
MHKOTpl4T 3  BarHHaTleH KpeM 2%

1  g I(peM coHpxH 20 mg KJloTPHMa3o]I.
EI(cl|HI"eHcl4 co no3HaT edyel(T:  1  g KpeM coj|pxH 60 mg ue"JI aJIKoxojl H  10 mg
6eH3Hrl ajll(oxo]I.

3a I|eJlocHa jll4cTa Ha eKcuHnlleHCH BHAeTe Bo AeJloT 6.1.

KpeM 3a BarHHaTIHa ylloTpe6a

4.1. TepalleBTCKH HHHIIKal|IIII

MHKoxpllT   3   Ba"IIaJleH   xpeM   2%   ce   ylloxpe6yBa   3a   JleKyBalbe   Ha   HH®eKI|IIH   Ha
noJloBIITe   opraHH   (Ba"HI¢"c)   IIITo   "   IIpeqll3BHKyBaaT   ra6H   (HajtlecTo   Candida),

TPHxoMOHac    H    cyllepHH¢eKI|I¢H    co    6aKTepHH    qyBCTBHTeJI"    Ha    KjloTpl4Ma3o]I.    3a
IIoCHrypHo    JleKyBaH>e    Ha    HHdyel(I|I"    HpeH143BIIIca"    o;I    TPHxoMOHac    BarHHaJ"C,
noTpe6Ho e z|olloJIHHTeJIHo Ha Ce 3eMa IIepopaJleH xpHxoMOHalMj|.

MHI(oxpllT 3  Barl4HaTleH KpeM 2°/o ce ylloTpe6yBa H 3a jleKyBaELe Ha 14HdyeKI]14H Ha
cpaMHHTe yc" H OKOJIHOTO noxpanje H HH®eKI|Iqja Ha rjlaBaTa H I(OxllllKaTa Ha
MalHKHor noTloB opraH IIITo ja npeqll3BIIKaTle KBacHH ra6H (KaHHHHeH ByJIBII"C H
KaHAHHeH 6aJlaHFT14c).

4.2. Ho3IIpall.e H HavHH Ha ylloTpe6a

MHKoxpl4T 3 BarHHajleH KpeM 2°/o Ha ce BHece HaBeqep IIIro e MoarHo IIoqjla6oKo Bo
Barl4HaTa (BHAeTe HeJI HHCTpyKlillll 3a ylloTpe6a). Toa HajHo6po ce IIocTIIrHyBa co
JlexeHbe Ha xp6,  co MaJIIcy cBHTKaHH Ho3e.

3a jleKVBalbe Ha BarllHaJ[HII HHd)eKulll4
CeKoja Beqep HeHpeKIIHaTo Bo TeKOT Ha 3 ;|eHa Tpe6a Ha ce Hcllpa3HH co;|p)IcllHaTa Ha  1
allj"I(arop (IIpl46TI"cllo 5 g) Bo Ba"HaTa.
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OIIInTo
a;i;=ky cHMIITOMHTe llpofloJIREaT noBeke oH 7 ;|eHa, Monee zia 14Ma Mej|HI|HHclta
cocToj6a Koja 6apa JleKyBalbe oA JleKap.
IIo Hoxpe6a JleKyBaH>eTo Moxe Ha ce noBTopH, Ho cenaK peKypeHTHIITe HHq)eKUHH Moxe

;|a yKaxaT Ha ocHOBHHTe MeHHI|14HCKH npl4tlHH14,  BKJlyqyBajkH HHja6eTec HJ" HH4)eKUHH
co XHB. Z|oKOJIKy cHMIITOMHTe ce IIOBTopaT Bo  IIepl4oH ofl 2 MeceliH,  IIal|14eHTHTe Tpe6a

;|a no6apaaT coBeT oA jleKap.

814HejkH Barl4HaTa H cpaMH14Te ycHH ce o6IHHo 14cTOBpeMeHo HH¢MUHpaHH,  IIOTpe6Ho e

;|a ce jleKyBaaT flBeTe no;|paqja KOM6HHHpaHo.
AKo HCTOBpeMeHo ce HHdyHI|Hpa" cpaMH14Te ycHH H oKojlHaTa pe"ja, Tpe6a HCTo H
JIOKaJIHO fla ylloTpe614Te  KpeM 3a HaHBopelllHa ylloTpe6a (Ha Hp. MHKOTPHTTM  1% KpeM).
IloTpe6Ho e j|a ce ]IeKyBa 14 ceKcya]IHIIOT IIapTHep aKo ce HPHcyTHH CHMIITOMH KaKo
Helllalbe, BOcrlajleHHe H T.H.

He Tpe6a ;|a ce ylloTpe6yBa 3a BpeMe Ha MeHCTpyaJIHHOT uHKJlyc. Tepa"jaTa Tpe6a Ha
3aBpmH rlpe;I IIotleTOK Ha MeHCTpyal|HjaTa.

He xpe6a Aa KopHCTHTe TaMHOHH, HHTpaBa"HajlHH TylllHpaELa, crlepMHI|14HH 14J" Hpy"
Barl4HaJIHH IIpoH3Boz|H 3a BpeMe Ha ylloxpe6a Ha MHKOTPHT 3  BarHHajleH KpeM 2°/o.

IIpeHopaq"Bo e H36erHyBalbe Ha ceKcyaTleH oflHoc 3a BpeMe Ha ynoTpe6a Ha
BarHHaTIH14oT KpeM, 6HHejkH IIHqeKI]HjaTa Mome j|a ce IIpeHece Ha HapTHepoT, a
edyHKacHocTa H 6e36ej|HocTa Ha IIpoH3Boz[HTe oz| ]IaTeKc,  KaKo KOHHOMH H /]14ja¢parM14,
Moxe Ha 6IIHe HaMaJleHa.

JleKOT e HaMeHeT 3a ylloTpe6a Kaj  Bo3pacHH 14 Hel|a HaA  12 roHHH14.

HOKOJIKy IIal|14eHTOTja IIPollym" Ho3aTa, He Tpe6a Ha 3eMe flBojHa Ho3a 3a Aa ja
Ha;|oMec" IIponymTeHaTa. rlporlymTeHaTa j|o3a Tpe6a Ha ce HaHece inTo Moxe IIocKopo
11 j|a rlpo;|oJI"H co ocTaTOKOT oH jleKyBall,eTo KaKo H o6HtlHo.

4.3. KOHTpall"IIKal|IIII

IlpeqyBCTBHTejlHocT   Ha   KJloTpl4Ma3o]I,   I|e"jl   aJIKoxo]I
noMolHHH cOcTojK14 80 jleKOT

4.4. IIoce6HII MepKII Ha IIpeTIIa3J"BocT H IIoce6

1lauHeHTOT Tpe6a ;|a KOHcyTITIIpa ]IeKap aKo IIMa:
-TpecKa (TeMIIepaTypa oA 38°C Hj" IIOBeke)
- 6oJIKa Bo HOJIHHOT ;|ejl Ha a6;|oMeHOT
- 6oJIKa Bo rp6oT
- BarHHaTleH Hcl|eAOK co  HenplljaTeH MHpl4c
- raJleH,e
- BarllHajlHa xeMopa"ja
- 6O]IKa; IIOBp3aHa cO paMOTO
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J[eKOT COHPREH  I|eTHJI ajlKoxoJI H 6eH3IIjl aJIKoxojl.
I|e"JI aJIKoXoJI MOH{e Ha IIpeHH3BHKa JloKajlHa HPHTal|Hja Ha KoffiaTa (Ha IIp.  KOHTaKTeH

HepMa""C).
BeH3II]I aJIKoxoIloT Moxe Ha HpeHH3BHKa aTleprHCKH peaKI]HH.

OrllllTo:

J|a ce H36erHyBa KOHTaKT Ha jleKOT co oqHTe. J|a He ce roJITa.

4.5. HHTepaKUHH co HpyrH JleKOBH 11 /]py" dyopMH Ha IIHTepaKI|HII

HCTOBpeMeHa yHoxpe6a Ha BarHHajleH KjloTpl4Ma3oJI co opa]IeH TaKpoT"Myc (FK-506;
HMyHocyllpecHB) Moxe j|a ;ioBeHe Ho 3roTleMeHH Bpe;|Hoc" Ha TaKpoT"Myc H
cHpoTIHMyc Bo IiJla3MaTa.  Bo TaKBH cjlyHaH nal|HeHTHTe Tpe6a j|a 6HHaT BHHMaTeJIHo
cTle;|eHH 3a cHMnTOMH Ha IIpe;|o3IIpalbe co TaKpoJ"Myc H cHpoj"Myc, al(o e noTpe6Ho
IIpel(y ;|eTepM14HIIpaH,e  Ha coo;|BeTH14  IITla3MaTCKH  BpeHHocTH.

4.6 ylloTpe6a 3a BpeMe Ha 6peMeHocT 11 ;]oelbe

HaKo He nocTojaT I(oHTpoJlxpa" KJIHHHHKH cTyAHH Kaj  6peMe" xeHH H ;|oHJIKH,

ellHHeMIIOTlomKHTe Hcr"TyBall,a He HaBaaT HHKaKBH HH;|HKal|14H Hel(a MOM(e ;|a ce

oqeKyBaaT mTeTHH Bj"jaHHja Bp3 MajKaTa H HeTeTo Kora ce ylloTpe6yBa 3a BpeMe Ha

6PeMeHocT H]IH Aoelbe.  CellaK, I(aKo H co cHTe ;|py" TleKOBH, KJloTPHMa3ojl Tpe6a Aa ro

Kopl4cTHTe 3a BpeMe Ha 6peMeHocTa Hj" AoeH,eTo caMo oTKaKo e HanpaBeHa cooHBeTHa

IIpol|eHKa o;I BamHOT jleKap.

Tpe6a   ;|a   ce   o6e36eAH   caHHpaH,e   Ha   HopoAHjlHHOT   I(aHajl,   oco6eHo   Bo   TeKOT   Ha

IIocJleHHIITe    4-6 He;|ej" o;I 6peMeHocTa.

3a BpeMe Ha 6peMeHocT TleltyBalbeTo Tpe6a j|a ce 113BeHe co KjloTpl4Ma3oJI Barl4TopHH,
6HAejkH THe MOREaT Ha ce BHecaT 6e3 arlJ"I(aTop.

4.7 BJ[HjaHIIe Bp3 cTloco6HocTa 3a Bo3elbe HjTH paKyBalbe co MaulHHH

He ce 3a6eJlexaHH BT"jaHHja Bp3 crloco6HocTa 3a Bo3elbe H]" paltyBaH,e co MaiilMHM

4.8 HecaKa" HejcTBa

HaBeHeHHTe Hecal(aHH peaKI|HH Ha jleKOBH ce 6a3HpaaT Ha clloHTa" IIPHjaBH, TaKa Ha
He e MomHo Aa ce rpyl"paaT cHopeA CIOMS Ill KaTeropH14Te Ha tlecTOTa.

HopeMeTyBaH,a Ha HMyHojlolllKHOT cl4cTeM:
ajleprHCKH peaKI|H14 (cHHKOIIa,  xHIIOTeH3Hj

IIOpeMeTyBaH,a Ha pellponyKTHBHHOT c
reHIITajleH nHjlHHr, HellpHjaTHocT, 6oJI
Xapelbel)

HopeMeTyBarba Ha racTpOHHTecT14Ha]IHHO

a6;|oM 14Ha]IHa 6oJIKa

::p?;`i`-,ii;I._i:`it:4:

pTOwkup

Tal|14ja, tlelllaH,e,  HCHII,



HPHjaByBaH,e Ha HecaKaHH j|ejcTBa
rlpHjaByBalbeTo Ha HecaKaHH AejcTBa IIOcjle perHCTPHpalbeTO Ha ]IeKOT e Ba)KHO.  oBa
o803Mo9IcyBa KOHTHnyxpaH MOHIITOpHHr Ha OqllocoT KOpHCT/pll3HK Ha TleKOT.

HecaKaHHTe peaKI|" oz| JleKOBIITe Moxe Ha " npHjaBIITe Bo Hai|14oHaJIHHOT I|eHTap 3a

¢apMal(oBI"JlaHI|a HPH AreHI|I¢jaTa 3a jleKOBH H Me"unHCKII cpe;|cTBa (yJI.CB.KHpun
H MeroHI|j  6p.54 KaT  1) IIj" IIo eJleKTpoHcl(I¢ naT IIpeKy Be6 cTpaHaTa Ha AreHI],I¢jaTa
httD://malmed.gov.ink/.

4.9. Hpeno3IIpalbe

Hellp"eH]"Bo

ATC KOH:  G01AF02
®apMal{oTepaHeBTCKa  rpylla:  KjloTPHMa3Ojl  e  ;|epHBaT  Ha  HMHHa3oTI  cO  IIIHpOK  clleKTap
Ha aHT14MHKOTHtlHo HejcTBo.

MexaH113aM Ha /]ejcTBo

KjloTpl"a3oJI j|ejcTByBa Ha Toj  HaqHH inTo ro HHXH6Hpa co3HaBalbeTo Ha eprocTepojl,
IIITo AOBez|yBa Ao CTpyl(TypHH H a)yHI(I|HOHaJIHH olllTeTyBalba Ha I]HTollTla3MaTCKaTa
MeM6paHa.

5.1. ®apMaKOHHHaMCKII cBojcTBa

KJloTPHMa3ojloT HMa ml4poK crleKTap  Ha aHTHMHKOT14qHo flejcTBo  in vitro  H  in vivo,  IIITo

BKJlyqyBa ;|epMaTodyH", KBacHH ra6H, MyBJ" H j|p.

HPH  cooz|BeT"  ycJloBH   Ha  TecTHpalbe   MIC   BpeHHocTHTe   I{aj   oBHe  THIIo814   ra6H   ce

HBIImaT  Bo  ollcer  <  0,062-8  Hg/ml  cyllcxpaT.  EdyeKTOT  Ha  I(JloTpl4Ma3ojl  e  rlpBeHCTBeHo

a)yH"CTaTcl(H  HJ" dyyH"I|14HeH  Bo  3aBHCHocT o;I I(oHueHTpal|HjaTa Ha ItTloTPHMa3oJI  Ha
MecTOTo   Ha   HHdyeKI|Hja.    In   vitro   [|ejcTBOTo   e   orpaH14qeHo   Ha   HpoJ"dyepHpaH>e   Ha

ra6HtlHHTe ejleMeHTH, cHopl4Te Ha ra6HTe ce MHory MaJIKy qyBCTBIITejlHH.

J|OnojlHIITejlHO    Ha    aHTHMHKOTHtlHOTO    HejcTBo    KjloTPHMa3OJI    HCTo    TaKa    ;|eJlyBa    Ha

Trichomonas vaginalis, rpaM-rlo3HT14B" MHKpoopraH143MH (cTpellTOKol(H,  cTadyHTloKOKH,

Gardnerella vaginalis) H Ha rpaM-HeraTHBHH   MHltpoopraHH3MH (Bacteroides).

In vitro KJloTpl4Ma3ojl ro HHXH6Hpa pa3MHoacyBalbeTo Ha Corynebacteria H Ha rpaM-

IIo3H"BHH KOKH, co HCKjlytloK Ha eHTepoKOKH -Bo I(oHI|eHTpalil4H oH 0,5-10  Hg/ml

cyllcTpaT H HejcTByBa TPHxoMOHal|HflHO HP14100  H

HPHMapfio pe3HCTeHTHH Bapl4jaH" Ha tlyBCTBH

I(aKO pe3yTITaT Ha Toa pa3Boj  Ha ceKyHj|apHa pe

TepalleBTCKH ycJIOBH j|Ocera ce IIPHMeTeH14 caM
xpT¢H
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ce MHory peTKH,

eTIHH  ra614  Bo

JlyHaH.



5.2. ®apMaKOKilHeTCK14 cBojcTBa

®apMaKOK14HeTCK14Te      cTyHHH       IIocJle      Barl4HajlHa      all"Kal|14ja      IIOKaxaTle      Ael(a

KjloTPHMa3oTI    ce    pecop6Hpa    M14HHMaTIHo,    oH    3-loo/o.    3apaHH    6p3HOT    xeHaTaTleH

MeTa6o]"3aM  Ha allcop6HpaH  KjloTPHMa3oTI  Bo  a)apMaltojlollll{H HeaKTIIBHH MeTa6oT"",

Haj814coKHTe  IIJla3Ma KOHI|eHTpal|HH  Ha KjloTPHMa3oTI  IIo  BarHHajlHa allj"KauHja Ha ;|o3a

oz|  500  mg  6HJle   IIOMa]"  oH   10  ng/ml,   cyrepHpajkll  HeKa  ltjloTPHMa3oTI  allj"I]14paH

HHTpaBarHHa]IHo    e    HeBepojaTHo    Ha   ;|oBe;|e   Ho    Mepj"814   cl4cTeMCKH    edyeK"    HJ"

HecaKa" Hej cTBa.

5.3 HpeTKJIIIHHHKII IIoflaTouH 3a 6e36eqHocTa

TOKcl4KOJTomKHTe cTyj|H14 Kaj pa3j"qHH XHBOTHH HPH HHxpaBarHHaJIHa 14J" jloKaTIHa

allJ"Kal|Hja IIOKaH(ajle j|o6pa BarMHaTIHa H jloKaJIHa IIOHHocjlHBocT.

IIpeTKJ""qKIITe  IIoz|aTol|H  6aexpa"  Ha  KOHBeHI|HOHaJIHHTe  cTyHHH  Ha  Tol(cHHHocT,

reHOTOKcl4tlHocT H pellpo;|yKTIIBHa TOKCHtlHocT IIo  eHHHeqHo  14  noBTopeHo ;|o314palbe  He

IIOKa"aTle IIoce6Ha orlacHocT 3a jlyf`eTo.

6.1. JIHCTa Ha eKCL[III[HeHcl4

BeH3HTI aTIKoxoJI,  I|eTHjl rlajlMHTaT,  I|eTHjl ajlKoxoJI, oKTHjlHoj|eKaHOJI,  IIoj"cop6aT 60,

cop6HTaH cTeapaT, rlpot"cTeHa Bo;|a.

6.2.   HHKOMIIaTH6IIjlHocT

Hello3HaTa

6.3. PoK Ha ylloTpe6a

30 Mecel|H.

Ho rlpBOTo oTBapaELe: 4 HeHeTIH.

JleKOT   He   cMee   Ha   ce   ylloTpe6yBa   rlo

IIaKyBalbeTo.

6.4. HaHHH Ha |IyBalbe

JleKOT ce qyBa 3alllTHTeH Oq cBeTjlHHa H 8

JleKOT Ha ce qyBa Ha MecTa He;|ocTaHHH 3a A

;|aTyMOT   IHTo   e   HaBeAeH   Ha



6.5. HanyBall,e

ATlyMHHHyMCKa Ty6a co  rljlacTHqHo I(arlatle Ha HaBPTyBalbe co 20 g BarllHaTleH KpeM H 3

aHj"KaTOpH

6.6 HHCTpyKul]II 3a yl[oTpe6a

HatlllH Ha ynoTpe6a

Ha Ce 143BaHH allJ"KaTopoT o;I Hal(yBalbeTo. J|a ce H3Bjletle
KJIHIIOT oH anTIHKaTopoT ce ;|oHeKa He 3aHpe.

Ho oTBopaELeTo Ha Ty6aTa ce IIpl4I|BpcTyBa Ha Hea

alljlHKaTopoT. AIITIHI(aTopoT ce HojlHH co BHHMaTeJiHo

HPHTHCKaH,e Ha Ty6aTa.

Ce Tpra arlJ"KaTopoT oA Ty6aTa 11 ce BMeTHyBa noHJla6oKo

Bo BarllHaTa (HajHo6po TlexejkH Ha rp6, co MaJIKy cBHTKaHH

Ho3e) H ce npHTHCHyBa KJIHnoT ;|O;|eKa noTIIojlHo  He ce

HCHpa3HH allTIHKaTopoT.

Ilo BaHeELeTo IIpa3H14oT arlJ"KaTop ce ¢PJla. CeKoj  IIaT Aa

Ce KopHCTH HOB anT"KaTop.

7.  HOCHTEJI HA 0HOEPEHHE 3A CTABAII.E 80 IIPOMET

BHOHHKa ®apMauey"KaJlc,

yJI. C,(y-6p. 57'
1000 CKollje,

P. CeBepHa MaKeHOHHja

8.  Bpo] IIA MAPKETHHr ABTopll3AI|IIJA

PemeH14e 6p.11-3521/2

9.  HATA HA HPBA ABTOPH3AI|IIJ

09.09.2020

10.  ;|ATA HA II0CJIHHHA PEBH3
\

03.2022 roHHHa


