByTIBaTa;  MaHtH: rTlaBaTa H KOxHqKaTa Ha rle"coT).
E®eKTOT e». ,]HpuepeMeH 14 ce IIojaByBa caMO 3a BpeMe Ha TepaT"ja.
`{,

He\KOT cOHprfein  I|eTHj[ aj[KOxojl H 6eH3Hjl aj[KOxOT].
L|e"JI aJIKoxoJI Mo"e Aa rlpeHH3BHI(a JloKaTIHa IIPFTauHja Ha KOH{aTa (Ha np. KOHTaKTeH

HepMa""C)
BeH314JI aJII(oxoTloT Moxe ;|a npeHH3BIIKa 6jlara jlol{aJIHa Hpl4Tai|IIja Ha I(oxaTa.

J|a ce 1436erHyBa KOHTal{T Ha jlel(oT co otlHTe. J|a He ce roJITa.

4.5..HHTepafouHII co qpyrH JleKOBH I[ 4pyrH ¢opMII Ha l4HTepaKI|HH       ;I"'
;t!:i:ry .,,,,,,-. ;'¥sri.                                                                                                                                                                                .    -                                   I.i   i

H'e: ce rTo3rlat`H
&,:,i,;*?.:,`                       ,`gfagivi,f.                `

4:6 yT]oTpe6a 3a BpeMe Ha 6peMeHocT 14 Hoerbe
!1E /'; `                                . :? 6f*£'!`,

HaKo He Ho.cTojaT KOHTpoj"paHH NIH"" cTyAHH Kaj  6peMeHH }KeHH H Holl]IKH,
enHHeMIIOJlollll(HTe HcrllITyBalba He z|aBaaT HHI(aKBH 14Hj|III{aHHH Hel(a MOH{e jia Ce

oqeKyBaaT IIITeTHH B"ja"ja Bp3 MajKaTa H HeTeTo Kora ce ylloTpe6yBa 3a BpeMe Ha
6peMeHocT 14IIH j|oeH>e.  Cerlal(, I(aKo H Co CHTe ;|Py" JleKOBII, I(JIoxpHMa3oJI Tpe6a Ha ro
KopHCTHTe 3aL,,BpeMe Ha 6PeMeHocTa HJ" HoeFbeTo caMo OTI(aKo e HanpaBeHa cooHBeTHa
npoueHI{a oA BamHOT JleKap.
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4..7`BnHjaHHeg`Bp3 cHoco6HocTa 3a Bo3eH,e HnH paKyBalbe co:MaulHHH     1  `
i:tit.,.:..-.",.I,.Liig

He. ce 3a6ejieura"' B"jaHHja Bp3 clioc06HOcTa 3a 803elbe Hj" paKyBaEbe cO MaH114HH
esS.¢r}   ``Q;                           ¥tr#€fl I

4:8.HecaKa,in,4ejcTBa

HaBeAeHHTe  HecaKaHH peal(I]HM  Ha JleKOBH

MoxHo Aa ce ir`pyl"paaT cliopeH CIOMS Ill

IIopeMeTyBaH>a Ha HMyHojlomKHOT cHCTe
ajleprHCKH peal(I|HH (crmKona, xl4HOTeH3Hj
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g°¥P:e:M£?H::pri::;n£H:u::#oa#,%HIT°L\°e::::°Hp::B:HjftyeKcdyo"jauHjftyHpypHTyc,HCHH,

fibl4i aBVBarie' Ha HecaKaH"ei cTBa
fipFTjaByBaFifro Ha Hecal(al" HejcTBa nocjle perHc'IPHpalbeTo Ha TleKOT e Ba7ICHo. OBa
0803M07ItyBa 'KOHT14HyapaH MOHHropHHr Ha OqHOcOT KOpHCT/pH3HK Ha TleKOT.
Hecalta"Te peaKI|HH Oq TleKOBFTe MOxe jra " npHjaBIITe 80 Hal|HOHaTIHHOT I|eHTap 3a

dyapMaKOBH"`JlaHua rlpH AreHulqjaTa 3a jlelto814 H MeAHlunHCKH cpeACTBa (yjl.CB.KHprm H
MeroAI+j 6p.54 KaT 1) Hml no eJleKTpoHCKH IIaT rlpeny Be6 cTpaHaTa Ha AreHI|HjaTa
http://malmed.gov.ink/.

ATC Kofl: D01AC01
KJloxpl"a3ojl e AepHBaT Ha HMHHa3oJI co ul4poK clleKTap Ha aHTHMHKOTHtlHo flejcTBo.

MexaHH3aM Ha /]ejcTBo
J

KjloTPHMa3ofi-AejcTByBa Ha Toj  HatlllH IHTo ro HHXH6Hpa co3AaBarbeTo Ha eprocTepoJI, urTo

flobeHyBa `H®tfiqTpyKTyp" H ¢yHKquoHanHH olllTeTyBaFba Ha uHTOTITla3MaTCKaTa MeM6paHa.
I

§§.I.' ®apMaysbqHHaMCKH cBojcTBa

KjTdrpl4Ma-Sdiri`©T  HMa  IIIHpOK  clTeRTap  Ha  aHTI4MHKOT14qHO  4ejcTBO  in  vitro  14  in  vivo,  IHTO
bKJlyt]yBa /iepMaTod)H", KBacHH ra614, MyB" H Hp.

HPH cooHBeT" ycJloBH Ha TecTHpaELe MIC BpeHHoc"Te I(aj  oBHe THnoBH ra6H ce HBHH(aT
Bo    oncer    <`   0,062-8     Hg/ml    cyncxpaT.    EdyeRTOT    Ha    I(JloTPHMa3oH    e    rlpBeHCTBeHo

dyyH"CTaTCI(H  HJ"  ¢yH"I|HHeH  Bo  3aBHCHoCT  oH  KOHi|eHTpauHjaTa  Ha  KJloTPHMa3ojl  Ha
MecTOTo    Ha  '.HHdyel(uHja.    In    vitro    ;iejcTBOTo    e    orpaHHHeHo    Ha    IIpoj"¢epl4paH,e    Ha
ra6Ht]HHTe ejleMeHTH,  cllopHTe  Ha ra6HTe ce  MHory  MaJIKy t]yBCTBHTeJIHH.  `t-,,
•` ,,.,  i      -.                                   ,';i,#gr                                                                                                                                                                                                                                                                                                                                            `.;:`~

HorlojiHFTejl+Ho     Ha    aHTHMHKOT14qHOTo    HejcTBo    KjioTpldMa3on    HCTo    Tal(a    HejlyBa    Ha
ir:rich.Omonas:dya8inalis,   rpaM-IT03FTHBHH  M14KpOopraH143MH  (cTpellTOKOKH,  cTa¢HTIOKOKH,

Gardnerella 'vaginalis) H Ha rpaM-HeraTHBHH   MHKpoopraHH3MH (Bacteroides).
trh,;fx;.J`J'                .   ,    #t:;;i-t:

In Vitro KJIoto`HMa30JI ro HHxl46xpa pa3MHoxyBaH]eTo Ha Corynebacteria H Ha rpaM-
Iio3HTHBHH I(ol(H, co Hcl(Tlyqol( Ha eHTepol(OKH -80 KOHI|eHTpal|HH oH 0,5-10 Hg/ml
CyllcTpaT H flejcTByBa TP14xoMOHauHAHo

HPHMapHo pe314cTeHTHH Bapl4jaH" Ha qy
Kal(o pe3yjlTa+ Ha Toa pa3Boj  Ha cel(yHHap
TepalleBicKH oycjloBH Hocera ce IIPHMeTeH
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i.2:I ®apMaKbKIIHeTCKI[ cBojcTBa

papinaKOKriH6TCKHTe  cTyflHH  Ilo  HepMa]IHa  anT"KauHja  lioKamaTle  flel{a  KTIOTPHMa3OH  ce

lea::#::::TMe`TnHHH::naH:oBi°u:£:gaa::HH::KKynHoa#::Ho:H6T£::HHao:no=oBo°[CHHagH/:Hf:;rme;.HpajkH
HeKa  KjloTPHMa3on  anJ"I|HpaH  JloKaJIHO  Ha Ko"aTa e  HeBepojaTHo  Ha AOBeAe  flo  MepJ"BH
cl4cTeMCKH eq)eK" Hj" HecaKaHH flejcTBa.

5.3 IIpeT-Kj"H14HKH TloqaTol]H 3a 6e36eqHocTa

Tol{cHKojlolllKHTe   cTyHHH   Kaj   pa3]"qHH   "14Bo"   npH   14HTpaBa"HajlHa   H"   TloKajlHa
anj"I{auHja ri6Ka"a]Ie Ao6pa BarHHa]IHa H jloKa]iHa noHHocT"BocT.
:13                     ";`?ir(i

rlr;eTKj"HrfukltTe   rioI|aTOuH   6a3IIpaHH   Ha   KOHBeHiiHOHaTIHHTe   cTyHHH   Ha   TOKCHqHOcT,
hG,m®TOKcllHrio`cT  H  perlpoflyRTHBHa  TOKclltlliocT  flo  eflHHeqHO  H  IIOBTOpeHO  fl03HpaH,e  He

ITokamane.Troo'e6HaoHacHocT3aTlyieTo.
`,
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6.1. JIIICTa Ha eKculllllleHCH

BeH3Hn aJ]KoxoTI, ue"n HaJiMHTaT, I|e" aJII{oxoTI, OKTHTI;|oHeKaHOJI, no"Cop6aT 60,
cop6HTal] cTe`apaT, npoqllcTeHa Bo;|a.
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6L.2.   Hl|KOM,naT146HjTHOcT
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6-.3. PoK Ha ynoTpe6a

30 Mecel|H.
Ilo npBOTo oTBapalbe:  3  MeceiiH.
JleKOT   He   CMee   Ha   ce   ynoTpe6yBa   no   H3MHHyBaH,e   Ha   HaTyMOT   II]To   e   HaBeHeH   Ha
Hal(yBarbeTO. {.
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6.4. Ha"H rna HyBall,e                                                                          i
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He'KOTceqyBa3auTHTeHoAcBeT]IHHaHB]IaraHaTeMIIepaTypaAo25°C.
riex®,T Aa c.ejHy,Ba Ha MecTa HeAOcTanHH 3a Aelia.
•,,;..,,ti-`J',iw

6.5. IIaKyBaHe

20 g KpeM  Bo ajlyMHHHyMCKa Ty6a, co rm

6.6 CneL|HjaTIHH MepKII Ha oTCTpaH

HeMa rloce6m 6apaHa
a.      ,                                 '!!#!
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7; HocHThur HA OHOEPEHHF 3A cTABAlbE Bo IIpoMHT
I-:::,:,i^,6..:,.\

B.HOHHlta ®apMaliey"KaTlc,

yJI. CI(y" 6p.. 57,
1000 CI(oHje,
P. CeBepHa MaKe;|o"ja

8.  BPOT HAn MAPKETHHr ABTOPH3AI|HTA / OBHOBA

PeureHHe 6p.{`]1-3896/4 /  11-3522/2

9,.  HATA HA IIPBA ABTOPH3AI|HJA / OEHOBA
T':    '?'  i;   ,                         ,,`!ti:,:r3

+5;09.2'015\;/09.09.2020
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io.  HATA HA II0CJIEHHA PEBH3HJA HA TEE(CTOT

08.2021  roAHHa


