
rJlyKO®A}K 850 mg, cPMiiM o6noxe" Ta6iie"

E/]Ha ¢MliM-o6iio"eHa Ta6neTa coApxM 850 mg MeTq)OPMMH xMApoxiiopMfl LUTo oAroBapa
Ha 662,9 mg  MeTcPopMMH 6a3a.

3a  LieiiocHa jiMCTa  Ha  eKCL+MnMeHCM  BMAM  Bo AeJioT 6.1

®MiiM-o6noxe" Ta6JieTM.

BeJ", oKpyrJ", 6MKOHBeKc" a)MJiM-o6Jioxe" Ta6jie".

4.1. TepaneBTci{M  MHAMi{ali"

TpeTMaH   Ha   AMja6eTec   Mej"Tyc  TMn   2   oco6eHo   Kaj   roja3"   naHMeH"   Bo   cJiyHaj   Kora
ripo"Li]aHaTa AMeTa M Bex6M He pe3yJi"paaT co cooABeTHa KOHTporia Ha ri"KeMMiaTa.

•      Kaj    803pacHM,     rnyKOcpaxMOxe    Aa    ce    KOpMc"    KaKO    MOHOTepa"ja    Mi"    80
KOM6MHauMja Co flpy" opaJi" aH"AMja6e"LiM MJ" co MHcyJii".

•      Kaj Aeua  nouHyBajkM  oA  10  roAMLiJHa  Bo3pacT M  aAOJiecueH"  riiyKocpaxMoxe Aa ce
KopMc"   KaKo MOHOTepar"ja M" Bo KOM6MHauMja co MHcyJii".

3a6eiiexaHo e HaMaJiyBaibe Ha flMja6e"ii"Te KOMnJiMKaLiMM Kaj roja3" naHMeH" co TMn 2
AMja6eT TpeTMpa" co MeTcPopMMH  KaKo npMMapHa Tepa"ja no Heycnex co AMeTa.  (BMAM  Bo
AenoT 5.1 ).

4.2. J]o3Mpalbe M HavMH  Ha ynoTpe6a

BQ|Dac" co HopMaJIHa 6v6De}ra+a a)vHKUMia (GiR 2 90 mL/mJE}i

MOHomepanuja u KOM6uHauuja co 6pyau opaJ]Hu aHmuc)uja6emuuu:

Boo6MuaeHa    noileTHa    Ao3a    e    eAHa    Ta6neTa    o4    500mg    MJ"    850mg    MeTq)OPMMH
xMflpoxJiopMA  2  flo  3  na"  Ha  AeH  AaAeHa  Bo  TeK  MJ"  nocJie  o6poL+MTe.  no  10 Ao  15 AeHa
flo3aTa Tpe6a Aa ce npMiiaroAM   Bp3 6a3a Ha MepeibaTa Ha riiMKo3aTa Bo KPBTa.  nocTenero
3roTieMyBaibe   Ha   flo3aTa       Moke   Aa   ja   noAo6pM   racTpoMHec"HaiiHaTa   ToiiepaHLiMja.
MaKCMMaliHaTa ripenopauaHa 4HeBHa Ao3a e 39 3eMeHa KaKo 3 noAeJie" A03M.

AKo  ce  njiaHMpa  npeoFahoe  ofl  Apyr  opaJieH  aH"AMja6e"K:  npeKMHeTe
Apy"oT ari"AMja6e"K M  3anoilHeTe  co  MeTcPopMMH  Bo Ao3M  Li]To  ce
TeKCTOT.

KOM6uHauuja co uHcyrluH:

MeTcPopMMH   M   MHcyJ"HOT   MoxaT  Aa   ce   KopMCTaT   Bo   KOM6M"paHa

6aTa  Ha

Pace
nocTwirhe  noAo6pa  KOHTpoJia  Ha  rJiMKo3aTa  Bo  KPBTa.  MeTcPopMMH  xMApoxJiopM/]oT  ce



Bo  Boo6MiiaeHaTa   noileTHa  Ao3a  ofl  500mg   MJ"  850mg  2   MJ"   3  na"  AHeBHo,  Ao/]el(a
Ao3aTa Ha MHcyi"HOT Ce npMJlaroAyBa BP3 6a3a Ha MeperbaTa Ha riiMKo3aTa  Bo I(pBTa.

nocmapu Jiuua:

nopaflM    MoxHocTa    oA    HaMaJieHa    peHaJiHa    cpyHltL+Mja    Kaj    nocTapM    i"Lia,    Ao3aTa    Ha
MeTcPopMMH Tpe6a Aa  ce  npMiiaroAM  Bp3  6a3a  Ha  PeHaJiHaTa  a)yHKHMja.  PefloBHa  npoueHKa
Ha  peHajiHaTa cpyHKHMj.a e  HeonxoAHa.(  BMAM  80 AerloT 4.4)

HapyureHa 6y6pexHa ¢yHKu,uja

Bpe4HocTa  Ha  GFR  TDe6a  4a  ce
KOM   cone>KaT  MeTcboDMMH.   M  ,fla

nDOBepM  npeA  fla  ce  3arioiiHe  TeDa"iaTa  co  npoM3BoflM
ce  npoBepvBa  Ha_iManKv  eflHau  roflMiiHo  nociie  Toa.   Kai
noHaTaMOLLiHa  nDoroecMia  Ha  6v6De}Kiio  HaDvivBarbe  M  Kai

tovHKUMia   Tpe6a  4a   ce   nDOBeDVBa   noiiecTo.   Ha   nD.   Ha
naLMeHTM  co  3rorieMeH  DM3MK  o/I
nocTaDM   naLIMeH",   6v6pe)i{iiaTa
ceKOM  3rf5  MeceLiM.

GFR (mL/min) TOTaJiHa   MaKCMMaliHa  /]HeBHa A0noJl"TeJi" 3a6eneuKM
A03a   (Aa   ce   noAer"   Ha   2-3
flHeB" flo3M)

60-89 3000 mg Moke  fla  ce  3eMe  Bo  npe/IBM/I  peAyKL+Mja
Ha          Ao3aTa          Bo          3aBMCHocT          oA
HaMajiyBaLbeTo Ha 6y6pexHaTa ¢yHKUMja

45-59 2000 mg rlpeA    3anoiiHyBaLbe    Ha    TpeTMaHOT    cO
MeTq)OPMMH    Tpe6a    Aa    ce    pa3rJie4aaT
a)aKTopMTpe   KOM   MoxaT  Aa   ro  3roJieMaT
pM3Mi(oT  oA  JiaRTMiiKa  aHMAo3a  (BMflM  /]eJl

30-44 1000 mg 4.4)   .   rloiieTHaTa   flo3a   Tpe6a   Aa   6MAe
HajMHory     noiioBMHa     OA     MaltcMMajiHaTa

fl03a.

<30 - MeTcbopMMHOT e  KOHTpaMH4ML+MpaH.

fleLLa M aAOJlecueH"

MOHomepanuja u  KOM6uHauuja co uHcyJ]uH:

•      riiyKoq)a>i{ Moxe Aa  ce  KopMCTaT Kaj AeHa  noilHyBajfu  ofl  10  rof"LiJHa  Bo3paor   M  Kaj
aAOJiecueHTM.

•      Boo6MuaeHa  noiieTHa Ao3a  e  500  mg  M"  850mg  MeT¢oPMMH  xMApexJlopMA eAHau

4HeBHo 4aAeHa  Bo TeK rum  no o6poLiMTe.

rlo  10 Ao  15 AeHa Ao3aTa  Tpe6a Aa  ce  npunaroAM  Bp3  ocHOBa  Ha  MepeLbaTa  Ha  rjiMKo3aTa
Bo  KPBTa.rloereneHo  3roJieMyBaLbe  Ha Ao3aTa   Mo}Ke Aa ja  noAo6PM  racTpoi"ec"HaJiHaTa
TOJiepaHUMja.  MaKCMManHaTa  npenopallaHa AHeBHa Ao3a  Ha  MeTd)OPMMH XMflpoxJlopMA e 29
3eMeHa KaKo 2-3 noAene" Ao3M.

4.3.  KOHTpaMH4MKaLtMM:

•      rlpeiiyBCTBMTeiiHOcT Ha MeTcpOpMMH M" HeKoj on eKCLiM"eH"Te

AeJloT 6.1

•      CeKaitoB BMA Ha ai{yTHa MeTa6oJ"HKa aLiMAo3a (itaKo uTo e iia

f|Mja6e"HHa  KeToaLiMAo3a

•     flMja6e"llHa npe-KOMa.

•      TeuKa  peHarlHa  MHcyq)ML+MeHL|Mja  (GFR < 30  mL/min).
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•      AKyT"  cocToj6M   KOM  MoxaT fia ja  npoMeHaT peHaiiHaTa a)yHKLiMja   I(aKo Li]To ce:

AexMApaTaHMja,TeLUKa  MH¢eKLiMja,  Li]oK.

•     AKyT" M" xpO"ii" 3a6OnyBarba KOM MOxaT 4a npenM3BMKaaT XMnooKCMja Ha
TKMBaTa  KaKo  i]]To  ce:  CPLieBa  Mi"  PecnMpaToPHa  MHcycpMLiMeHUMja,  HeoAaMHeLi]eH
MMOKap/]MaiieH  MHq)apKT,  i]]OK.

•      XenaTaiiHa MHcycpMLiMeHHMja,  aKyTHO Tpyefoe co anKoxoJi,  ajiKoxoi"3aM.

4.4. CneuMjaJi" npenynpe4yBaiba M npeTna3iii4BocT npM ynoTpe6a

JlaK"ilHa aLiMfl03a

JlaK"iiHaTa   aLiMflo3a   e   peTKa,   Ho  cepMo3a   MeTa6oJiHa   KOMrmMKaLiMja     Koja   HajuecTo  ce

jaByBa npM  aKyTHo  BiioLi]yBaibe Ha 6y6pe}Kl+aTa a)yHKHMja  rum  KapAMopec"paTopHa 6oJlecT
Mi"   cenca.       Ai(yMyJlaHMjaTa   Ha    MeTcPoPMMH   ce   onyi]yBa   lipM    aKyTiio   BiioLi]yBatoe   Ha
6y6pe>KiiaTa q)yHKHMja  M  ro 3roTieMyBa  pM3MKOT o/I nojaBa Ha JiaRTMi]Ha  auno3a.

Bo  onyilaj  Ha  AexMApaTaLiMja  (Teui(a  AMjapea  unM  noBpakarbe,  TeMneparypa  rum  HaMaiieH
BHec Ha TeiiHOc"),  MeT¢OpMMHOT Tpe6a  npMBpeMeHO Aa ce  npeKMHe  M  ce  npenopaiiyBa Aa
ce  KOHTaKTMpa  MeAMi+MHCKo  rML+e.

MeflML+MHCKMTe   npoM3BOAM   KOM  Moxe  aKyTiio  Aa  ja   norlpellaT  6y6pe)I(I+aTa  cpyHKLiMja  (KaKo
LLITo   ce   aHTMXMnepTeH3MBM,   AMypeTMLiM    MJ"   HecTepoM4"    aH"MHd)naMaTop"   Jiei(OBM

(HCAMJl))  Tpe6a  Aa  ce  MHMUMpaaT  co  oco6eHo  BHMMaHMe  Kaj  nauMeH"  KOM  ce  Tpe"paaT
co   MeTq)OPMMH.   flpy"   pM3MK  a)aRTopM   3a   nojaBa   Ha  JiaiITMiiHa   aLiMAo3a   ce   npeKyMepHo
3eMaibe  Ha  aiiKoxoJi,  xenaTaJiHa  rmcy¢MUMeHHMja,  ona6o  KOHTpoJ"paH  f]Mja6eTec,  KeTo3a,
/]OiiroTpajHO   nocTelbe   M   ceKoja   cocToj6a   noBp3aHa   co  xMnooKCMja,   I(aKo   M   MCTOBpeMeHa
ynoTpe6a  Ha  MeAMUMHCKM  npoM3BOAM  KOM  Moxe Aa  npeAM3BMKaaT Jiai"iiHa auMf]o3a   (BMAM
Bo AeJioT 4.3 M 4.5).

rlaLiMeH"Te  M/rum  cTapaTei"Te  Tpe6a  Aa  6MAaT  MHq]opMMpa"  3a  pM3MKOT  oA  IiaK"iiHa
aHMAo3a.   JlaKTi;iuHaTa   aLtMAo3a   ce   KapaKTepM3Mpa   co   aLiM/]o3Ha   AMcnHea,   a6AOMMHaiiHa
6oni(a,   MycKyii"   rpileBM,   acTeHMa   MXMnoTepMMja   npooneAe"   co  KOMa.  floKoiiKy  nooroM
coMHeBarbe 3a  cMMnTOMM,  naHMeHTOT Tpe6a Aa npeKMHe /]a  3eMa  MeTq)OPMMH  M  BeAHaLu Aa
ce jaBM  Ha  cBojoT jieKap.  flMjarHOC"lIKo  na6opaToPMCKMTe  TecTOBM  noKa)i{yBaaT  HaMajieHa

pH    BpeflHocT    Ha    KPBTa    (<7,35),    noKaiieHo    HMBo    Ha    rma3Ma    iiaKTaT    (    >5    mmovL),
3rojieMyBaibe Ha aHjoHCKaTa  nponyc"MBOcT M iiaKTaT/ I"pyBaTe oAHOcOT.

PeHaJiHa d)vHKuria:

GFR  Tpe6a  Aa  ce  OApeAM  npeA  3anoHHyBafoe  Ha  TpeTMaHOT  M  peAOBHo  Bo  TeK  Ha  MCTirioT,
BMAM  AeJi   4.2.   MeT¢opMMHOT  e   KOHTpaMHAMLiMpaH   Kaj   nauMeH"   co   GFR<   30   mL/MMH   M
Tpe6a  npMBpeMeHo  fla  ce  npeKMHe  npM  cocToj6M  KOM  BJ"KjaaT  Ha  6y6pe}KiiaTa  q)yHKiiiija,
BMAM AeJi  4.3.

CDLieBa d]vHKUMia

rlaLiMeH"  co  cpLieBa  cJia6ocT  MMaaT  noroJieM  pM3MK  oA  nojaBa  Ha  xMnooi{cMja  M  peHaiiHa
MHcy¢MHMeHUMja.   MeTcPopMMH   Moxe  Aa   ce   KoPMC"   I(aj   naLiMeH"   co   cTa6MJiHa   cpueBa
ona6oCT,  co peAOBHo oneAeibe Ha peHaJiHaTa M cpueBaTa a)yHKL+Mja.

MeTq)OPMMH  e  KOHTpaMHAMLiMpaH  raj  naLiMeH"  co  aKyTiia  M  HecTa6MjiHa  cpueBa  ona6ocT

(BinAM  80 j]ejioT 4.3).

AAMi"MCTPMparbe Ha KOHTDacT" cpe/]cTBa KOM coj]pxaT ioA:

MHTpaBacKyJiapHa   a4MM"cTpaL|Mja   Ha   KOHTpacTHM   cpeACTBa   KOM

AOBeAe   Ao   KOHTpacTHo   MHf]yuMpaHa   Hecppona"ja,   Koja   pe3yiiTMp
MeTq)OpMMH    M    3rojieMeH    pM3MK    oq    nojaBa    Ha    JiaK"ilHa    auMAo3
MeTcbopMMH  Tpe6a  Aa   ce   npeKMHe  48  llaca   npeA   npoL|eflypaTa   Ha   a
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joA"oT  KOHTpacT  MJ"  3a  BpeMe  Ha  MCTaTa  M  He  Tpe6a  Aa  ce  npoAoiixM  co  Tepar"jaTa
HajMajiKy 48 iiaca  no TecTMpaLbeTo,  oTKai(o noBTopHo ke Ce npoL+e"  PeHajiHaTa cpyHKHMja M
ce noTBPAM AeKa e cTa6MriHa,  BMflM  Bo AeJioT 4.2  M 4.5.

XLMpypILJKM  MHTeDBeHUMEL

3eMaH>eTo  Ha  MeTq)OPMMH  Tpe6a  Aa  Ce  npeKMHe  npeA  oApeAeHa  xMpypLi]Ka  MHTepBeHL+Mja
nod  onLi]Ta,   cnMHailHa  Mi"  enMqypaiiHa  aHecTe3Mja.  Tepa"jaTa   M0%e  noBTopHo  Aa  ce
3anoHHe  He  nopaHo  oA 48  l]aca  no  onepa"BHaTa  MHTepBeHLiMja  MT"  no  noBTopHo  3eMaibe
Ha  xpaHa  opaiiHo  M  Toa  caMo  oTKaKo  noBTopHo  ke  ce  npoue"  peHaJiHaTa  cpyHL+Mja  M  ce
rloTBPAM AeKa e cTa6MiiHa

_r]e/]MiaTDMci(anonviiauMia=

HMjarHo3aTa   Ha   flMja6eTec   MeJ"Tyc  TMn   2   Mopa   Aa   ce   noTBPAM   npeA  fia   ce   3alioilHe
TpeTMaHOT cO  MeTq)OpMMH.

Bo   TeK   Ha   KOHTporMpa"Te   Ki"""   McnMTyBaLba   Bo   BpeMeTpaetbe   oA   eHa   roj]MHa
MeTcPopMMH  He  noKaxan  BI"ja"e  BP3  pacTOT  M  ny6epTeTOT  Ho  HeMa  noflaTOL+M  3a  oBMe
cneL+M¢MH"   TO"   3a   flonroTpaj"   McnMTyBaLba.   3aToa   ce   npenopaiiyBa   BHMMaTejiHO
cjieAefoe   Ha   ecpeRTMTe   Ha   MeTq)OPMMH   3a   oBMe   napaMeTPM,   Kaj   Aeua   Tpe"pa"   co
MeTcPopMMH oco6eHo  Kaj  npeA-ny6epTeTCKM AeL|a.

Beua Ha 8o3Pacm noMefy 10 u 12 aoouHu;

CaMo   15   naLiMeH"   Ha   Bo3pacT   oq   10  j]o   12   roAM"   6Miie   BKJiyue"   Bo   KOHTpojiHMTe
KjiMHMiiKM    Mc"TyBarba    cnpoBefie"    Kaj    AeLta    M    afloJiecLieHTM.    Mal{o    eq)MKacHoCTa    M
cMrypHOcTa  Ha  MeT¢OpMMH   t{aj  OBMe fleLia  He  ce  pa3j"ityBa  Ofi ecpMKacHOcTa  M  cMrypHOcTa
Kaj  nocTapM  fleLia  M  afloJiecLieHTM,  oco6eHo  BHMMaHMe  ce  lipenopailyBa  npM  npo"LuyBabe
Ha fleHa Ha  Bo3pacT noMefy  10 M  12  roAMHM.

I_Py" npeflvll peAyBarbLai

CMTe  naLiMeH"  Tpe6a Aa  npofloiixaT co  cBojaTa AMeTa  co  paMHOMepHo  pacnpeAeTiyBaibe
Ha  BHecyBtbeTo  Ha  jarJiexMflpa"  Bo  TeKOT  Ha  AeHOT.  nauMeH"Te  co  npeKyMepHa  TexMHa
Tpe6a Aa ja npofloJIxaT cBojaTa eHepreTCKM  HaMajleHa AMeTa.

Boo6MHaeHMTe jia6opaTopMCKM TecTOBM  3a clieflebe  Ha AMa6eTec Tpe6a fia Ce  M3BeflyBaaT

PeAOBHO.

MeT¢opMMH   KaKo   MOHOTepa"ja   He   npeflM3BMKyBa  xMnorl"KeMMja,   MefyToa  ce  coBeTyBa
BHMMaBaibe     Kora     ce     KopMc"     Bo     KOM6MHai+Mja     co     MHcy"H     MJ"    flpy"     opaJ"
aH"AMja6e"LiM (Ha np. cynq)o"n ypea npenapa" M" Mer"""flM).

4.5. MHTepaKulm co flpy" Jiei{oBM M Apy" a)OpMM Ha MHTepaKu"

!try nDenooailvBa 3aeflHMilita vnoTpe6a£Qi

AJTKOXOJ]:

nocTOM  3roiieMeH  pM3MK  Oq  iiaRTMiiHa  aLiMA03a  ripM  MHToi(cMi{auMja
cJiyHaM Ha riiaflyBarbe M" HeyxpaHeTOcT, xenaTaii" HapyLi]yBaiba.
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KOHmpacmHu cpe6cmea co joo :

MeTd)OPMMHOT  Mopa  Aa  ce  npeKMHe  48  ilaca  npeA  npoL|eflypaTa  Ha  aAMM"cTpauMja  Ha

joA"oT  KOHTpacT  M"  3a  BpeMe  Ha  MCTaTa  M  He  Tpe6a  Aa  ce  npoAOJixM  co  Tepa"jaTa
HajMajiKy 48 iiaca  no TecTMpaibeTo,  oTKaKo noBTopHo  ke ce npoLie"  peHaiiHaTa d}yHKUMja M
ce  rioTBPAM f|eKa e cTa6MnHa,  BMAM  Bo AeJloT 4.2  M 4.5.

KOM6MHauMM  Kai  KOM  e  noTDe6Ha  nDeTiia3jiMBocT nDM  vnoTDe6a:

HeKOM  MeAMUMHCKM  npoM3BOAM  Moxe  HecaKaHo  Aa  B"jaaT  Ha  6y6pe>KiiaTa  a)yHKUMja  i]jTo
Moxe Aa  ro 3roJieMM  pM3MKOT ofl  nojaBa  Ha JiaK"ilHa  aHMAo3a,  Ha  np.  HCAMJl,  BunyiiyBajRM
M   oneK"B"   uMKiio-oKCMreHa3a   (COX)II   MHXM6uropM,   ACE   MHXM6rmopM,   aH"oTeH3MH   11

peuenTop"  aHTaroHMc"  M 4MypeTMHM,  oco6eHo AMypeTML+M  Ha XeunMeBaTa  neTeliKa.  Kora
ce 3anoiiHyBa  co  M/rum  ce ynoTpe6yBaaT Tal{BM  IipoM3BOAM  Bo  KOM6MHaLiMja  co MeTd)OPMMH,
noTpe6Ho e  BHMMaTeJIHo cJlefieibe Ha 6y6Pe}I{iiaTa  dyyHI{LiMja.

Me6uuuHCKume   npenapamu   co   uHmpu3uuHa   xunepeJ]uKeMuuHa   aKmu8Hocm   (I(aKo   Ha
npuMep enyKOKopmuKou6u (cucmeMCKu  u J]oKanHu namuurma) u cuMnamoMUMemuLiu):

noiiecTo  npoBepyBaLbe  Ha  HMBOTo  Ha  rjiMKo3a  Bo  KPBTa  Mo>Ke Aa  6MAe  noTpe6Ho,  ocobeHo
Ha    noileTOKOT    Ha    iieKyBaLbeTo.    4oKonny    e    noTpe6Ho    nprmaro/]eTe    ja    4o3aTa    Ha
aH"fiMja6e"itoT Bo TeKOT Ha Tepar"jaTa co Apyr Tiei( ce Ao HeroBOTo npeKi"yBaLbe.

OpaaHCKu KamjoHcl(u mpaHcnomepu (OCT)

MeTq)OPMMHOT e cyncTpaT 3a ABaTa BMAa TpaHcnopTepM OCT 1  M OCT2.

3ae4"iir(a a4MM"cTpaLLMja Ha MeTq)OPMMH co:

•      MHXM6MTopM  Ha  OCT1  (Kai(o  Li]To e  BepanaMMii)  Moke f]a ja  HaMai" eq)MKacHocTa  Ha
MeTcpOpMMH

MH/]yKTopM     Ha     OCT!      (KaKo     i]]To     e     pMcpaM"uMH)     Moke     Aa     ja     HaMaJ"
racTpoMHTecTMHa]iHaTa ancopnLiMja  M ed)MKacHocT Ha  MeT¢OpMMH

MHXM6MTopM     Ha    OCT2    (Kaito    Li]To    ce    L+MMeTMAMH,    AOJiyTerpaBMp,    paHoiia3MH,
TPMMeTonpMM,     BaHAeTaHM6,     McoBaKyHa3oii)     Moxe    fla    ja     HaMai"     peHaJiHaTa
eJii"i"aLiwia      Ha      MeTq)OPMMH      M     TaKa     fla     AOBeAe     co     3roJieMyBaibe     Ha
MeT¢poMMHCKMTe  nJia3Ma  KOHHeHTpaLiMM.

MHXM6MTopM  Ha  OCT  1   M  OCT2  (KaKo  i]]To  ce  KPM3o""6,  oiianapM6)  Moxe  /]a  ja
npoMe" ecpMKacHocTa M  peHajiHaTa ei"MrmaHMja Ha MeTq)OPMMH.

Ce  npenopaiiyBa  BHMMaHMe,  oco6eHO  Kaj  nauMeH"  co  6y6pex"  HapyLi]yBattia,  Kora  oBMe
iieKOBM      ce      aAMMHMCTPMpaaT      3aeAHo      Co      MeTq)opMrmoT,       6MAejRM      njia3MaTCKaTa
KOHueHTpaLiwia  Ha  MeTcP0pMMH  Moxe  Aa  ce  3roJieMM.  floKOJIKy  e  noTpe6Ho,  Tpe6a  Aa  ce
3eMe     Bo     npeABMA     npMJiaroflyBarbe     Ha     fio3aTa     Ha     MeTcPopMMHOT     6MAejkM     OCT
MHXM6MTopMTe/ MHfiyKTopMTe  Moxe fla ja  ripoMeHaT ecpMi(acHocTa   Ha  MeTcPpoMMHOT.

4.6. nnoAHocT, 6peMeHocT M iiaRTaLiMja

BDeMeHoer

HeKOHTpoj"paH +]Mja6eT 3a  BpeMe  Ha 6peMeHocT (3a BpeMe Ha recTa
TeKOT   Ha   L+eJia   6peMeHocT)   e   noBp3aH   Co   3rojieMeH   pM3Mi(  oA   n
a6HopMajiHoc"  M riepMHaTaJiHa cMPTHocT.

Orpa"lleH  6poj  Ha  noAaTOL|M Ao6Me"  oA ynoTpe6a  Ha  MeTd)OPM
MHAML|MpaaT  Ha  3roJleMeH  PM3MK  ofi  KOHreHMTari"  a6HopMaiiHoci

OjaHO  80
MTanHM

eHM  He
MBOTHM



He    noKaxyBaaT    LUTeTHM    eq)eK"    LUTo    ce    oAHecyBaaT    Ha    6peMeHocTa,    Pa3BojoT    Ha
eM6pMOHOT Mi"  CpeTycoT,  nopoAyBarbeTo Mi"  nocTHaTaiiHMOT Pa3B0j..  (BMAM  80 AeiloT 5.3)

Kora  iiauMeHTOT niiaHMpa  6peMeHocT MJ"  Bo TeK Ha 6peMeHocTa,  AMja6eTecoT He Tpe6a Aa
ce  TpeTMpa  co  MeTd)OPMMH,  TyKy  3a  of]P>KyBaibe  Ha  HMBOTo  Ha  rjiyKo3aTa  Bo  KPBTa  Li]To  e
MoxHo  no6i"cKy  Ao  HopMaiiHOTo,  Tpe6a  fla  ce  KopMc"  MHcyi"H,  co  Lien  fia  ce  HaMa"
pM3Mi(oT  oA  MaiicpopMaL+MM   Ha  ¢eTycoT  noBp3a"   CO  a6HopMan"  HMBoa  Ha  riiyKo3a   Bo
KPBTa.

JlaKTaLiMia

MeT¢opMMH ce M3iiailyBa Bo MiieKOTo 3a BpeMe Ha iiaKTaLiMja.  He ce 3a6ejiexa" HecaKa"
peaKLiMM  Kaj AoeHiMrbaTa.   Cenal(,  6MflejKM  orpaHl"eH 6Poj  Ha  noAaTOL|M Ce AoCTanHM,  He ce
npenopaiiyBa  floeibe  3a  BpeMe  Ha  Tepa"ja  co  MeTd)OPMMH.  Tpe6a  Aa  ce  f]oHece  oflJiyl(a
AaJ"   /]a   ce   npeKMHe   AoehaeTo,    3eMajKM    ro   80   npeqBMf]   3HailetbeTo   Ha   AoeibeTo   M
HecaKaHMTe eq)eK" 3a AeTeTo.

njioAHOcT

rljioAHOcTa  Ha  MaLi]itM  M  xeHCKM  cTaopLiM  e  HenpoMeHeTa  npM  aAMM"cTpaLiMja  Ha  BMcOKM

Ao3M   oA   600Mr/Kr/AeH   Ha   MeTCPoPMMH,   IJJTo   e   npM6"xHo  TPM   na"   noBMcoKa  Ao3a   oA
MaKCMMaiiHaTa   npenopallaHa  4HeBHa  A03a  npecMeTaHa  Cnope4  noBPLLJMHa  Ha  iioBeilKOTo
TeJ|0.

4.7.  EcbeRTM Bp3 cnoco6HocTa 3a ynpaByBaibe co Bo3Miia M MaLLiMHM

MeTd)OPMMH   KaKo   MOHOTepa"ja   He  npe4M3BMKyBa  xMnori"KeMMja   M  3aToa  HeMa  HMKaKBo
Bi"ja"e Bp3 cnoco6HocTa 3a ynpaByBafoe co Bo3Miia M  MaLi]MHM.

Cenal( Ha  naLiMeHTMTe Tpe6a Aa  MM  ce  o6pHe  BHMMaHMe 3a  pM3MKOT qu xMnor"KeMMja  Kora
MeTcPopMMH ce KopMc" Bo KOM6unaLiMja co fipy" aH"AMja6e"i]" areHCM (cynq)a"iiypea
npenapa", MHcyj"H, MerJ"""flM)

4.8. Hecai{a" AejcTBa

3a BpeMe Ha  Tepa"jaTa co MeTcPopMMH Hajiiec" HecaKa" ecpeK" ce raAerbe,
noBpakarbe, flMjapea,  a6/]oMMHaJiHa 6ojiKa M ry6atbe  Ha aneTMT itoM  Bo HajroiieM 6poj  Ha
ciiyiiaM cnoHTaHO Mci]e3HyBaaT.  rlpeBeH"BHO ce npenopailyBa   ynoTpe6a Ha MeT®OpMMH
Bo 2 Ao 3 AHeB"  Ao3M M  nocTeneHO 3roiieMyBarbe Ha flo3aTa.

rlpM Tepa"ja co MeTpcPopMMH Moke Aa ce nojaBaT ciieflHMTe HecaKa" ecpeRTM.
®pei{BeHL+MjaTa e AecpM"paHa KaKo LiJTo ciieAM:  MHory uec"21/10;  Hec" 21/100,  <1/10;
HeBoo6Milae" 21/1,000,  <1/100;  peTitM 21/10,000,  <1/1,000;  MHory peTKM <1/10,000,

Co ceKoe  rpy"paibe  no  cppeKBeHTHocT,  HecaKaHMTe AejcTBa ce  npeTCTaBe"  no PeAoCJlen
Ha  HaMajiyBaLbe Ha  cepM03HOcTa.

MeTa6oJ"3aM  M  HaDVLLivBaiba  Bo McxDaHaTa:

MHoey pemKu:

naKTMHHa  aHMAo3a  (  Bi/iflM  Bo AeJioT 4.4.)
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HaMatiyBalee  Ha  ancopni+MjaTa  Ha  BMTaMMHOT  Bi2co  HaMaJiyBIbe  Ha  cepyMCKMTe  HMBoa  Bo
Tei(oT Ha AoiiroTpajHa  ynoTpe6a  Ha  MeTq)OPMMH.  3eMarbe  Bo  npeABMfl  Ha  oBaa  e"ojio"ja
ce npenopallyBa, AOKoiiKy ce pa6o" 3a naLiMeHT co Merajio6nacTHa aHeMMja.

HaDVuvBaiba  Ha  HeDBHMOT cMCTeM:

Vecmu.. HapyuyBaiba Ha BKycoT

racTDOMHTecTMHajiHM  HaDvujvBaLba:

MHoey  itecmu..   raorpoMHTec"Haii"   HapyuyBaiba   Kai(o   ra|]etbe,   noBpafaLbe,   AMjapea,
a6/]oMMHajiHa  6onKa  M  ry6eLbe  Ha  aneTMTOT.  oBMe  HecaKa"  eq)eK"  ce  nojaByBaaT MHory
ilecTO 80 TeK Ha  BOBeAyBaLbe Ha Tepa"jaTa M Mciie3HyBaaT cnoHTaHO 80 noBekeTO OnyilaM.

3a   npeBeHUMja  Ha  oBMe   Hapyi]jyBaiba  ce   npenopaiiyBa   MeTcPopMMH  fla  ce  3eMa  Bo  2-3
AHeB"  Ao3M  Bo  TeK  Ml"  no  o6poKOT.  BaBHo 3roJleMyBarbe  Ha Ao3aTa  Moke fla ja  noAo6PM
racTpoMHTec"HaiiHaTa TOJlepaHUM|.a.

XenaTo6rmMiaDHM  HaDvuvBarba:

MHoey pemKu..  M3oj"pa"  M3BeLi]TaM  3a  a6HopMaiiHoerM  Ha  LipHOApo6"Te  a)yHKL+MOHaii"
TecTOBM  MI" xenaTLITMc KOM  Mciie3HyBaaT co npeKMH  Ha ynoTpe6aTa  Ha  MeTcbopMMH.

HapvuvBait>a  Ha  Ko>KaTa  M  cv6KVTaoTo TKMBo:

MHoey pemKu.. Ko>KHM  peaKHMM  KaKo  LipBeHMJio,  iieLi]aLbe,  yp"KapMja

lleflMjaTPMcl{a nonyJiauMja:

Bo    ny6i"KyBa"Te    M    nocT-MapKeTMHLiJKMTe    noj]aTOLiM    M    Bo    I(oHTpol"paHMTe    KJiMHMilKM
McnMTyBarba  itaj    itoHTpoi"paHa  neAMjaTPMCKa  nonyJiaLiMja  Ha  Bo3pacT  o/I  10  -16  roAM"
TpeTMpa"  Bo TeK Ha  1  ro/]MHa,  npMjaBe"Te  Hecai(aHM AejcTBa  no  npMPofia  M TexMHa  6Mne
ciiMHHM  Ha  npMjaBe"Te  Kaj  803pacHM.

rlpMiaBa  Ha  HecaKaHM /]eicTBa

npMjaByBatbe   Ha   HecaKaHM   /]ejcTBa   no   pe"cTpaLiMj.aTa   Ha   Jiei{OT   e   Ba>Kiio.   Toa   0803Mo>ityBaHo
nocTojaHo cJie4eLbe  Ha  npraoBKLITe  M  PM3MKOT qu  ynoTpe6a  Ha JieKOT.    MeAML+MHCKMTe  pa6oT"L+M  ce
noBMKa" Aa  "  npwiaBar Crme  HecaKa"  AejcTBa  Bo  HauMOHaJi"oT  L|eHTap 3a  cpapMaitoBMreiiaHLia
Ha   Peny6"Ka  Mai{eAo"ja.   HecaKaHure   peaKHMM   oA  JieKOBMTe   Mo}l{e  Aa   "   npMjaBrme   Bo
Hal+MOHaii"oT  LieHTap  3a  ¢apMaKOBMrrmaHng   npM  AreHUMjaTa  3a  JieKOBM   M   MeAMUMHCKM
cpeACTBa   (yii.CB.KMprm   M   MeTOAMj   6p.54   itaT   1)   Mm   no   eiieKTpoHcitM   naT   npeny   Be6
cTpaHaTa Ha AreHLiMjaTa  http://malmed.gov.ink/.

4.9 npeAo3Mpaibe

XMnor"KeMMja  He  e  3a6ejiexaHa  I(aj  Ao3M  M  Ao  85g,  Mai(o  Bo  TaKBM  oKOJiHoc"  ce I.aByBa
iiaK"iiHa  aLiM4o3a.  BMcoKo  npe4o3Mparbe  co  MeTq)OPMMH  Mj"  KOM6M"pa"  pM3MUM  Moxe

Aa  floBef|aT  Ao  JlaKTMllHa   aL|MA03a.   JlaKTMilHaTa  aHMAo3a  e   MTHa  MeflMLiMHCKa  cocToj6a  M
Mopa 4a  ce TpeTMpa  Bo  6oJi"ua.  Haj4o6ap HaiJMH 4a ce 3a
MeTdyopMM`H   e co xeMOAMja"3a.
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5.1. ®apMaitoAMHaMci{M oco6eHoc"

®apMaKOTepaneBTCKa  rpyna:  Jlei(OBM  KOM ro HaMaJiyBaaT HMBOTO Ha  rjiyK03a  80
KPBTa.BMrBa"flM"  ; ATC KOA: A10BA02

MeTq)OPMMH  e  6MrBa"AMH  co  aH"xMnepri"KeMMHeH  ecpeRT,  ja  c"}i{yBa  M  6a3aiiHaTa  M
riocTiipaHAMaiiHaTa  rJiyKo3a  Bo  iijia3MaTa.  He cTMMyi"Pa  ceKpeLiMja  Ha  MHcyi"H  M 3aToa  He
ripeAM3BMKyBa XMnort"KeMMja.

MeTcPopMMH  Moxe Aa AejiyBa  npei{y 3  MexaHM3MM:

(1)     HaMajiyBatbe    Ha    co3AaBatbeTO    Ha    riiyKo3a    Bo    xenapoT    co    MHXM6MUMja    Ha
rjiyKOHeoreHe3aTa  M riiyKoreHoj"3aTa.

(2)    Bo MycKyi"Te  ,  co 3roiieMyBabe Ha MHcyJ"HCKaTa ceH3MTMBHocT,  co noAo6pyBaibe

Ha  nepMq)epHOTO lipe83eMaLbe  M  MCKOpMCTyBarbe  Ha  rliyK03aTa.

(3)  M  oAiloxyBaH>e Ha  MHTecTMHaiiHaTa a6copnL+Mja  Ha  riiyKo3aTa.

MeTq)OPMMH ja  cTMMyi"pa  MHTpaueJiyiiapHaTa  cMHTe3a  Ha  rjiMKoreH fleJiyBajkM  Ha  rJiMKoreH
cMHTe3aTa.

MeT¢opMMH   ro   3ro/ieMyBa   TpaHcnopTHMOT   KanaHMTeT   Ha   cMTe   "noBM   Ha   MeM6paHcltM
rliyKo3a TpaHcnopTepM (rJlyT) no3Ha" Aocera.

Bo   KiiMHMilKMTe   Mc"TyBaiba,   ynoTpe6aTa   Ha   MeTq)OPMMH   6eue   noBp3aHa   co   cTa6MiiHa
TejiecHa TexMHa  MJ"  MaJia 3ary6a Bo TejiecHaTa TexMHa.

Kaj  iiyfe,  He3aBMCHo  oA  HeroBOTo  BJ"ja"e  Ha  rJ"KeMMjaTa,  MeTcPopMMH  xMApoxJiopMfloT
MMa   no3MTMBeH   ecpeKT   Bp3   MeTa6oi"3MOT   Ha   iiMnMAMTe.   oBa   e   fleMOHCTPMpaHo      npM
TeparieBTci(M   Ao3M   Bo   KOHTpoJ"pa"   cpeA"   MJ"   AOJiroTpaj."   KJiMHMiiKM   Mc"TyBarba:
MeT®opMrm   xMApoxJiopMAOT   ro   HaMaJiyBa   BKynHMOT   xojiecTepoii,   LDL   xojiecTepoiioT   M
HMBOTO  Ha TPMrT"LiepM4MTe.

Ki"HMilKa ed)MKaonocT:

rlpooneK"BHaTa   paHAOMM3MpaHa   cTyAMja   (UKPDS)   ja   yTBPAM   KopMCTa   oA   f]oJiropoHHa
MHTeH3MBHa  i{oHTpojia   Ha   riiyito3aTa  Bo   KPBTa   Kai.   Bo3paonM  Hal+MeH"  co  AMja6eT  TMn  2.
pe3ynTa"Te o4 aHaJiM3MTe   Kaj nauMeHTLITe co npeKyMepHa Te>I(MHa Tpe"pa" co

MeTcPopMMH  rio Heycnex caMo co AMeTa  noKa}Kaa:

-      3HailajHo  HaMaiiyBarbe  Ha  a6cojiyT"oT pM3MK oA  6MJio  itoja  KOMn"KaLiMja  noBpeaHa

co  flMja6eTec   Bo   rpynaTa   co   MeTcPoPMMH   (29.8   onyiiaM/1000   naLiMeH"   rof|MuHo)
Hacnpo"  caMo AMeTa  (43.3 onyiiaM/1000 naHMeH"  roAMuHo),p=0.0023,  M  Hacnpo"
KOM6M"paHa   cyiiq)aHrmypea   M   MHcyJ"H   MOHOTepa"ja   rpy"   (40.1   onyuaM/1000
naLiMeH"  roAMLUHo,p=0.0034;

-      3Hai+ajHo     HaMajiyBahoe     Ha     a6coiiyTHMOT     pM3MK    oA     MopTai"TeT     noBp3aH     co

AMja6eTOT:MeT¢opMMH7.5   onyiiaM/   1000   Hal+MeH"   roflMLiJHo,   caMo   co  AMeTa   12.7
onyilaM/1000  iiaLiMeH"  roAOLljHo,  p=0.017;

-3HaHajHO HaMaJiyBatbe Ha  a6CoJiyTi"oT PM3MK OA ceBnyneH  MopTariureT:  MeTq)OPMMH

13.5   onyiiaM/1000   nauMeH"   rof]MLIJHo,   Hacnpo"   caMo   AMeTa   20.6   onyuaM/1000
nauMeH"  roAMLiJHo  (p=o.ol 1),   M  Hacnpo"  KOM6MHMpaHa  cyncpaHrmypeaM  MHcyj"H
MOHOTepa"ja  18.9 cJlyliaM/1000 naLiMeH" roAMuHo(p=0.021 );

-      3HaHajHo  HaMaiiyBarbe  Ha  a6CojiyTHMOT  PM3MK  oq  MMOKapAeH

11     cjiyilaM/1000    nauMeH"    roAMIJJHo,    Hacnpo"    CaMo    flM
naLiMeH" rofiMUHo(p=0.01 )
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npMflo6MBKM   Bo  norjieA  Ha  KiiMHMilKMTe  pe3yiiTa"  He  ce  3a6eiiexa"  itora  MeTcbopMMH  ce
KopMc" KaKo iieK oA BTop M36op,  Bo KOM6MHaHMja co cyJiq)a"iiypea.

Kaj  TMn   1   AMja6eT  KOM6MHaLiMjaTa   MeTd)OPMMH   M   MHcyi"H   e   ynoTpe6yBaHa   Kaj   oA6pa"
riaL|MeHTM,    MefyToa    lunM""    npMAo6MBI(M    qu    oBaa    KOM6MHaLiMja    He    ce    cPopMaiiHo

yTBPAeHM.

_rle4MiaTPMCLta  nonviiauM_ia

KOHTpo"pa"  imMHMiiKM  Mc"TyBalba  Kaj  oA6paHa  rieAMjaTPMCKa  nonyJiaL+Mja  Ha   10  -16
roAMLiJHa    Bo3pacT   TpeTMpa"    Bo   TeK   Ha    eAHa    roAMHa    noi(axaa    cJiMiieH    oAroBop   Ha
rjiMKeMMiiHaTa  KOHTpoiia  KaKO  OHaa  itaj  803pacHMTe.

5.2 ®apMaitol{MHeTci{M oco6eHoc"

A6coonuMia:

Ilo  opajiHa  flo3a  Ha  Ta6JleTa  MeTq)OPMMH  XMf|POXJlopMA,Cmaxce   noc"rHyBa  3a  2,5  llaca

(tmax).AncoJlyTHaTa  6MOpacnoJIO>KMBoCT  Ha  MeTcbopMMH  XMflpoxJlopMA  Ta6JleTa  qq  500  mg
Mi"  850  mg  e  npM6i"}Kiio  50-60%  Kaj  3ApaBM  jiMLia.  Ilo  opaiiHa  Ao3a  Hea6cop6MpaHaTa
cppaKLiMja 2o-3o% ce nojaByBa Bo a)eLiecoT.

no  opatiHa  aAMM"cTpauMja  a6copnLiMjaTa  Ha  MeTq)OPMMH  Moke  fla  ce  3acMTM  M  Aa  6MAe
HeKOMniie"a.     ce     npeTnocTaByBa    AeKa     ¢apMaKOKMHe"KaTa     Ha     ancopnLiMjaTa     Ha
MeTdyopMMH e Hei"HeapHa.

Bo     npenopaila"    A03M     M     rmaHCKM    Ao3MpaH,     MeTq)OPMMH     noorMrHyBa     paMHOMepHa
itoHHeHTpaLiMja  Bo njia3MaTa  Bo TeK Ha 24 4o 48 ilaca  M BorJiaBHo e noMaJiny on  1  Dg/ml.  Bo
KOHTporMpa"  KjiMHMiiKM  CTyqMM  Mai(cMMajiHMTe  HMBoa  Ha  MeTCPoPMMH  Bo  rma3MaTa  (Cmax)
He  HaflMMHyBaaT5Hg/ml,  AypM  M  npM  MaKCMMaJi" Ao3M.

XpaHaTa  ro  HaMajiyBa  cTeneHOT  M  6Jiaro  ja  oAjio)i{yBa  a6copniii4jaTa  Ha  MeTcPopMMH.   Ilo
anMM"cTpaHMj.a    Ha   flo3a    oA   850   mg,    3a6e]ie>KaHo   e   40%    noMan    nMK   Ha   rma3Ma
KOHHeHTpauMjaTa,  25%  HaMaiiyBalbe  Ha  noBPLiJMHaTa  nod  KPMBaTa  (AUC)  M  npoAOJinyBarbe
Ha  BpeMeTo  Ao  nMKOT  Ha  niia3Ma  KOHLieHTpaLiMjaTa  3a  35  MMHy".  Kj"HMiiita  peiieBaHTBocT
Ha  oBMe  rioAaTOL+M  e  Heno3HaTa.

J]MCTDM6vuMia:

Bp3yBaLbeTo  3a   njia3Ma   npoTeMHMTe  e  3aHeMaprMBo.   MeTq)OPMMH   ce   paonpe4eJiyBa  Bo
epMTpoHMTMTe.  rlMKOT  Bo  KPBTa  e  noHM3oK  o4  nMKOT  Bo  nJia3MaTa  M  ce  nojaByBa  cKopo  Bo
MCTo  BpeMe.  HPBe"Te  KPB"  KjieTKM  HajBepoja"o  npeTCTaByBaaT  ceKyHqapeH  oAfleJi  3a
flMCTPM6yLiMja.  CpeA"oT BOJiyMeH  Ha /]MCTPM6yLiMja ovd) e noMefy 63-276  I.

MeTa6oj"3aM:

MeTcPoMMH  ce  M3iiaiiyBa  HenpoMeHeT Bo ypMHaTa.  He  ce  M/]eH"d)MKyBa"  MeTa6oJ""  Kaj
Jlyfe.

Ei"MMHauMia:

PeHanHMOT   KrMpeHc   Ha   MeTq)OPMMH   Kaj   3ApaBM   J"Lia   e   noroJieM

yKa>KyBa   f]ei(a   MeTq)OPMMH   ce   erii"MHMpa   co   rJioMepyJiapHa   cprm
ceKpeuMja.  rlo OpaiiHa A03a BMArMB TepMMHaiieH noiiyxMBOT Ha et"
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Kora  peHajiHaTa  a)yHKLiMja  e  Bjioi]]eHa,  peHaiiHMOT  Ki"peHc  ce  HaMaiiyBa  nponopLtMOHajiHO
co  Toj  Ha  I(peaTMHMHOT  M  3aToa  noiiyxMBOTOT  Ha  eJ"MMHaLiMja  e  npoAOJixeH,  fioBeAyBajkM

/]0 3roiieMe" HMBoa Ha MeT¢OpMMH  80 niia3MaTa.

KaDaKTeDCTMKM  Kai  cneuMd)MilHM  rDvnM  Ha  nauMeHTM

HaDVLIIVBarbe  Ha  DeHanHaTa  d)vHKLiMia

no/]aTOLiMTe     3a     ynoTpe6aTa     Ha     MeTq>OpMMH     Kaj     naHMeH"     cO    yMepeHa     peHaiiHa
MHcyd)MHMeHL|Mja    He    ce    f|oBOJi"    M    BepoAoCToj"    3a    npoLieHKa    Bo    oBaa    noArpyna
cnopefl6eHo co naLiMeH" co  HopMaJiHa  peHaJiHa q)yHUMja.  nopaAM Toa Ao3aTa Mopa Aa ce
ripunaroflM 3eMajkM  "  Bo  npeABMA ithMHMUKaTa ecpMKacHocT M ToliepaHLiMja.

fleua M aAoiiecueH":

CnyAMja  3a  eAHOKpaTHa Ao3a:  no  eflHOKpa"a Ao3a  oA  5oo  mg  Kaj  nef]MjaTPMCKM  naLiMeH"
MeTCPopMMH    XMAPoxJiopMAOT    noKa}KyBa    onMileH    a)apMaKOKMHe"ui(M    npoq)Mn    I(aKo    Toj
3a6ejie>KaH  Kaj 3ApaBM  Bo3pacHM.

CryfiMja   3a    noBekeKpaTHa   Ao3a:    rloflaTouMTe    ce    orpaHMiie"    Ha    eAHa    cTynMja.    no
noBTope"  Ao3M  oA  5oo  mg  ABana"  Ha +]eH   3a  7  /]eHa  Kaj  neAMjaTPMCKM  naL"eH"  nMKOT
Ha  nJla3Ma  KOHHeHTpaL|wia  (Cmax)  M  CMCTeMCKOT0  M3Jlo}KyBalbe  (AUCO-t)  ce  HaMaiieHM  oKo/iy
33%  M  40%,  Bo  cnopeq6a  co  Bo3pac"  AMja6e"uapM  KOM  3eMaJie  noBekei(paT"  flo3M  o/I
500  mg  /]Ba  na"  Ha  AeH  14  AeHa.  BMAejfu  Ao3aTa  MHAMBMAyaJiHo  ce  "TPMpa  3aBMCHo  oj]
ri"KeMMjaTa,  oBMe  noflaTOLiM  MMaaT rMMMTMpaHa  KriMHMiiKa  Ba}i{iiocT.

5.3.  npeAKi"HMLIKM  noAaTOL|M 3a cMrypHOcTa Ha nel{OT

rlpeAKJ""iiKMTe  noAaTOLiM  He  yi(axyBaaT  Ha  cneLiMjaJi"  pM3MLiM  3a  iiyfeTo  6a3MpaHo  Ha
KOHBeHLiMOHaiiHMTe   CTyAMM   3a   cMrypHoCT,   a)apMal(ojio"ja,   TOKCMiiHoCT   Ha   noBekeKpaTHa

Ao3a,  reHOTOKCMilHoCT,  KaHL+eporeH  noTeHL|Mjan  M  PenpoAyK"BHa TOKCMHHocT.

6,1.  JIMCTa  Ha  el{cL|MnMelicM

Ta6neTHo iaflpo:

rloBMAOH  K 3o

Ma"e3MyM cTeapaT

®MiiM  o6BMBKa:

XMnpoMeJio3a

6.2  MHi(onaTM6MnMM

Henpi"eHj"Bo

6.3. Pox Ha Tpaerbe
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5 r04M"

6.4. CneL|MjanHM Mepi(M 3a  LiyBaibe

OBoj  MeqMUMHcl(M  npoM3BOA He 6apa cneL+Mjai"M yciioBM 3a i]yBaibe.

6.5. npMpoi]a M cocTaB Ha nal{yBart]eTo

30Ta6]ie" Bo 6j"cTepM (PVC-aiiyMM"yM)

6.6 CneL|Mjan" MepI{i4 3a oTCTpaHyBaLbe

HeynoTpe6eHMOT npoM3Bofl MJ" oTiiaAeH MaTepMjaJi Tpe6a f]a ce oTCTpaHyBa Bo
corjiacHocT Co tioKajiHaTa perytiaTMBa.

BApyc AooeJi

yJl. CKy" 6p. 57

1000 CKonje,

P. MaKeAo"ja

rJlyKO®AX 850mg

PeueHMe 6poj:  15-5279/14 oA 27.03.2015.

rJlyKO®A}K 500 mg   -  29.09.2009 / 27.03.2015

12.2018
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