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MHKOTPHT 3 BarFTopl4H 200 mg
MHKOTPHT 1  Ba"TopHja 500 mg

MHKOTPHT 3  BarHTopHH 200 mg:  1  Ba"TopHja coAPH{H 200 mg KJloxpHMa3oJI
MHKOTPHT  1  Ba"TopHja 500 mg:  1  Ba"TopHja COHPH(14 500 mg I(JloTPHMa3oJI
3a I|eJ]ocHa jll4cTa Ha eKcl|HnHeHCH BHAeTe Bo AejloT 6.1.

Ba"TopHH

4.1. TepalleBTCKII IIHHIIKal|IIII

MHKOTpl4T   BarlITopl"Te   ce   yrloTpe6yBaaT  3a   jleKyBalbe   Ha   HHdyeKI|I"   Ha   IIOJloBHTe
opral"  (Ba"HH"c)  illTo  "  rlpeH113BHlcyBaaT  ra6H  (HajHecro  Candida),  TPHxoMOHac  H
cyllepHHdyeKI|IIH  co  6aKTepl"  t]yBCTBHTejlHH  Ha  IcTloTpl"a3oTI.  3a  rlocl4rypHo  ]IeKyBaH,e
Ha  HHq)el(I|IIH  rlpez|H3BHKaHH  o;I TPHxoMOHac  Ba"HajlHc,  rloTpe6Ho  e  AolloJIHHTeJIHo  z|a
ce 3eMa IiepopaJleH TPHxoMOHal+14q.

4.2. /|o3IIpaELe H HaHIIH Ha yHOTpe6a

3a JlervBaH,e Ha BarHHajlHH MHd)eKul"
MIIKOTpllT 3 BarllTopHI] 200 mg:  ceKoja Beqep HerlpeKHHaro Bo Tel(oT Ha 3 z[eHa ce
cTaBa IIITo e MomHo no/I,Jla6oKo Bo BarHHaTa Ilo  1  Ba"TopHja. Toa Haj;|o6po ce
rlocTHrHyBa co jlexeH,e Ha xp6, co MajlKy cBIITlta" Ho3e. Moxe Aa ce npol"IIIe BTop

xpeTMaH AOKOJIKy e  rloTpe6Ho.
MIIKOTPHT 1 Ba"Topllja 500 mg: Ba"TopHjaTa ce cTaBa HaBeHep liiro e Mo)Icllo
rloq,Jla6oKo Bo Ba"IIaTa. Toa Haj;|o6po ce nocTIIrHyBa co jlexelbe Ha xp6, co MaJIKy
cBFTKaHH Ho3e. Moxe ;|a ce IIpol"IIIe Brop TpeTMaH AOKOJIKy e IIOTpe6Ho.

OIIIIITo
He xpe6a Ha ce yrloTpe6yBa 3a BpeMe rla MeHCTpyaJIHHOT I|14KJlyc HopaHH pH3IIK oH
HaMaJlyBalbe Ha edyHKacHocTa 3apanll M6IICTpya]IHOTo Teqerbe. Tepa"jaTa Tpe6a zia
3`aBPII" npeA IIoqeTOK Ha MeHCTpyal]IIjaTa.

He Tpe6a Aa ce KoplicTaT TaMnoHH, H

Apy"  B©rHHaJiH14  npol43BOAH 3a

Hpenopaq"Bo e H36erHyBarbe Ha
BarMTopH14Te,  614AejkH  HH¢eKUHjaT



Ba"TopHHTe Mo"e Ha ce ynoTpe6yBaaT 3a BpeMe Ha 6peMeHocT.

JleKOT e HaMeHeT 3a yTloTpe6a Kaj  Bo3pacHH M flel|a HaA  16 roHHHH,

BmejkH BarHHaTa 14 cpaMHHTe yc" ce o614qHo HCTOBpeMeHo HHdyl4I|HpaHH, noxpe6Ho e

Ha Ce JleKyBaaT ABeTe Ho;|paHja I(oM6H"paHo.
AKo HCTOBpeMeHo ce HHq"I|HpaHH CpaMHHTe yc" H oKOTIHaTa perHja, Tpe6a HCTo H
JloKajlHo Aa ce ylioTpe6H KpeM 3a HaABopelilHa ynoTpe6a (Ha Hp. KJloTPHMa3oJI  1%
I(peM). rloTpe6Ho e Aa ce Jlel(yBa H ceKcyajlH14oT napTHep al(o ce npHcyTHH cHMrlTOMH
I(aKo tlemalbe,  BocHajleH14e H T.H.

4.3. KOHTpaHH/|HKal|IIII

HpeqyBCTBHTeJTHocT Ha KjloTPHMa3oJI H IIOMomHaTa CyllcTaHHHja Bo Jlel(oT

4.4. IIoce6HH MepKII Ha npeTIIa3jlllBocT 11 npe/]yllpenyBalba

IIai|HeHTOT Tpe6a Aa I(oHcyjlTHpa Jlel(ap aKo npBnaT HMa cHMrlTOMH Ha KaHA14AeH

BarHHHTHc.

HpeA ylloTpe6a Ha BarHTopHHTe, Tpe6a Ha ce IIo6apa coBeT oA Jleltap AoltoJIKy e
anjlHKaTHBHa 6HJlo Koja oH cocToj6HTe:
- IIOBekeoH 2  HHdyeKI|MH  KaHA14AeH BarHHIITIIc Bo  IIocJleHHHTe 6  Mecel|H

-HpeTxoAHa 14cTopl4ja Ha ceKcyajlHo HpeHocJ"Ba 6oJlecT M" IIapTHep co ceKcyaJIHo

rlpeHocj"Ba 6ojlecT
- 6peMeHocT Hj" cycneKTHa 6peMeHocT
-Bo3pacT HOA  16 Hj" noBeke o;I 60 roHHHH
-aJlep"ja Ha HMMAa3oJ" HJ" Hel(oj Apyr BarHHaJleH aHTHMHKOTHK

Ba"TopHHTeHe Tpe6a Aa ce Kopl4cTaT HOKOJII(y IIal|IIeHTOT 14Ma 6HJlo Koj  oH cJleHHHBe
cllMHTOMH 3a KOH xpe6a Ha ce KOHcyJITHpa JleKap:
- HepeAOBHo BarHHaJIHo KPBapelbe.
- Hellpl4poHHo BarHHaJIHo KPBapelbe H" KPBaB 14cl|eHOK.
-tlHpoBH, HjlHKOBH Hj" pa" BOBarl4HaTa 14J" Ha ByjlBaTa.
- TeMnepaTypa HT" TpecKa
-BOJII(a Bo AOJIH14oT HeJI  Ha a6HOMeHOT 14J" flHcypllja

-Jlomelbe HIM HOBpakafbe.
-HIIjapea
-BarHHaJleH Hcl]eAol( co  HenpHjaTeH MHPHc

HOKojll(y cl4MIITOMHTe Iipo;[oJlxaT IIOBeKe off 7 AeHa, Tpe6a j|a ce coBeTyBaaT
nal|HeHT14Te Ha KOHcyjlTHpaaT jleKap.. Ilo rloTpe6a ]IeKyBaH,eTo co MHI(oTpl4T BarHTopHII
MOREe ;|a ce IIOBTopH Aol(oJIKy HHdyeKI|HjaTa CO

J|OKO]IKy cHMrlTOMHTe ce HOBTOpaT HOE
nal|14eHT14Te Tpe6a ;|a ce coBeTyBaaT Ha

4.5. IIHTepaKI[IIH co HpyrH jleKOBH

14cTOBpeMeHa yrloTpe6a Ha BarHHaTleH
HMyHocyllpecHB) Moxe Ha HOBeHe ;|0 3

KaHqHHa ce
Ea HQf

Feng#Bprfrs

noBpa" nocJle 7 HeHa.
rlepHo;I oH 6Mecel|H,

PaKIIHH

H TaKpo]"Myc (FK-506;
Ha TaKpOTIHMyc  H



CHpoJ"Myc Bo HJla3MaTa. Bo TaK814 c]IyqaH nal|HeHTHTe Tpe6a Ha 6Hz|aT BH14MaTeTIHo
cJleHeHH 3a 3Hal|H 14 CHMrlTOMH Ha IIpeHo314palbe co TaKpoj"Myc H" cHpoJ"Myc, aKo e
IIOTpe6Ho IIpeKy HeTepMHHHpalbe Ha cooj|BeT" rljla3MaTCKH BpeAHocTH.

Eq)HKacHocTa H 6e36eHHocTa Ha npoH3BOAHTe oA jlaTeKc,  Kal(o KOH;|oMH H ql4jadyparMH,
Moxe Ha 6HAe HaMaJleHa. Hal|HeHTIITe Tpe6a Ha ce coBeTyBaaT Ha KopMCTaT
aJITepHaTHBHH MepKH HajMaJIKy 5  HeHa no KopHCTeH,eTo Ha oBoj  jleK.

4.6 ylloTpe6a 3a BpeMe Ha 6peMeHocT 11 Hoelbe

HaKo He nocTojaT KOHTpoT"paHH I{JIHHHtlKK cTyHHII Kaj  6peMeHH meHH, HCHHTyBaH,aTa

Kaj XHBOTHH He I|aBaaT HHKaKBH IIHAHKal|HH AeKa Moxe Ha ce oqeKyBaaT mTeT"

BTIHjaHHja Bp3 6peMeHocTa.

BpeMeHocT:

HocTojaT t"MHTHpa" noAaTol|H 3a ylloTpe6aTa Ha KJloTPHMacoJI 3a BpeMe Ha

6peMeHocT. Hc"TyBalbaTa Kaj %HBOTHH co K]IOTpl4Ma3oJI rloKaH(a]Ie pellpoHyKTHBHa

TOKCHqHocT IIPH BHcoKH rlepopaTIHH Ho3H (BmeTe flejl 5.3).  Ilpl4 HHCKa cHCTeMCKa

eKcllo3HUHja Ha KJloTPHMa3on Kaj BarHHaJIHa yrloTpe6a, He ce oHeKyBaaT mTe" e¢eK"

Bo ojiHoc Ha perlpoAyKTHBHa TOKCHtlHocT.

KjloTPHMa3on Moxe Ha ce KopHc" 3a BpeMe Ha 6peMeHocTa caMo noH Ha;|3op Ha JleKap

Hj" aKyLHep.

HOelbe :
pacllo]IOxHBHTe a)apMaKojil4HaMCKH/TOI(cllKojlomK14  IioAaToliH  Kaj  neliBOTHH IioKaxyBaaT
eKcxpel|Hja   Ha   KjloTPHMa3oH/MeTa6oJ""   Bo   MJlel(o   IIo    14HTpaBeHo3Ha   an]"Kal|Hja

(BHHeTe ;len  5.3).  P143HKOT 3a HoeHtleTo  He Moxe Ha 6HHe  HCKJlyqeH.  Mopa Aa ce AOHece
oAJlyKa ;|a]IH Ha  ce  HpeKHHe  ;|oelbeTo  HTIH  Ha ce  rlpeKHHe/Ha He  ce  3anoqHyBa TepaHHja
co KjloTPHMaeo]I, 3eMajkH " Bo IIpeABHH 6eHe¢HTOT oH HoeHbeTo 3a fleTeTo H 6eHedyllTOT
Oq Tepal"jaTa 3a xeHaTa.

4.7 BTIIIjaHHe Bp3 clloco6HocTa 3a Bo3eH,e IIj" paKyBaH>e co MalllllHII

He Ce 3a6ejleH(aHH B"ja"ja Bp3 crloco6HocTa 3a Bo3erbe H" paKyBaH,e co MamHHH

4.8 HecaKaHH qejcTBa

HaBe;|eHHTe  Hecal{aHM peaKI|HH  Ha Jlel(OBH  ce 6a314paaT Ha crTOHTaHH  IipHja814, Tal(a j|a
He e MoxHO Aa ce rpynHpaaT crlope[i I(aTeropHHTe 3a tlecTOTa.

HopeMeTyBalba Ha HMyHOJlolllKHOT cHCTeM:
I.=r

aJleprHCKII peaKliHH (cHHKOHa, xHTIOTe

HopeMeTyBaH,a Ha pellpo;|yKTHBH
reH14Ta]IeH r"jlHHr, Henpl4jaTHOci
mapeH,e, eplITeMa, BarHHajlHa xeM

yp"KapHj a, IIpypHTyc).

I(,  14pHTal|Hja,  qelllaH>e,  HCHrl,



rlopeMeTyBalba Ha racTpOHHTecTHHaTIHHOT cllcTeM:
a6AOMHHajlHa 6ojlKa

HPHjaByBaHe Ha HecaKaHH flejcTBa
IIPHjaByBaH,eTo Ha HecaKa" HejcTBa nocJle perHCTPHpalbeTo Ha jleKOT e BaxHo. oBa
0803MOxyBa KOHTHHyHpaH MOHHTopHHr Ha OHHOcOT KOpHCT/pH3HK Ha jleKOT.

HecaKaH14Te peal(I|14H oq jlel(oBHTe Moxe fla " npHjaBHTe Bo Hal|14oHaJIHHOT I|eHTap 3a

dyapMaKOBH"JlaHI|a IIpll AreHUHjaTa 3a JleKOBH H MeHHI|HHCKH cpe;|cTBa (yjl.CB.KHPHTI
H MeTOA14j  6p.54 KaT  1) 14J" no eJleKTpoHCKH IIaT npeKy Be6 cxpaHaTa Ha AreHI|14jaTa
http://malmed.gov.ink/.

4.9. Hpeqo3IIpaELe

He e BepojaTHa rlojaBa Ha aKyTHa HHTOKCHKal]Hja no eA14HellHa BarHHaTIHa H" HepMaTIHa

arlJ"I(auHja oA IlpeAo3Hparbe (anJ"ul4PaH>e Ha roJleMa ITOBpll"Ha Hoj| IioBo]I" ycjloBH
3a a6coprlliHja) H" HeHaMepHo rlepopaJIHo nporotlTyBalLe. HeMa clleliHq)HqeH aHTHHOT.

Bo cjiytlaj  Ha HeHaMepHo nepopaJIHo nporo]ITyBalbe, peTKo e IIOTpe6Ha racxpllqHa
JlaBa"a H Taa Tpe6a Aa ce 3eMe Bo rlpeABHA caMo Aol(otlKy KJIHHHqKHTe CHMIITOMH Ha
npeAo3Hpalbe cTaHaT oqHrJle;|HH (Ha np. 3ameMeTeHocT, Hay3ea HJIH IIOBpakaH,e).
racTPHtlHa JlaBaxa Tpe6a Ha ce H3BeHe CaMo HOKOTIKy HHmH14Te naT14IIITa MomaT ;|a ce
3alHTHTaT cOOHBeTHO.

5.I. ®apMaKoql4HaMCKII cBojcTBa

ATC Koj]: G01AF02
®apMaKOTepaneBTcl(a  rpyrla:  KjloTPHMa3OJI  e  j|epHBaT  Ha  14M14Aa3OJI  cO  il"pOK  clleKTap
Ha aHTHMHI(oTHqHo flejcTBo.

MexaH113aM Ha HejcTBo

KJloTPHMa30jl ;|ejcTByBa Ha Toj  HaqHH inTo ro HHXH614pa co3HaBarbeTo Ha eprocTepoTI,
lIITo HOBeflyBa Ilo CxpyKTypHH H a)yHKI|HOHaJIHH olllTeTyBalba Ha I|14Tonjla3MaTCKaTa
MeM6paHa.

KTloTPHMa3ojloT HMa mHpoK crleKTap Ha aH"MHKOTHTHo ;|ejcTBo in vitro 11 in vivo,  InTo

BKJlytlyBa AepMaTodyH", KBacHH ra6H, MyBJ" 14 Ap.

rlpH  cooABeTHH   ycjloBH   Ha  TecT14paELe  MIC   Bpej|HocTHTe  Kaj   oBHe  THnoBH   ra6II   ce

flBH"aT  Bo  oncer  <  0,062-8  Ltg/ml  cyncTpaT.

¢yH"cTaTCKH HJ" dyyH"ul4z|eH 80 3aBHCH

MecTOTo    Ha   HHdyeKUHja.    In   vitro   Aejc

ra6HqH14Te eTleMeHT14,  cllopHTe Ha ra6HT
`t*

KJIOTPHMa3OTI  e  HPBeHCTBeHO

I|HjaTa  Ha KIIOTPHMa3ojl  Ha

Ha   npo]"¢epHpaH,e   Ha
HTeJIHH.



HorloJIHHTeJIHo    Ha    aHTHMHKOTHtlHOTo    AejcTBo    KJloTPHMa3oJi    HCTo    Tar(a    z|eJlyBa    Ha

Trichomonas vaginalis,  rpaM-rlo3HT14BHM MHI(poopraHM3MH (cTpeliTOKol(14, cTadyHJloKOKH,

Gardnerella vaginalis) M Ha rpaM-HeraT14BHHMHKpoopraHH3MH (Bacteroides).

In vitro KjloTPHMa3oJI ro 14HXH614pa pa3MHOxyBarbeTo Ha Corynebacteria H Ha rpaM-

IIo3HTHBHH  KOKH,co  HCKjlytloK Ha eHTepoKOKH -Bo  KOHI|eHTpal|14H oA 0,5-10  L18/ml

cyncTpaT H ;|ejcTByBa TPHxoMOHal|H[[Ho HPH  100 H8/ml.

IIPHMapHO pe3HCTeHT" Bapl4jaH" Ha qyBCTBHTejlHH ra6HqHH BHHOBH ce MHory peTKH,

Kal{o pe3yTITaT Ha Toa pa3Boj  Ha ceKyHHapHa pe314cTeHI|Hja Ha qyBCTBHTe]IHH ra6H Bo

TepaneBTCKH ycJIOBH j|ocera ce IIPHMeTe" caMO 80 MHory H3O]"pa" cJlytlaH.

5.2. ®apMaKOKHHeTCKII cBojcTBa

®apMaKOK14HeTCK14Te      cTyAHH      IIocjle       BarHHaJIHa      anj"I(al|Hja      TloKaxaJle      HeKa

KjloTpl4Ma3oj]    ce    pecop6Hpa    MHHHMaTIHo,    oA    3-10%.    3apaH14    6p3HOT    xellaTaJleH

MeTa6oj"3aM  Ha arlcop6HpaH KjloTpl"a3oJI Bo ¢apMaKojlomKH  HeaKTHBHH MeTa6oJ"",

HajBHcOKHTe  liJla3Ma  KOHI|eHTpal|HH Ha  KjloTPHMa3oTI  Ilo  Barl4Haj]Ha allj"Kaul4j a Ha Ao3a

oH   500   mg   6Hjle   rloMaT"   oA   long/ml,   cyrepHpajkH   HeKa   KTloTPMMa3ojl   anj"I|HpaH

HHTpaBarl4HajlHo    e    HeBepojaTHo    ;|a   AOBeHe    Ao    Mep]"BH    cHCTeMCKH    eq)eK"    HJm

HecaKa" j|ej cTBa.

5.3 IIpeTKT]14"tlKII Ho4aTOL[14 3a 6e36eyHocTa

IIpeTKj"HHtlKHTe  IIoflaTol|H  6acHpa"  Ha  I(oHBeHI|HOHajlHHTe  cTyAI"  Ha  TOKCHtlHoCT,

reHOTOKCHtlHocT H  KapiiHHoreHocT ITo eflHHet]Ho  H  IIOBTopeHo Ao3Mpalbe  He

noKaH(aTle noce6Ha onacHocT 3a JlyfeTo.

KjloxpHMa3ojl  He  rloKa"ajl  TepaToreHOcT  Bo  pellponyl(T14BHHTe  TOI(cHKojlolllKH  cTyAHH

I(aj  rJiyBIil4,  cTaopuH  M  3ajl|H.  Kaj  CTaopl|14  BHCol(H  rlepopajlHH  ;|o3M  614jle  acoLiHpam  co

TOKcl4t]HocT Kaj  Majl{aTa,  eM6pHOTOKCHqHocT,  HaMaTleHa TeneHHa  Ha dyeTycoT H  HaMajleHo

lipexliByBalbe Ha rloTOMCTBOTo.

Kaj  cTaopl|H KjloTPHMa3oTI prfll]" HeroBHTe MeTa6ojlH" 614jle eKCKpeTIIpaHH Bo Mjlel(oTo



Herlo3HaTa

6.3. PoK Ha ylloTpe6a

MIIKOTpllT 3 BarHTopl" 200 mg: 30 MeceuH.

MIIKOTpllT 1 Ba"Topllja ofl 500 mg:  3 roHHHH.

JleKOT   He   cMee   Aa   ce   ynoTpe6yBa   no   143MHHyBalbe   Ha  AaTyMOT   IilTo   e   HaBefleH   Ha

HaKyBarbeTO.

6.4.HaL"H Ha tlyBall,e

JleKOT ce qyBa Ha TeMrlepaTypa Ho 25°C Bo opH"HajlHo IIaKyBaH,e.

JleKOT Aa ce qyBa Ha MecTa HeHoCTall" 3a j|el|a.

6.5. IIaKyBalbe

MHKOTpllT 3 BarHTopHH 200 mg:  Ky"ja co 3 BarHTopHH ofl 200 mg (rlBI|/IIE
ajlBeo" 3 x I)

MIIKOTpllT 1 Ba"Topllja ofl 500 mg: Ky"ja co 1 Ba"TopHja ofl 500 mg (rlBlvITE
aJIBeojla  1  x  1)

6.6. CneulljaJ]" MepK14 Ha oTCTpaHyBaH,e

HeMa IIoce6HH 6apaH,a.

7. HOCHTEJI HA 0H0BPEHHE 3A CTABAII>E 80 IIPOMET

BHOHHI(a ®apMaL|ey"KaTlc,

yJl. CKy" 6p. 57,
1000 CKollje'

P. MaKe;|oHHja

8.  Bpo] HA MAPKHTIIHr ABTopH3AI|

MHKOTPHT 3 BarllTopllH 200 mg: PeureHH
MIIKOTPHT 1 Ba"TopHja 500 mg: PemeH

9.  HATA IIA IIPBA ABTOP113AI|HJA
'i

MHKOTpllT 3 BarllTopllH 200 mg: 04.11.2016

MIIKOTpllT 1  Ba"TopHja 500 mg: 04.11.2016

•    _'`HK\-lp.



10.  ;|ATA HA II0CJIEHHA PEBH3IIJA HA TEI{CTOT

AlipH]I 202 1  roAHHa


