
36MpeH M3BeuTaj 3a oco6MHMTe Ha neKOT

LORDES (flop4EC) 2,5 mg/ 5 ml
CMpyn

(Desloratadine)

1. 3AiuTMTEHo MME HA MEAML|MHCKMOT npoM3Bofl
LORDES (nopAEC) 2,5  mg/ 5 ml cMpyn

2.  KBAflMTATMBEH  M  KBAHTMTATMBEH  COCTAB

EAeH  ml oA cMpynoT COAPHM 0,5  mg Ha AecnopaTaAMH.

EKCLiMnMeHCM:

Caxapo3a
Cop6MTon

400 m8
200 mg

E110  nopTOKafloBa  FCF ........... 0,034  mg

L|eflocHaTa nMCTaTa  Ha  eKCLiMnMeHCM  e  HaBeAeHa  Bo AenoT 6.1.

3. ®APMAL|EBTCKA A03MPAHA ®OPMA
CMpyn.

rlopTOKa/ioBo o6oeH  cMpyn,  co  t{apaKTepMCTMileH  MMPMc.

4.  KflMHMtlkM no4ATouM
4.1 TepaneRTcl{M  MHAMi{ai+MM

nopf|EC cMpynoT e  HaMeHeT 3a  Bo3pacHM,  aAonecLieH"  M  4eL+a  Had  1  roflMLi]Ha  Bo3pac+  3a

y6naH{yBaibe  Ha cMMnTOMMTe noBp3a"  co:
•     aflep"ci{M PM""c (nomeAHeTe BOAenoT5.1);

•      yp"KapMja  (nomeAHeTe BO AenoT5,1).

4.2 4o3Mpaibe M HaiiMH Ha ynoTpe6a

flo3MpaLbe
Bo3pacHu u abonecueHmu (12 eoauHu u nocmapu)
rlpenopailaHa Ao3a e  10 ml  (5 mg) nopflEC cMpyn, eAHau  Ha fleH.

'

nebujampucKa nonyiiaLiuja
flel{apoT  Tpe6a  Aa  6MAe  MHdyopMMpaH  AeKa  noBekeTo  cflyiiaM  Ha  pMHMTMc,  Kaj  AeL+a  nod  2

roAMii]Ha  Bo3pacT,  ce  oA  MH¢eRTMBHa  e"ono"ja  (nomeAHeTe  Bo  flefloT  4.4)  KaKo  M  Aei{a

HeMa   no4aTOLLM   KOM   ja   no4p}i{yBaaT   npMMeHaTa   Ha   flop4EC   cMpyiioT   IipM   MH¢ei{"BeH

PMHMTMC.

flo3Mpalbe  Kaj  AeL|a  oA  1  Ao  5  roAMLIJHa  Bo3pacT:  2,5  ml  (1,25  mg)  flopf|EC cMpyn,  eAHau
Ha AeH.

Ao3Mpalbe  Kaj AeL|a  oA 6 Ao  11  ro4MUJHa  Bo3pacT:  5  ml  (2,5  mg) flopflEC cMp

AeH.
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Be36eAHocTa  M  e®MKacHocTa  Ha  nopflEC  2,5  mg/  5  ml  cMpyn  Kaj  fleLia  Ha  Bo3pacT  nod  1

roAMHa  He Ce yTBPAeHM.  He ce AoCTan" noAaTOLiM.

MCKycTBOTO   oA   MMHMHKMTe   McnMiyBalba   Bo   OAHOC   Ha   ed)MKacHocTa   npM   ynoTpe6aTa   Ha

AecnopaTaAMH  l{aj fleL|a oA  1 Ao  11 roAMHM  M aAonecL|eH"  ofl  12 Ao  17  ro4MLiJHa  Bo3pacT e
orpaHMlieHo  (no"eAHeTe  Bo AefloT 4.8 M 5.1).

MHTepMMTeHTeH  anep"cKM  pMHMTMc (npMeycTBo  Ha cMMnTOMM  noManKy oA 4 fleHa  HeAenHo

MnM  noKpaTl{0 oA 4  HeAenM) Tpe6a Aa  Ce Tpe"pa  no  eBanyaLLMja  Ha  MCTopMjaTa  Ha  6oflecTa

Ha   naLiMeHTOT,   a  TpeTMaHOT  Tpe6a  Aa   Ce   npeKMHe   no   noBfleKyBaibeTo   Ha   cMMnTOMMTe   M

noBToPHo Aa Ce 3anoilHe Co Tepa"ja  npM  HMBHo  noBTopHo jaByBaibe.

npM    nep3MCTeHTeH   aflep"cKM    pMHMTMc   (npMeyerBO   Ha   cMMnTOMMTe    80   TeK   Ha   4   fleHa

HeAeflHo  MflM  nouecTo  MflM  Bo Tpaefoe  noAonro oA 4  HeAenM)  Ha  Hal+MeHTOT MOH{e  fla  My ce

nperiopaiia  KOHTMHyMpaHa ynoTpe6a  Ha neKOT Bo  nepMo4oT Ha  eKcno3ML+Mja  Ha  aflepreHOT.

MeTo4 Ha  a4MMHMCTpauMia

3a nepopanHa ynoTpe6a.
fleKOT MOHKe Aa ce ynoTpe6yBa co  MnM  6e3 xpaHa.

4.3  KOHTpaMH4MKaL+MM

xMnepceH3M"BHOcT  t{OH  aRTMBHaTa  eyncTaHLiMja,  KOH  HeKoj  ofl  eKcuMI"eHCMTe  AaAe"  Bo

4enoT 6.1  MnM  KOH nopaTaflMH.

4.4  noce6"  Mepl{M  Ha  npeTna3nMBocT  M  noce6"  npeAynpeAyBaLba  3a  ynorpe6aTa  Ha
nel{OT

flecnopaTaAMH Tpe6a Aa  ce aqMMHMCTPMpa  co  npeTna3flMBocT Kaj  naLiMeH"  co  MeAMLiMHCKa
MflM  ¢aMMnMjapHa  MCTopMja  Ha  enMneiiTMHHM  HanaAM,  noce6Ho  Kaj  Mann  AeLia,  6MAejkM  Ce

noBeke   lioA/ioH"   Ha   pa3Boj   Ha   enMnenTMil"   HanaAM   npM  TpeTMaH   co  flecnopaTaflMH.

3ApaBCTBe"Te  nMHa  MOHe  Aa  ro  npeKMHaT  flenyBaibeTo  co  AecflopaTaflMH   Kaj   naLiMeH"

KOM AOHMBeane e"flen"HeH  Hanafl AOAeKa Tpaefl TpeTMaHOT.

rle4MiaTPMCKa  nonvnauMia

Kaj  AeLLa   nod   2   roAMLiJHa   Bo3pacT,   oco6eHo   e  TeLi]Ko  Aa   ce  4MjarHoc"L+Mpa   anep"cKM

pMHM"c   Bo   oflHoC   Ha   Apy"Te   ®oPMM    Ha    pMHMTMc.   Tpe6a   fla    ce   3eMe    Bo    llpeABMfl
OTcycTBOTO      Ha      MH®eKLiMM      Ha      ropHMTe      peci"paTOp"      na"Li]Ta      MnM      cTpyKTyp"

a6HopManHoc",   Kai{o   M   MCTopMjaTa   Ha   Hal+MeHTOT,  ®M3MilKM   npemeflM   M   pe3ynTaTMTe  04

coo4BeT" na6opaTopMCKM TecTOBM  M TecTOBLi  Ha  Koxa.

OKofly 6  % oA  Bo3PacHMTe  M  AeL+a  oA 2-11  roAM"  Ce  ¢eHo"ncKM  cfla6M  MeTa6oflM3epM  Ha

AecnopaTaflMH     M     noKaHyBaaT     noroneMa     M3noHKeHoCT     (nomeflHeTe     Bo     AefloT     5.2).
Be36eflHocTa   oA   ynoTpe6a   Ha   AecnopaTaflMH   Kaj   AeL+a   oA   2-11   roAM"   KOM   ce   cfla6M

MeTa6oflM3epM  e  MCTa   KaKo  i{aj  AeLia   KOM  ce  HopMan"  MeTa6`o"3epM.   He  ce   M3BeAe"

cny4MM  3a  npoL+eHKa  Ha  ed)eKTOT  o4  ynoTpe6a  Ha  4ecnopaTa4MH  Kaj  cna6M

<2  roAMHM.
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Bo  cnyilaM  Ha TeLLiKa  peHanHa  MHeyq)MI+MeHi+Mja,  flecnopaTaAMH Tpe6a  Aa  ce  ynoTpe6yBa  co

npeTna3nMBocT (nomeflHeTe Bo AenoT 5.2).

OBoj   MeAMLiMHci{M   npoM3BOA  coApxM  caxapo3a   M  cop6MToji,   nopaAM  Toa,   naLiMeH"Te  co

PeTKa    BPoAeHa    MliTonepaHUMja    Ha   ®Pyi{To3a,    myKo3o-ratlaRTo3Ha   ManancopnL+Mja    M"
caxapo3o-M3oManTa3Ha MHcyd)MLiMeHL|Mja  He Tpe6a Aa  ro ynoTpe6yBaaT oBoj fleK.

OBoj   flei{   COAPHM   eKCL|MnMeHC  3a   o6ojyBaibe   E110   Koj   Moxe  Aa   ripeflM3BMKa   anep"ci{M

peaKLJ,MM.

4.5  MRTepaKL+MM  co 4Py" nei{oBM M 4py" ¢opMM  Ha MHTepar(I+MM

He   ce   pe"cTPMpaHM   KnMHMiiKM   peneBaiiTHM   MHTepaKLiMM   npM   unMHMili{MTe   cTyAMM   80   KOM

AecnopaTaAMH      6Mn      annMLiMpaH      MCTOBpeMeHo     co     epMTpoMMHMH      M"      KeTOKOHa3ofl

(norneAHeTe Bo AenoT 5.1).

rle4MiaTPMCKa  nonvnauMia

Cny4MMTe  3a  MHTepi{aLJ,MM  Ha neKOBM  6Mne  M3Be4eHM  caMo  Ha  Bo3pacHM.

Bo   MMHMilKa   ®apMaKo/iouKa   cTyAMja   yTBPAeHo   e   AeKa   ynoTpe6aTa   Ha   AecflopaTaAMH

3aeAHo   co    anKoxofl,    He    ro   noTeHHMpa    edyeRTOT   Ha    aflKoxonoT   Bo    HaManyBafoeTo    Ha

cnoco6HocTa   3a   M3BPLiJyBahoe   ai{"BHoc"    (nomeAHeTe   Bo   flefloT   5.1).    Ho,   cnyi]aM    Ha

MHTOKCMKaLiMja   M   HeToflepaHLiMja   Ha   anKoxon   Ce   npMjaBe"   nocfle   cTaBahoe   Ha   neKOT  Bo

npoMeT.   3aToa  Tpe6a  Aa  Ce   BHMMaBa  AOKoflKy  oBoj  neK  ce  ynoTpelt6yBa   MCTOBpeMeHo  co

anKOxon.

4.6 BpeMeHocT M Aoelbe
BDeMeHocT

rofleM  6poj  Ha  noAaTOL+M  3a  6peMe"  H{e"  (noBeke  oA  1000  McxoAM  Ha  6peMeHocT)  He

yKa>i{yBaaT  Ha  nojaBa  Ha  Man®opMaLLMM  "  ¢eTo/HeoHaTanHa  TOKCMHHocT  o4  ynoTpe6a  Ha

AecnopaTaAMH.  CryAMMTe  M3BeAe"  Ha  H{MBOT"  He  noKa>+{yBaaT  nojaBa  Ha  AMpeRT"  M"
MHAMpei{THM   Hecal{a"   edyeRTM   80   OAHOC   Ha   PenpoAyRTMBHa  TOKCMiiHocT  (riorneAHeTe   Bo

4enoT   5.3).   Kai{o   MepKa   3a   npeTna3nMBocT,   HajAo6po   e   fla   He   ro   i{opMCTMTe   nopflEC
cMpynoT 3a  BpeMe  Ha  6peMeHocT.

floe,be
flecnopaTaAMH    e    MAeH"d)MKyBaH    Kaj    HOBopoAeH"iba/6e6MLba    KOM    6Mfle   floe"    oA
HMBHMTe     MajKMTe,     KOM     ro    ynoTpe6yBafle    oBoj    neK.     E®eRTOT    Ha    flecnopaTaAMH     BP3

HOBopoAeHIIMtba  He  e  no3HaT.  Mopa Aa  Ce  oA/lyl" AaflM  Aa  Ce  MCKflylM Aoeii]eTo  MnM  Aa  Ce

MCMy"/anc"HMpa  Tepa"jaTa  Co  4ecnopaTa4MH  ripM  Toa  Tpe6a  4a  ce  3eMe  80  npe4BM4
KoPMCTa oA AoeibeTo  Ha AeTeTo  M  KopMCTa oA Tepa"jaTa  3a  MajKaTa.

nflofITQH
HeMa AocTan"  noAaTOL|M 3a BnMja"eTo Ha AecnopaTaAMH  BP3 nfloAHocTa.

4.7 E¢ei{" Bp3 cnoco6HocTa 3a Bo3eibe M paKyBaibe co MaLL]M"
Bp3   ocHOBa   Ha   KflMHMiiKM   Mc"ryBaHba   e  floKaHaHo  AeKa   AecnopaTa

He3HaHMTeflHo  BnMja"e  Bp3  cnoco6HocTa  3a  Bo3eibe  M  ynoTpe6a  Ha

Tpe6a 6MAaT MHd)oPMMpa" AeKa  Kaj  noroneM Hen  oA nyfeTo i{oj  ro K
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jaByBa   nocnaHoCT.   CenaK,  6MAejkM  noorojaT  MHAMBMAyanHM   BapMjaL[MM   Bo  peai{L+MjaTa   npM

ynoTpe6a    Ha    cMTe    neKOBM,    ce    npenopavyBa    naL|,MeHTMTe    4a    He    ce    aHraHMpaaT    Bo
aRTMBHoc"    i{oM    6apaaT    MeHTa/iHa    6yAHocT,    KaKo    uJTo    ce    Bo3eii]e    aBTOMo6Mn    M"

l{OPMCTeli]e  Ha  MaL1"HM, AOAeKa  He Ce yTBPAM  MHAMBMAyanHaTa  peaKLiMja  Ha  fleKOT.

4.8 Hecai{a" AejcTBa
rle4MiaTPMcl{a  nonvnaLiMia

Bo   KnMHMilKM   CTVAMM   Cnp0BeAe"   Ha   neAMjaTPMCKM   Hall.MeH",  flecJiopaTaAMH   Bo   BMA  Ha

cMpyn   6Mn  a4MMHMCTPMpaH  Ha  BKynHo  246  Eel+a   Ha  Bo3pacT  o4  6  MeceL+M  4o   11  ro4LiHM.

CeBKynHaTa  MHL+MAeHLia  Ha  HecaKa"  AejcTBa  Kaj  AeLiaTa  o4  2-11  roflM"  6Mfla  cnMilHa  Bo

AecnopaTaAMH     M     nflaL|e6o     rpynaTa.      Hajiiec"Te     HecaKa"     AejcTBa     co     noBMcoKa

¢peKdyeHLiMja  Ha  nojaByBarbe  Kaj  AoeHilMrbaTa  oA  6-23  MeceLI,M  Bo  cnopeA6a  co  "aL|e6o
rpynaTa  6Mne: AMjapeja  (3,7 %), TpecKa  (2,3  %)  M  HecoHMLI.a  (2,3  %).  Bo Apyra  cTyflMja,  He  ce

3a6efleHaHM    HecaKa"   AejcTBa    Kaj    cy6jei{"    noMefy   6-11    roAMHM    no   annMKaLiMja    Ha

eAMHel]Ha A03a oA 2,5  mg AecflopaTaAMH  cMpyn.

Bo  KflMHMili{M  cTyAMM  cnpoBeAe"  co  578  naL|MeH",  aAonecL|eH"   Ha  12  Ao  17  roAMLiJHa

Bo3pacT,  HajiiecT  HecaKaH  e¢eRT  6Mfl  maBo6oflKa,  Koja  ce  jaBMna  Kaj  5,9  %  oA  Hal+MeHTMTe

Tpe"pa" Co AecJlopaTaAMH  M  6,9 % oA naLiMeHTMTe  KOM  npMMa/ie  maL+e6o.

Bo3pacHM  M  a4oflecLI.eH"

80  KnMHMiiKM  Mc"nyBaLba,  cO  npenopailaHa  fl03a,  KOM  On®akaaT  Be3pac"  M  aAoflecL+eH"

Bo    onceroT    Ha     MHAMKaLiM     BMyuyBajkM     anep"CKM     pMHMTMc    M    xpoHMHHa     MAMonaTCKa

yp"KapMja,   3a   3   %   e   noroneMa   nojaBaTa    Ha    HecaKa"   AejcTBa    Kaj    nacMeHTMTe   KOM

ynoTpe6yBafle AecflopaTaAMH oTKonKy Kaj  naLiMeHTMTe  i{oM  6Mne TpeTMpa" co  nnaL+e6o.
Hajilec"  npMjaBe"  HecaKa" AejcTBa  co  noBMcoKa ¢peK®eHLiMja  Ha  nojaByBaibe  Bo oAHoc

Ha  nnaHe6o  rpynaTa,  6M/ie: 3aMop  (1,2 %), eyBa ycTa  (0,8 %)  M  maBo6onKa  (0,6 %).

Ta6eflapHa nMCTa  Ha  HecaKaHM  4eicTBa

l{nMHMili{MTe   Hecai{aHMTe  AejcTBa   Co   noBMcoKa   ®PeK®eHL+Mja   Ha   nojaByBahoe   Bo   oAHoC   Ha

nnaHe6o   rpynaTa   M   Apy"Te   HecaKa"   AejcTBa   KOM   ce   npMjaBe"   Bo   nepMOAOT   nocne
cTaBaibe Bo npoMeT Ha nei{oT ce HaBeAe"  Bo Ta6enaTa:
®peK®eHHMMTe  Ha  nojaByBaibe  Ha  Hecai{aHMTe  AejcTBa  ce  Ae¢M"paHM  KaKo:  MHory  iiec"

(2 1/10), llec"  (2 1/100 Ao < 1/10), noManKy HecTi/I  (2 1/1000 Ao < 1/100), peTKM (2 1/10000
Ao <  1/1000), MHory peTKM  (<  1/10000), co  Heno3HaTa  ¢peKdyeHL+Mja  Ha  iiojaByBarbe.



HapyuryeaHba Ha |1ecTM rflaBo6onKa
HepeeH CucmeM llec" (Kaj nell,a noMaflM o4 2 roAM") Heco"L+a

MHory peTKM BPTomaBMLia,cOMHoneHL+Mja,  HecoHMHa,ncMxoMOTopHaxMnepaKTMBHocT,enM/ienTMHHMHanaAM

Kapauonourl<u MHory  peTKM TaxMi{apflMja,  naflnMTaLI,MM

Hapyuryeatba Co  Heno3HaTa ®pel{deHL|Mja  Ha rlpoflo"KyBatbe Ha QT
nojaByBaibe MHTepBafl

racmpoul+mecmul+a |lecTM cyBa ycTa

fiHu I+apyuryearba llec" (Kaj AeL+a noManM ofl 2 r04M") flMjapea
MHory peTi{M A6AOMMHaflHa  6onKa,ra4erbe,noBpakarbe,flMcrlencMja,flMjapea

Xenamo6uilujapHu MHory peTKMcOHen03HaTa  ®pei{¢eHL+Mja  Ha 3rofleMyBahoe  Ha

Hapyuryearsa xenaTanHM  eH3MMM,noKaHeH6M/"py6MH,xerlaTMTMcHon"L|a

nojaByBaLbe

HapyouyeaFba Ha co  Heno3HaTa ®peK¢eHLiMja  Ha ®cITOceH3MTMBHOcT

KOITama unomKOITHumemKu6a nojaByBalbe

MycKyiiocKefiemHuHapyury8arbauHapyouyBaHbaliacep3Homl<u8o MHory peTKM MMjan"ja

Onwmu |'ecTM 3aMOP

HapyulyeaFba u Llec" (Kaj AeLia noMa" oA 2 roAM") TpecKa

cocmoj6a Ha MHory peTi{MCoHeno3HaTa  ®peK¢eHUMja  Ha xMiiepceH3M"B"
Mecmomo Ha peaKLiMM  (Kai{O

a®MUHucmpal|uja aHadyMnai{ca, aH"oeAeM,4McriHea,npypMryc,ocMnMyp"KapMja)ACTe-ja

nojaByBaLbe

Wcmpa"yeaHba co  Hen03HaTa  ®pei{®eHL+Mja  Ha 3roneMeHa TeH{MHa

nojaByBaLbe

rle4MiaTDMcl{a  nonvnauMia

flpy"   HecaKa"   AejcTBa   KOM   Ce   npMjaBe"   Bo   nepMofloT   n6cne   cTaBaLbe   Ha   neKOT   Bo
npoMeT     Kaj     neflMjaTPMCKM     Hal+MeH"     co     Heno3HaTa     ¢PeKdyeHLiMja     Ha     nojaByBaibe



npMiaBVBaibe  Ha  HecaL{aHM  peaKLLMM

HecaKaHMTe   peai{LiMM   oA  neKOBMTe  Moke  Aa   "   npMjaBMTe   Bo   HaHMOHan"oT  L+eHTap  3a

®apMaKOBM"naHLia   npM   AreHHMjaTa   3a   neKOBM   M   MeAML+MHcl{M   cpeACTBa   (yn.CB.KMPMfl   M

MeTo4Mj    6p.54    KaT    1)    MflM    no    etleRTpoHCKM    naT   npeKy   Be6   cTpaHaTa    Ha    AreHLiMjaTa

malmed. ov.ink

4.9 npeAo3Mpaibe
npo¢bMOT   Ha   Hecai{a"    HacTa"    noBp3a"   co   npeAo3MpaLbe,   Li]To   e   3a6eneHaH   Bo
nepMOAOT  nocne   cTaBaibe   Bo   npoMeT  Ha  fleKOT,   e  cnMileH   Ha  Toj   LiJTo   e  3a6eneH{aH   npM

ynoTpe6a  Ha TepaneBTCKM  Ao3M,  Ho  CTeneHOT Ha  edyeRTMTe MOHe Aa  6MAe  norofleM.

TpeTMaH

Bo   cflyilaj   Ha   npeAo3Mpalbe,   Tpe6a   Aa   Ce   3eMaT   Bo   npeABMfl   CTaHflapfl"   MepKM   3a

oTCTpaHyBaLbe Ha  Heancop6Mpa"Te  KoflM""  Ha  aKTMBHaTa  CyncTaHL+Mja.

ce  npenopaiiyBa  M  cl"nTOMaTCKM  M  eynopTMBeH TpeTMaH.

flecflopaTaAMH  He  Ce  eflMMMHMpa  CO  XeMOAMja"3a  M  He  e  no3HaTo  fla"  ce  eflMMMHMpa  co
nepMTOHeanHa  AMjaflM3a.

CMMnTOMM

Bo  noBekeAo3Ha  MMHMiiKa  cTyAMja  M3BeAeHa  co  Bo3pac"   M  aAodecHeHTM,   Bo  i{oja  6Mne

anflMLiMpa" Ao3M Ao 45  mg Ha AecnopaTaAMH  (AeBeT na"  noBMcoKM Ao3M  ofl MM"uKMTe)

He  e yTBPAeHa  nojaBa  Ha  peJieBaHT"  MMHMiiKM  e¢eRTM.

ne4MiaTDMCKa  nonvflai"ia

HPo¢MnoT    Ha    HecaKaHM    HacTaHM    noBp3aHM    co    npe4o3Mparbe,    LLJTo    e    3a6eneAVaH    Bo

liepMofloT  nocne  CTaBaibe   Bo   npoMeT  Ha  neKOT,   e   cflMiieH   Ha  Toj   Li]iTo   e  3a6eneHaH   npM

ynoTpe6a    Ha   flei{oT   Bo   TepaneBTCKM   Ao3M,    Ho   ja"HaTa    Ha   edyeRTMTe   Mox{e   Aa   6MAe
noroneMa.

5. ®APMAKoflolllKM noflATOL|M
5.1 ®apMaKOAMHaMCKM cBojcTBa

®apMai{orepaneBTCKa  rpyna:  aHTMXMCTaMMHMK -Hl  aHTaroHMCT.

ATC l{oA:  R06AX27

MexaHM3aM Ha 4eicTBo

flecnopaTaAMH    e    HeceAaTMBeH,    aHTaroHMCT    Ha    xMCTaMMH    co    flonroTpajHo    AejcTBo    M
ceneK"BHa  nepMdyepHa  aHTaroHMCTMiii{a  aRTMBHocT  Ha  Hl  peL+enTopMTe.  nocne  nepopanHa

an"Kai+Mja,    AecnopaTaAMHOT    ceneRTMBHo    "    6floKMpa    nepM®ep"Te    Hl    peL+enTopM,

6MAejkM  aRTMBHaTa  eyncTaHL+Mja  He  HaBfleryBa  Bo  LieHTpajiHMOT  HepBeH  cMCTeM.

flecnopaTaAMHOT    AeMOHCTPMpan    ali"aflepre"    cBojcTBa    Bo    t.n    v;.two    cTyAMMTe,     Li]To
BMyilyBa  MHXM6ML|Mja  Ha  ocflo6oAyBarbe  Ha  npoMHq)naMaTop"` LiMTOKM"  i{aKo  il]To  ce  lL-4,

lL-6,  lL-8  M  IL-13  oA  xyMaHMTe  MacTOLiM"/6a3o®MnM,  KaKo  M  MHXM6MLiMja  Ha  eKcnpecMja  Ha

aTxe3MBHaTa  MofleKyfla  p-ceneKTMH  Ha  eHAOTeflHMTe  i{neTKM.

KnMHMiiKaTa  pefleBaHTHocT Ha  oBMe  HaoAM  ceyLiJTe  He  e  iioTBPAeHa.
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MMHMilKa  ediMKacHocT M  6e36e4HocT

ne4MiaTPMCKa  nonvflaLiMia

He   Ce   M3BeAe"   CTVIMM   3a   e®MKacHocT  oA  ynoTpe6aTa   Ha   flecflopaTaAMH   cMpynoT   Kaj

neAMjaTPMci{a  nonynaL+Mja.  Bo TPM  neAMjaTPMCKM  Mc"ryBarba  6iMa floKaHaHa  6e36eAHocTa

oA  ynoTpe6a   Ha  AecflopaTaAMH   CMpynoT.  fleL|a   oA   1  Ao   11   roAMLiJHa   Bo3pacT   KOM   6Mne

i{aHAM4a"    3a    aHTMXMCTaMMHci{a    Tepa"ja,    npMMafle    AHeBHa    Ao3a    ofl    1,25    mg    Ha

AecflopaTaflMH  (oA  1  Ao  5  roAMLUHa  Bo3PacT)  MnM  2,5  mg  (ofl  6  Ao  11  roAMLUHa   Bo3pacT).
TpeTMaHOT     6Mfl     Ao6Po     TonepMpaH,      Kai{o     uJTo     6Mno     3aMyileHo      ofl     lunMHMiiKMTe

fla6opaTopMCKM  TecTOBM,   BMTafl"   3HaLiM   M   ECG   MHTepBafloT,   BMyuyBajkM   M   QTc.   Kora   ce

aAMMHMCTPMpan     neKOT     Bo      npenopallaHMTe     Ao3M,      nna3MaTci{MTe      KOHL+eHTpaL|MM      Ha

AecnopaTaAMH    (nomeAHeTe    Bo    AefloT    5.2)    6Mfle    cnopefl/"BM    Kaj    neAMjaTPMCKaTa    M
Bo3PacHaTa   nonyflaL+Mja.   BMAejkM   TeKOT  Ha   aflep"Ci{MOT   pM""c/xPo"HHa   MAMonaTCKa

yp"KapMja    M    npo®MnoT    Ha    AecnopaTaAMH    e    CnMIIeH    Kaj    Bo3pac"    M    rieAMjaTPMCKM
naLiMeH",    noAaTOL+MTe   3a    e®MKacHocTa    Ha   AecnopaTaAMH    Kaj    Bo3pacHM    MOHKe   Aa    Ce

eKCTpano"PaaT M  3a  neAMjaTPMCKa  nonynaL+Mja.

CeyuJTe   He   ce   cnpoBeAe"   CTyAMM   3a   McnMryBaibe   Ha   e¢MI{acHocTa   Ha   flecflopaTaAMH

CMpynoT I{aj Aeua  nod 12  roAMIJJHa  Bo3pacT.

Bo3pacHM  M a4onecLLeli"

Bo   noBekeAo3Ha   KnMHMilKa  cTyflMja,   Bo   KOM   ce  an"L+Mpa"  AHeB"  fl03M   Ao   20   m8  Ha

AecnopaTaAMH  80 TeKOT Ha  14 AeHa,  He  ce  npMjaBe"  cTa"cTMilKM  MnM  KnMHMilKM  3Hailaj"
KapAMOBacKynap"      e¢eRTM.      Bo      KJiMHMilKa      a)apMai{onouKa      e:ryAMja,      M3BeAeHa      co

aAonecL+eH"  M  Bo3pacHM,  npM  Koja 6lMe an"L|Mpa" AHeB" flo3M  oA 45  mg (4eBeT na"
noBMcoi{M  oA  MMHMIIKaTa  Ao3a)  Bo TeK  Ha  10 AeHa,  He  e  yTBPAeHo  npoAoflH{yBalbe  Ha  QTC

MHTepBanoT.

AecnopaTaAMH   He   neHeTPMpa  flecHo   Bo   LLeHTpanHMOT  HepBeH   cMCTeM.   Bo   KOHTponMpa"
MMHMilKM  CTyAMM,  Co  npenopalla"  Ao3M  OA 5  m8 flHeBHO  3a  Bo3pac"  M  aAonecLLeH",  He

e    pe"cTPMpaHo    3roneMyBarbe    Ha    MHLLMAeHHaTa    Ha    CoMHoneHL|Mja    Bo    CnopeA6a    Co

"aue6o.  AecflopaTaAMH Ta6ne"Te  aflMMHMCTPMpa"  KaKo  eflMHeHHa  AHeBHa  Ao3a  oA  7,5
mg   Ha   Bo3Pac"   M   aAonecL+eii"   He   BnMjaene   Bp3   ncMxoMOTopHMTe   nep®opMaHCM.   Bo

eAHOAo3Ha  CTVAMja  M3BeAeHa  Ha  Bo3Pac"  McnMTaHMLiM,  5  mg  flecjiopaTa4MH  He  BnMjaene

BP3   cTaHflapAHMTe   napaMeTPM   3a   M3BeA6a   npM   neTarbe,   BMyuyBajkM   er3auep6aLiMja   Ha

ey6jeRTMBHOTo ilyBCTBo  Ha  nocnaHocT MnM  M3BeA6a  Ha  3aAailMTe  noBp3a" co neTaibe.

Bo     KflMHMIIKa     dyapMaKonouKa     CTVIMja     e     yTBPAeHo     Ael{a     3aeflHMilKa     ynoTpe6a     Ha

AecflopaTaAMH  Co  anKoxon,  He  ro  noTeHL+Mpa  e¢eRTOT  Ha  anKoxonoT  Bo  HaManyBaH]eTo  Ha
cnoco6HoCTa   3a   M3BPLiJyBatbe   Ha   aRTMBHoc"   MflM   3rofleMyBaibe   Ha   riocnaHocTa.   He   ce

HajAeHM     3Hailaj"     pa3nMKM     Bo     pe3ynTaTMTe     oA     ricMxoMOTopHMTe     TecTOBM     noMefy

AecnopaTaflMH M  nnaL+e6o rpynaTa, 6e3 omefl AanM 6Mne annMLiMpa"  co M"  6e3 anKoxon.
He  ce  3a6eneH{a"   KnMHMilKM   peneBaHT"   npoMe"   Bo   nfla3MaTCKMTe   KOHHeHTpaL+MM   Ha

AecnopaTaflMH    Bo   noBeReAo3"   cTyAMM    Bo   KOM   e   McnMryBaHa   MoxHa   MHTepaKLiMja   co
KeTOKOHa3On  M  epMTpOMML+MH.

Kaj   Bo3pac"   M   aAonecLieH"   co   aflep"cKM   pMHMTMc,   AecnopaTaAM

OnecHyBaibeTO    Ha    cMMnTOMMTe    KaKo    KMBaBML+a,    Ha3anHa    cei{peL+
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iieLi]arbe    Ha    oHMTe,    con3efoe    M    LipBeH"o    Ha    o"Te,    ileLiJarbe    Ha    MeKOTo    HenLie.

flecnopaTaAMH e¢el{"BHo "  l{oHTpo"pan cMMnTOMMTe Bo TeK Ha 24 Llaca.

E¢Mi{acHocTa  Ha ra6ne"Te 4ecflopaTa4MH  He  e jacHo  4eMOHCTPMpaHa  Bo  KnMHMili{M  CTy4MM

M3Befle" Co aAoneueH" oA 12 Ao 17 roAMLijHa Bo3pacT.

ocBeH  ycTaHOBeHaTa  MacM®Mi{aL+Mja  Ha  aflep"cKMOT  pMHMTMc  Ha  ce3OHCM   M   Hece3OHCKM,

anep"cKMOT PMHM"C Moxe 4a  Ce  MacM¢MLLMpa  M  KaKo  MHTepMMTeHTeH  MflM  nep3MCTeHTeH

anep"cKM   pMHM"C  CnopeA  BpeMeTpaelbeTo  Ha  cMMnTOMMTe.   MHTepMMTeHTeH  anep"ci{M

pMHMTMc  ce  4e¢MHMpa  KaKo  npMeycTBo  Ha  cMMnTOMMTe  noMani{y  o4  4  4eHa  He4enHo  Mum
noKpaTKo  o4 4  He4enM.  nep3MCTeHTeH  anep"cKM  pMHMTMc ce 4e¢MHMpa  r{ai{o  iipMeycTBo  Ha

cMMnTOMMTe Bo TeK Ha 4 AeHa  HeAenHo  MnM nouecTo  MflM  Co TpaeLbe  noAonro oA 4 HefleflM.

4ecnopaTa4MH   e   e¢Ml{aceH   80   OnecHyBarbe   Ha   ci"nTOMMTe   Ha   ce3oHCKMOT   anep"cKM

pMHM"C  LUTo  Ce  noTBPAyBa  Co  BKynHMOT  pe3ynTaT  oA  npaLi]anHMKOT  3a  KBaflMTeT  Ha  HMBOT

co  PMHOKOHjyl<"BM"c.  HajrofleMo  noAo6pyBaibe  e yTBP4eHo  Bo AOMeHOT  Ha  npaRTMilHMTe

np06neMM  M  Cel{ojAHeBHMTe aRTMBHoc"  KOM  6Mne 3acerHa"  ofl cMMnTOMMTe.

Xpo"ilHaTa  MAMonaTCKa  yp"KapMja  e  McnMryBaHa  i{aKo  MMHMHKM  Moflen  3a  cocToj6a  Ha

yp"KapMja,     6MAejkM      nocToellKaTa      naTo4)M3Mono"ja      e     cflMHHa,      6e3      pa3flMKa      Ha
e"Ono"jaTa  M  nopaAM Toa  Li]To xpoHMiiHMTe  nauMeH"  MOH{aT noflecHO 4a  ce  perpyTMpaaT.

BMAejkM    ocflo6oAyBarbeTo    Ha    xMCTaMMH    e    Kay3aneH    ¢aRTop    80    cMTe   yp"KapMjamM

3a6onyBarba,     ce     oilenyBa     Aec/iopaTaAMH     Aa     6MAe     e®MKaceH     Bo     cMMnTOMaTCKOTo

oflecHyBalbe    M    Ha   Apy"Te   yp"KapMjafl"    cocToj6M,    noKpaj    xpoHMi]HaTa    MAMonaTCKa

yp"KapMja,  KaKO  LiJTO  e  npenopailaHo  80  MMHMiiKMTe ynaTCTBa.

Bo  ABe  nflaL|e60  KOHTPoflMpa"  6  Heflen"   MMHMiiKM  cTyAMM   Kaj   naL[MeH"  co  xpoHMiiHa

MAMonaTCKa   yp"KapMja,   AecnopaTaAMH   6m   e®MKaceH   Bo   oflecHyBaLbe   Ha   npypMryc   M

HaManyBahoeTo  Ha  roneMMHaTa  M  6PojoT  Ha  ypTMKMTe  (ocMnoT)  Ao  KpajoT Ha  MHTepBanoT  Ha

AejcTBo    Ha   npBaTa   Ao3a.    M    Bo   ABeTe   CTyflMM,   e4)eRTOT   ce   oflpH{yBan    Bo   Tei{oT   Ha    24
iiacoBHMOT   MHTepBan    Ha   AejcTBo.    KaKo    M    Kaj   flpy"    cTyAMM    co    aHTMXMCTaMMHMLI.M    npM

xpoHMilHa  i4AMonaTCKa  yp"KapMja,  Mafl  6poj  Ha  riaL[MeH"  Kaj  KOM  HeMaflo  iioBoneH  e®eRT

oA   Tepa"jaTa   co   aH"xMCTaMMHMHM   6Mne   MCKflyile"   o4   cTyflMjaTa.   rloflo6pyBaibe   Ha

npypMrycoT  3a   noBeke   oA   50   %   e   3a6efleH{aHo   Kaj   55   %   oA   Hal+MeH"   TpeTMpa"   co

AecflopaTaAMH  3a  Pa3nMKa  oA  19  %  Kaj   naL|MeH"Te  oA  nJiaL+e6o   rpynaTa.  TpeTMaHOT  co

AecnopaTaAMH    MCTo   TaKa    cMr"¢Mi{aHTHO   ja    HaManMfl    MHTep®epeHLiMjaTa    cO    COHOT    M

4HeBHMTe  al{"BHoCTM,  M3MepeHo  Co  CKana  o4  iieTMPM  ToiiKM  LIITo  ce  r{opMC"  3a  npoLJ,eHKa
Ha  oBMe  BapMja6nM.

5.2 ®apMai{ol{MHercKM cBojcTBa

A6coDnuMia

rlfla3MaTCKMTe  KOHLieHTpaL+MM  Ha flecflopaTaAMH  Moxe fla  ce fleTeRTMpaaT nocne  3o MMHy"

oA   a"MKaLiMjaTa   l{aj   Bo3pac"   M   aAoflecLieH".   flecnopaTa4MH   Ao6po   ce   ancop6Mpa   M

AocTMrHyBa  MaKCMMan"  KOHL+eHTpaL+MM  nocne  npM6nMHHo  3  iiaca,
nonyH{MBOTOT e  27  iiaca.  CTeneHOT  Ha  aKyMyflaL+Mja  Ha  flecnopaTaflMH

HeroBMOT  nonyHMBOT  (npM6nMHHo  27  iiaca)  M  co  ®PeKBeHLiMja  Ha  A

a3a  Ha

HTeH  cO

auJ  Ha
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AeH.  BMopacnono}l{/"BoCTa  Ha  AecnopaTaAMH  e Ao3Ho  nponopL+MOHaflHa  Bo  oncer  oA  5  mg

AO 20 mg.

Bo  cepMja   Ha  ®apMal{oKMHeTCKM   M   MMHMHKM   McnMryBarba,   Kaj  6  %  oA  McnMTaHML+MTe  6Mne

noc"rHa"    noBMcoKM    KOHLieHTpaLiMM    Ha   AecnopaTaAMH.    npeBafleHLiaTa    Ha    oBoj    cna6

MeTa6onM3Mpaili{M   ®eHo"n   6Mna   cnopeA/"Ba   3a   Bo3pac"    (6   %)   M   3a    neAMjaTPMCKM

McnMTaHML|M   oA   2   Ao   11   roAMiJJHa   Bo3pacT  (6   %)   M   noBMcoKa   i{aj   L+pHaTa   nonyflaL+Mja   Ha

McnMTaHMLiM   (18   %   Kaj   Bo3pac"   M   16   %   Kaj   fleLia)   oTKonKy   Kaj   6eflaTa   nonynaL+Mja   Ha

McnMTaHMLI,M  (2  %  Kaj  803PacHM  M  3  %  i{aj AeLia).

Bo  noBekeAo3Ha  dyapMaKol{MHeTCKa  cTyAMja  CnpoBeAeHa  Co  Ta6fleTapHa  dyopMa  Ha  neKOT  M

3ApaBM  Bo3Pac"  McnMTaHML+M,  6iMo  npoHajAeHo  AeKa  iieTMPM  oA  McliMTaHML+MTe  ce  Cna6M

MeTa6onM3epM    Ha   AecflopaTaAMH.    Kaj   oBMe   McnMTaHMLiM    KOHLieHTaL+MjaTa    CMax   6Mfla   TPM

na"  iioBMcoKa  nocne  npM6flm{Ho  7  iiaca  co  nonyH{MBOT  Ha  TepMMHaflHaTa  dya3a  oA  OKony

89 Liaca.

CnMv"        ¢apMai{oKMHeTCKM        napaMeTPM        6Mne        3a6e/iexa"        Bo        noBeRe4o3Ha

®apMaKOKMHeTCKa    cTyAMja     M3BeAeHa    co    ynoTpe6a     Ha    fleKOT    Bo     BMA    Ha     cMpyn     i{aj
neAMjaTPMCKM   McnMTaHMLJ.M   KOM  ce  cna6M  MeTa6o"3epM  ofl  2  Ao   11  roflMLUHa   Bo3pacT  co

AMjarHoc"LiMpaH  anep"HeH  pMHMilm  EKcno3MLiMjaTa  (AUC)  Ha flecJiopaTaAMH  6Mna  6  na"
noBMcoKa   M   CMax   6Mn   3  Ao   4   na"   noBMCoK   Ha   3-6   iiaca   co  TepMMHaJieH   IionyH<MBOT  oA

npM6nMHHo  120  Haca.  EKcno3MLiMjaTa  6Mfla  MCTa  Kaj  Bo3pacHM  M  neflMjaTPMCKM   McnMTaHMLiM

KOM   ce   cna6M   MeTa6o/"3epM,   Kora   6Mfle   TpeTMpa"   co   Ao3M   corflacHo   co   Bo3pacTa.

Henoc"oT   CMrypHoceH    npo¢Mji    Ha    oBMe    McnMTaHMLiM    He    6Mfl    pa3nMileH    oA   oHoj    Ha
reHepanHaTa    nonynaL+Mja.    CeyLiJTe    He    e    cnpoBeAeHo    MCTpaHKyBarbe    3a    e®et{"Te    Ha

AecflopaTa4MH  CMpynoT Kaj  Cna6M  MeTa6onM3epM  noMaflM  oA  2  roAMHM.

80  OflBoe"   eflHOA03"  CTVAMM,   CO  ynoTpe6a   Ha   npenopailaHMTe  Ao3M,   ne4MjaTPMCKMTe

Hal+MeH"    MMafle    CnopeAnMBM    AUC    M    CMax    BpeAHOC"    Ha    AecflopaTaAMH    Co    TMe    Ha

Bo3pacHMTe  t{oM  npMMane Ao3a  oA 5  mg Ha AecflopaTaAMH  CMpyn.

4MCTPM6vuMia

flecnopaTaflMH  yMepeHo  Ce  BP3yBa  (83-87  %)  3a  nna3MaTCKMTe  npoTeMHM.  HeMa  AOKa3  3a
KnMHMiiKM  PeneBaHTHa  aKyMynaHMja  Ha  neKOT  nocfle  ynoTpe6a  Ha  AecnopaTaflMH  eAHalJJ  Ha

AeH  (5  mg -20 mg) Bo TeK Ha  14 AeHa, Kaj  Bo3pac"  M  afloflecL+eH".

80 eAHOA03Ha  BI{PCTeHa CTyAMja,  6Mflo yTBPAeHo fleKa flecflopaTaflMH  Bo ®opMa  Ha Ta6ne"

M  cMpyn  ce  6Moer{BMBaneHTHM.

LM_oTpaHcd>opMaLLMi_a

EH3MMMTe  oAroBOP"  3a  MeTa6onM3MOT  Ha  AecnopaTaAMH  He  Ce  ceyLiJTe  MAeH"¢Mi{yBa",

na  3aToa  nojaBaTa  Ha  MHTepai{LiMjaTa  cO  Apy"  neKOBM  He  MOxe KOMnneTHo

AecflopaTaflMH  He  ro  MHXM6Mpa  CYP3A4  in  vi.vo,  MCTo  TaKa  t.n  vft`ro
oBoj neK  He  ro  MHXM6Mpa  CYP2D6  M  He e cyiicTpaT "Ty MHXM6MTop

EnMMMHaLI,Mia

Bo    eAHOAo3Ho    McnMTyBaibe    co   ynoTpe6a    Ha   Ao3a    ofl   7,5    mg
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J pe"cTPMpaHO  BnMja"e  Ha  xpaHaTa  (BMcOKOKanopMileH  nojafloK  cO  BMcoi{a  KOHLieHTpaL+Mja
Ha  Mac")  BP3 pacnono>I{/"BocTa  Ha AecnopaTaflMHOT.  Bo Apyra  cTyAMja,  6Mflo  3a6eneHaHo

4er{a COKOT 04 rpejn¢PyT HeMa e¢eRT Bp3 pacnono>i{/"BocTa  Ha 4ecflopaTa4MHOT.

naL"eH"  co oLi]TeTeHa  peHanHa d)vHKUMia

®apMal{Oi{MHe"KaTa       Ha       AecnopaTaAMH       Kaj       naHMeH"       co       xpoHMiiHa       peHanHa

MHey¢MUMeHL+Mja   6Mna   Cnope4eHa   co   Taa   Ha   34paBM   McnMTaHMLLM   Bo   e4Ha   e4Ho4o3Ha

CTVAMja     M     eAHa     noBekeAo3Ha     CTyAMja.     Bo     eAHOAo3HaTa     cTyAMja,     M3noHeHocTa     Ha

AecnopaTaAMH   6Mna   npM6nMH{Ho   2   M   2,5   na"   noBMcoKa   Kaj   Mcr"TaHMLiM   co   6flara   Ao

yMepeHa   M  TeLili{a  xpOHMiiHa   peHanHa   MHcy¢MHMeHL[Mja,   OTi{OnKy  Kaj   3flpaBM   McnMTaHMLiM.

Bo   noBeReAo3HaTa   CTyflMja,   paMHOTeH{Ha   KOHLieHTpaLiMja   (steady  state)   6Mfla   nocTMrHaTa

nocne      11-"oT     AeH      M      Bo     CnopeA6a     co     3flpaBM      McnMTaHML+M,     eKcrio3MHMjaTa      Ha

AecflopaTa4MH  6Mfla  npM6nMXHo  1,5  na"  norofleMa  oTKoni{y  Kaj  MciiMTaHMLiM  co  6nara  Ao

yMepeHa   MHey®ML+MeHLiMja   M   npM6"xHo   2,5   na"   noroneMa   Kaj   McnMTaHMLiM   co   Tel]JKa
xpoHMilHa    peHanHa    MHey®MHMeHL+Mja.     Bo    ABeTe    cTyAMM,    HeMaflo    3Hai+aj"     MMHMilKM

npoMeHMTe  Bo  eKcn03MHMja  (AUC  M  CMax)  Ha  AecflopaTaAMH  M  3-XMflpol{CMAecnopaTaAMH.

5.3  npeTi{+"HLiLiLtM  n04aTOL+M  3a  cMrypHOcTa  Ha nel{OT

4ecflopaTa4MH  e  npMMapeH  aKTMBeH  MeTa6o/"T Ha  nopaTa4MHOT.  rlpeTMM"iiKMTe  cTy4MM
M3BefleHM    CO    AecnopaTaAMH    M    nopaTaAMH    noKaH{afle    Aei{a    HeMa     KBa/iMTaTMBHM     MnM

i{BaHTMTaTMB"   pa3flMKM   Bo  TOKCMt{onoLi]KMOT  npo¢Mn   Ha  AecJlopaTaflMH   M  nopaTaAMH   npM

KOMnapaTMBHM  HMBoa  Ha  M3noxeHOCT Ha 4ecnopaTa4MHOT.                          rd

npeTMM"iiKMTe  noAaTOLiM  ijjTo ce  6a3MpaaT Ha  noAaTOLiMTe Ao6MeHM  oA KOHBeHLiMOHafl"

ciyAMM      Ha     ¢apMaKoflouKaTa      6e36eAHocT,     TOKCMilHocT     npM      rioBToPHo     Ao3Mpaibe,

reHOToi{cMHHocT      M      penpoAyi{"BHa      TOKCMilHocT      npM      yrioTpe6a      Ha      flecflopaTaAMH

noi{a>i{yBaaT    AeKa    flei{oT    HeMa     uJTeTHo    AejcTBo     npM    ynoTpe6a     Kaj    flyfe.     CryAMMTe

cnpoBeAe"   co   ynoTpe6a   Ha   AecnopaTaAMH   M   flopaTa4MH   yi{aHyBaaT   Ha   oTeycTBo   Ha

l{aHHeporeH  noTeHL+Mjan  Ha  fleKOT.

6. ®APMAKonolJJKM noAATouM
6.1 nMCTa  Ha  ei{cL+MnMeHCM

rlpo"neH rflMKon  (MOHonpo"neH mMKon)
Be3Bo4Ha  flMMOHcl{a  KMceflMHa

HaTPMyM  LiMTpaT (TPMHaTPMyM  LiMTpaT AMXMApaT)

HaTPMyM 6eH3oaT

flMHaTPMyM  efleTaT (AMHaTPMyM  EDTA)
Caxapo3a (pa¢M"paH uekep)
COP6MTofl  (70 %)

E110  nopTOKatloBa  FCF

ApoMa Ha Ty" dypy" (Eurofragance-136477)
rlpo"cTeHa BOAa

6.2 MHKOMna"6MnHocT
He  e  npMMeHnMBo.

6,3 P®r( Ha ynoTpe6a
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2 roAM"

6.4 HaL"H Ha vyBaibe

fla    ce   i]yBa    Ha   TeMneparypa    nod   25°C,    Bo   opM"HanHOTo    nai{yBatbe,    3aLijTMTeHo    ofl
c a eTfl M H a .

fleKOT 4a ce LiyBa Ha MecTa  He4oCTan" 3a 4eLLa.

6.5 npMpo4a M coApxMHa Ha nai{yBaLt>eTo

150  ml  oA  cMpynoT  ce  cnaKyBa"   Bo   150  ml  28  PP  Ka®eaBo  o6oeHo  cTaKfleHo  i]JMLiJe  co

28/20 PP  nnacTMilHo  i{anaHe M  5  ml oflMepHa  macTMiiHa naHMi€Ka.

7. HOcMTE/I HA OAOEPEHMETo 3A cTABAhE HA nEKOT 80 n\pOMET
HOBEn  MflAu  cAHA"M  BE TMLIAPET A.uj

rlpeTCTaB"iljTBo CKonje, P.  Mai{eAo"ja

8. BpoJ HA oflo5PEHMETo 3A CTABAhE HA nEKOT Bo npoMET

9. 4ATyM HA nocnE4HATA pEBM3MjA HA TEI{cTOT
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