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MAKMMPOP KOMrlJIEKC 500 mg/200.000  lE BarMHaii"  i{ancyi",  MeKM

1    BarMHaJIHa   l{ancyJla   coAp"   500   mg   "cpypaTen   (Nifuratelum)   M   200.000   lE   HMCTaTMH
(Nystatinum).

EKcuM"eHCM  co  no3HaT e¢eRT:  HaTPMyM  e"n p-xMApoKCM6eH3oaT (1,8  mg),  HaTPMyM  nponMii  p-
xMApoKCM6eH3oaT (1,0  mg).

3a  Lie/iocHa iiMCTa  Ha  eKCLM"eHCM  BMAeTe Bo AeJioT 6.1.

Bari"an" I(ancyi",  MeKM.
oBan" TeMHoxoii" I(ancy" McnoiiHe" co xoiiTeHMKaBa MaoneHa cycneH3Mja.

4.1.  TeparieBTci{M  MHA14i{auMM

JloKaneH TpeTMaH  Ha  BarMHaTa  M  MHd)naMauMja  Ha  HaABopeLijHMTe reHMTa"  npeAM3BMKa"  OA
naTore"  MMKpoopraHM3MM  (Candida,  Trichomonas  M  6aRTepMM) oceTiiMBM  Ha  KOM6MHaLiMjaTa
"q)ypaTeii-"cTa"H.

JleKOT ce ynoTpe6yBa caMo  Kaj  Bo3pacHM,

O¢MLiMja/i"Te lioi(aji"  npenopai(M 3a npaBMliHa ynoTpe6a Ha aH"6Mo"L|M Tpe6a Aa ce MMaaT
Bo  npeABM4.

4.2. 4o3Mpaibe M  HaLiMH  Ha ynoTpe6a

fl03Mpa,te

Bo3pacHu
Boo6MilaeHo Ao3Mpaibe e  1  BarMHaiiHa Kancyiia MAKMMPOP  KOMrlJIEKC eAHau AHeBHo
HaBeuep,  npeA c"efoe,  i{aKo LijTo e npenMLI]aHo oA BauMOT iieKap.

nocmapu iiuua
HeMa cneLiM®rm"  npenopaKM 3a Ao3Mpait.e Kaj  nocTapM j"Lia.

nauueHmu co Hapyujy8alba Ha xenapom
HeMa orpaHMiiyBaiba 3a ynoTpe6a itaj xe" co HapyLiiyBaiba Ha xenapoT 6MAejkM iieKOT e
aK"BeH iioKaiiHo M CMCTeMCKaTa a6copnuwia  Ha ABeTe aK"B"  cyncTaHL+" e He3HailMTeJiHa.

naLiueHmu cO Hapyliiy8art.a H
HeMa orpaHMilyBarba 3a yno
aKTMBeH jioKatiHO  M  cMCTeM

ne6ujarnpucl(a nonyJiauuja
Be36eAHocTa M e¢MKacHoc
eTa6J"Pa".

MHCTDVKUMM  ca  vnoTDe6a

yBaH3a  Ha 6y6pe3MTe 6MAejkM iieKOT e
e  aKTMBHM  cyncTaHLiMM  e  He3HaiiMTe/iHa.

JIEKC BarMHan"  Kancyi"  Kaj AeLia He ce



3a Aa ce nocTiArHe HajAo6ap TepaneBTCKM  pe3yjiTaT,  BHeceTe " BarMHajiHMTe  Kancyi" Ajia6oKo
Bo BarMHaTa.

4.3,  KOHTpaMH/|Mi{al+MH

no3HaTa  xMnepceH3MTMBHocT  Ha  "q]ypaTeJi,  HMCTaTMH  MJ"  Ha  6MJio  Koja  on 4py"Te  noMou"
cocTojKM Ha JieitoT HaBe4e" Bo AeJioT 6.

4.4. noce6HM Mepl{M  Ha npeTna3i"BocT M noce6HM  npeAynpe4yBarba

MoxHa e nojaBa  Ha xMnepceH3M"BHoCT (HajilecTo oAiioxeHa)  nopaAM CoAPxi"aTa Ha ecTPM  Ha
p-xMApoKCM6eH3oaT (E215  M  E217).
Bo BaKOB Ciiyuaj Tpe6a 4a ce  npei(MHe TpeTMaHOT.
3a   BpeMe   Ha   TpeTMaHOT   Tpe6a   Aa   ce   M36erHyBaaT   CeKcyaJi"   oAHocM.    Ce   npenopaiiyBa
MCTOBpeMeHo nperiieA M Tepa"ja Ha napTHepoT co nepopajieH "¢ypaTeji.
TpeTMaHOT  co   MAKMMPOP   KOMnJIEKC   BarMHan"   KancyJ"   He  Tpe6a  /]a   ce   M3Be/]yBa  3a
BpeMe   Ha    MeHCTpyaiiHMOT   LiMKJiyc,    nopaAM    HaMaJieHaTa    e®Mi{acHocT   3apaAM    ry6MTOLiM    Ha
npoM3Bo4oT:  MeHCTpyaJiHOTo TelieLbe  ro  MccbpJia JieKOT oA  BarMHaTa.  3aToa ce  npenopaiiyBa Aa
ce   niiaHMpa  TpeTMaHOT  3a  Aa  He  Ce  npeKi"e  3apaAM   MeHCTpyaliHMOT  LiMunyc.   Bo  cjiyuaj  Ha
nojaBa .Ha  HeoiieKyBaHa  MeHCTpyaLiMja,   HajAo6po  e  Aa  Ce  3anoilHe  TpeTMaHOT  oA  noileTOK  no
Hej3MHOTO  3aBPLLlyBaLbe.

4.5.  MHTepal{uMM co []py" iieKOBM  M /ipy" ¢opMM  Ha MHTepai{L|MM

He ce M3BeAe" cryA"  Ha  MHTepaKLiMja.

4.6 EpeMeHocT, Aoeibe M a)ep"r"TeT

BpeMeHocm
He nocTojaT Mi"  nocTojaT J"MMTMpa"  noAaTouM 3a ynoTpe6aTa  Ha  KOM6MHaLiMjaTa
"®ypaTeii-"cTa"H Kaj 6peMe" xeHM. cryAMMTe Kaj xMBOT" He noKaxyBaaT AMpeKT" Mj"
MHAMpeKT"  ujTeT"  e¢eK" Bo oAHoC Ha PenpoAyK"BHa TOKCMiiHoCT M  pa3Boj (BMAeTe AeJi
5.3).  Bo ceKoj cnyuaj,  3a BpeMe  Ha 6peMeHocT, iieKOT Tpe6a Aa ce ynoTpe6yBa caMo AOKoiiKy e
ancoJiyTHO HeonxoAHo  M  noA AMpeRTHa  KOHTpoiia  Ha iieKap.

4OeFbe
He e no3HaTo 4al" "q)ypaTen  MJ" HMCTa"H/MeTa6onM"Te Ce M3/iaiiyBaaT Bo Maj"HOTo
MiieKo.  3aToa,  3a  BpeMe Ha Aoetbe, iieKOT Tpe6a Aa ce ynoTpe6yBa caMo AOKojiKy e ancoiiyTHo
HeonxoAHo 3eMajRM  "  Bo  npeABMA 6eHecpMTOT oA AoeibeTo 3a AeTeTo  M  6eHed)MTOT oA
Tepa"jaTa 3a xeHaTa.

®epmunumem
He ce M3BeAe" cTyA" 3a e®eRTOT Ha a)ep"j"TeTOT Kaj Jiyfe.  CryAMMTe Kaj xMBOT"  He
noKa>ryBaaT AMpeKT"  MJ"  MHAMpeKT"  LiJTeT" ecpeK"  80 OAHOc Ha penpoAyK"BHaTa
Toi(cMiiHocT (BMAeTe den  5.3)..

4.7 BI"jal"e Bp3 cnoco6HocTa 3a Bo3eibe M" pai{yBalbe co MaillMI"

MAKMMPOP KOMnJIEKC BarMHanHMTe Kancyj"  HeMaaT BI"jaHMe Bp3 cnoco6HocTa 3a Bo3eLbe
MnM  paKyBaHDe  cO  MaLi]MHM

4.8 Hecai{aHM 4ei.cTBa

llecTOTaTa Ha HecaKa" peaKu" e KJiacMq)M

TeHc°T#4£u>e:7iM6;i:4€i/io)
noMaliKy Hec":  >  1/1000 Ao <  1/100)
PeTKM:  >  1/10000 Ao  <  1/1000
MHory peTKM:  <  1/10000



Hen03HaTO:  a)peKd)eHUMjaTa He Moxe Aa 6M4e npoueHeTa Bp3 6a3a Ha pacnojioxr"BMTe
noAaTOLiM.

Hapyuiyearba Ha Koxa u nomKoxHo mKu8o
MHory peTKo:  M3oi"pa" ciiyilaM Ha ajiep"cKM peai{iiMM (AepMa""c, yp"KapMa).

onuJmu Hapyujy8alba u peaKuuu Ha Mecmo Ha npuMeHa
MHory pe"o:  Bari"aJiHo neiieibe,  BarMHaiiHo ileLilatbe.
Ba"HaiiHOTo neilebe M ileulaibe Ha MecTOTo Ha npMMeHa ce reHepaiiHo 6na"  ii CnoHTaHo
noMMHyBaaT.

I_pM_!aBVBatbeJ±a Hecara" AelqF±£
npMjaByBarbeTO Ha HecaKa" AeicTBa nociie pe"cTPMparbeTO Ha iieKOT e BaxHO.  oBa
o803MonyBa  KOHTi"yMpaH  MOHMTOpMHr  Ha  OAHOcOT  KOpMCT/pM3MK Ha iieKOT.

HecaKaHMTe  peaKqMM  on iieKOBMTe  Moxe /]a  "  npMjaBMTe Bo  HaLiMOHaiiHMOT HeHTap 3a
cpapMaKOBM"iiaHLia  npM AreHLiMjaTa  3a  iieKOBM  M  MeAMLiMHCKM  cpeACTBa  (yJi.CB.KMPMn  M

MeToflMj  6p.54  KaT  1)  Mi"  no eiieKTpoHCKM  naT  npeKy Be6 cTpaHaTa  Ha AreHLiMjaTa
http://malmed.gov.ink/.

4.9. npe4o3Mpaibe

He e npMjaBeHo npeAo3Mpabe co MAKMMPOP KOMrlJIEKC BarMHai"  itancyi".

5.1. ®apMal{o|]rmaMci{M cBojcTBa

®apMaromepane6mora apyr7a: ypore"TaiieH TpaKT M ceKcyan" xopMOHM, Apy" aH"6Mo"LiM
M  aHTMcenTML+M

ATC KOA: G01M51

MAKMMPOP  KOMnJIEKC  BarMHaiiHMTe  Kancyt"  ce  KOM6MHaLiMja Ha  "cpypaTeJi  M  HMCTaTMH.

MexaHu3aM Ha Oejcmeo
HMcpypaTeii npMnafa Ha rpynaTa Ha "Tpo¢ypa". Toj e cMHTeTCKM xeMMOTepaneB" 3a
TpeTMaH  Ha  MH¢eKLiiiM  Ha AoiiHMOT yprmapeH  TpaRT  M  reHMTaiiHMOT TpaKT.

CneRTapoT Ha AejcTBo BunyiiyBa 6aKTepMM,  npoTo3oM  M  ra6MilKM:  Gardnere//a  vag/.na/i.s (0.06-15.6

ug/ml),    Atopobi.urn    vagt.nae    (0.125-1.0    ug/ml),    Ch/amydi.a    traohomaft.s    (15.6-62.5    ug/ml),
Tn.chomonas  vagt.na//.s  (0.1-10.0   ug/ml).   Kaj   rpaM-Hera"B"   MMKpoopraHM3MM   "d)ypaTen   e
c]ia6o  aKTMBeH  KOH  E.coli,  Klebsiella,  Enterobacter,  Citrobacter  M  Shigella  (MIC  BpeAHoc"Te  Ce
noMefy  12.5  M  >  500  ug/ml).  "¢ypaTen  e  yMepeHo  aRTMBeH  KOH  Cand/.da,  Ho  oBMe  ra6MUKM  ce
LieiiocHO  MHXM6Mpa"  OA  HMCKM  KOHLieHTpaLi"  Ha  HMCTaTMH.

MMKpo6ML+M4"oT MexaHM3aM  Ha 4ejcTBo Ha "¢ypaTeli e eBM4eHTHo noBp3aH co
eceHUMjan"Te eH3MMaTCKM  npoi+ecM,  KOM ce eceHLiMjal" 3a PacTOT Ha MMKPoopra"3MMTe.

HMCTa"H  e aH"6MOTMK oA  noiiMeHCKa  rpyna,  oco6eHo aKTMBeH  KOH  ra6M"  oA  POAOT Cand/.da,
BKliyllyBajkM  "  a/b/.cans M  He- a/b/.cans BMAOBMTe  Cand/.da.  HMCTa"HOT e cTpyKTypHo cilMIIeH  Ha
aM¢oTepMLiMH  B  M  MMa  Met  MexaHM3aM  Ha  4ejcTBo.  AH"q)yHra]iHaTa  aKTMBHocT  Ha  noJiMeHMTe
3aBMCM  HajMaiiKy  /]eJiyMHO  qu  Bp3yBatbeTO  3a  cTepoi"Te,  npMMapHO  eprocTepoii,  iioLiMpaH  Bo

aAM     MHTepaKLiMja     co     MeM6paHCKMTe     cTepoi"CeH3MTMBHMTe     a)yHranHM      MeM6pa".
noJiMeHMTe  ¢OpMMpaaT  nopM  MiiM
KiieToiiHaTa     MeM6paHa,     npeA
MHTpat|eliyiiap"  KOMnoHeH".
oKCMAaTMBHo  oLL]TeTyBarbe  Ha

4oBaTen" npoMe" Bo nepMea6MTiHocTa Ha
BaLbe    Ha     KaT"yMOBMTe    jo"     M    /]py"

M3MM  Ha  AejcTBo  MoxaT  4a  BKiiyvyBaaT
JIKy  in  Vitro.



KOM6MHaLtMja,   e  eBajiyMpaHa  Bo  oAHoc  Ha  cMTe  MMKpoopraHM3MM  oAroBop"  3a   MHd)eKLiMM   Ha

yporeHMTaiiHMOT TpaRT: Trichomonas vaginalis,  aepo6"  M aHaepo6"  6aRTepMM  M  Candida spp.
noAaTOLiMTe   Ao6Me"    Bo    oBMe    cryAMM    noKa>KyBaaT   AeKa    "¢ypaTen    MMa    MHXM6MTopHa
aK"BHocT i{oH Trichomonas vaginalis,  Chlamydia trachomatis,  MMKonjia3"  M Apy" 6aKTeprm  M
e yMepeHo aRTMBeH  KOH  Candida spp.  o6paTHo,  HMCTaTMH  e  MHory aK"BeH  KOH  Candida spp.,  Ho
He  M  KOH  Apy"Te  CneLiMecM.  KOM6MHaiiMjaTa  Ha ABaTa iieKa  "  mxM6Mpa  MMKpoopraHM3MMTe  Ha
KOM  Bi"jaaT 3aeAHo  "ct)ypaTeiioT M  HMCTaTMHOT.

In vitro pe3yiiTa"Te Ao6Me" co KOM6rmaLiMja Ha "d)ypaTeii M HMCTa"H ce noTBPAe" Co in
vivo cryAMM.  KJ"HMiiKMTe  McnMTyBaLba co HMq)ypaTen  M  HMoraTMH AaBa"  Kaito Hoe/]MHev"
cyncTaHLiMM  "  noTBPAMiie  noAaTOL|MTe Ao6Me"  in vitro  M  in vivo,  oAHocHo iljMPoKMOT CneKTap
Ha AejcTBo Ha  "®ypaTeJi  M cMiiHOTo aH"d)yHraJiHo AejcTBo Ha  HMCTaTMH.  TpeTMaHOT co ABeTe
aiITMB" cyncTaHu" 3aeAHo (KOM6MHaLiMja) ja AOKaxaji oA Apyra CTpaHa PeajiHaTa  KOPMCT oA
OBoj new npM  MelJJa"  MHd)ei(L|"  npeAM3BMKa" OA  npoTo3oM  M"  cjiMH"  oceTiiMBM  6aKTepMM  M
oA Candida.

KnuHuuKa ecpul(acHocm u 6e36eoHocm
rloBeke oA 8.600 xeHCKM  naLiMeH"  co reHMTaJi"  rmcpeKLiMM 6Mne M3jioxe"  Ha  HajMaiiKy eAeH
Lie]ioceH TpeTMaH  Co  MeKM  BarMHaiiHM  Kancyi"  Mi"  BarMHaiieH  KpeM,  reHepaiiHo  Bo Tpaelbe oA
7-10 AeHa,  Bo 35 ionMHMUKM  cryAi".  Ile"pi^ oA HMB 6Miie KOHTpoi"pa"  M" co nnaue6o MfiM co
HMCTaTMH  M" co Pa3I"u" Ao3M. qpy"Te 31  CTyAMM 6Mne oTBope"  HeKOHTpoj"pa"  KnMHMilKM
CTyAMM.

IloroiieM AeJi oA naLiMeHTMTe (noBefe oA 90%) 6Miie Aed)i"ii"BHo  M3iieKyBaHM  Ha i{pajoT Ha
TpeTMaHOT,  co epaAMLtaLiMja  Ha  naToreHMTe MMKPoopraHM3MM  o/]roBopHM  3a 3a6onyBaLbeTo

(HajiiecTo Candida M/imM Trichomonas).  OBMe pe3yiiTa" ce 3aApxa"  npM  noBTopeHaTa
noceTa,  HecTo eAeH  MeceLi oA oTnoiiHyBatbe Ha TpeTMaHOT.  rlo3M"B" pe8yiiTa" ce
noc"rHa"   Kaj  HajMaliKy 60-70% cJiyiiaM  co  1  TepanMCKM  LiMunyc, AOAeKa ocTaHaTMTe naLiMeH"
6Mne  nod/ioxe"  Ha  BToP TepanMci(M  LiMKjiyc,  nocjie  I(oj  6aKTepMOJiouKMTe TecTOBM  o6MHHo
noLta>ityBane  epa4MKaL+Mja  Ha  oAroBopHMTe  MMKpoopraHM3"  M  KJ"HMHKMTe  M3BeLLiTaM  noLtaxaiie
KOMniieTHO  M3iieKyBaibe  Ha  cMMnTOMMTe.  penancM  6ime peTKO  pe"cTPMpaHM:  TMe 6Miie uecTo
nopa4M  ceKcya/iHa  aKTMBHoCT  Ha  nauMeHTMTe Co  napTHepM  co  MHd)eKL+MM  Ha  reHMTaiiHMOT TpaKT
M o34paByBarbe Moxelio 4a Ce nocTMrHe co neKyBaH>e Ha 4BajL|aTa  napTHepM  Bo MCTo BpeMe.
KOHTpoi"pa"Te cTyAMM versus HMCTaTMH  noKaxatie AeKa KOM6M"pa"oT iieK 6Mn 3HaiiMTejiHo
cynepMopeH  Bo o/]Hoc Ha itoMnapaTopoT  npM Iier(yBarbeTO  Ha  naLtMeHTM  cO BarMHMTMc.
HecaKa" peaKLiMM 6Mjie npMjaBe"  i{aj  MHory MaJia rpyna naLiMeH"  KOMnapMpaHO cO
roiieMMHaTa  Ha eBaiiyMpaHaTa  nonyiiaLiMj.a (61  naLtMeHT:  Kaj  noMaJiKy oA  1 %  OA TpeTMpa"
naLiMeH").  BcyuHoCT CMTe  Hecai{a"  peaKLiMM  3a BpeMe  Ha TpeTMaHOT co  KOM6MHaL|Mi.aTa  Ha

ABeTe  alITMBHM  cyncTaHLiMM  Bo  KJIMHMHKMTe CTyqMM  Ce oAHecyBaaT  Ha  MecTOTo  Ha  an"KaLiMja,
o4HocHo:  BarMHaiiHo neiietbe M iieLLlarbe,  Ba"HaliHa epMTeMa,  neyKopea,  BarMHanHa cyBocT,
KOHTaRTeH AepMaTMTMc.  HecaitaHMTe  PeaKLiMM  o6MilHo 3anoiiHyBaiie  Bo  npBMTe AeHOBM  oA
TpeTMaHOT,  6Miie 6iia",  +ii"MTMpa"  M  noMMHyBaiie cnoHTaHo  M  caMo  Bo  peTKM  ciiyilaM
npeAM3BMKajie  npei"H  Ha TpeTMaHOT.

5.2. oapMal{oi{MHeTci{M  cBojcTBa

rlocrie    anT"uMpaH>e    Kaj    xMBOT"    (3ajaK    M    Kyile)    Ha    noBTopeHa    3o    na"    noBMcoKa    oA
TepaneBTCKaTa  FiHeBHa  4o3a,  /]oKaxaHo  e  /]eKa  aKTMBHMTe  CyncTaHLiMM   He  ce  a6cop6MpaaT  M
HeMa nojaBa Ha cMCTeMCKM e¢eK".
Bo    AKn/AJlrl     petieBaHTHa     KtiMHMiiKa     cTyAMja,     12     naLiMeHTi{M     co     BarMHaii"     MH¢eKLMM
rTpeAM3BMKa"  oA  Cand/.da  a/b/.cans  ynoTpe6yBaJie  eAHa  MeKa  Ba"HajiHa  Kancyjia  co  cbMKCHa
Ao3Ha  KOM6MHaLiMja  (250  mg  /100000  lE)  Bo  Tpaerbe  OA  5  AeHa.  Ilna3Ma  itoHLieHTpaLiMMTe  M  Ha
HMCTaTMH  M  Ha  "®ypaTen  6Mlie  noHMCKM
MCKiiyiloK  Ha  1/12  BoiioHTep,  KaAe  e  M3Mt
1o ilaca  no TpeTMaHOT.  oBaa  KOHueHTpai
3akeHMq)ypaTeli  M  3a  HMCTaTMH  e  HajManKy
6Mlio    i{oj    oA    McnMTyBaHMTe    naToreHM.
"q)ypaTeii,    HMTy   HMCTa"H   ce   a6cop
BarMHaiiHaTa  MyKo3a AOKoiiKy naLiMeH"T

^q)MKaLiMia  80  cMTe  cJiyiiaM,   cO
aLiMja  Ha  HMCTaTrm  (146  ng/ml)

HMCTaTMH  (100  ng/ml).  LOQ  M

A  HMBHMOT  Haj"3ot(  MIC  KOH
CHo    noKaxyBa    AeKa    HMTy
M    3HaiiMTe.ieH    CTeneH    oA

paHMOT iieK.



5.3 npoTuni4"Lli{M  iioAaTOLii4 3a 6e36eAHocTa

AKyTHa  TOKCMilHocT

HM¢ypaTeJI
HMcpypaTeti  ce  noKaxan  npaRTMiiHO  HeTOKCMileH  80 aKyTHMTe  npeTmi"MiiKM  cryAMM  Kaj  rJiyBL|M  M
cTaopuM,  He e 3a6enexaHa CMPT noc/ie nepopaiiHo 4o3Mparbe Ha 5 g/kg TeliecHa TexMHa,  M"
nepMTOHeaJi" Ao3M oA 2 g/kg TeiiecHa TexMHa.

HMCTaTMH

HMCTaTi"oT aAMMHMCTPMpaH  nepopaiiHo Kaj 3ajLiM  Bo paanIN" Ao3M on 600 Ao 2400 mg/kg  M"
MHTpaBeHci(M  M"  MHTpanepMTOHeaiiHo Bo Ao3a on 25 mg/kg,  He npe4M3BMi(an CMPT M" 6Mno
KaKOB TOKCMiieH  e¢eKT.  MHTpanepMTOHeanHo  LD5o e oA 20 do 26  mg/kg  I(aj  rJlyBUM,  AOAeKa
Cy6KyTaHa 4o3a on  15o  mg/kg He  npe4M3BMKaiia CMPT itaj  HMe4Ho oA TpeTMpaHMTe XMBOTHM.
MaKCMMaiiHaTa ToiiepMpaHa  MHTpaBeHo3Ha Ao3a  Ha  HMCTa"H  6Mna 4  mg/kg  Kaj  riiyBLiM,  AOAeKa
cMTe xi4BOT" yMpeiie npM 4.4 mg/kg.

Cy6xpoHmHa  M  xpoHiiiiHa TOKciiilHocT

HMcpypaTeii
CTyAMMTe 3a cy6aKyTHa Toi(cMi]HocT 6ime M3BeAe"  i{aj cTaopeu, Ao 450 mg/kg TeiiecHa
TexMHa/AeH 3a 47 AeHa;  M Ha I(yue, Ao 40 mg/kg TeJiecHa Texi"a/AeH 3a 47 AeHa.  He ce
npoHajAe"  ripoMe"  Kaj TecT xMBOTHMTe,  Hiiry naToiioLi]Ko aHaTOMCKM iie3MM.  cTyAi"Te 3a
xpoHMiiHa TOKCMiiHocT Kaj cTaopeLi, Ao 4o mg/kg TeiiecHa Texi"a/AeH 3a 9o AeHa  M  Ha Kyile, Ao
100 mg/kg TeiiecHa Texrma/AeH 3a 6 MeceLiM  He oTKPMtie AOKa3M 3a xpoHMH" TOKCMH"
e¢eK"'

HMCTaTMH

HMCTaTi"oT   aAMMHMCTPMpaH   cy6KyTaHo    Kaj    riiyLi]eu   3a   8   AeHa    He    npeAM3BMKaJI   TOKCMu"
edyeRTM   npM   4o3a   o4   156   mg/kg/AeH.   BMJlo   3a6enexaHo   caMo   3aAe6ejiyBarbe   Ha   TKMBOTo,
nopaAM  HeKpo3a  Ha  MecTOTo  Ha  MHjeK"paibe.  3aAe6eiiyBatbeTo  Mcile3Haiio  cnoHTaHo  Ha  Kpaj
oA TpeTMaHOT.

MyTareHocT M  KaHi+eporeHocT

HMcbypaTeJi
He Ce M3Be4e" Coo4BeT" cry/]MM 3a MyTareHocT M KapLiMHoreHocT Ha "q)ypaTeji.
HM¢ypaTen noi{axaii ciia6a MyTareHocT Kaj TecTOT co Salmonella typhimurium,  Ho He 6Mii
iicnMTaH  Ha cMTe TecTOBM 3a  MyTareHocT Mi"  cTyA"  Ha  KapLiMHoreHocT.  oBMe CTyAMM  6lme
M3Be/]eHM cO "Tpoq)ypaHTOMH  M  "Tpoq)ypa3oH,  KOM ce ciiMiiHM  Ha "q)ypaTen o4 xeMMCKa
riieAHa ToilKa.  HMTpoct)ypaHTOMH  M  "Tpo®ypa3oH   noKa)KyBaaT cjiMileH  reHeTci(M  TOKCMKotioLi]KM
npoq)Mii,  pe3yii"PajRM  MyTareHocT  Kaj  npoKapMOTCKM  cMCTeMM,  Ho  MCTo  i{aj  HeKOM  in  Vitro
cMCTeMM  Ha  LiMLiaHM.  MCTO  pe3yiiTa"Te  OA cTyAMMTe 3a  KapLiMHoreHOcT ce  Ha  HeKoj  HaiMH
36yHyBaiiitM.  rlpBaTa cTy4Mja  M3Be4eHa Ha  "TpocpypaHTOMH jacHo noKaxaria AeKa oBaa
cyncTaHUMja He e I(apL+MHoreHa  M /]ypM  Moxe /]a ja HaMa"  nojaBaTa  Ha o4pef|eHM ryMopM.
cnpo"BHo,  2 Apy"  cryA"  ro Mc"ryBaiie KapLiMHoreHMOT noTeHLiMjaii  Ha  HMTpO®ypaHTOMH  M
"TpO¢ypa3OH M  npMjaBe" ce HeKOH3MCTeHT" n03MTMB" pe3yiiTa".  "TpO¢ypaHTOMH Ha
npMMep AaJi AOKa3 3a  no3MTMB"  pe3yJiTa"  Kaj xeHi(M  rjiyBLiM,  Ho  He  Kaj  MaujKM  riiyBLiM  M xeHKM
CTaopLiM,  co   ABocMMCJle"  pe3yiiTa"  i{aj  MaLLiKM CTaopLiM.  OA  npaK"HHa  riieAHa TOIIKa,
3eMajkM  Bo  npeABMA AeKa  KiiMHMiiKMOT TpeTMaH  co oBMe  "Tpod)ypa" Tpae  Bo  MHory
i"MMTMpaHM  BpeMeHCKM  nepMOAli,  oBMe

Pa3riieAyBabe Kaj  Kjii"MiiapMTe.  H
6e36eA" xeMOTepaneB"LiM  M Ii
AOJlroTo  KjiMHMilKO  MCKycTBO.

HMCTaTMH

He nocTojaT t"TepaTyp" no
CyncTaHLiMja  HeMa CiiMHHoc"
I(apul"oreHM.

HeMaiie  HMitaKBO  Bj"ja"e 3a  HMBHO
M "TpO®ypa3OH ce cMeTaaT ecpMKac" M

"cpypaTeTi,  MCTO  Bp3 6a3a Ha MHory

I(cm" ecpeRTM  Ha  HMCTaTMH.  oBaa
HLiMMTe  KOM  Ce  no3HaTM  MyTareHM  MJ"



penpoAyRTMBHa ToitcMUHOcT
He  nocTojaT penpo4yK"B" cryAMM  co  "q)ypaTen  +  HMCTaTMH  KOM6MHauMja.  PenpoAyK"BHMTe
cTy4MM  4eMOHCTPMpaJie  oTcycTBo  Ha  TOKCMv"  e®eK"  Ha  "¢ypaTeii  Ha  cpep""TeTOT  M  Ha
eM6pMOHan"oT  pa3Boj.   HeMa  /"TepaTyp"   noAaTOL+M   Bo  o4Hoc   Ha  ecbeK"Te  Ha   HMCTaTMH
(on060AHa ¢OPMa) 80 CryAMM  Ha PenpoAyK"BHa TOKCMUHoCT.  OBMe cTyA" nocTojaT 3a Nyotran,
iiMno3oMCKM   MHKancyrMpaHa   i.v.   cPopMyjiaLiMja   Ha   oBoj   aH"q)yHraiieH   noiiMeH.   Co  oriieA   Ha
HeMarbeTo  Map"Ha  Ha  6e36eAHocTa  M  e¢eRTMTe  Ha  nocTHaTalieH  pa3Boj  Kaj  Fl  cTaopL+M,  Tpe6a

Aa ce  npMCTanyBa  BHMMaTeiiHo  Kora  ke ce i{oPMc"  oBoj iieK Kaj xe"  co  noTeHLiMjan  3a  pafaibe.
HMCTaTMHOT    He    npecTaByBa    3aKaHa,    6M4ejkM    He    ce    a6cop6Mpa    nociie    MHTpaBa"HaJiHa
anJ"KaHMja.

6.1.  JIMCTa  Ha  ei{cuMnMeHCM

Cocmae na KancvRE
quMeT14KOH
Cocmae Ha o68u8Ka
xeTlaTrm
rJ"IIepoJI
HaTPHyM eTHJI p-xmpoKCH6eH3oaT ¢215)
HaxpHyM npol"]I p-xllj|poKcll6eH3oaT ¢217)
THTaH "oKCHH a 171 )
arejle3eH oKcl4H xour Q3172)

6.2.   MiiKOMnaTM6MiiHocT

Heno3HaTa

6.3, Poi{ Ha ynoTpe6a

3  roAMHM.

6.4.  HavMH  Ha  LiyBalbe

He ce noTpe6" noce6" yonoBM Ha iiyBaibe.

6.5. nanycaibe M coAp>itMHa

6 Kancyj" Bo AI-PVC/PVDC 6j"cTep /KapTOHCKa i{y"ja

6.6 Cnel+i4japHM  Mepi{M  Ha oTCTpaHyBaibe M  panyE]aHbe

HeMa noce6" 6apaiba.
HeynoTpe6e"oT npoM3Bo]] Mj" oTna4eH MaTepMjaJi Tpe6a Aa ce orcTpaHaT Bo comacHocT co
noi{aii HaTa peryiia"Ba.

7. HOCMTEJI HA OAOEPEHME

BMOHMKa ®apMauey"Kaiic,

yJl. C,(y" 6p.  57,
1000 CKonje,
P. MaKeno"ja

8. Epoj HA MAPKETMHr ABTopM3AL+Mj

PeLbeHMe 6p.



9.  flATA HA npBA ABTopM3ALiMjA

29.12.2015

1o.  HATA HA noctiEflHA pEBM3MUA HA TEi{cTOT

Jy" 2020


