
36MpeH M3BeuTaj 3a oco6MHMTe Ha fleKOT

LORDES (nop4EC) 5 mg
®MnM-o6noxeHM Ta6neTM

(Desloratadine)
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1. 3AuiTMTEHO MME HA ME4ML+MHCKMOT npoM3804
LORDES (nopflEC) 5 mg ®MnM-o6noH{e" Ta6neTM.

2.  KBAnMTATMBEH  M  KBAHTMTATMBEH cOcTAB

EAHa  dyMnM-o6noHKeHa Ta6neTa  COAPHKM  5  mg AecnopaTaAMH.

L+enocHaTa nMCTaTa  Ha  eKCLJ,MniieHCM  e  HaBe4eHa  Bo 4enoT 6.1.

3. ®APMAL|EBTCRA f|03MPAHA ®Opl\/lA
®MflM-o6floH{eHa Ta6neTa.

CMHo o6oe", oKpyr", ®iMM-o6JloHKe" Ta6ne" KOM ce M3rpaBMpa"  Ha eAHaTa CTpaHa co
noroTo  Ha  HOBEfl.

4.  MMHMi+KM  noflATOL|M
4.1 TepaneBTc"  iiHAiii{aLi,MM

nopflEC Ta6fle"Te ce HaMeHe"  3a  Bo3pac"  M aAojiecLieH"  HaA  12  roAMLLiHa  Bo3pacT,  3a

y6flaHyBaibe Ha cl"nTOMMTe noBp3a" co:
•      aflep"cKM  PM""c (nomeAHeTe BOAefloT5.1);
•     yp"KapMja  (no"eAHeTe BOAenoT5.1).

4.2 4o3Mpaibe M HaLiMH Ha ynorpe6a

flo3MDafoe
Bo3pacHu u aaoiiecueHmu (Ha 12 eoauurHa eo3pacm u no8o3pacHu)
rlpeiiopaiiaHa Ao3a  Ha nopflEC e eAHa Ta6neTa Ha AeH.

MHTepMMTeHTeH    anep"Ci{M    PMHMTMC    (npMcycTBo    Ha    cMMnTOMMTe    noManKy   oA   4   AeHa

HeAeflHo   M"   noKpaTKo   oA   4   HeAenM)   Tpe6a   4a   ce   TpeTMpa   cnope4   eBanyaLiMja   Ha

MCTopMjaTa     Ha     6onecTa     Ha     naLiMeHTOT,     a     TpeTMarioT    Tpe6a     fla     ce     npeKMHe     no

noBflel{yBaLbeTo   Ha   cMMnTOMMTe,   M    noBToPHo   Aa   Ce   3anoiiHe   co   Tepa"ja    npM    HMBHo

noBTOpHO  nojaByBaibe.  rlpM  nep3MCTeHTeH  anep"cKM  pMHMTMc  (npMeycTBO  Ha  cMMnTOMMTe

Bo  TeK  Ha  4  AeHa  HeAenHO  MnM  noiiecTo  MflM  Bo  Tpaerbe  no40nro  ofl  4  Hef|enM)  MOHKe  Ha

naHMeHTOT  Aa   My  Ce   npenopalia   npoAO"{eH  TpeTMaH   Bo   nepMofloT  Ha   M3noHKyBarbe   Ha

aflepreHOT.

neaujampucKa nonyiiauuja
MCKycTBOTo   oA   KflMHMiiKMTe   Mc"ryBaiba   Bo   oAHoc   Ha   e®MKacHocTa   npM

AecnopaTaAMH  l{aj  aAonecueH"  ofl  12 Ao  17  roflMIJJHa  Bo3pacT e orpaH
Bo AefloT 4.8  M  5.1).

E®MKacHocTa  M  6e36eAHoCTa  Ha  AecnopaTaAMH  Ta6neTMTe  He  e  yTBpfl

roAMLiJHa  Bo3PacT.  HeMa AoCTan"  noflaTOL+M.

ynoTpe6aTa   Ha
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MeTo4 Ha  aAMMHMCTpaL"ia

rlepopaflHa ynoTpe6a.
fleKOT Moxe Aa ce i{opMc" co MnM  6e3 xpaHa.

4.3  KOHTpaMHprl{aL+MM

xMnepceH3M"BHOcT  KOH  aKTMBHaTa  eyncTaHL+Mja,   KOH   HeKoj  Ofl  ei{cLiMnMeHCMTe   HaBeAe"

80 AefloT 6  MnM  KOH nopaTaAMH.

4.4  noce6"  Mepl{M  Ha  npeTiia3nMBocT  M  noce6"  npeFiynpe4yBaLba  3a  ynorpe6aTa  Ha
net(Or
Bo    cflyilaM     Ha    Tei]]Ka     peHanHa     MHeydyMLiMeHL+Mja,    nopflEC    Ta6fleTMTe    Tpe6a    Aa    ce

ynoTpe6yBaaT co npeTna3nMBocT (nomeAHeTe Bo AefloT 5.2).

4ecnopaTa4MH Tpe6a 4a  Ce  a4MMHMCTPMpa  co  npeTna3nMBocT Kaj  naLJ.MeH"  co Me4MLJ,MHCKa
M"  ¢aMMnMapHa  MCTopMja  Ha  enMnenTm"  HanaAM,  noce6Ho  Kaj  Mann  AeLia  6MAejkM  ce

noBeke  nod/loH{"   Ha   Pa3Boj   Ha  enMnen"u"   HanaAM,   npM  TpeTMaH  co  4ecflopaTaAiiH.
3ApaBCTBe"Te  Pa60T"LiM  MOH{e  Aa  ro  3eMaT  npeflBMfl  npeKMHyBaibeTo  Ha  Tepa"jaTa  co

AecnopaTa4MH    l{aj    naL|MeH"    l{oM   AOHKMBeane   enMnenTMli"    HanaAM   AofleKa    6Mfle    Ha
Tepa"ja.

4.5  MHTepaKL+MM  co 4py" neKOBM  M 4py"  ¢opMM Ha MiITepai{L+MM  ut

He  ce  pe"cTPMpa"   MMHMilKM   peneBaH"M   MHTepaKLiMM   npM   KnMHMiil{MTe  cTyAMM   80  KOM

AecflopaTaAMH      6Mn      anflML+MpaH      MCTOBpeMeHo     co     epMTpoMMLiMH      M"      KeToi{oHa3on

(nomeAHeTe Bo AenoT 5.1).

ne4MiaTPMCKa  nonvflal"ia

CTy4MMTe  3a  MHTepKaL|,MM  Ha  neKOBM  6Mne  M3Be4eHM  CaMo  Ha  Bo3pacHM.

Bo   KnMHMiJKa   ®apMal{onoui{a   CTVIMja   yTBPAeHo   e   AeKa   ynoTpe6aTa   Ha   flecJlopaTaAMH

3ae4HO   cO    afli{oxon,    He    ro    noTeHLI,Mpa    e¢eRTOT   Ha    aflKOxonoT   80    HaMaflyBaLbeTO    Ha

cnoco6HocTa   3a   M3BplilyBaibe   ai{"BHoc"   (nomeAHeTe   Bo   AenoT   5.1).   Ho,   cnyHaM   Ha
MHToi{cMKaL+Mja  M  HeToflepaHHMja  Ha  anKoxon  Ce  npMjaBe"  Bo  nepMOAOT  nocne  cTaBaroe  Ha

nei{oT    Bo    npoMeT.    3aToa    Tpe6a    Aa    ce    BHMMaBa    floi{onKy    oBoj    fleK    ce    ynoTpe6yBa

MCTOBpeMeHo cO  anl{Oxon.

4.6 rlno4HocT, 6peMeHocT M 4oelbe
BpeMeHocT

roneM  6poj  Ha  noAaTOL[M  3a  6peMe"  H{e"  (noBeke  ofl  loco  McxoAM  Ha  6peMeHocT)  He

yKa>i{yBaaT Ha  nojaBa  Ha  Man®opMaHMM  HMry ®eTo/HeoHaTaflHa TOKCMilHocT oA ynoTpe6a  Ha

AecnopaTaAMH.  CTyAMMTe  M3BeAe"  Ha  HMBOT"  He  nol{aHyBaaT  nojaBa  Ha  flMpeRT"  MflM
MH4MpeRT"   HecaKa"   edyei{"   80  oflHoc  Ha   penpoAyRTMBHa  TOKCMiiHocT  (norneAHeTe   Bo

AenoT   5.3).   KaKo   MepKa   3a   npeTna3flMBocT,   HajAo6po   e   Aa   He   "   Ko
Ta6ne"Te 3a BpeMe Ha 6peMeHocT.

floehoe
flecnopaTaAMH    e    MAeH"®MKyBaH     Kaj     HOBopoAeHi"Lba/6e6Miba

nop4EC



MajKMTe,  i{oM  ro  ynoTpe6yBafle  oBoj  flet{.  E®eRTOT  Ha  AecnopaTaAMH  Bp3  HOBoPOAeH"lba

He    e    no3HaT.     Mopa    Aa    Ce    oA/ly"    AanM    Aa    ce    MCKnyl"    floeii]eTo     MflM    Aa    Ce
MCMy"/anc""pa  Tepa"jaTa  co  4ecnopaTa4MH  npM Toa  Tpe6a  4a  Ce  3eMe  Bo  npe4BM4
KoPMCTa  ofl AoefoeTo Ha AeTeTo M  KoPMCTa oA Tepa"jaTa 3a  MajKaTa.

m04HOcT
HeMa AocTan"  noAaTOL|M 3a B"ja"eTo Ha AecflopaTaAMH  Bp3 nfloAHocTa.

4.7 E¢eRTM Bp3 cnoco6HocTa 3a Bo3eibe M panyBaLbe co MaLLiM"
Bp3   ocHOBa   Ha   MMHMilKM   McnMryBaiba   e   AOKaH{aHo   AeKa   AecflopaTaflMH   HeMa   MnM   i"a

He3Ha"TenHo  B"ja"e  Bp3 cnoco6HocTa  3a  Bo3efoe  M  ynoTpe6a  Ha  MaLUMHM.  naLiMeH"Te
Tpe6a  6MAaT MH¢opMMpa" AeKa  Kaj  norofleM Hen  oA nyfeTo  Koj  ro  KopMCTaT oBaj fleK  He ce

jaByBa   nocnaHocT.  CenaK,  6MAejkM   nocTojaT  MHflMBMAyaflHM   BapMjaLiMM   Bo  peaKL+MjaTa  npM

ynoTpe6a    Ha    CMTe    fleKOBM,    ce    npenopaHyBa    naHMeHTMTe    Aa    He    ce    aHraHKMpaaT    Bo
aRTMBHoc"    KOM    6apaaT    MeHTaflHa    6yAHocT,    KaKo    LiJTo    ce    Bo3eibe    aBTOMo6Mn    M/"

KopMCTeibe  Ha  MaLi"HM, AofleKa  He Ce yTBPAM  MHAMBMAyanHaTa  peaKLiMja  Ha fleKOT.

4,8 Hecai{aHM AejcTBa

Pe3MMe  Ha 6e36eflHocHMOT npodMn

Bo  KnMHMi]KM  Mc"TyBaiba  co  npenopai]aHa  flo3a  oA  5  m8  Ha  AeH,  Bo  onceroT  Ha  MHAMi{aL|M

BMyiiyBajkM  anep"ci{M   PMHMTMC  M  xpoHMi+Ha   MAMonaTCKa  yp"KapMja,  3a  3  %  e  noroneMa

nojaBaTa  Ha  HecaKa"  AejcTBa  Kaj  naLiMeHTMTe  KOM  ynoTpe6yBane  flecflopaTaAMH  OTKonKy

Kaj  naLiMeH"Te  KOM  6Mfle TpeTMpa"  co n/iaLie6o.

Hajiiec"  npMjaBe"  HecaKa" 4ejcTBa  co  noBMcoKa  ¢peK®eHL+Mja  Ha  riojaByBafoe  Bo  OAHOC

Ha  "aL+e6o rpyiiaTa, 6Mne: 3aMop (1,2 %), eyBa ycTa (0,8 %) M  maBo6onKa (0,6 %).

He4MiaTPMCKa  nonvnauMia

Bo   MMHMi]KM  cTyAMM  cnpoBeAe"  co  578  naL|MeHTM,  aAoflecL+eH"   Ha   12  flo   17  roAMLiJHa

Bo3pacT,  HajuecT  Hecai{aH  e®eRT  6Mn  maBo6onKa,  i{oja  ce jaBMfla  Kaj  5,9  %  oA  naLiMeHTMTe

TngeTMpa"  co AecnopaTaAMH  M  6,9 % oA Hall,MeHTMTe  i{oM  npMMajie  nflaLie6o.

Ta6enapiia nMCTa  Ira  iiecai{ar" 4eicTBa.

KnMHMilKMTe   Hecai{aHMTe  AejcTBa  co  noBMcoKa  ¢peKdyeHL+Mja   Ha   nojaByBaibe   Bo  oAHoc  Ha

"aLie60   rpynaTa   M   flpy"Te   HecaKaHM   AejcTBa   KOM   ce   npMjaBe"   Bo   nepMOAOT   nocfle

cTaBahoe Bo npoMeT Ha neKOT ce HaBeAe" Bo Ta6enaTa:
®peK®eHL+MMTe  Ha  nojaByBahoe  Ha  HecaKaHMTe  flejcTBa  ce  fle®M"pa"  Kai{o:  MHory  iiec"

(21/10), iiec" (2 1/100 Ao < 1/10), noMafli{y iiec" (2 1/1000 Ao < 1/100), pe" (2 1/10000
Ao   <   1/loco),   MHory   peTKM   (<   1/10000),   co   Heno3HaTa   dypeK¢eHL+Mja   Ha    nojaByBaLbe

(®peKdyeHL+MjaTa  Ha  nojaByBaibe  He  Moke Aa ce oApeflM  oA flocTanHMTe  noAaTOLiM).

KnacM¢MI{aL+Mja  noOpTaHci{McMCTeivLM ®pei{¢eHL+Mja Ha nojaByBalbe HecaKaHM 4ejcTBa i{oM ce3a6enexaHMnpMynoTpe6aHa4ecflopaTa4MH

Mema6onu3aiv\ u cO  Heno3HaTa  ¢peK¢eHL+Mja  Ha

5q¢+Ogig¥*!"T
Hapyuiyeahoa eoucxpaHama nojaByBaibe
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ncuxujampucKu MHory peTKM xanyL+MHaLiMM

I+apyouyeatoa Co  Heno3HaTa ®peK¢eHLiMja Ha A6HopManHo

nojaByBalbe OflHecyBarbe,  arpecMja

Hapyuuyealba Ha |IecTM rflaBo6onKa

Hep8eH cucmeiv\ MHory peTKM BPTornaBML+a,cOMHoneHLiMja,  HecoHML+a,ncMxOMOTopHaxMliepai{TMBHocT,enMfleliTMLiHMHaiia4M

Kap8uoilou)Ku MHory  peTKM TaxMKapAMja,  nannMTaLi.MM

Hapyuryeatoa cO  Hen03HaTa ¢peK®eHUMja  Ha rlpoAonHyBarbe Ha QT

nojaByBali]e MHTepBan

racmpouHmecmuHa |IecTM CyBa ycTa

nHu Hapywy8arsa MHory peTKM A6AOMMHa"a  6onKa,raAerbe,noBpaRahoe,flMcnencMja,AMjapea

Xenamo6ui\ujapHu MHory peTKMCoHeno3HaTa  dypeK¢eHLiMja  Ha 3rofleMyBaibe Ha

Hapyuryeatoa xenaTaflHM  eH3MMM,noKai+eH6M"py6MH,xenaTMTMcH(Ofl"Lla'¢

nojaByBaLbe

Hapyuiyeatba Ha co  Hen03HaTa ¢peK®eHLiMja  Ha ajoTOceH3MTMBHOcT

KOITama unomKOITI+umemttuea nojaByBahoe

Mycr[yflocKefiemHuIiapyuiy8albauHapyuryBatoaHacBp3Hioml{u8o MHory peTKM MMjan"Ja

Onurmu HecTll 3aMOP

Hapyury8atoa u MHory peTKMCoHeno3HaTa  dypeK¢eHLiMja  Ha XMnepceH3M"B"

cocmoj6a Ha peaKL+MM  (Kai{O

Mecmomo Ha aHa¢Mnai{ca, aH"oeAeM,

aaMUHucmpauuja flMciiHea,  npypMryc, ocMnMyp"KapMja)ACTe"Ja

nojaByBaLbe

Mcmpa"yeafoa Co  Heno3HaTa  ®PeK®eHL+Mja  Ha 3roneMeHa Te"MHa

nojaByBaii>e

_ne4MiaTPMCKa  nonvnaLI,Mia

flpy"   HecaKa"   AejcTBa   KOM   Ce   npMjaBe"   80   nepMOAOT  nocne   cTaBaibe   Ha   nei{oT   Bo
npoMeT     Kaj     ne4MjaTPMCKM     Hal+MeH"     co Heno3HaTa     dypeK

BKflyHyBaaT:   npoAonHyBafoe   Ha   QT   MHTepBanoT,   apMTMMja,

04HecyBarbe M  arpecMja.

Ha     nojaByBaLbe

a6HopManHo



npuja8yeaFbe Ha HecaKaHu aejcm8a
Hecai{aHMTe   PeaKL+MM   oA  neKOBMTe   Moke  Aa   "   npMjaBMTe   Bo   Hal+MOHanHMOT   L+eHTap   3a

dyapMaKOBM"flaHL+a   npM   AreHHMjaTa   3a   neKOBM   M   MeAML+MHci{M   cpeACTBa   (yJi.CB.KMPMn   M

MeTOAMj    6P.54    KaT    1)    MflM    no   eneRTpoHCKM    naT   npeKy   Be6    cTpaHaTa    Ha    AreHL+MjaTa

http://malmed.gov.ink/.

4.9 npe4o3Mpalbe
npo¢MnoT   Ha    Hecai{aHM    HacTa"    noBp3a"   co   npeAo3Mpali]e,    LUTo   e   3a6eneHaH    Bo

nepMOAOT  nocfle  cTaBaibe   Bo   npoMeT  Ha  fleKOT,   e  cflMileH   Ha  Toj   Li]iTo   e  3a6eneHaH   npM

ynoTpe6a  Ha TepaneBTCKM Ao3M,  Ho jaiiMHaTa  Ha  e®eRTMTe  MOH{e fla  6MAe  noroneMa.

TpeTMaH

Bo   cnyilaj    Ha    npeAo3Mpalbe,   Tpe6a   Aa   Ce   3eMaT   Bo   npeABMA   CTaH4ap4HM   MepKM    3a

OTCTpaHyBatbe  Ha  Heancop6Mpa"Te  KoflM""  Ha  aRTMBHaTa  eyncTaHLiMja.

ce  npenopailyBa cMMnTOMaTCKM  M  eynop"BeH TpeTMaH.

AecnopaTaAMH  He  ce  enMMMHMpa  Co  xeMOAMjanM3a  M  He  e  no3HaTo  flanM  ce  eflMMMHMpa  co
nepMTOHeanHa AMjanM3a.

cMMnTOMM

Bo  noBekeAo3Ha  KnMHMiiKa  cTVAMja  M3BeAeHa  co  Bo3pac"  M  aAon.ecLieH",   Bo  Koja  6Mfle

annML+Mpa" flo3M Ao 45  mg Ha AecnopaTaAMH  (AeBeT na"  noBMcoKM Ao3M  ofl MM"uKMTe)

He  e yTBPAeHa  nojaBa  Ha  pefleBaiiTHM  KflMHMiiKM  edeRTM.

rle4MiatpMci{a  nonvnaLI.Mia

rlpo®MnoT   Ha    Hecai{a"    HacTa"    noBp3a"   co    npeAo3Mpaibe,    LijTo   e   3a6efleH{aH    Bo

nepMofloT  nocne  CTaBall]e   80   npoMeT  Ha  neKOT,   e   CflMi]eH   Ha  Toj   LLiTo  e   3a6eflexaH   npM

ynoTpe6a   Ha   neKOT   Bo   TepaneBTci{M   Ao3M,    Ho   ja"HaTa    Ha   e®eRTMTe   MOHe   Aa   6MAe
noroneMa.

5. oAPMAKofloLJJKM n04ATOuM
5.1 ®aprvial{o4MHaMcr(M cBojcTBa

®apMai{orepaneBTCKa  rpyna:  aHTMXMCTaMMHMK -Hl  aHTaroHMCT.

ATC KOA:  R06AX27

MexaHM3aM  Ha 4eicTB0

flecflopaTaAMH    e    HeceAaTMBeH,    aHTaroHMCT    Ha    xMCTaMMH    co    floflroTpajHo    AejcTBo    M
ceneRTMBHa  nepM¢epHa  aHTaroHMCTMi]Ka  aRTMBHocT  Ha  Hl  peL+enTopMTe.  nocne  nepopaflHa

annMKaLiMja,    AecnopaTaAMHOT   cenei{"BHo    "    6floi{Mpa    nepM¢ep"Te    Hl    peLienTopM,

6MAejkM  aRTMBHaTa  eyncTaHL+Mja  He  HaBneryBa  Bo  L+eHTpanHMOT  HepBeH  cMCTeM.

AecflopaTaAMHOT    AeMOHCTPMpan     aHTManepre"     cBojcTBa     Bo.    ;.n     vt.two    cTyAMMTe,     i]]To
BMyilyBa  MHXM6ML+Mja  Ha  ocno6oAyBaibe  Ha  npoMH®naMaTop"  LI,MTOKM"  KaKo  iJJTo  ce  lL-4,

lL-6,  lL-8  M  IL-13  oA  xyMaHMTe  MacTOLLM"/6a3o®Mj",  KaKo  M

aTxe3MBHaTa  MoneKyfla  p-cefleKTMH  Ha  eHfloTenHMTe  i{neTKM.

oBMe  HaoAM  ceyLiJTe  He  e  noTBPAeHa.

5

MHXM6MLiMja  Ha  eKcnpecMja  Ha
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L{nMHMili{a  ed>MKacHocT  M  6e36e4HocT

Bo   noBeke4o3Ha   KnMHMIIKa   CTyflMja,   Bo   KOM  ce  all/"i+Mpa"  flHeB"  Ao3M  flo   20   mg  Ha

AecnopaTaAMH  Bo Tei{oT Ha  14 AeHa,  He  ce  npMjaBe"  cTa"cTMilKM  Mj"  KflMHMilt{M  3Haiiaj"
Kap4MOBacny/iapHM     e®eRTM.     Bo     MMHMilKa     ®apMai{onouKa     cTyflMja,     npM     Koja     6Mfle

anflML|Mpa" 4HeBHM 403M  o4 45  mg  (4eBeT na"  noBMcoKM  o4  MMHMi4r{aTa 4o3a)  Bo Tei{  Ha

10 AeHa, He e yTBPAeHo npoAonHyBaibe Ha QTc MHTepBanoT.

He  ce  3a6enexa"   KflMHMilKM   peneBaHT"   npoMe"   Bo   nfla3MaTci{MTe   KOHL+eHTpaLiMM   Ha

AecnopaTaAMH    80    noBekeA03"   CTyAMM    80   KOM    e    McnMTyBaHa    MOH{Ha    MHTepaKL+Mja   co
KeTOKOHa3Ofl  M  epMTpOMMLiMH,

flecnopaTaAMH   He   neHeTPMpa  necHo   Bo   LieHTpanHMOT  HepBeH   cMCTeM.   Bo   KOHTpoflMpa"
MMHMIIKM  CryflMM,  CO  npenopalla" A03M oA 5  mg Ha AeH,  He e  pe"cTPMpaHo 3roneMyBaibe

Ha   MHLiMAeHLiaTa   Ha  coMHoneHLiMja   Bo  cnopeA6a   co   nnaL+e6o.  flecnopaTaAMH  Ta6fle"Te

aAMMHMCTPMpa"  KaKo  eAMHeHHa  AHeBHa  A03a  oA  7,5  mg  Ha  Bo3pac"  M  aAoflecL|eH"  He

BnMjaene    Bp3    ncMxoMOTopHMTe    nep¢opMaHCM.     Bo    eAHOA03Ha    CTyAMja     M3BeAeHa    CO

Bo3pac"    MC"TaHMHM,    6Mno   AOKaxaHo   Aei{a    5    m8   AecnopaTaflMH    He    BnMjaefle    Bp3

cTaHAapAHMTe    napaMeTPM    3a    M3BeA6a    npM    fleTaibe,    BMyuyBajkM    er3auep6aL+Mja    Ha

ey6jeRTMBHOTo uyBCTBo  Ha  nocnaHocT MflM  M3BeA6a  Ha 3aAai"Te iioBp3a"  co fleTaibe.

Bo     KflMHMilKa     ®apMaKoflouKa     CTyAMja     e     yTBPAeHO     AeKa     3aeflHMilKa     ynoTpe6a     Ha

AecnopaTaAMH  Co  anKoxon,  He  ro  noTeHL+Mpa  e¢eRTOT  Ha  anKoxonoT  Bo  HaMaflyBaibeTo  Ha
cnoco6HocTa   3a   M3BpiJJyBatbe   Ha   aRTMBHoc"   MnM   3rofleMyBafoe   Ha   nocnaHocTa.   He   ce

HajAe"     3Hailaj"     Pa3nMKM     80     Pe3ynTa"Te    oA     ncMxoMOToPHMTe    TecTOBM     noMefy

flecnopaTaflMH M  nflaLLe6o rpynaTa, 6e3 oMe4 4a/"  6Mne annMLJ,Mpa" co Mum  6e3 anKoxon.

Kaj   Bo3pac"   M   aAonecLieH"   co   anep"ci{M   pMHMTMc,   flecnopaTaflMH   6Mfl   e®MKaceH   Bo

onecHyBalbeTo    Ha    cMMnTOMMTe    KaKo    KMBaBMHa,    Ha3aflHa    cei{peL+Mja    M    jafleH{,    Kai{o    M

iiei]]aibe     Ha    oi"Te,    con3etbe    M     L+pBeHMno    Ha    oi"Te,    HellJali]e     Ha     MeKOTo     HeiiHe.

AecnopaTaflMH  e®eRTMBHo  "  KOHTPoflMpan  cMMnTOMMTe  Bo TeK  Ha  24 ilaca.

rle4MiaTPMCKa  nonvnauMia

EdyMKacHoCTa  Ha Ta6fle"Te  AecnopaTaflMH  He  e jacHo AeMOHCTPMpaHa  Bo  MMHMiiKM  ciyAMM

M3Befle" co aAoneLieH" oA 12 Ao  17 roAMLiJHa Bo3pacT.

ocBeH  ycTaHOBeHaTa  MacM¢MKaL+Mja  Ha  anep"cKMOT  PMHMTMc  Ha  ce3oHCKM  M   Hece3oHCKM,

anep"cKMOT PMHM"C MOH{e Aa  Ce  Maci1®MLiMpa  M  KaKo  MHTepMMTeHTeH  MflM  nep3MCTeHTeH

anep"cKM  pMHM"c  cnopeA  BpeMeTpaeibeTO  Ha  cMMnTOMMTe.   MHTepMMTeHTeri  anep"cKM

pMHMTMc  ce  Ae®M"Pa  Kal{o  npMcycTB0  Ha  cMMnTOMMTe  noMafli{y  04  4  fleHa  HeAeflHo  MnM
noKpaTKo oA 4 HeAe".  nep3MCTeHTeH  anep"cKM  pMHMTMc ce Ae®M"pa  KaKo  ripMcycTBo  Ha

cMMnTOMMTe  Bo TeK  Ha 4 AeHa  HeAenHo  MflM  nollecTO  MflM  C0 Tpaeitie  noAoflro oA 4  HeAeflM.

flecflopaTaflMH   e   e®MKaceH   Bo   oflecHyBaibe   Ha   cMMnTOMMTe   Ha

pMHMTMc  IIITo  ce  noTBp4yBa  co  BKynHMOT  pe3ynTaT  o4  npaLiJanHMi
co  pMHOKOHjyK"BM"c.  HajroneMo  noAo6pyBaibe  e yTBPAeHo  Bo

npo6fleMM  M  ceKojAHeBHMTe  aKTMBHoC"  KOM  6Mfle  3acerHa"  oA C
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XPo"iiHaTa  MAMonaTCKa  yp"KapMja  e  McnMTyBaHa  KaKo  MMHMUKM  MOAefl  3a  cocToj6a   Ha

yp"t{apMja,     6MAejkM     nocToeilKaTa     naTo¢M3Moflo"ja     e     cnMHHa,     6e3     pa3nMKa      Ha
e"ono"jaTa  M  nopaAM Toa  iJJTo XpoHMiiHMTe  naLiMeii"  MOH{aT noflecHo Aa  ce  perpyTMpaaT.

BMAejRM    ocflo6oAyBaibeTo    Ha    xMCTaMMH    e    i{ay3a/ieH    ¢aRTop    Bo    cMTe   yp"KapMjafl"

3a6oflyBafoa,     ce     oHenyBa     AecflopaTaAMH     Aa     6MAe     e¢MKaceH     Bo     cMMnTOMaTCKOTo

oflecHyBaLbe    M    Ha    Apy"Te   yp"KapMjanHM    CocToj6M,    noKpaj    xpoHMilHaTa    M4MonaTCKa

yp"KapMja,  HaKo  LI]To  e  npenopaHaHo  Bo  MMHMiiKMTe ynaTCTBa.

Bo  ABe  nflaL+e6o  KOHTPonMpaHM,  6  HeAen"  MMHMiiKM  cTyAMM   Kaj   naHMeH"  co  xPoHMIIHa

MAMonaTCKa   yp"i{apMja,   AecnopaTaAMH   6Mn   e®Mi{aceH   Bo   oflecHyBaH9e   Ha   npypMryc   M

HaMaflyBarbeTo  Ha  roneMMHaTa  M  6pojoT Ha  yp"KMTe  (ocMnoT) flo  KpajoT Ha  MHTepBanoT Ha

flejcTBo   Ha   npBaTa   Ao3a.    M   Bo   ABeTe   cTyAMM,   e¢eRTOT   ce   oApxyBan   Bo   TeKOT   Ha   24
ilacoBHMOT    MHTepBafl    Ha   AejcTBo.    Kai{o    M    Kaj   Apy"    CTyAMM    Co    aHTMXMCTaMMHMLiM    npM

xpoHMi"a   MAMonaTCKa   yp"KapMja,   Mafl   6poj   Ha   naLI.MeH"   Kaj   KOM   He   6Mfl   3a6efleHKaH

noBofleH    ed)eRT   oA   Tepa"jaTa    co    aHTMXMCTaMMHML|M    6Mne    MCKflyile"    ofl    cTyAMjaTa.

HOAo6pyBaibe  Ha  npypMrycoT  3a  noBeke  oA  50  %  e  3a6enexaHo  Kaj  55  %  oA  naLiMeH"
TpeTMpa"   co  AecJlopaTaAMH   3a   Pa3flMKa  oA  19  %  Kaj   naLiMeHTMTe  oA  "aL+e6o   rpynaTa.

TpeTMaHOT  Co  AecnopaTaAMH  MCTo  TaKa  cMr"®MKaHTHo  ja  HaManMfl  MHTepdyepeHLiMjaTa  co

COHOT  M  AHeBHMTe  aRTMBHOc",   M3MepeHO  cO  cKafla   Ofl  ileTMPM  ToilKM   ujTO  ce  i{OpMc"   3a

npoLieHKa  Ha oBMe BapMja6".
',

5.2 ®apfvLai{oi{MHercr(M cBojcTBa

A6copnuMia

rlfla3MaTCKMTe  KOHLieHTpaL+MM  Ha AecflopaTaAMH  MOH{e 4a  ce AeTet{TMpaaT nocfle  3o MMHy"

04    anflMKa\L+MjaTa.    4ecnopaTa4MH    4o6po    Ce    ancop6Mpa     M    4ocTMrHyBa    MaKCMMan"

KOHueHTpaLJ,MM  nocne  npM6nMXHo  3  llaca,  TepMMHanHaTa  dya3a  Ha  nonyxMBOTOT  e  27  iJaca.

CTeneHOT  Ha   anyMynaLiMja   Ha   flecnopaTaAMH   6Mfl   KOH3MCTeHTeH   co   HeroBMOT  noflyHKMBOT

(npM6flMXHo      27     uaca)      M      co     a)peKBeHLiMja      Ha     Ao3Mpalbe      o4     eflHau      Ha      AeH.
EMopacnoflo}i{/"BocTa  Ha  AecnopaTaAMH  e  Ao3Ho-nponopHMOHanHa  Bo  oncer  oA  5  mg  Ao

20 m8.

Bo   ¢apMai{oi{MHeTcl{a   cTy4Mja   Bo   Koja   fleMorpaBci{MTe   noflaTOLiM    Ha   naLiMeH"Te   6Mne

cnopeAyBa"  Co  noAaTOLiMTe  3a  ce3oHci{M  aflep"cKM  PMHMT  oA  reHepaflHaTa  nonynaLiMja,

Kaj   4   %   ofl   McnMTaHML+MTe   6iMe   nocTMrHa"   noBMcoi{M   KOHL+eHTpaLiMM   Ha   flecnopaTaAMH.

oBoj     npoLieHT     BapMpafl     Bo     3aBMCHoCT     oA     eTHMiiKaTa     iipMriaflHocT.     MaKci"anHaTa

KOHLLeHTapL|Mja   Ha   AecnopaTaAMH   6Mna   3a   3   na"   noBMcoKa   3a   npM6n"{Ho   7   iiaca   co

TepMMHanHa  ¢a3a  Ha  nonyxMBOT o4  npM6flMH{Ho 89 iiaca.  Be36e4Hoc"oT npo¢Mn  Ha  oBMe

McnMTaHMLiM  He  6m  nopa3nMiieH  oA Toj  Ha  reHepanHaTa  nonyflaLiMja.

flMunM6vuMia

flecflopaTaAMH  yMepeHo  Ce  BP3yBa  (83-87  %)  3a  nna3MaTCKMTe  npoTeMHM.  HeMa  AOKa3  3a
KnMHMilKM  peneBaHTHa  aKyMynaHMja  Ha  neKOT  nocne  ynoTpe6a  Ha

AeH  (5  mg -20 mg)  Bo TeK Ha  14 AeHa.

BMOTpaHcd>opMauMia
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EH3MMMTe  oAroBoP"  3a  MeTa6onM3MOT Ha  AecflopaTaAMH  He  ce  CeyLIJTe  M4eH"¢MI{yBa",

na  3aToa  nojaBaTa  Ha  MHTepaKL+MjaTa  Co Apy"  fleKOBM  He  MOH{e  KOMrifleTHo  Aa  Ce  MCKflyi".

flecnopaTaAMH  He  ro  MHXM6Mpa  CYP3A4 /.n  v/.vo,  MCTo Tai{a  /.n  v/.fro  cTyAMMTe  noKaHKane AeKa
oBoj neK  He  ro  MHXM6Mpa  CYP2D6  M  He  e  eyncTpaT HMny MHXM6MTop  Ha  P-r"i{onpoTeMHOT.

EnMMMHauMia

Bo  eAHOAo3Ha  CTyAMja  Co  ynoTpe6a  Ha  Ao3a  oA  7,5  mg AecflopaTaAMH,  He  e  pe"cTPMpaHo

BnMja"e  Ha  xpaHaTa  (BMcoKOKanopMweH  nojaAOK  co  BMcoKa  KOHL+eHTpaL+Mja  Ha  Mac")  BP3

pacnoflo}l{/"BoCTa   Ha  AecnopaTaAMH.   Bo  Apyra  CTyAMja,  6Mno  3a6fleHaHo  AeKa  COKOT  oA
rpejn¢pyT HeMa  e®eRT BP3  pacnono}i{/"BoCTa  Ha AecnopaTaAMHOT.

rlaLLMei+"  co  oLIITeTeHa  peHaflHa  d>vHi{uMia

®apMaKOKMHe"KaTa       Ha       AecnopaTaAMH       Kaj       naHMeH"       co       xpoHMiiHa       peHanHa

MHey¢MUMeHLiMja   6Mna   CnopeAeHa   Co   Taa    Ha   3ApaBM    McnMTaHMUM    Bo   eAHa    eAHOAo3Ha

CTVAMja     M     eAHa     noBekeAo3Ha     cTVIMja.     80    e4HOAo3HaTa     cTyAMja,     M3floH{eHocTa     Ha

AecnopaTaAMH   6Mfla   npM6n"{Ho   2   M   2,5   na"   noBMcoi{a   Kaj   Mc"TaHML+M   co   6nara   flo

yMepeHa   M  TeiilKa   xpOHMUHa   peHanHa   MHeydyMLiMeHLiMja,   OTKofli{y  Kaj   3flpaBM   McnMTaHML+M.

80   noBekeA03HaTa   CTVAMja,   paMHOTeHHa   l{oHueHTpaLiMja   (stecJdy  sfcrfe)   6MJia   nocTMrHaTa

nocne     11-"oT    AeH     M     Bo     cnopeA6a     co     3ApaBM     Mc"TaHMLiM,     eKcno3ML+MjaTa     Ha

AecnopaTaflMH  6IMa  npM6flMXHo  1,5  na"  noroneMa  oTKoflKy  Kaj  Mc"TaHML+M  co  6flara  Ao

yMepeHa   MHey¢ML+MeHL+Mja   M   npM6nMHHo   2,5   na"   norofleMa   Kaj   McnMTaHMLiM   co   TeLI]i{a
xPoHMilHa    peHanHa    MHeydyMHMeHHMja.    Bo    ABeTe    cTyAMM,    HeMaflo    3Hailaj"    MMHMiiKM

npoMeHMTe  Bo  el{cno3ML+Mja  (AUC  M  CMax)  Ha AecflopaTaAMH  M  3-XMflpol{CMflecnopaTaAMH.

5.3 npeTi{7"HMLi"  n04aTOL+M 3a cMrypHOcTa Ha nei{OT

AecnopaTaAMH  e  npMMapeH  aRTMBeH  MeTa6onrm Ha  flopaTaAMHOT.  rlpe"j""ilKMTe  CTVAMM
M3BefleHM    CO    AecnopaTaAMH    M    nopaTaAMH    noKaH{afle    flei{a    HeMa     KBanMTaTMBHM     MnM

KBaH"TaTMBHM   Pa3nMt{M   Bo  TOKCMKofloLLli{MOT  npo®Mn   Ha  flecflopaTaAMH  M  nopaTaAMH   npM

i{oMnapaTiiBHM  HMBoa  Ha  M3noxeHoCT Ha 4ecnopaTa4MHOT.

npeTMM"iii{MTe  noAaTOHM  i]]To ce 6a3MpaaT Ha  noAaTOLiMTe Ao6Me"  oA KOHBeHL+MOHan"

cl|/AMM      3a     dyapMaKoflouKaTa      6e36eflHocT,     TOKCMIIHocT     npM      IioBTopHo     flo3Mparbe,

reHOTOKCMilHocT,   KaHL+eporeH   noTeHL+Mjan   M   PenpoflyRTMBHa   M   pa3BojHa   Toi{cMiiHoCT   npM

ynoTpe6a  Ha  4ecnopaTaAMH  noi{a>i{yBaaT  AeKa  nei{oT  HeMa  uiTeTHo  AejcTBo  npM  ynoTpe6a
Kaj  nyfe.  CryAMMTe  ciipoBeAe"  co  ynoTpe6a  Ha  flecflopaTaflMH  M  nopaTa4MH  yKaHKyBaaT  Ha

OTeycTBO  Ha  KaHLieporeH  noTeHLiMjan  Ha neKOT.

6. ®APMAKonoLJJKM n04ATOL+M
6.1 nMCTa  Ha  el{cLqunMeHCM

KanL+MyM  xMAporeH  dyoc®aT AMXMApaT thMKanL|MyM  dyocdyaT AMXMApaT)

MMi{poi{pMCTanHa  Lieflyno3a  PH  102

niieHKapeH  cKp06

Tank
MaTepMjan   3a   a)iMM   o6floHyBaibe   No. 14:    nonMBMHMfl    anKoxofl

mMKofl, TMTaHMyM  AMol{CMA  (E171),  Tani{  (E553b),  blue  aluminium

OKcm (E172).

noflMeTMneH

T H{ene3o
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+          6.2  MHI{oMnaTM6MnHocT

He  e  npMMeHnMBo.

6.3 PoK Ha ynoTpe6a
2  roAMHM.

6.4 HavMH Ha LiyBaLbe

fla    ce   HyBa    Ha   TeMneparypa    nod   25°C,    Bo   opM"HaflHOTo    naKyBaibe,    3aLI]TMTeHo   oA
c a eTfl M H a .

neKOT 4a ce LlyBa Ha MecTa HeAocTanHM 3a Eel+aa

6.5 npMpo4a M co4pxMHa Ha nai{yBaLbeTo

Ta6fleTMTe ce cnaKyBa"  Bo  PVC/PE/PVDC-Al  6nMCTep neHTM.

20 dyMnM o6noHe" Ta6ne" /2 6nMCTep / i{y"ja.

7. npoM3BoflMTEn
NOBEL  ILAC SANAYII VE TICARET A.S, flyLi"e, TypLiMja

8. HoCMTEn HA ofloBPEHMETo 3A CTABAhE HA nEKOT Bo npoMET
HOBE/I  MnAi+  cAHAjMM  BE TMLiAPET A.Lij.,

HpeTCTaB"u]TBo CKonje,  P.  MaKeAOHMja
'®

9. Bpoi M flATyM HA ofloEPEHMETo 3A cTABAhE HA nEKOT Bo npoMET

io. flATyM HA nocnEflHA pEBM3MiA HA TEKCTOT
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