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36MpeH M3BeuTaj 3a oco6MHMTe Ha nei{oT
MEGASEF (MErACE®) 500 mg

®MnM-o6noxeHM Ta6ne"

(Cefuroxime axetil)

1. MME HA nEKOT
MEGASEF (MErACE®) 500 mg ¢MnM-o6noxe" Ta6ne"

2. KBAnMTATMBEH M kBAHTMTATMBEH cOcTAB
EAHa  ¢MnM-o6noH{eHa Ta6neTa  MErACE® coAp"M  500  mg Lie®ypoKCMM  KaKo  LieoypoKCMM

aKceTMn.

EKLiM"eHcii:

MErACE® coApxM 20,00 mg Kpoci{apMeno3a HaTPMyM M 9 mg HaTPMyM naypm cyfl¢aT.

3a  HenocHa nMCTa  Ha  ei{L+MnMeHCM,  BM4eTe Aen  6.1.

3. ®APMAUEBTCRA ®OPMA
®MnM-o6noxeHa Ta6neTa.

BenM,   ¢mM-o6no"eHM,   AonrHaBecTM,   cnnecka"   ii   LiMnMHAPMiiHM,   OA   eAHaTa   CTpaHa

3aceileHM M co BpexaHo NOBEL Ha 4pyraTa cTpaHa.

4.  MMHMLJKM OCOEEHOCTM

4.1 TepaneBTci" MHAi4l{aL|,MM

MErACE®  500  mg ®MnM-o6noxe"Te Ta6ne"  ce  MHAMLiMpa"  3a TpeTMaH  Ha  MH¢eKUMM,
KOM   Ce   HaBeAe"   noAony,   Kaj   Bo3pac"   M   Aei+a   oA   3   MeceilHa   Bo3pacT   na   Harope

(nomeAHeTe Bo AenoT 4.4 M 5.1).

•     Ai{yTeH CTenTOKOKeH TOH3mM"c M ¢apMH""c;

•      Ai{yTeH  6aKTepMCKM  CMHy3M"c;

•     Ai{yTeH o""c MeAMa;
•     AI{yTHa er3auep6auMja Ha xpoHweH 6poHXM"c;

•     LIMC""C;
•     nMenoHe®pM"c;
•      Hei{oMnnMUMpa" MH¢eKLiMM Ha i{o"aTa M MeKMTe"Ba;

•     TpeTMaH Ha paHa najMCKa 6onecT.

Tpe6a     4a     Ce     pa3me4aaT     o¢ML+Mjan"Te     ynaTCTBa     3a     cooABeTHa     ynoTpe6a     Ha
aH"6aRTepMcr{M areHCM.

4.2 4o3Mpaibe M HaLIMH Ha ynoTpe6a

403MDaLbe
Boo6MuaeHOTo BpeMeTpaeibe Ha Tepa"jaTa e 7 AeHa (MOH{e Aa eHa).



Ta6ena 1. Bo3pac" M AeL+a (2 40 kg)
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MHAMKaL|MM 403Mpalbe
AKyTeH TOH3iinMTMc M ®apMH""c, aKyTeH 250 mg ABa na" Ha AeH

6al{TepMci{M  cMHy3MTMc

AKyTeH oTMTMc MeAMa 500 mg 4Ba na" Ha 4eH
AKyTHa  er3aL+ep6aL+Mja  Ha xpoHMLieH 500 mg 4Ba na" Ha 4eH
6POHXM"C

LLMC""C 250 mg 4Ba na" Ha 4eH
"enoHe¢pM"c 250 mg ABa na" Ha 4eH

Hei{oMnnMUMpa"  MH¢eKL+MM  Ha  i{oxaTa  M 250 mg 4Ba na" Ha 4eH
MeKMTe Ti{MBa

flajMci{a 6onecT 500 mg ABa na" Ha AeH, 3a 14 4eHa

(Tepa"jaTa Moxe 4a Tpae o410 4o 214eH)

Ta6ena 1. Bo3pac" M AeLia (< 40 kg)

MH4MKaL|MM 4o3Mpaibe
AKyTeH TOH3MnMTMc M a)apMH""c, ai{yTeH 10 mg/kg 4Ba na" Ha 4eH4o Jv`al{CI"yM
6aRTepMCKM  cMHy3MTMc 125 mg ABa na" Ha AeH

Eel+a 04 2 r04MLLiHa  Bo3pacT co oTMTMc 15 mg/kg 4Ba na" Ha 4eH 4o Mal{CMMyM

MeAIla  MnM  I{a4e LJJTO e Coo4BeTHo, CO 4Py" 250 mg 4Ba na" Ha 4eH
MH¢ei{uMM

LIMC""C 15 mg/kg 4Ba na" Ha 4eH Ao Mai{cMMyM
250 mg 4Ba na" Ha 4eH

"enoHe¢pM"c 10 mg/kg, 4Ba na" Ha AeH Mar(cMMyM 125
mg Ha AeH, 3a 10 Ao 14 AeHa

HeKOM"MLiMpa"  MH¢eKLiMM  Ha i{OxaTa  M 15 mg/kg 4Ba na" Ha 4eH 4o MaKCMMyM

Mei{MTe TKMBa 250 mg ABa na" Ha AeH

najMCKa 6onecT 15 mg/kg 4Ba na" Ha 4eH 4o Mai{cMMyM
250 mg ABa na" Ha AeH, 3a 14 4eHa

(TepaT"jaTa Moxe 4a Tpae o410 4o 21 AeH)

HeMa  noAaTOL[M  3a  MCKycTBOTo  npM  ynoTpe6aTa  Ha  MErACE®,  kaj  AeLia  Ha  Bo3pacT  nod  3

MeceLiM.

L|e¢ypoi{cMM  aKceTMn  Ta6ne"Te  M  i|e¢ypoi{ci"  ai{ceTMn  rpaHynMTe  3a  opanHa  cycneH3Mja
He  ce  6MoeKBMBaneHTHM  M  He  ce  3aMeHnMBM  Ha  MMnMrpaMCKa  no  MMnMnMrpaMcl{a  ocHOBa

(nome4HeTe Bo 4enoT 5.2).

peHaflHO OuumemyBatbe
Be36e4HocTa  M  e¢MKacHocTa  Ha  ue¢ypoi{ci"  i{aj  hal+MeH"  co  peHanHa  iiii
He e 4oKaxaHa.
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I+e¢ypoKCMM   npBeHCTBeHo   ce   li3flaLlyBa   o4   6y6pe3MTe.    r{aj   hal+MeH"   co   3HailMTenHo

HapyLLleHa  peHanHa ¢yHkL+Mja Ce npenopaiiyBa 4o3aTa  Ha  L+e¢ypoKcl" Aa Ce HaManM 3a Aa

ce I{oMneH3Mpa 3a  HeroBaTa no6aBHa ei{Ci{peL+Mja.  I+e¢ypoKCMM e¢MKacHo ce oTCTpaHyBa Co

AMjanM3a.

Ta6ena 3. npenopaLlaHa 4o3a 3a MErACE® npM peHanHo ouTeTyBaLbe

KpeaT14H iuni4peHc T 1/2 (Wac) npenopaHaHa Ao3a
2 30 mL/min/1,73 m2 1,4-2,4 He e noTpe6Ho npMnaro4yBalbe Ha 4o3aTa

(CTaH4ap4HaTa 4o3a e 125 mg Ao 500 mg, 4Ba
na" Ha 4eH)

10-29 mL/min/1,73 m2 4,6 CTaHAapAHaTa MHAMBMAyanHa Ao3a Ce AaBa Ha

ceKOM 24 iiaca

< 10 mL/min/1,73 m2 16,8 CTaH4ap4HaTa MH4MBM4yanHa 4o3a ce 4aBa Ha
ceKOM 48 vaca

3a BpeMe Ha xeMo4MjanM3a 2-4 Aonon"TenHa eAMHeuHa, CTaHAapAHa,
MHAMBMAyanHa A03a Tpe6a 4a Ce 4a4e Ha

I{pajoT Ha CeKoja AiijanM3a.

xenamafiHO Ourmemy8aFbe
HeMa   AoCTa"    MH¢opMauMM   3a    naLiMeH"   co   xenaTa/iHo   oiilTeT\foaibe.    3aToa    u]To
I+e¢ypoi{cMMOT   ce    M3naiiyBa    npMMapHo    npeny    6y6pe3rme,    ce    ouenyBa    xenaTanHOTo

oLLITeTyBaibe 4a HeMa e¢eRT BP3 ¢apMakoi{MHe"r{aTa Ha Lie¢ypol{cMM.

Mero4 Ha  a4MMHMCTDaLLMia

3a nepopanHa ynoTpe6a.
3a oiiTi"anHa ancopni+Mja, MErACE® Tpe6a 4a ce 4aBa no o6poK.
MErACE®  Ta6ne"Te  He  Tpe6a  Aa  ce  i{pLi]aT  na  3aToa  He  ce  noroAHM  3a  nenyBaibe  Ha
Hal+iieii" i{oM He Mo"aT Aa ro/iTaaT Ta6ne".

Bo 3aBMCHOCT oA A03aTa, nocTojaT M Apy"  npe3eHTaL|MM.

4.3 KOHTpai4HAMraLquM

npeoce"MBOcT  Ha  ue¢anocnopMHci{M  aH"6MO"L+M  MnM  Ha  noMOu"Te  cOcTojl{M  i{OM  ce

HaBeAe" Bo AenoT 6.1.

Hal+Meli" cO n03HaTa xMnepceH3M"BHOcT Ha ue¢anocnopMHci{M aH"6iio"L+M.

MCTopMja  Ha  cepMo3Ha  xMnepceH3M"BHocT (aHa®mai{TmHa  PeaKHMja)  Ha  6Mno  Koj "n  Ha

6eTa nai{TaMci{M aH"6Mo"LiM (ne"LimM", MOHo6ai{Ta" M Kap6aneHeMM).

4.4 Cnei+Mja/iHM npeAynpe4yBal+a i4 MepKM Ha npeTIIa3ni4BocT
xMnet)ceH3M"BHM  DeaKLiMM

noce6Ha   rpMxa   e   noTpe6Ha   Kaj   nauMeii"   koM   4oxMBeane   anep"cKa   peai{L+Mja   Ha
neHiiL[MnM"   MnM  Apy"   6eTa-naRTaMM,  3aToa  i]iTo  nocTOM   pM3MK  3a

ceH3MTMBHocT.
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KaKo   M   Co  4Py"Te  6eTa  nai{TaMcl{ii  ali"6Mo"LLM,   e  npMjaBeHa   nojaBa   Ha  cepMo3"   M
noHei{orau ¢aTa/i" xMnepceH3M"BHM peal{LquM.   Bo onyvaj Ha cepMo3" xMnepceH3M"B"

peaKL+MM,  repa"jara  Co  I+e¢ypoKCMM  Mopa  Be4iiau  4a  ce  npeKMHe  M  MTho  Tpe6a  4a  Ce
npe83eMaT cooABeTHM MepKM.

IIpeA  noueroi{OT  Ha  Tepa"jaTa,  Tpe6a  Aa  Ce  ycTaHOBM  AanM  naLiMeiITOT  MMa  MCTopMja  Ha

cepMo3HM  xMnepceH3M"BHM  Peai{L+MM  Ha  ue¢ypokcMM,  4Py"  He¢anocnopM"  M/"  6Mno
Koj 4pyr BM4 Ha 6eTa nai{TaMCKM aH"6Mo"L+M.  Co roneMa BHMMaTenHocT Moxe 4a ce AaBa

I+e¢ypoKCMM  Ha  nauMeii"  co  MCTopMja  Ha  Hecepii03Ha  xMnepceH3M"BHOcT Ha 4py"  6eTa
nai{TaMCKM  areHCM.

JaDMLLi-xeDxeMMeDOBa  Deal{LLMia

JapMLII-XepxeMMepoBa  peat{L+Mja  6Mna  npMjaBeHa  nocne  nenyBaLbe  Ha  najMcl{a  6onecT  co

ue¢ypoKci"  ai{CeTrm.  oBaa  peaKL+Mja  e 4MpeRTeH  pe3y/iTaT Ha  6aRTepML+M4HaTa  ai{"BHocT
Ha   L[e®ypoi{CMM   aKce"/I   Bp3   npMiMHMTenoT   Ha   najMCKa   6onecT,   cnMpoxeTaTa   Borre/i.ai

burgdorfert..    nauMeHrme   Tpe6a   Aa   ce    MH¢opMMpaaT   AeKa   oBa    e   uecTa    i4    o6MUHo
caMoorpaHMvyBavr{a  peaKL+Mja  Koja  e  nocneAMua  Ha  aH"6MOTci{MOT Tpe"aH  Ha najMcr(aTa

6onecT (nomeAHeTe Bo AenoT 4.8).

'+

nDeroneM  DacT Ha  HeocernMBM  MMI{DcODraHM3MM

KaKo M co 4py"Te ai"6Mo"LLM, ynoTpe6aTa Ha I+edypokcl" ai{ce"n Moxe 4a pe3yn"pa
co npenyMepeH  pact Ha  Cond/.dc7.  npo4onxeHaTa ynoTpe6a Moxe MCTo Tar{a 4a  pe3y/i"pa
cO   npenyMepeH   PacT  Ha  Apy"   HeoceT""   MMi{poopraHM3MM   (Enferococc/,   C/ostri.dt.urn
d/#c/./e),      nopaAM      I{oM      Mo"e     Aa      MMa      noTpe6a      oA     npel{MH      Ha     Tepa"jaTa.
nce84oMeM6paHo3eH   KonM"c   e   npMjaBeH   npM   ynoTpe6a   Ha   ali"6Mo"LiM   co   LLJMpoi{

cnei{Tap,  BMyilyBajkM  ro  M  I+edypol{cMM,  cepMo3HocTa  Ha  nce84oMeM6PaHo3"oT  i{onM"C
Moxe   4a   BapMpa   on   cna6   4o   xMBoro3arpo3yBaiii{M.    noTpe6Ho   e   4a   ce   pa3Me4a

4MjarHo3aTa  I(aj  nauMeH"  I{oM  pa3BMne cepMo3Ha 4Mjapea 3a  BpeMe Ha  MnM  no ynoTpe6aTa
Ha Lie¢ypoi{cMM (nome4HeTe Bo 4enoT 4.8).  Bo Bal{oB anyvaj Tpe6a 4a Ce 3eMe Bo npe4BM4
npel{MHyBatoe  Ha  Tepa"jaTa  M  aAMM"cTpaLiMja  Ha  cneLiMOMUHa  repa"ja  3a  C/ostr/.dJ.urn
diffic.,Ie.

He Tpe6a Aa  ce ynoTpe6yBaaT MeAMLiMHCKM  npoM3BOAM  i{oii ja  MHXM6MpaaT nepMCTamuKaTa

(nomeAHere Bo AenoT 4.8).

MiiTeDd)eDMDaLbe co 4MiarHoc"iiKM TecTOBM

Pa3BojoT  Ha  no3M"BeH  KOM6coB  recT  noBp3aH  co  ynoTpe6aTa  Ha  Lie¢ypoKCMM  MOxe  4a
MRTep¢epMpa  co  nep¢opMaHCRTe  Ha  BI{pcTeHrme  TecTOBM  Co  i{pB  (nomeAHeTe  Bo  4enoT

4.8).

naxHo  Hera"BeH  pe3ynTaT  Moxe  4a  ce  nojaBM   npM   Mc"TyBaibe  Ha  ¢epML+Mja"dy  Ce
npenopaiiyBa  MeTo4Mre  Ha  rnMKo3a  oi{CM4a3a  MnM  xel{col{MHa3a  Aa  ce  l{OPMCTaT  3a  4a  Ce

yTBp4M   HMBoro   Ha   rnMKo3a  Bo  kpBTa/nna3iviaTa  I{aj   naLiMeH"   KOM  `npMMaaT  I+e¢ypoKCMM
aKce"n.

4.5 MHTepaKLii4M co Apy" nel{oBM M Apyrl. ¢opJviM Ha MHTepal{quM

neKOBMTe    t{OM    ja    HaManyBaaT    KMcenocTa    Ha    xeny4HMKOT    MOM

HaManyBaibe     Ha     6MopacnonoxMBoCT     Ha     ue¢ypoKCMM     aKceTMn
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aAMM"CTpaL|Mja   Ha   nel{OT  Ha   maAHO   M   ilMaaT  TeHAeHLiMja  Aa   ro   oTKaxaT  e¢ei{TOT  Ha

3roneMeHa ancopnL+Mja nocne ja4eibe.

I+e¢ypoi{cMM ar{ce"noT Moxe 4a BflMjae Ha I+peBHaTa ¢nopa,  ulTo 4oBe4yBa 40 HaManeHa
ecTporeHci{a     peancopnL+Mja     M     HaMa/lena     e¢MrtacHocT    Ha     KOM6M"pa"Te    opa/i"
KOHTpauen"BM.

I+e¢ypoKci"   ce   ei{cKpe"pa   co    MOMepynapHa    ¢M/)TpaL+Mja    M   Ty6ynapHa    cel{peL+Mja.

MCTOBpeMeHaTa     ynoTpe6a     Ha     npo6e"LiMA     He     ce     npenopauyBa.     MCTOBpeMeHaTa
af|MMHMCTpaLiMja  Ha  np06eHeLiMA  3HaiiMTe/iHo  ja  3roneMyBa  noBpii"HaTa  noA  i{pMBaTa  Ha

cepyMcr{aTa i{oHL+eHTpai+Mja M  nony}imBoroT Ha e"MMHauMja Ha I+e¢ypol{cMM.

MCTOBpeMeHa ynoTpe6a co opan"  al"KoarynaHCM  Moxe Aa AOBeAe Ao 3roneMyBaibe  Ha
miTepHaL+MOHanHMOT HopMaflM3MpaH CooAHoc (INR).

4.6 1lnoAi+OCT, 6peivieHocT M Aoelbe
BDeMeHocT

nocTojaT orpaHMile" no4aroLLM 3a ynoTpe6aTa Ha L+e¢ypoi{cMM I{aj 6peMe" xeHM.
MCTpati{yBaibaTa  M3BeAe"  co  "MBo"M  noKaHane  AeKa  oBoj  neK  HeMa  LUTereH  e¢eRT  Bp3

6peMeHocTa,  eM6pMOHan"oT M"  OeTa/iHMOT  pa3Boj,  nopoAyBaibero  MnM  nocTiiaTa/l"OT

pa3Boj. MErACE® Moxe Aa ce npenMulyBa L{aj 6peMeHM xe" caMo alto kbpMCTa q4 fleKOT e
noroneMa oA pM3MI{oT.

floe,te
He¢ypoI{CMM  Ce  M3navyBa  Bo  MajimHOTo  M/IeKo  Bo  Ma"  4o3M.  He  ce  oveKyBa  nojaBa  Ha
HecaKa"  AejcTBa  npM  TepaneBTCKM  Ao3M,  Mai{o  pM3MKor oA AMjapea  M  ra6MUHa  MH¢eKUMja

Ha  Myi{o3Hrme  MeM6pa"  He  Mo"e  Aa  ce  MCKnyiM.  AoeibeTo  Moxe6M  Re  Tpe6a  Aa  ce
npel{MHe    nopa4M    oBMe    e¢ei{".    Tpe6a    Aa    ce    3eMe    Bo    npe4BM4    MoxHoCTa    3a
ceH3M6M/"3ai+Mja.  L|e¢ypoKCMM Tpe6a Aa ce ynoTpe6yBa caMo 3a BpeMe Ha AoehoeTo nocne
npoLieHi{aTa Ha  KopMCTa M PM3Mi{oT oA cTpaHa Ha oAroBoPHMor neKap.

nnoAHOcT

He  nocTojaT  noAaTOLiM  3a  e¢el{"Te  Ha  Lie¢ypoKCMM  ai{ceTim  Bp3  nnoAHocTa  Kaj  nyfeTo.

PenpoAyi{"B"re cl|/AMM i{aj xMBo"rme He nol{aHKane ed)ei{" BP3 nnoAHoCTa.

4.7 B"jaHMe Bp3 cnoco6HocTa 3a Boaeibe M ynpaByBaibe co AAaiJJMHM
He  ce   HanpaBe"   McnMTyBaHba  3a   e¢ei{TOT  Ha   oBoj  neK  Bp3  cnoco6HoCTa   3a   Bo3eibe   i^

ynoTpe6a     Ha     Mai]]MHM.     CenaK,     I+e¢ypoKci"     Moke    Aa     npeAM3BMI{a     BPTomaBMua.
nal|MeH"Te    Tpe6a    Aa    Ce    npeAynpeAaT   Aa    6MAaT    BHi"aTe/i"    npM    Bo3ehoe    MnM

ynpaByBaibe co MaLUMHM.

4.8 HecaraiJi4 nejcTca
Hajuec"re  HecaKaHrme  peaKi+MM  Ha  Lie¢ypoKci"  aKce"n  ce  nperoneM  pact  Ha  Ccrnd/.dcJ,
eo3MHo¢mMja,  maBo6oni{a,  BPTomaBMLia,  racTpoMHTec"Han"
3roneMyBaibe Ha xenaTanHMTe eH3MMM.



KaTeropMMTe  Ha  ¢peKBeHUMM,  Ha3Haile"  noAony  3a  HecaKaHiiTe  AejcTBa  ce  npecMeTaHM,

Ho   3a   noBeReTo   peal{LiMM   He   ce  AocTan"   cooABeT"   noAaTOLiM   3a   npecMeryBatbe   Ha
MHUMAeHL|aTa     (Ha     npMMep:     oA     maLie6o     KOHTponMpa"     CTVAMM).     AonomMTenHo,

MHLiMAeHLiaTa  Ha  Hecai{a" AejcTBa  noBp3a" co  Lie®ypoi{ci"  aKceTMnoT Moke Aa  BapMpa
Bo 3aBMCHocT o4 MH4Mi{aL+MjaTa.

noAaTouMTe oA roneMMTe MMHMiiKM CTVAMM 6me i{opiicTe" 3a Aa ce oApeAM uecTOTaTa Ha

nojaByBaibe  Ha  MHory  ilec"  Ao  peTKM  HecaKa"  AejacTBa.  ®pel{BeHLiMMTe  AOAene"  Ha

cMTe  Apy"   Hecai{a"   e¢el{"   (T.e.   oHMe   I{oM   ce   cnyiiyBaaT  Ha   <   1/10000)   rnaBHo   ce
onpeAene"  co  ynoTpe6a  Ha  nocTMapKeTMHu]KM  noAaToi+M  M  ce  oAHecyBaaT  Ha  CTanKa  Ha

npMjaByBaibe,     HaMecTO     Ha     BMCTMHCKa     ¢pei{BeHUMja     Ha     no|.aByBaLtie.     no4aTOL+M     o4

KOHTponMpaHMTe  Mc"TyBalba  cO  nnaLie6O  He  ce AOcTanHM.  npecMeTi{MTe  3a  MHLiMAeHLtaTa

oA  noAaTOLiMTe  Ao6Me"  oA  IunMHmKMTe  McnMnyBaiba  ce  Bp3  ocHOBa  Ha  (npecMeTa"  oA
Mc"TyBa"Te)   noAaTOLiMTe  Ao6Me"  3a  nel{oBMTe.   Bo  paMKMTe  Ha  cel{Oe  ¢ek¢eHUMOHo
rpynMpaibe,    HecaKaHMTe   AejcTBa    ce    npMKa"a"    no    peAocneA    Ha    HaManyBaibe    Ha
cepM03HOcTa.

HecaKaHMTe peaKLiMM  noBP3a" co Tepa"jaTa, ce HaBeAe"  noAony no opraHCKM cMCTeMM,

¢Pel{BeHUMja  M  CTeneH  Ha CepMo3HocT.

Che4HaBa  r{oHBeHL+Mja  e  i{opMCTeHa  3a  NIacM¢MKauMja  Ha  ¢peK¢eHL+MjaTa  Ha  nojaByBaibe

Ha  Hecal{aHMTe AejcTBa:  MHory uec"  (2  1/10),  ilec"  (2  1/100,  <  1/10),  noManKy uec"  (2
1/1000,  <  1/100),  peTI{M  (2  1/10000,  <  1/1000),  MHory  peTI{M  (<  1/10000)  M  co  Heno3HaTa

¢PeK®eHUMja  Ha  nojaByBarbe  (¢pei{®eHUMjaTa  He  Moke  Aa  Ce  npoue"  oA  AoCTanHMTe
noAaTOLiM).

Knaca Ha opraHcrtM
cMCTeM

LJecTM nolvtanny Liec" co Hen03HaTa

¢pei{¢eHL+Mja Ha
nojaByBalbe

MH¢eKL+MM  M

MH¢ecTaL|MM

nperoneM
Pact Ha
Candida

nperoneM pact Ha
Clostridium difficile

HapyLLlyBaiba Ha i{pBTa

M nMM¢"OT cl4cTeM
Eo3MHo¢iMMja n03M"BeH KOM6cOB

TecT,

TPoM6ouMTone"ja,
neyKone"ja
(noHel{orau Moxe
Aa 6MAe Teul{a)

xeMonMTmHa aHeMMi.a

HapyLuyBalba Ha
MMyHi.OT cMCTeM

TpecKa, cepyMCKa 6onecT,
aHa¢MnaKca, JapMu-
XepxeMMepoBa peal{LiMja

HapyuyBalba Ha
HepBHMOT cMCTeM

hoaBo6onl{a,
BPTOMaBMLLa

HapyLLiyBaiba Ha

racTPoMHTecTMHanHMOT

ci4cTeM

AMjapea,
ra4eLtie,
a64oMMHanHa

6onKa

noBpaRaLbe nce84oMeM6paHo3eH
I{onMTMc (nomeAHeTe 80

4enoT

HapylJJyBalba Ha MMHnMBo
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xenaTo6mMjap"or
cMCTeM

3roneMyBaibe
Ha  HMBOTO  Ha

xenaTanHM

eH3MMii

xonecTaTCKa), xenaTMTMc

HapyLilyBaibe Ha I{oxa
M  noTi{OxHM TKMBa

KoxeH ocMn yp"KapMja, npypMryc,
epMTeMa Myn"d)oPMe,
C"BeH-LloHcoHOB

CMHApoM, Toi{cMiiHa

enM4epManHa Hei{ponM3a

(er3aHTeMa"uHa
HeKponM3a)

(nome4HeTe Bo 4enoT
HapyLiiyBaiba Ha

MMyHonoLUKMOT cMCTeM),

aH"OHeBpOTMueH eAeM

onuc Ha oape6eHu HecaKaHu aejcmea
L|e¢anocnopM"Te KaKo Maca Ha neKOBM MMaaTTeHAeHLiMja Aa Ce ancop6MpaaT Ha

noBpuMHaTa Ha MeM6paHaTa Ha I+pBeHMTe KPB" MeTI{M M 4a pea"paaT cO aHTMTenaTa

npo"B nei{oBMTe M co Toa pa3BMBaaT no3M"BeH KOM6coB TecT (i{oj Moxe 4a MHTep¢epMpa Co
BKpcTeHMTe TecTOBM cO r{pB)  M MHory peTi{0 4a npe4M3BMKaaT xeMo""St{a aHeMMja.

3a6ene"a" ce MMHnMBM 3roneMyBaiba Ha cepyMCKMTe eH3MMM Ha  LipHMOT Apo6,  KOM 06MUHo

ce peBep3M6Mn".

ne8ujampucKa nonynauuja
cMrypHoc"OT npo¢Mn 3a I+e¢ypoKCMM ai{ceTMn e MCT KaKO M  Kaj 803pacHM.

npujaBy8ahoe Ha HecaKaHu peaKuuu
Hecai{aHMTe  peaKi+MM  oA  neKOBMTe  Moke  Aa   "   npMjaBMTe  Bo   HaLiMOHanHMOT  LieHTap  3a

¢apMai{oBMrmaHLia   npM  AreHHMjaTa  3a  nel{oBM   M   MeAMUMHci{M   CpeACTBa   (yn.CB.KMPMn   M

MeTOAiij   6p.54   KaT   1)   MnM   no   eneKTpoHCKM   naT   npeKy   Be6   cTpaHaTa   Ha   AreHUMjaTa

http://malmed.gov.ink/.

4.9 npeAo3Mpalbe
npeAo3MpalbeTo      MOHe      Aa      AOBeAe      Ao      HeBponoiili{M      nocneAMLiM,       BunyuyBajkM

eHLie¢anona"ja,  i{OHByn3MM  M  KOMa.  cMMnTOMMTe  Ha  npeA03MpaLbe MOHe Aa  ce jaBaT aKo

Ao3aTa  He e aAel{BaTHo  HaManeHa,  Kaj  naLiMeH"  Co peHanHo  HapyLi]yBaHe (nomeAHeTe 80

AenoT 4.2 M 4.4).
cepyMCKMTe     HMBoa     Ha     Lie¢ypoI{cMM     MOM{e     Aa     ce     HaManaT     cO     xeMOAMjanM3a     M

nepMTOHeanHa 4MjanM3a.

5. ®APMAKonouKM KAPARTEPMCTMKM
5.1 ®apMaKOA14HaMci{M i{apaRTepMCTMKM

®apJviaKOTepaneBTCKa      rpyna:      AH"6aRTepMci{M      ner{oBM

Lie®anocnopM" oA BTopa reHepaL+Mja.
ATu I{oA: J01DC02.
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MexaHM3aM Ha 4eicTBo

L|e¢ypoi{cMM ai{ce" ce nod+"{yBa Ha xMAponM3a co ecTepa3" eH3MMM M ce npeTBopa Bo
ai{"BeH aii"6Mo"K, I+e¢ypot{cMM.

L|e¢ypoi{ci"oT  ja   MHXM6Mpa   cMiiTe3aTa   Ha   6al{TepMCKM   IuneToueH   SMA   co   Bp3yBalbe   3a

npoTeM"Te  I{oM  BP3yBaaT neHiiqunMH  (PBPc).  oBa  pe3y/i"pa  co  npeKMH  Ha  6MoCMliTe3aTa

Ha iunerouHMor SMA (nen"AomMKaH),  uJTo AOBeAyBa Ao ni43Mpaibe Ha 6aRTepMCKaTa  MeTKa

M  CMPT.

Mexai"3aM iia De3MCTeiiuMja
BaRTepMci{aTa  pe3MCTeHTI-iocT Ha Lie¢ypoi{cMM MOHKe Aa 6MAe Pe3y/1TaT Ha eAeH  MnM  noBeke

oA CneAHMTe MexaHM3MM:

•     XM4po"3a     co     6eTa     nai{TaMa3M.     I+e¢ypoi{cMM     Moxe     Aa     6M4e     e¢Mi{acHo

XMAPonM3MpaH  Co  oApeAe"  6eTa  flai{TaMa3M  co  npoAom{eH  cnei{Tap  (ESBLc)  M  co

xpoMo3oMCKM   eHKOAMpaHMOT  (Ampc)   eH3i"   i{oj   MOxe  Aa   6MAe   MHAyL|MpaH   M"

CnpelleH oA oApeAe" aepo6HM rpaM Hera"B" 6ai{TepMci{M BMAOBM.
•      HaManeH a¢MHrmeT Ha ne"uMnMH-BP3yBauKMTe npoTeM" 3a Lie®ypoKCMM.

•      Henponyc"MBocT  Ha  HaABopelilHaTa  MeM6paHa,  Koja  ro  orpaHMiiyBa  npMCTanoT  Ha

L|e¢ypoKCMM    Ao    neHMi+Mnrm    Bp3yBaiil{rme    npoTeM"    Kaj    rpaM    Hera"B"Te
OpraHM3MM.

•      Bai{TepMci{M nyM" 3a edryKC Ha neKOT.

opra"3MMTe    I{oM    MMaaT    cTeKHaTo    oTiiopHocT    Ha    Apy"    Lie¢a/iocnopM"    KOM    Ce
MHjeRTMpaaT, ce oiienyBa Aa 6MAaT oTnop" Ha Lie¢ypoKCMM.

Bo  3aBMCHoCT oA  MexaHM3MOT  Ha  o"oPHocT,  opraHM3Mrme  Co  cTei{HaTa  pe3MCTeHLiMja  KOH

iieHML[M/""Te Moke Aa noi{axaT HaManeHa oce"MBoCT MnM oTiiopHoCT Ha Lie¢ypoKcl".

rpai"i+i" Bpeal+oc" I+a I+edvpoi{ci" ai{ceTun:
MMHMManHme   rpaHm"   BpeAHoc"   Ha   MHXM6mop"Te   KOHLieHTpaLiMM   (MIC),   KOM   Ce

yTBPAe"    OA    CTpaHa    Ha    EBPonci{Mor    i{oMMTeT    3a    TecTMpatbe    Ha    aH"MMI{po6HaTa
ilyBCTBMTe/iHocT (EUCAST), ce cneAHrme:

MMI{poopra"3MM rpa"LIHa Bpe4HOcT (m8/L)

EnterobacteriaceaeL12
Staphylococcus 3a6eneu|{a 3 3a6eneuKa 3
Streptococcus A, 8, C u  G 3a6efleui{a 4 3a6eneu|{a 4
Streptococcus pneumoniae
Moraxella catarrhalis S 0,125
HFg±mophilusinfluenzae S 0,125
rpaHm" BpeAHOc" MOM He
ce noBp3aHM co oApe4eHM
BM40811

IE5

I+e¢anocnopMHcr{MTe rpaHMLIHM  Bpe4Hoc" 3a  Enterobocrer/.crceoe ke "
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iunMi"u"  3Hauaj"  MexaHM3MM  Ha  oTnop  (BMvyyBajRM  "  M  ESBL  M  nna3MMA  nocpeAyBaH

Ampc).  Hel{oM  BMAOBM  KOM  npoM3BeAyBaaT  6eTa  naKTaMa3M  ce  ilyBCTBMTen"  MnM  CpeAHO
ilyBCTBMTen"    Ha    3-Ta    MnM   4-Ta    reHepaL+Mja   Ha    ue¢anocnopM"    co   oBMe    rpaHMLi"

Bpe4Hoc"  M Tpe6a Aa ce npMjaBaT i{aKo npoHajAe", o4HocHo npMcycTBOTo MnM oTcycTBOTo
Ha  ESBL caMo  no ce6e  He  BnMjae  Ha  KaTeropM3ai+MjaTa  Ha  noA/ioxHoCT.  Bo  MHory o6nac",
ESBL oTKPMBaibero  M  i{apaKTepM3aLiMi.aTa  ce  npenopailyBaaT MnM  ce  3aAon"MTen"  co  Lien

I{oHTpona  Ha  MH¢eKL+MjaTa.
2 HeKOMmMLiMpaHa MH¢eKLiMja Ha ypMHapeH TpaKT (LiMc"T) (noA/ieAHeTe Bo AenoT 4.1).

3 oceTnMBOcTa  Ha  cTa¢MnoKOKMTe  Ha  I+e¢anocnopM"  e  3aMyileHa  oA iiyBCTBMTenHocTa  Ha

MeTaLLMnMH,    OCBeH   3a    ue¢Ta3M4M,    I+e¢MI{cMM    M    ue¢"6yTeH,    KOM    HeMaaT   rpa"u"

BpeAHoC"  M  He Tpe6a Aa ce KopMCTaT npM cTa¢MnoKOKHa MH¢ei{L+Mja.
4 noA/IoxHocTa Ha 6eTa naKTaMCKM Ha 6eTa xeMonMTMUKM cTpenTOKOKM  rpy" A, a,  C u  G e

3aKnyiieHa o4 neHMUMnMHCKaTa oceTnMBocT.
5 HeMa AOBonHo AOKa3M AeKa BMAOT 3a i{oj cTaHyBa 36op e Ao6pa Lien 3a Tepa"ja Co neKOT.

MIC co Kolv`eHTap, Ho 6e3 npMApyH{HaMoxe 4a ce npMjaBM S  MnM  R-KaTeropM3aL[Mja.

s=LlyBCTBMTen", R=pe3MCTeHT"

MMi{Do6Monoui{a oceTnMBocT:

npeBaneHuaTa  Ha  pe3MCTeiiTiiocT Moxe 4a  BapMpa  reorpa¢cKM  KaKO  M  cO Ten  Ha  BpeMe  3a

noeAM"   BMAOBM,   na   3aroa   noHen"   ce   MHoopMai+MM   3a   noKanHaTa   pe3MCTeHTHocT,

aco6eHo  i{ora  ce Tpe"paaT cepMo3"  MH¢eKL+MM.  AKo  e  Heonxo4Ho,  Tbe6a  Aa  ce  no6apa
coBeT oA el{cnepT I{ora noKanHaTa  npeBaneHpe  Ha  pe3MCTeiiTiiocTa  e TaKBa  uiTO  KOpMCHOcTa

qui nei{oT i{aj  Hei{oM "noBM  Ha  MH¢eKUMM  e cOMHMTe/iHa.
e alITMBeH /.n vi.fro npoTMB cne4HMTe MMKPoopraHM3MM.Ce¢ypol{cMMOT o6MiiHo

Boo6MilaeHo oceTnMBM  BM4oBM:

AeDo6ii, rDaM no3M"BHM:

Srophy/ococcLis ouret7s (Me"uMnMH-oce"MBM)*
Koaryna3a-Hera"B" cTa¢moKOI{M (Me"LiM"H-Oce"MBM)
Streptococcus agalactiae
Streptococcus pyogenes
AeDo6M, roam Hera"BHM:
Haemophilus influenzae
Haemophilus parainfluenzae
Moraxella catarrhalis
CnMDoxe":
Borrelia burgdorferi

3a Kol. cTeKHaTaTa oTnopHocTa Jvloxe 4a 6MAeBM40BM npo6neM
AeDo6M,  rDaM no3M"BHM:

Streptococcus pneumoniae
AeDo6M,  rDaM  HeraTMBHM:

Citrobacterfreundii
Enterobacter aerogenes
Enterobacter cloacae
Escherichia coli
Klebsiella pneumoniae
Proteus mirabilis
proteus spp. (mvrvi OcBeH p. vulgarisl
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Providencia spp.
AHaeDo6M,  rDaM no3M"BHM:

Peptostreptococcus spp.
Propionibacterium spp.
AHaeDo6M,  rDaM Hera"BHM:

Fusobacterium spp.
Bacteroides spp.
MHxepeNTHo oTnopHM MMKpoopraHM3MM

AeD06M,  rDaM  n03MTMBHM:

Enterococcus faecalis
Enterococcus faecium

AeDo6M.  rDaM Hera"BHM:
Acinetobacter spp.
Campylobacter spp.
Morganella morganii
Proteus vulgaris
Pseudomonas aeruginosa
Serratia marcescens
AHaeDo6M,  rDaM  HeraTMBHM:

Bacteroides fragilis

flpl!E!4i                                                                                                                                                                i a
Chlamydia spp.
Mycoplasma spp.
Legionella spp
* cRTe Me"LiunMH pe3MCTeiiTi" s. c7ureus ce OThop" Ha I+e¢ypoKci"

5.2 ®apMar(ol{MHeTcrou irapaKTepMCTMKM

AncoDniiMia

no       nepopanHa       armi^"cTpaL+Mja       L+e¢ypoKCMM       al{ce"n       ce       ancop6Mpa       On
racTpoMiiTec"HanHMOT TpaRT M  6P3o  Ce xM4ponM3Mpa  Bo  MHTec"HanHaTa  Myi{o3a  M  KPBTa,

npeAM3BMi{yBajkM      oeno6o4yBaLbe      Bo      I+MpnynaL+Mi.aTa      Ha      ai{"BHOTo      coe4MHeHMe

ue¢ypoi{ci".   onTI"anHa   ancopnL+Mja   ce   jaByBa   i{Ora   I+e¢ypokcl"   aKce"n   ce   3eMa
Henocpe4Ho nocne o6pol{.

no  a4MM"cTpaL+Mja  Ha  I+e¢ypol{cMM  artce"n  Ta6ne"Te,  MaKci^ManHMTe  cepyMci{M  HMBoa

(2,1 ng/ml 3a  125 mg Ao3a, 4.1 ug/mL 3a Ao3a oA 250 mg, 7.0 ug/mL 3a Ao3a oA 500 mg M
13.6  Hg/mL  3a  1000  mg  Ao3a)  ce  jaBme  3a  oi{ony  2  Ao  3  ilaca  no  Ao3MparoeTo  Kora  ce
a4MMHMc"pan    3ae4Ho    co    xpaHa.    CTanKaTa    Ha    ancopnL+MjaTa    Ha    I+e¢ypol{cMM    oA

eycneH3MjaTa  e  noMana  Bo  cnope46a  co  Ta6ne"Te,  ILITo  AOBe4yBa  noAOL|,Ha  Ao  noHMCKM
cepyMCKM    HMBoa   M    HaManeHa   cMCTeMCKa   6Mopacnono"MBocT   (4   Ao    17   %   noManny).

L+e¢ypol{cMM  ai{ceTm  opanHaTa  eycneH3iija  ce  noKaHano  AeKa  He  e  6MoeKBMBaneiiTiia  co

ue¢ypoKci" aKce"n Ta6ne"re npM McnMiyBarbe i{oe 6Mno M3Be4eHo Co 3ApaBIi Bo3pac"
4o6POBonL+M,    na   3aToa    He   MOxe   4a    ce   3aMe"    Ha    MMnMrpaM    Ha    MMnMrpaM    6a3a

(nomeAHeTe  Bo Aenor 4.2)  ®apMaKOKMHe"KaTa  Ha  uedypoKCMM  e nMHeapHa  Bo  oAHoc  Ha
opanHMOT Ao3eH  oncer ofl  125 Ao  loco  mg.  He  ce jaBMna  nyMynauMja
noBTopeHM opan" Ao3M o4 250 4o 500 mg.

flucmDu6vuuia
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Bp3yBahoero    3a    nporeMHrme    M3HecyBa    33   Ao    50    %    Bo    3aBMCHocT   oA    i{opMCTeHaTa

MeroAono"ja.    no    eAMHeilHa    Ao3a    Ha    500    mg   ra6neTa    co    Lie¢ypoKCMM    ai{ce"n
aAMMHMc"paHa   Ha    12   34paBM   4o6poBonL+M,    npMBrmHMOT   BonyMeH    Ha   AMCTPM6yL+Mja

M3HecyBan  50  L (CV %=28 %).  KOHueHTpaLiMrme  Ha  Lie¢ypol{cMM  Bo BMu]oK oA MMHMManHMre

MHXM6MTop"   HMBoa   3a   3aeAHiivKM   narore"   Moxe   4a   ce   noc"rHaT   Bo   roH3MflRTe,
ciiHycHMTe,     6poHXMjanHaTa     Myi{o3a,     KocKure,     nneBpanHaTa     TeHHocT,     TeiiHocTa     Bo

3mo6oBrme,  cMHOBMjanHaTa  TeuHocT,  iiHTepc"LiMjamaTa  TeiiHocT,  HomKaia,  cnyii/MOT  M
BOAeHMOT    xyMop.     I+e¢ypoKCMMOT    ja     noMMHyBa     KPBHo-Mo3ouHara     6apMepaTa     Kora

MeHMHrMTe ce  BOcnaneHM.

MeTa6onM3aM
L|e¢ypoKCMM  He ce MeTa6onM3Mpa.

EnMMMHauMia

CepyMcl{MOT nony>I{MBOT e noMefy 1 M  1,5 iiaca

HajroneM  Hen  oA flo3aTa  Ha  L+edypoi{cMM  ce  eKci{peTMpa  co  moMepynapHa  ®MnTpaLiMja  M
Ty6ynapHa cei{peL+Mja.

PeHanHMOT MMpeHc M3HecyBa Bo oncer oA 125 Ao 148 mL/min/1,73 m2 .

cneLLMianHM  nonvnaLLMM  Ha  naLLMeii"
'*

nod
fi;Tce 3a6enexa" pa3nMi{M Bo ¢apMaKOKMHe"KaTa Ha Lie¢ypoKCMM noMefy Ma" M H{eHM.

n0803DacHM nMiia

He e noTpe6Ha noce6Ha npeTiia3nMBocT Kaj noBo3pac" naLiMel+" co HopMawlHa 6y6pe"Ha

¢yHKUMja  80  A03M  AO  MaKCMMyM  1  g  Ha  AeH.  Kaj  noBo3Pac"  naLiMeii"  i"a  noroneMa
Bepoja"ocT  3a   nojaBa   Ha   HaManeHa   6y6pexHa   ¢yHI{LiMja,   3aroa,  Ao3aTa  Tpe6a  Aa   Ce
npM/iaro4M cnope4 6y6pexHaTa dyliKL+Mja Kaj oBMe nML+a (noMe4HeTe Bo 4enoT 4.2).

ne4MiaTDMci{a  nonvnauMia

l{aj  nocTapMTe  AoeHiiMfoa  (Ha  Bo3pacT  OA  3  MeceLiM)  M  i{aj  Aeua,  ¢apMal{OI{MHe"l{aTa  Ha

L+e¢ypokcMM e cnMilHa Ha oHaa i{aj Bo3Pac"Te.

He  nocTojaT noAaroqu  oA MMHMui{M  McninyBalba  3a ynoTpe6a  Ha  Lie¢ypoKCMM  aKceTm  I{aj

4epe Ha Bo3pacT no4 3 MeceL+M.

PeHanHo oLLITeTVBaibe

Be36eAHocTa    M    e®MKacHocTa    Ha    Lie¢ypol{cMM    aKceTm    i{aj    naLiMeli"    co    peHanHo

oLUTeTyBaLbe ce yiiiTe He e ycTaHOBeHa.  L|e¢ypoi{€MM  npMMapHo ce M3naLiyBa oA 6y6pe3MTe.

3aroa,   i{ai{o   M   Co   crme   TaK"   aH"6Mo"i+M,   Kaj   naLMeH"   co   3HaurmenHo   ouJTeTeHa
6y6peHKHa  ¢yHKLiMja  (Clcr  <  30  ml/min),  ce  npenopauyBa  Ao3aTa  Ha  ue¢ypoKcl"  Aa  Ce
HaMam 3a Aa ce I{oMneH3Mpa 3a HeroBaTa  no6aBHa eKCKpeLiMja  (nomeAHeTe Bo Aenor 4.2).

LLe¢ypol{cMM e¢MKacHo Moxe Aa ce oTCTpaHM co 4MjanM3a.

xenaTanHO OLLiTervBalbe

HeMa     AOCTani"      n04aroLi,M     3a      naL+Meii"     co     xenaTa/iHo     oLiiTeTyBa
I+e¢ypoKci"oT npMMapHo ce enMMMHMpa oA cTpaHa Ha 6y6pe3MTe, ce ouenyB
Ha xenaTa/iHa 4Mc¢yHKL+Mja 4a HeMa e¢eRT Bp3 HeroBaTa ¢apMaKoi{MHe"i{a.

11



I

®apMaKOKMHeTCKM/dapMaKOAMHaMci{MonHoj

3a    Lie®anocnopM"Te,    HajBax"OT   ¢apMaKoi{MHeTCKM-OapMal{oAMHaMci{M    MHAeKC    IJJTO

I{openMpa Co /.n  v/.vo e¢MKacHocTa Ce  nol{a"ano AeKa  e  npoLieHTOT Ha Ao3HMOT MHTepBan  (%

T)     co     Koj     HeBp3aHaTa     i{OHLieHTpaLiMja     ocTaHyBa     HaA     MMHMManHaTa     MHXM6MTopHa

i{oHi+eHTpaLiMja (MIC)  Ha ue®ypoKCMM 3a MHAMBMAyan"  Lien"  BMAOBM  (% T > MIC).

5.3 npeTMi.HMiiKi4 noAaTOLiM 3a 6e36e4HocTa
npeTMMHmKMTe  noAaTOLiM  He  nol{a"yBaaT  noce6Ha  onacHocT  3a  nyfeTo  Bp3  ocHOBa  Ha

CTVIMM  3a  6e36eAHoCHa  ¢apMaKono"ja,  TOKCMilHocT Ha  noBTope"  Ao3M,  reHOTOI{cMUHOcT

M  Toi{CMilHoCT  3a  PenpoAyKLiMja  M  pa3Boj.   He  ce  M3BeAe"  CTVIMM  3a  i{apLiMHoreHoCT,   Ho

HeMa AOKa3M  I{oM yi{aHyBaaT Ha  KaHLieporeH  noTeHL[Mjan.

AI{TMBHocTa  Ha  raMa  myTaMMn TpaHcnenTMAa3aTa  Bo ypMHaTa  Ha cTaopLiM  e rmxM6MpaHa  oA

Pa3nm"  L|e¢anocnopM",  Ho  HMBOTo  Ha  MHxii6MUMja  e  noMani{y  co  Lie¢ypoi{ci".  oBa
MOH{e  Aa  MMa  3Halleibe  Bo  MHTep¢epeHUMjaTa  Ha  lunMHMiiKMTe  na6opaTopMCKM  TecTOBM  i{aj

I,Yiero.

6. ®APMAL+EBTCKM  KAPARTEPMCTMKM

6.1 nMCTa  Ha ei{L|MnMeHCM

JaAPO:

rlpex{ena""3MpaH cKpo6
r{pocnoBM4OH

l{pOcKapMen03a HaTPMyM

HaTPMyM naypm cyn¢aT
MarHe3MyM cTeapaT

CMflMI{a,  KonoMAHa aHXMflpMpaHa  (AepocMn  200)

®MnM o6no"yBalbe:
MaTepMjan 3a ¢M" o6noxyBaibe 6p.1: (Sepifilm LP 770), ce cocTOM oA:
MeTimxMApoi{cMnponm L[enyno3a (E464)
MMi{poKPMCTanHa  L+enyno3a  (E460)

CTeapMHci{a  KMcenMHa  (E570)

TMTa"yM AMOKciiA (E171).

6.2 MH I(oivinaTi46rmHocTi4

He e npMMeHnMBo.

6.3 Pox Ha ynoTpe6a
3  roAMHM.

6.4 Halii4H Ha liyBaibe

Aa ce uyBa Ha TeMneparypa Ao 25 °C, Ha cyBo MecTo, 3aiiiTMTeHo oA cBe`"Ha.
neKOT Aa ce uyBa Ha MecTa HeAOcTan" 3a Aei+a!

6.5 npi4poAa i4 coApxMHa Ha naKyBai+eta
Ben, HenpoBMAeH PVC-TE-PVDC/Al 6nMCTep naKyBahe co 10 Ta6ne".
Ilai{yBaibe: 10 ¢imM-o6noH{e" Ta6ne"/16"cTep/Ky"ja
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6.6 MHCTpyl{LiMM 3a ynoTpe6a M paKyBatbe

HeMa    4oCTan"    no4aTOL+M    4ei{a    npenapaTOT    npeAM3BMi{yBa    Hecar{a"    e¢eK"    Bp3
"MBOTHaTa oi{onMHa. tleKOT Tpe6a Aa ce MC¢pnM  Bo cornacHocT co noKanHMTe nponMCM.

7. Hoci.Ten Ha o4o6pe"eTo 3a cTaBaLbe Ha flel{oT Bo npoMeT
HOBEn  MnAil cAHAjMM  BE TMUAPET A.lil.,

llpeTCTaB"LUTBo CKonje, C. P. MaKeAo"ja

8. Epoj Ha oAo6peHi.eTo 3a cTaBalbe Ha neKOT Bo npoMeT

09. AaTylvl Ha nocneAHaTa peBM3Mja Ha Tei{cTOT
04.2019
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