
36MpeH M3BeuTaj 3a oco6MHMTe

T-_-_'-

EEIIiii
SEFPOTEC (CE®noTEK) 200 mg

®Mnivi-o6noxeHM Ta6ne"

(Cefpodoxime proxetil)

1. MME HA nEKor
SEFPOTEC (CE®noTEK) 200 mg ®MnM-o6no"e" Ta6ne".

2. KBAnMTATMBEH M KBAHTrmATMBEH cOcTAB

L+e®noAOKCMM  npoKce"n  260,90 mg (eKBMBanermeH  Ha 200 mg Lie®noAoi{cMM).

EKCLiM"eHCM:

3a i{oMme"a nMCTa Ha eKCLiM"eHCM, nomeAHeTe Bo AenoT 6.1.

3. ®APMAL|EBTCRA A03MPAHA OOPMA
®MnM-o6noHKeHM Ta6ne".

BenM, co 3aceK Ha eAHaTa cTpaHa, AonrHaBec" ®MflM-o6noHKe" Ta6ne".

4. KflMHMiiKM no4ATOL+M

4.1 TepaneBTcr(11  i4H4Ml{aLquM

CE®noTEK Ta6ne"Te  ce  MHAMLiMpaHM  3a  TpeTMaH  Ha  cneAHMTe  MH®eKUMM  npeAM3BMt{a"

oA ceH3M"B" MMI{PoopraHM3MM  (nomeAHeTe Bo AenoT 4.4 M 5.1)  Kaj  Bo3pacHM:
•      MH¢eKLiiiM Ha rop"oT pec"paTopeH TpaRT:

I       Ai{yTeH  6aRTepMci{M  CMHy3M"c;

-     TOH3mM"c (caMo 3aTa6ne" oA 100 mg).

•      MH®eKLiMM  Ha Aon"oT pec"paTopeH TpaRT:
•      Ai{yTHa er3aLiep6aLiMja Ha xpo"HeH 6poHXM"c;

I      BaRTepMCKa  nHeBMo"ja -ue¢noAOKCMM Moke Aa  He e cooABeTHa onLiMja 3a

naToreHOT, Be MonMMe nomeAHeTe Bo Pen 4.4.

Tpe6a    Aa    ce    Pa3uneAaaT    o¢MHMj.an"Te    npenopaKM    3a    CooABeTHaTa    ynoTpe6a    Ha
aH"6aRTepMCKMTe  areHCM.

4.2 4o3Mpalbe M HallMH Ha ynorpe6a
nat Ha aAMM"cTpaLiMja: nepopaneH.
Ta6ne"Te Tpe6a Aa ce 3eMaaT co xpaHa 3a onTMManHa ancopnL|Mja.

4o3MDalbe:
Bo3pac" M a4oneciieH" co HopManHa 6v6peH{Ha dvi{Hui4ia
MH¢eKuuu  Ha  eopeH  pecnupamopeH  mpaKm..  AKVTeH  6aRTepvlcKvi  CvlHv3vITvlc..  200  mB p,Ba
na" AHeBHo,

TOH3MnM"c: 100 mg ABa na" AHeBHo (caMo 3a Ta6ne" oA 100 mg)   _



+
TH¢eKuuu    :?_  6olleH    PecnupamopeH    mpaKm..    AKVTHa    er3aii,ep6aL+vi]a    i+a   xop"|eH
6poHXM"c: 200 mg ABa na" AHeBHo.
BaRTepMCKa nHeyMo"ja: 200 mg ABa na" AHeBHo.

n0803DacHM nMua:

He   e   noTpe6Ho   npMnaroAyBalbe   Ha   Ao3aTa   l{aj   noBo3pac"   naL|MeH"   co   HopManHa
6y6peH{Ha ¢yHKLtMja.

ne4iiiaTPMcl{a nonvnai+Mia:

neAMjaTPMcl{aTa ¢opMynaLiMja oA He®noAoi{cMM e AocTanHa 3a  MHdyaH"  M AeL|a.

XenaTanHo oLliTeTVBaLbe:

He e noTpe6Ho npMnaroAyBaibe Ha Ao3aTa Bo cnyuaj Ha xenaTanHo oLLITenyBafoe.

HaDvueHa d)vHI{uMia Ha 6V6pe3MTLi
He  e  noTpe6Ho  npMnaroAyBatbe  Ha  Ao3aTa  AOKonKy  I{peaTMHMH  MMpeHCoT  HaAMMHyBa  40

in,/min.
nod      oBaa      BpeAHocT,      ¢apMaKoi{MHeTCKMTe      CTVAMM       MHAMLiMpaaT      noKaHyBaibe      Ha

nonyBpeMeTo  Ha  enMMMHaLiMja  oA  nna3MaTa  M  MaKCMManHaTa  nna3MaTci{a  KOHLieHTpaHMja,

nopaAM Toa noTpe6Ho e npMnaroAyBalbe Ha Ao3aTa cnopeA cneAHaTa Ta6ena:

KpearMHMH MMpeHc

Kpea"H KnMpeHc(ml/MMH)

39 -10 EAMHeilHa   Ao3a[   aAMMHMCTPMpaHa   ceKOM   24   iiaca   HaMecTo

ABa  na"  AHeBHo  (T.e  nonoBMHa  oA  Boo6MilaeHaTa  Ao3a  3a
803Pac").

<10 EAMHeuHa     Ao3a]    aAMMHMCTPMpaHa CeKOM 48    iiaca    (T.e
lieTBPTMHa oA Boo6MuaeHaTa Ao3a 3a  Bo3pac").

naLiMeH" Ha xeMOAMja"3a EAMHeuHa   A03a[   aAMMHMCTPMpaHa   nocne   ceKoja   cecMja   Ha

AMjanM3a.
3ABEflELIJKA:  [EAMHeHHa  Ao3a  npeTCTaByBa  100  mg  MflM  200  mg  Bo  3aBMCHocT  oA TMnoT  Ha

MH¢eKLiMjaTa.

4.3  KOHTpaMH4i4I{aL+MM

•      XMnepceH3M"BHoCT  Ha  Lie¢noAOKcl"  MnM  Apy"  L+e¢anocnopMHCKM  aH"6MO"uM

MnM  Ha  6Mno  Koj  oA eKCL+MnMeHCMTe  HaBeAe"  Bo AenoT 6.1.

•      npeAxOAHa     MCTopMja     Ha     yMepeHa     M/M"    Teu]i{a    xMnepceH3MTMBHa     peaKLiMja

(aHa®iMaKca)  Ha  neHMLiMnMH  MnM  Ha Apy"  6eTa naKTaMCKM  aH"6Mo"LiM.

4.4 noce6HM npeAynpe4yBalba M Mepl{M Ha npeTna3nMBocT
L+e¢noAOKCMMOT  He  e  C0oABeTeH  aH"6Mo"K  3a  TpeTMaH  Ha  cTa¢MnoKOKHa  nHeBMo"ja  M

He  Tpe6a   Aa   ce   KopMc"   i{aKo   Tepa"|.a   npM   aTMnMliHa   nHeBMo"ja   npeAM3BMKaHa   oA

opraHvi3Mvi KaKo Legionella,  Mycoplasma vi Chlamydia. IJ,e®r\oHOKcvlMor H

3a TpeTMaH Ha nHeBMOHMja  nopaflM S. Pneumon/.oe (nomeAHeTe 80 Hen
OpavyBa



KaKo   M   npM   ynoTpe6a   Ha   cMTe   6eTa-naKTaMCKM   aH"6aKTepMci{M   nei{oBM,   npMj.aBe"   ce

cepMo3"    M    noBpeMeHo    ®aTa"M    xMnepceH3MTMB"    peai{LiMM.    Bo    Cnyiiaj    Ha    TeLi]KM

xMnepceH3M"B"  peaKL[MM,  TpeTMaHOT  co  L|e®nofloKCMM  Mopa  BeAHau  Aa  Ce  npeKMHe  M

Mopa Aa ce noi{peHaT MT"  M cooABeT" MepKM.

npeA  noiieTOKOT  Ha  Tepa"jaTa,  Tpe6a  Aa   ce  yTBPAM  AanM   naLiMeHTOT  MMa   MCTopMja   Ha

Teu"  xMnepceH3M"B"   Peai{LiMM   Ha  Lie¢noAOKCMM,  Ha  Apy"   I+e¢anocnopM"  MnM   Ha
6Mno  i{oj  Apyr  BMA  6eTa-naKTaMCKM  nel{oBM.  Tpe6a  Aa  Ce  BHMMaBa   aKo   He®noAOKCMM  Ce

AaBa  Ha  naLiMeH"  co  MCToPMja  Ha  nonecHa  xMnepceH3MTMBHocT KOH Apy"  6eTa-naKTaMCKM
nel(OBM.

Bo  cnyuaM  Ha Teu]I{a  6y6pe"Ha  iiHcy¢MLiMeHL[Mja  MOHKe Aa  6MAe  HeonxoAHo Aa  Ce  HaMa"

Ao3HMOT peHKMM  Koj  3aBMCM  oA KflMpeHcoT Ha  KpeaTMHMH  (nomeAHeTe  Bo Hen  4.2).

KonMTMc    acoL+MpaH     Co     aH"6aKTepMCKM    neK     M     nceBAOMeM6paHo3eH     KonMTMC    6Mne

npMjaBe"  Kaj  cKopo  cMTe  aH"6aKTepMCKM  neKOBM,  BMyilyBajkM  M  Lie®noAOKCMM,  M  MOHKe

Aa   BapMpaaT  oA  cepMo3"  Ao  onac"   no  H{MBOT.  3aToa,  BaH{Ho  e  Aa  ce  pa3meAa  oBaa
flMjarHo3a   Kaj  naHMeH"   i{OM   MMaaT  AMj.apea  3a   BpeMe  MnM   nocne  aAMM"cTpaHMjaTa   Ha

ue¢noAol{CMM  (nomeAHeTe  Bo AenoT 4.8).  Ce npenopauyBa  npei{MHyBaibe Ha Tepa"j.aTa co
Lie®noAOKCMM  M   a4MM"cTpaL+Mja   Ha  cneLiM¢Mii"oT  TpeTMaH  3a  a/ostri.dt.urn  dt#t.ct./e.   He

Tpe6a Aa  Ce AaBaaT MeAML+MHCKM  npoi43Bo4M  i{oM ja  MHXM6MpaaT nepficTan"KaTa.

Lte¢noAOKCMMOT  ceKorau   Tpe6a  Aa   ce   npenMiJjyBa   co   npeTna3nMBocT  Kaj   naHMeH"   co

MCTopMja  Ha  racTpoMHTecTMHanHM  3a6onyBafoa,  oco6eHo  KonMTMc.

Kai{o    M    npM   ynoTpe6a    Ha    cMTe    6eTa-naKTaMCKM    aH"6Mo"HM,    MOHe   Aa    ce    Pa3BMe

HeyTpone"ja   M   nopeTKo   arpaHynoLiMTo3aTa   oC06eHO   npM   npoAon"eHa   Tepa"ja.   80
cnyiiaM  Kora  Tepa"jaTa  Tpae  noAonro  ofl  10  AeHa,  Tpe6a  Aa  Ce  cneAM  KPBHaTa  cnMKa  M
TpeTMaHOT Aa Ce npeKMHe AOKonKy ce oTi{pMe HeyTpone"ja.

L|e®aflocnopM"Te MOH{e Aa ce ancop6MpaaT Ha  noBpi]"HaTa  Ha MeM6pa"Te  Ha  HPBeHMTe
i{pB"  KneTKM  M  pea"paaT co aHTMTena  Hacoiie"  npoTMB nei{oT.  oBa  MOHKe Aa  npoii3BeAe

no3M"BeH   Coomb-COB  TecT  M   MHory  peTKo,  xeMonMTMiiHa   aHeMMja.   MOH{e  Aa   Ce   nojaBM

Bi{pcTeHa  peat{TMBHocT co  neHMLiMnMH  3a  OBoj TecT.

npoMeHMTe      Bo      6y6peHHaTa      ¢yHKLiMja      6Mne      3a6eneHKa"      co      Lie¢anocnopMHCKM

aH"6Mo"HM,   oC06eHo   Kora   Ce  AaBaaT  MCTOBpeMeHo  co   noTeHUMj.amo   He¢poTOKCMUHM

neKOBM   KaKo  aMMHomMKo3MAM   M/Mm   noTeHLiMjan"  AMypeTMLiM.   Bo  TaKBM  onyilaM,  Tpe6a

Aa  Ce CneAM  6y6peHKHaTa  ®yHKLiMja.

Kai{o  M  npM  ynoTpe6a  Ha  Apy"  aH"6Mo"uM,  npoAon"eHaTa  ynoTpe6a  Ha  Lie¢noAOKCMM
MOH{e  fla  pe3ynTMpa  co  npeKyMepeH  pacT  Ha   opraHM3MM  KOM  u+o  He  ce  oceTflMBM  Ha  oBoj

neK  (KaHAMAa  M  C/os fr/.d/.urn d/#/.c/./e),  nopaAM  I]JTo  MOHe Aa  MMa  noTpe6a  oA  npeKMHyBaibe

Ha TpeTMaHOT.

MHTepal{L+Mja  co na6opaTopMci{M TecTOBM:



flaxHa   no3M"BHa   peaKiiMja   3a   myKo3a   Bo  ypMHaTa   MOHKe  Aa   ce   nojaBM   co   pacTBop   Ha

5eHeAMRT MnM  ®enMHroB  pacTBop  MnM co Ta6ne" 3a Tec"paibe  Ha  6aKap eyn®aT,  Ho He co
TecTOBM  6a3MpaHM  Ha  eH3MMCKM  peaKLiMM  Ha  myKo3o  oi{cMAa3a.

rlaLiMeH"  co  pe"  HacneA"  npo6neMM  Ha  HeTonepaHL|Mja  Ha  raflaiITo3a,  HeAocTaTOK  Ha
Lapp naRTa3a  MnM  myi{o3o-ranaRTo3Ha ManancopnL|Mja,  He Tpe6a Aa  ro 3eMaaT oBaj neK.

4.5 MHTepai{L+i" co Apy" neKo" M Apy" ¢op" Ha MHTepai{LiMja
Bo   TeKOT   Ha   MMHMUKMTe   cTyflMM   He   ce   npMjaBe"   MMHMiiKM   3Haiiaj"   MHTepai{LiMM   Ha

neKOT.

XMCTaMMHCKMTe   H2   aHTaro"C"    M   aHTaL[MAMTe   ja   HaManyBaaT   6MopacnonoHKMBocTa   Ha

He®noAOKCMM.       np06eHeuMA      ja       pe4yL|Mpa       eKCKpeLiMjaTa       Ha       Lie®anocnopM"Te.

He¢anocnopM"Te     noTeHLiMjanHO     ro     3acMnyBaaT          aHTMKoarynaH"OT     e®eRT     Ha
I{yMapMHMTe  M  ro  PeAyLiMpaaT i{oHTpaHenTMBHMOT e®eRT Ha  ecTPoreHMTe.

opanHM  aHTMKoarvnaHCM

MCTOBpeMeHaTa   aAMM"CTpaLiMja   Ha   Lie®noAOKCMM   co   Bap¢apMH   Moke  Aa   ro   3roneMM

aHTMKoarynaH"MOT  e®eRT.  MMaflo  MHory  npMjaByBaiba  Ha  3roneMyBarbe  Ha  nepopanHaTa

aH"KoaryflaHTHa     aRTMBHOcT     Kaj     hal+MeH"      KOM     npMMaaT     aH"6aRTepMci{M     areHCM,

BMyuyBajkM   M   I+e¢anocnopM".   PM3MKOT  MOH{e  Aa   BapMpa   Bo   3aB.rfucHocT  oA  ocHOBHaTa

MHd)eKLiMja,    Bo3PacTa    M    0nuJTaTa    cocToj6a    Ha    naLiMeHTOT,    Tal{a    uJTo    npMAOHecoT    Ha

Lie¢anocnopM"Te  3a  3roneMyBatbeTo  Ha   lNR  (MefyHapoAeH   HopManM3MpaH  cooAHoC)  e

TeLUKo    Aa    ce    npoLieHM.    Ce    npenopauyBa    lNR    Aa    ce    cneAM    iiecTo    3a    BpeMe    (Ha

MCTOBpeMeHaTa   aAMM"cTpaLiMja)   M   i{paTKo   nocne   MCTOBpeMeHaTa   aAMM"cTpaLiMja   Ha

L[e¢noAoi{cMM co nepopaneH aHTMKoarynaHTeH neK.

CTVIMMTe    noKaHyBaaT   AeKa    6MopacnonoHKMBocTa    e    HaManeHa    3a    oKony    30    %    Kora

L[e¢noAOKCMM  npoKce"  ce  npMMeHyBa  Co neKOBM  I{oM ja  HeyTpanM3MpaaT racTpiiiiHaTa  pH

MflM   ja   MHXM6MpaaT   ceKpeLiMjaTa   Ha   KMcenMHaTa.   3aToa,   neKOBM   KaKo   aHTaLiMAM   MnM   H2

6floi{aToPM   KaKo  paHMTMAMH,  KOM  MOHe  Aa  AOBeAaT  AO  3rofleMyBarbe  Ha  BpeAHOCTMTe  Ha

racTPMiiHaTa pH, Tpe6a Aa ce 3eMaaT 2 Ao 3 iiaca no npMMeHaTa  Ha  L|e®noAOKcl".

4.6 nno4HocT, 6peMeHocT M 4oelbe
6peMeHocm
He  nocTojaT Mm  e  oApaHMiieHa  Koni4wMHaTa  Ha  noAaTOLiM  oA ynoTpe6aTa  Ha  Lie¢nofloKCMM

Kaj  6peMe"  HeHM.  CTyAMMTe  3a  HKMBo"  He  yKaHKyBaaT  Ha  AMpei{Ti"  mM  MHAMpeK"

LLITeT"  e¢eK"  Bo  oAHoc  Ha  penpoAyRTMBHaTa  TOKCMiiHocT  (nouneAHeTe  Bo  AenoT 5.3).  Bo

3aBMCHocT   oA   I{opMCTa   oA   aH"6MOTCKaTa   Tepa"ja,    MOH{e   Aa    ce   3eMe    Bo    npeABMA

ynoTpe6aTa Ha Lie¢noAOKCMM 3a BpeMe Ha 6peMeHocT alto e noTpe6Ho.
Tpe6a 4a ce  BHMMaBa  npM  npenMLLlyBaLbe Ha 6peMe" xeHM.

4Oelbe
L|e¢nofloKCMMOT  ce   M3naiiyBa   Bo   Maj"HOTo   Mneko   Bo   ManM

MOH{e   Aa    ce    KopMc"    3a    BpeMe    Ha   Aoetbe.   Tpe6a   Aa    ce
npo4oflxyBaibe  Ha  AoeibeTo  Bo  onyuaj  Ha  AMjapea  Mm  ra6mHa

AoeLbe Ha 6e6eTo. Tpe6a Aa ce MMa  Bo npeABMA MOHKHocTa 3a ceH
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4.7 B"ja"e Bp3 cnoco6HocTa 3a Bo3elibe M panyBalbe co MaLLiMHM
noTpe6Ho e Aa  ce  BHMMaBa  nopaAM  PM3MKOT oA nojaBa  Ha  BPTomaBMLia.

4.8 Hecal{a" 4ejcTBa
HecaKaHMTe AejcTBa  ce  onMI]Ja"  Ha  cneAHMOB  HaiiMH:

MHory iiec"  (2  1/10),  iiec"  (2  1/100 Ao  <  1/10),  noManKy iiec"  (2  1/1000 Ao  <  1/100),
peTKM  (2  1/10000  Ao  <  1/1000),  MHory  peTi{M  (<  1/10000),  co  Heno3HaTa  ¢epi{BeHLiMja  Ha
nojaByBaibe   (®peKBeHLiMjaTa   Ha   nojaByBatbe   He   Mo"e   Aa   ce   npoLieHM   ofl   AoCTanHMTe

noAaTOLiM).

HapyliiyBai+a Ha KPBTa M iia nMM¢I"oT cMCTeM
PeTKM:   xeMaTonoiLiKM  HapyLi.yBatba  KaKo i]]To ce HaManyBaibe Ha xeMomo6MHOT,

TpoM6oLiMTo3a, TPoM6oLiMTone"ja, neyKone"ja  M eo3MHo¢MnMja.

MHory peTKM: xeMonMTMUKa  aHeMMja.

HapylllyBaiba Ha HepBHMOT cMCTeM

rloManKy iiecTM:  ma806Oni{a, BPTomaBMLia,  napecTe3Mja.

HapylllyBaiba Ha yBOTo ii  Ha naBMPMHTOT

rloMafl i{y il ecTM : TM H Mnyc.

racTpOMHTec"HanHM HapyLLiyBaiba
llecTM:  racTPMileH  npMTMcoK,  raAerbe,  noBpaRarbe, a6AOMMHanHa 6onKa, HaAyeHocT,

4Mjapea.  KPBaBa  AMjapea  Moke  Aa  ce  nojaBM  I{aKo  CMMnTOM  Ha  eHTepoKonM"c.  Tpe6a  Aa
ce  pa3meAa  MOHHocTa  3a  nojaBa  Ha  nceBAOMeM6paHo3eH  eHTepoKonMTMc  npM  Tei]]i{a  MnM

Iiep3MCTeHTHa AMjapea   3a  BpeMe MnM  no TpeTMaHOT (nomeAHeTe  80 AenoT 4.4).

HapyuyBalbe Ha MeTa6onM3MOT M McxpaHaTa
lJecTM:  ry6eLbe  Ha  aneTMTOT.

HapyillyBaLba Ha  MMyHMOT cMCTeM

3a6eneHa"  ce  peaKLiMM  Ha  npeoceTnMBoCT oA cMTe  cTene"  Ha  CepMo3HocT  (norneAHeTe
BO AenoT 4.4),

MHory peTKM: aHa®MnaK"uKM  peai{i+MM,  6poHxocna3aM,  nypnypa  M  aHrMoeAeM.

peHanHM  M ypMHapHM  HapyLuyBaiba

MHory peTi{M:  Man  nopacT Ha ypeaTa  Bo  KPBTa  M  KpeaTMHMH.

XenaTo6MnMjap" HapyLuyBai+a
PeTKM:  TpaH3MTopHM  yMepe"   noKailyBaiba   Ha  ASAT,  ALAT  M   anKanHa  ¢ocdyaTa3a   M/MnM

6MMpy6MH.    OBMe    na6opaTopMCKM     a6HopManHoc"     KOM    MO"e    Aa    ce    o6jacHaT    co

MH¢eKLiMjaTa,  MOHaT  peTi{o,   HO  ABojHo  Aa   "   HaAMMHaT  Pe¢epeHT"Te  BpeAHOC"   M  Aa

flaAaT  flaH{Ha   CnMKa   3a   nocToerbe      Ha   xenaTanHo   HapyLi]yBaLbe,
HajilecTo acMMnTOMaTCKo.

MHory peTi{M: oiilTeTyBalbe  Ha  L[PHMOT AP06.
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MeTOAMj    6p.54   I{aT   1)    Mm    no   eneKTpoHCKM    naT   npei{y   Be6

HapyuyBalba Ha KoxaTa ii noTi{oxHOTo TKMBo
rloManKy iiecTM: xMnepceH3MTMBHa  MyKOKyTaHa  peaKL+Mja,  ocMn, yp"i{apMja,  npypMTyc.

MHory      peTKM:      epMTeMa      Myn"¢oPMe,      C"BeHc-LloHcoHOB      cMHApoM      M      TOKCMiiHa

enMAepManHa Hei{ponM3a.

MH¢el{uMM M MH¢ecTaul"

MOHKe Aa  MMa MHOHelbe  Ha  HeoceTtlMBM  MMKPoopraHM3MM  (nomeAHeTe  Bo Hen 4.4).

onu" Hapyu]yBaha M e®ei{" Ha MecTOTO Ha amMi{aLiMja
rloMaflKy ilecTM: acTe"j.a  MnM ManaKcaHOcT.

HecaKaHMTe   peai{LiMM   oA  neKOBMTe  MOHKe  Aa   "   npMjaBMTe   Bo   HaLiMOHan"oT  HeHTap  3a

¢apMaKOBM"naHua   npM   AreHLiMjaTa   3a  neKOBM   M   MeAMLiMHCI{M   CpeACTBa   (ys.CB.KMPM   M

malmed. ov.ink
cTpaHaTa    Ha   AreHLiMjaTa

4.9 npeAo3Mpalbe
BMAejkM  He noc" cneL|M®MileH aHTMAOT, Bo onyuaj Ha npeAo3MpaLbe Tpe6a Aa Ce npMMe"

cMMnTOMaTCKM TpeTMaH.

Bo  onyiiaj  Ha  npeAo3Mpaibe  noce6Ho  Kaj  naL|MeH"  co  peHanHa  MHC;¢MLiMeHUMja,  noc"

pM3MK    oA    eHLie¢anona"ja,     Koja    o6MUHo    e     peBep3M6mHa,     I{ora     ke    ce     HaManaT
nna3MaTCKMTe  KOHLieHTpaLiMM  Ha  LiedynoAOI{CMM.

5. ®APMAKonoi]]KM noAATOLiM
5.1 ®apMai{o4MHaMcl{M cBojcTBa

®apMal{OTepaneBTcl{a     rpyna:    6eTa-nai{TaMCKM    aH"6Mo"LiM,    Lie¢anocnopM"    oA    3Ta
reHepaLiMja

ATL| KOA: J01DD13

MexaHM3aM  Ha 4eicTBo

L|e®noAOKCMMOT ja  MHXM6Mpa  cMHTe3aTa  Ha  6aRTepMCKMOT  MeToueH  SMA  no  noBp3yBaibeTo

co  neHMLiMnMH-Bp3yBaiii{M  npoTei4"  (PBPs).  OBa  pe3yn"pa  co  npel{MH  Ha  6MocMure3aTa  Ha

MeTouHMOT  SMA  (nen"AomMKaH),  ujTo  AOBeAyBa  Ao  pacnafarbe  M  CMPT  Ha  6aRTepMci{MTe

MeTl(M.

9apMaKOKMHeTCKM/a)apMaK04MHaMCKM04HLQ£

3a     L+e¢anocnopM",     HajBaHK"oT     ¢apMaKOKMHeTCKM-¢apMaKOAMHaMCKM     MHAei{C     LiJTo

KopenMpa   co   /n   v/vo   e¢Mi{acHocTa   ce   noi{aH{a   Aei{a   e   npoHeHTOT   Ha    MHTepBanoT   Ha

flo3Mpartie  Tai{a  uJTo  HeBp3aHaTa   KOHLieHTpaLiMja  ocTaHyBa   HaA  MMHMManHa   MHxii6MTopHa
KOHLieliTpaLiMja  (MIC)  Ha  Lie¢noAOKCMM  3a  MHAMBMAyanHM  Lien"  BMAOBM  (T.e.% T>  MIC).

MexaHM3MM  Ha  oTnop:

oTnopHocTa i{oH L[e®anocnopM" pe3ynTMpa o4 Pa3nMu" MexaHM3MM:

1)  rlpoMeHa  Ha

2)  npoMeHa  Ha  neHMLiMnMH-Bp3yBaiii{MTe  npoTeM"  (pBp)

3)  npoM3BOACTBO  Ha  a-naKTaMa3a

nponycTnMBocTa  Ha  i{neToiiHMOT SMA Ha  rpaM-HeraTM[
/,



4)  rlyM" 3a 6aKTepMCLtM  e¢nyKc

TouKa  Ha  npeKMH:

EBponcKM      KOMMTeT     3a     TecTMparbe     Ha     aH"MMKpo6HaTa     iiyBCTBMTenHocT     (EUCAST),

KflMHMiiKMTe  rpaHMu" ToilKM  3a  MIC TecTMpaibe Ce  npeTCTaBe"  noAony.  EUCAST KnMHMUM

MIC ToiiKM  Ha  npeKMH  Ha  Lie®noAOKCMM  (2011-01-05, v 1.3).
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opra"3MM rloAnoH{" (mg/I) Pe3MCTeHT"  (mg/I)

Enterobacteriaceae S1 >1

(caMO 3a  HeKOMnnMLiMpa"
MH¢ei{LiMM  Ha  ypMHapeH Tpai{T)

Staphylococcus spp. 3a6eneuKa] 3a6eneuKaL
Streptococcus apynu A, 8, C u G 3a6eneui{a2 3a6eneuKa2
Streptococcus pneumoniae S 0,25 >0'5
Haemophilus influenzae S 0,253a6eneuKa3 >0,5

Moraxella catarrhalis S 0.253a6eneuKa3 >0,5

Neisseria gonorrhoeae He4oBonHM 4oKa3M He4oBon" Aol{a3M
ToilKa  Ha  npeKMH  Koja  He e He4oBon" 4oKa3M He4oBon" 4ol{a3M
noBp3aHa cO HMny e4eH  BM4

1.  rloA/ioHKHocTa  Ha cTa¢MnoKOKMTe  KOH  Lie¢anocnopM"Te e 3aKnyiieHa oA oceTnMBocTa  Ha

Lie¢OKCM"H.

2.  BeTa-naKTaMci{aTa  noAnoH{HocT Ha  6eTa-xeMonM"iiHMTe cTpenToi{oi{M  rpy" A,  8,  C M  G  e

3aKflyileHa oA neHMLiMnMHCKaTa  oceTnMBocT.

3.  BMAOBMTe  co  BpeAHOC"  Ha  MIC  HaA oceTnMBaTa  rpaHMilHa Toiii{a  ce  MHory  peTi{M  MnM  ce

yLIITe  He  ce  npMjaBeHM.  TecTOBMTe  3a  MAeH"¢MKaLiMja  M  aH"MMKpo6Ha  iiyBCTBMTenHocT Ha
ceKoj TaKOB  M3onaT Mopa  Aa  ce  noBTopaT  M  aKo  pe3ynTaTOT e  noTBPAeH  M3onaTOT Mopa  Aa

6M4e McnpaTeH 4o pe¢epeHTHa na6opaTopMja.

IlyBCTBMTenHocT:

rlpeBaneHLiaTa  Ha  cTeKHaT  OTnop  MOH{e  Aa  BapMpa  reorpa¢cKM  M  co  Tei{oT  Ha  BpeMeTo  3a

oA6pa" BMAOBM,  noHKen" Ce noKan"  MH®opMaLiMM 3a oTnop, oCo6eHo i{ora ce Tpe"paaT
TelJJKM   MH4)el{HMM.   Ilo   noTpe6a,   cTpyu"   coBe"   Tpe6a   Aa   ce   6apaaT   i{ora   noKanHaTa

npeBaneHLia   Ha   oTnop  e  Tai{Ba   i]jTo   none3HocTa   Ha   areHcoT  6apeM   Bo  Hei{oM   BMAOBM   Ha

MH®et{L[MM  e AMCKyTa6M"a.

AH"6aKTepMCKM  cneKTap

HajLlec" oceTnMBM Bii4o811

Aepo6Hu rpaiv\ no3umueHu opaaHu3ivlu:
Staphylococcus aureus |lvBCTBviTeiiHvi Ha
Me"HMMMH)

Streptococcus pyogenes
Aepo6Hu rpaM HeeamueHu opaaHu3iv\u:
Haemophilus influenzae



I

Moraxella catarrhalis
Proteus mirabilis%

BM4oBM 3a  LtoM cTel{HaTa pe3MCTeHTHocT Jvioxe 4a

6M4e npo6neM
A±±£9±±±!±P9±±||g±!umueHuopeaHu3ivlu:
S5±_reptococcuspneumoniae
A±±99±!±!!|±9!MHeeamueHuopeaHu3ivlu:
Citrobacterfreund.f
Enterobacter cloacaes
Escherichia colr
Klebsiella  pneumoniae96

Serratia marcescenS
opra"3iv" co BpoAeHa pe3MCTeHTHocT
A±±P9±!±!!|P9±±||P3umueHuopeaHu3iv\u:
Enterococcus spp.
Staphylococcus aureus {pe3vicTeHTHvi Ha
Me"LiMMMH)

A±SP9±!±±rpalv\HeeamueHuopeaHu3iv\u:
M_organellamorganii
Papgmonasaeruginosa.
L]pyeu
Chlamydia spp.

Chlamydophila spp.

I_egionella pneumophila
Mycoplasma spp.

S rlpMpoAHa cpeAHa  noAnoH{HocT.
+ CTa" Ha oTnop > 50 % Bo HajManKy 1 pe"oH.
%

BMAOBMTe    i{oM    npoM3BeAyBaaT   6eTa   naKTaMa3M    co    npoi]]MpeH   cnel{Tap   ce   ceKorau

OTnopHM.

5.2 ®apMartol{MHeTcl{M cBojcTBa

He¢noAol{CMMOT    ce    3eMa     Bo    LipeBaTa     M    ce    xMAponM3Mpa     Bo    aKTMBeH    MeTa6onMT
Lie¢noAOKCMM.  Kora  L[e®no4oKCMM  npoKce"  ce  aAMMHMCTPMpa  opanHo  Kaj  cy6jei{"  KOM

nocTaT  KaKo  Ta6neTa   Koja   oAroBapa   Ha   100  mg  L+e¢noAOKCMM,   51,5   %  ce  ancop6Mpa   M

ancopnLiMja   ce  3roneMyBa   co   BHec   Ha  xpaHa.   BonyMeHOT  Ha  AMCTPM6yLiMjaTa   e  32,3   L  M

MaKCMManHMTe HMBoa  Ha  Lie¢noAOKcl" ce jaByBaaT 2-3 uaca  no Ao3Mpaibe.  MaKCMManHaTa

nna3Ma  KOHL[eHTpaL+Mja  e  1,2  mg/L M  2,5  mg/L nocne Ao3M  oA 100 mg M  200 mg CooABeTHo.

Ilo   a4MM"cTpaL+Mja    Ha    100   mg   M   200   mg   ABana"   AHeBHo   Bo   TeK   Ha    14,5   AeHa,

nna3MaTct{MTe ¢apMaKoi{MHeTCKM  napaMeTPM  Ha  Lie®noAOKCMM  OcTaHyBaaT HenpoMeHeTM.

CepyMCKo   npoTeMHCKo   Bp3yBaHe   Ha   Lie®noAOKCMM,   e  4o  %   M   rnaBHo   Ha   an6yMMH.   oBa

Bp3yBarbe  He e 3acMnyBailKo.



(MIC)    3a    3aeAHMiii{M     naTore"    MOHe    Aa    ce    nocTMrHe    Bo    6enoApo6eH    napeHXMM,
6poHXMjama  nMraBML+a,  nneBpanHaTa  TeuHocT,  Kpaj"HMTe,  MHTepc"LiMjanHaTa  TeiiHocT  M

TKMBOTO  Ha  npocTaTaTa.

5MAejkM  norofleMMOT Hen  oA Lie¢noAOKCMMOT ce eflMMMHMpa  Bo ypMHaTa,  KOHL[eHTpaLiMjaTa

e   BMcoKa.   (KOHLieHTpaLiMM   Bo   0-4,   4-8,   8-12   iiaca,   ¢paKLiMMTe   nocne   eAMHeHHa   Ao3a  ja

HaAMMHyBaaT   MIcgo   Ha   Boo6Muae"   ypMHap"   naTore").   MCTo  TaKa,   ce   meAa  Ao6pa

AM®y3Mja    Ha    L[e¢noAOKCMM    Bo    6y6Pex{HOTO    TKMBO,    Co    KOHLieHTpaL[MM    Had    MIcgo    04

Boo6MHaeHMTe  ypMHap"  naToreHM,  3-12  iiaca  no  aAMM"cTpaL+Mja  Ha  eAMHeuHa  A03a  oA

200     mg     (1,6-3,1      ug/g).      KOHL|eHTpaLiMMTe     Ha      Lie®noAOKCMM      Bo     MeAynapHMTe     M

I{opTMKanHMTe TKMBa  ce  cnMiiHM.

CnyAMMTe  Kaj  3ApaBM  BonoHTepM  nol{aHane  AeKa  CpeAHa  l{oHLieHTpaL|Mja  Ha  Lie®noAOKCMM

Kaj  BKynHMOT ejaKynaT,  6-12  iiaca  no  aAMM"cTpaL|Mja  Ha  eAMHeuHa  Ao3a  oA  200  m8,  6iMa

Hah MIcgo Ha N. gonorrhoeae.

ThaBHMOT  naT  Ha  eKCKpeLiMja   e  peHaneH,  8o  %  ce  M3naiiyBa   HenpoMeHeT  Bo  ypMHaTa,  co

nonyH{MBOT Ha e"MMHaLiMj.a oA npM6nMHHo 2,4 iiaca.

5.3 npeTI{nMHMv" no4aTOL+M 3a 6e36e4HocTa Ha neKOT
rlpeTMM"wKMTe  noAaTOL[M  6a3Mpa"  Ha  i{OHBeHLiMOHanHM  CTVIMM  3a.  aKyTHa  TOI{cMilHOcT,

Toi{cMUHocT    Ha    iioBTopeHa    Ao3a,    penpoAyi{TMBHa    TOKCMiiHocT    M     reHOToi{cMiiHocTa    He

noKaHKyBaaT  noce6eH  pM3MK  Ha  nyfeTo  M  Beke  He  ce  pa3meAa"  Bo  Apy"Te  AenoBM  Ha

36Mp"oT M3BeulTaj.

6. ®APMALiEBTci{M  noAATOLiM
6.1 nMCTa  Ha  eKCLiMnMeHCM

MMKpoKPMCTanHa  Lienyno3a  M  HaTPMyM i{ap6oKCMMe"nHenyno3a  (Avicel  RC 591)

HaTPMyM naypMn cyn¢aT

HMCKocync"ryMpaHa XMApoi{cMnponm  Lienyno3a  (HPC-L)

r(onoMAeH cM"LiMyM AMoi{cMA, 6e3BOAeH  (Aerosil  200)

MarHe3MyM cTeapaT

MaTepMjan 3a ¢MnM o6noxyBaHbe
Sepifilm  LP 761  Blanc*
*MaTepMjan  3a  ¢MnM  o6noHKyBaLbe  Sepifilm  LP  761  Blanc  ce  cocTOM  oA  aHaTa3a  TMTaHMyM

AMoi{cMA,        MMI{PoKPMCTanHa        uenyno3a,        cTeapMHCKa        KMcenMHa,        xMApoKCMnponMn
MeTMnL[enyno3a.

6.2 MHi{oMna"6iinHocT
HeMa AocTan" noAaTOL|M.

6.3 Pol{ Ha Tpaeibe
24 MeceLiM.

6.4 HaL"H Ha LlyBaibe

Aa ce ilyBa  Ha TeMneparypa noA 25°C Bo opM"HanHOTo naKyBaibe.
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6.5 M3me4 M co4PxMHa Ha naKyBalbeTo
AnyMM"yM-anyMM"yM 6nMCTep
14 ¢MM-o6noH{e" Ta6ne" Bo Ky"ja

6.6 noce6" Mepi{M Ha npeTna3nMBocT npM oTCTpaHyBaibe Ha neKOT
HeynoTpe6e"Te    npoM3BOAM    MnM    oTnaAHMTe   MaTepMjanM   Tpe6a   Aa    ce   oTCTpaHaT   Bo

cornacHocT co 3al{oHci{MTe 6aparba.

7. HocMTEfl HA oAOBPEHMETo 3A cTABAhE HA nEi{oT Bo npoMET
Ho5En  MnAil  CAHA"M  BE TMLIAPET A.uj
rlpeTCTaB"uTBo Ci{onje, P. MaKeAo"ja.

8. BPoi M AATyM HA oAOBPEHMETo 3A CTABAibE HA nEKOT Bo npoMET

9. AATyM HA nocnEAHA PEBM3MJA HA TEKCTOT

fleKeMBPM  2018
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