
rJlyKO®AX 1000 mg, cPMiiM o6iioxe" Ta6]ie"

EflHa a)MiiM-o6iioxeHa Ta6JieTa coApxM  1000 mg  MeTq)OPMMH xM/]poxiiopMA LLiTo oflroBapa
Ha  780mg  MeTq)OPMMH  6a3a.

3a  LieiiocHa iiMCTa  Ha eL(cL+M"eHCM  BM4M  80 4erloT 6.1

®MnM-o6noxeHM Ta6iieTM.
Bet",  oBaji",6MitoHBeKc" cPM"-o6Jioxe" Ta6ne" co cpeflMLLiHa noAeii6eHa J""ja Ha
ABeTe  cTpa"  M  M3rpaBMpaHo  <<  1000  >>  Ha  eAHaTa  cTpaHa.  Ta6IieTaTa  Moxe  Aa  6MAe
noAeJieHa  Ha /]Be  eAHaKBM  nojioBMHM.

4.1.  TepaneBTci{M  MHAMI(aL+MM

TpeTMaH   Ha  Awia6eTec   MeJ"Tyc  TMn   2   oco6eHo   Kaj   roja3"   naLiMeH"   Bo   cjiyHaj   Kora
nponMLilaHaTa AMeTa M  Bex6M  He pe3yjiTMpaaT co coo4BeTHa KOHTpojia Ha ri"KeMMjaTa.

•      Kaj    803pacHM,    myKoq)ax   MOxe   Aa    ce    itopMc"    KaKO    MOHOTepa"ja    Mi"    80
KOM6MHaLiMja co Apy" opaJiHM aH"AMja6e"LiM Mi" co MHcyi"H.

•      Kai. AeLia  noilHyBajkM  oA  10 roAMLLiHa Bo3pacT M aAOJiecLieH"  rJiyKocpaxMoxe Aa ce
KOpMc"   KaKO  MOHOTepanwia  MJ"  Bo  KOM6MHauMja  co  MHcyi"H.

3a6eJiexaHo  e  HaMajiyBarbe  Ha  f]Mja6e"ii"Te  KOMnJ"i(aLiMM  Kaj  roj.a3"  naLiMeH"  co TMn
2 fiMja6eT TpeTMpa"  co  MeTq)OPMMH  I(al(o  npMMapHa Tepa"ja  no  Heycnex co fiMeTa.  (BMAM
Bo /]eiioT 5.1 ).

4.2. J]o3MpaLbe M  HaLiMH  Ha ynoTpe6a

Bo3pac" co HopMajiHa 6v6DexHa a)vHi(L"ia (GFR 2 90 mL/min):

MOHomepanuja u KOM6uHauuja co 6pyau opanHu aHmu6uja6emuuu:

Boo6I"aeHa    noiieTHa    4o3a    e    e4Ha    Ta6neTa    o4    500mg    M"    850mg    MeTq)OPMMH
xM4poxJiopM4 2 4o  3  na"  Ha AeH Aa4eHa  Bo TeK MJ"  nocJie o6poLiMTe.  Ilo  10 4o  15 4eHa
4o3aTa Tpe6a Aa ce npMJiaroAM   Bp3 6a3a  Ha MepeLbaTa Ha  r]iMKo3aTa  Bo KPBTa.  rlocTeneHo
3rojieMyBalee   Ha   Ao3aTa       Moke   Aa   ja    noAo6pM   racTpoMHecTMHaiiHaTa   ToiiepaHLiMja.
MaKCMMa+"aTa npenopaHaHa AHeBHa Ao3a e 39 3eMeHa Kai(o 3 noAeJie" Ao3M.

A,Ko  ce  niiaHMpa  npeofarbe  o4  /]pyr  opaJieH  aH"AMja6e"i(:  npeKi"eTe ja  yr
Apy"oT aH"AMja6e"K  M  3anoiiHeTe  co  MeTcPopMMH  Bo fio3M  Li]To  ce  Ha3Haiie
TeKCTOT.

KOM6uHauuja co uHcyJiuH:

MeTq)OPMMH   M   MHcyJ"HOT   MoxaT  Aa   ce   KoPMCTaT   Bo   KOM6M"paHa
nocTMrHe  noAo6Pa  KOHTpoJla  Ha  rJIMl(o3aTa  Bo  KPBTa.  MeTd)OPMMH  XM4POxJlopM4oT  Ce
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Bo  Boo6MiiaeHaTa  noHeTHa  flo3a  ofl  500mg  M"  850mg  2  M"  3  na"  f|HeBHo,  floflel(a
Ao3aTa  Ha MHcyJ"HOT Ce npMJiaroAyBa Bp3 6a3a Ha MepeibaTa Ha  riiMKo3aTa Bo KPBTa.

nocmapu I]uLia:

nopaAM    MoxHoCTa    qu    HaMaJieHa    peHaJiHa   ¢yHKHMi.a    itaj    nocTapM    t"L+a,   Ao3aTa    Ha
MeTcPopMMH  Tpe6a Aa  ce  npMJiaroAM  BP3  6a3a  Ha  peHaJiHaTa  a)yHi(Liwia.  PeAOBHa  npoHeHKa
Ha  peHaiiHaTa a)yHKLiMja e  HeonxoAHa.  ( BM/]M  80 AeJloT 4.4)

HapyureHa 6y6pexHa a)yHKuuja

BpeAHocTa  Ha  GFR  TDe6a  j]a  ce  npoBeow  nDe
xaT  MeTKOM   CO aCen

a  ce  3anoilHe  Tepa"iaTa  co  nDOM3Boj]M
HaLJJ   ro MVHo  nociie

exH0 Ha
Toa.

Barbe  MMeHTM  cO 3roiieMeH M3MK  0

nocTa MeHTM exHaTa Ba  novecTo

GFR (mL/min) TOTanHa   MaKCMMaJiHa  AHeBHa flonoJl"Terl" 3a6eneul(M
Ao3a   (Aa   ce   noAeJ"   Ha   2-3
AHeB" Ao3M)

60-89 3000 mg Moxe 4a  ce  3eMe  Bo  npe4BMA  peAyltL+Mja
Ha          Ao3aTa          Bo          3aBMCHocT         oA
HaMaiiyBarbeTo Ha 6y6PexHaTa a)yHKUMj.a

45-59 2000 mg npeA    3anoiiHyBarbe    Ha    TpeTMaHOT    cO
MeTcPopMMH    Tpe6a   4a    ce    pa3rJie4aaT
a)aKTopMTpe   i{oM   MoxaT  Aa   ro  3roJieMaT
pM3Mi(OT  qu  JlaKTMllI{a  aHMA03a  (BMAM  AeJl

30-44<30 1000 mg 4.4)   .   rloileTHaTa  Ao3a   Tpe6a  Aa   6MAe
HajMHory     noiioBMHa     OA     MaKCMMaiiHaTa

A03a.

MeTcPopMMHOT e  KOHTpaMH4MUMpaH.

4eLla M a4ojiecLLeH"

MOHomepanuja u KOM6uHauuja co uHcy]]uH:

•      rnyKocpax Moke Aa  ce  KopMCTaT Itaj fleLia  noHHyBajtw  oA  1o  ro/]MLLiHa  Bo3pacT   M  Kaj
aAOJlecueHTM.

•      Boo6Mi+aeHa  noileTHa Ao3a e  500 mg  rum  850mg  MeT¢opMMH xMApoxJiopra eAHaLu

AHeBH0 AaAeHa  Bo TeK MJ"  no o6poLiMTe.

no  10 Ao  15 AeHa flo3aTa Tpe6a Aa ce  nprmaroAM  Bp3 oonoBa  Ha MeperbaTa Ha  rjiMKo3aTa
Bo  itpBTa.  nocTeneHo 3rorieMyBaibe  Ha Ao3aTa   Mo>Ke Aa ja  noAo6pM  racITpoMHec"HaJiHaTa
ToiiepaHLiMja.   MaKCMMaiiHaTa  npenopailaHa  /]HeBHa  Ao3a  Ha  MeTq)OPMMH  xMApoxiiopM/I  e
29 3eMeHa I(aKo 2-3 rioAeJle" Ao3M.

4,3.  I(oHTpaMH/]Mi{aLiMM:

•     rlpevyBCTBMTenHOcT Ha MeTq)OpMM"i" HeKoj on eKcuM"eH"Te HaBe4e" Bo
AeJioT 6.1

•      CeKaKOB BMA Ha aKyTHa  MeTa6oJ"Ka auMflo3a  (KaKo uTo e JiaRTMHHaTa aLu]o3a),

AMja6e"i]Ha  KeToaLiMAo3a

•     flMja6e"lIHa npe-KOMa.

•      TeuKa peHaJiHa MHcycpMHMeHUMja (GFR < 30 mL/min).
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•      AityT" cocToj6M   KOM  MoxaT /]a ja  npoMeHaT peHaiiHaTa cpyHKLiMja   KaKo Li]To ce:

AexMApaTaLiMja,TeuKa  MH®eKHMja,  ujoK.

•      AKyT"  MI" xpo"H" 3a6ojlyBaba KOM  MOxaT Aa npeAM3BMKaaT XMnooKCMj.a Ha
TKMBaTa  KaKo  LijTo  Ce:  CpLieBa  Mj"  PecnMpaToPHa  MHcy¢ML+MeHHMja,  Heo/]aMHeLi]eH
MMOKapAMaJieH  MHcpapKT,  u]OK.

•      XenaTaiiHa  MHcyq)ML+MeHLiMja,  aKyTHO TpyeLbe co arlKoxoji,  aiiKoxoj"3aM.

4.4. CneLiMjaiiHM npeqynpeeyiralba M npeTna3iiMBocT npM ynoTpe6a

JlaK"ilHa auMflo3a

JlaKTMiiHaTa   auMAo3a   e   peTKa,   Ho   cepM03a   MeTa6OJiHa   KOMlii"KaLiMja     Koja   HajilecTO   ce

jaByBa npM aKyTHo BjioLuyBahoe Ha 6y6Pe>Ki+aTa CpyHKHMja Mi"  KapAMopec"paTopHa 6oiiecT
MJ"   cenca.       AKyMynauMjaTa   Ha   MeTd)OPMMH   ce   onyHyBa   npM   ai{yTi+o   BiioLi]yBaibe   Ha
6y6pe>KliaTa q]yHKLMja M ro 3roiieMyBa pM3MKOT ofl nojaBa Ha iiaK"iiHa aLun03a.

Bo  onyuaj  Ha AexMApaTaLiMja  (TeuKa AMjapea  MJ"  noBpafait>e,  TeMneparypa  rum  HaMajieH
BHec Ha TeilHoc"),  MeTd)OPMMHOT Tpe6a  npMBpeMeHO Aa  ce  npeKMHe  M  ce npenopai]yBa Aa
ce  KOHTaKTMpa  MeAML|MHCKo rMue.

MeAMHMHCKMTe  npoM3BOAM   KOM  MOxe  aKyTiio  fla  ja  nonpeHaT  6y6Pe}KliaTa  cpyHKLiMja  (KaKo
LLITO   ce   aHTMXMnepTeH3MBM,    4MypeTMUM    rmM    HecTepoMA"    aH"MHq)naMaTOp"   rlel(OBM

(HCAMJl))  Tpe6a Aa  ce  MHML"paaT  co  oco6eHo  BHMMaHMe  itaj  nauMeH"  KOM  ce Tpe"paaT
co   MeTq)OPMMH.  flpy"   pM3MK  a)aRTopM  3a   nojaBa   Ha  Jiai"i+Ha   aLiM/]o3a  ce  npeKyMepHo
3eMaLbe  Ha  aiiKoxoTi,  xenaTaJiHa  MHcyq)MHMeHLiMja,  ona6o  KOHTpoi"paH AMja6eTec,  KeTo3a,
AOJiroTpajHo   nocTerbe   M   ceKoja  cocToj6a   noBpeaHa  co  xMnooKCMja,   KaKo  M   MCTOBpeMeHa
ynoTpe6a  Ha  MeAMUMHCKM  npoM3BOAM  KOM  Moxe Aa  npe/]M3BMKaaT JiaiITMiiHa  aLumo3a   (BMAM
Bo fleJloT 4.3 M 4.5).

naLiMeH"Te  M/rum  cTapaTeJirme  Tpe6a  Aa  6MAaT  MHq)opMMpa"  3a  pM3MKOT  oA  jiaKTMilHa
aLiMAo3a.   JlaKTMilHaTa   aL+I;iAo3a   ce   KapaKTepM3Mpa   Co   ai+Mq03Ha  AMcnHea,   a6AOMMHaJiHa
6onKa,  MycKyli"  rpHeBM,  acTeHMa  M  xMnoTepMMja  npooneAe"  co  KOMa.  floitonKy  nocTOM
coMHeBabe 3a  cMMmoMM,  naLMeHTOT Tpe6a Aa  npeKMHe Aa 3eMa  MeTq)OPMMH  M  BeAHau Aa
ce I.aBM  Ha  cBojoT  JieKap.  flMja"oorMHKo  jia6opaTopMCKMTe  TecTOBM  noKa>KyBaaT  HaMaiieHa

pH    BpeAHocT    Ha    i{pBTa    (<7,35),    noKaileHo    HMBo    Ha    niia3Ma    tiaKTaT    (    >5    mmovL),
3rotieMyBarbe Ha aHjoHCKaTa  riponycTi"BoCT M iiaKTaT/ "pyBaTe oAHoCoT.

PeHanHa  d)vHKUMia:

GFR Tpe6a Aa  ce  oApeflM  npe/I  3anoiiHyBahe  Ha  TpeTMaHOT  M  peAOBHo  Bo TeK  Ha  MCTMOT,
BM/]M  Hen  4.2.   MeTd)OPMMHOT  e   KOHTpaMHflML+MpaH   Kaj   naLiMeH"   co  GFR<   30   mL/MMH   M

ape6a  npMBpeMeHo  Aa  ce  npeKMHe  npM  cooroi.6M  ItoM  B"KjaaT  Ha  6y6pe>KiiaTa  a)yHKL+Mja,
BMAM  AeJi  4.3.

CpueBa  d)vHKUMia

rlauMeH"  cO  cpLieBa  Ona6OcT  MMaaT  noroiieM  pM3MK  oA  nojaBa  Ha  xMnooKCMja  M  peHajiHa
MHcyd)MLiMeHLiMja.   MeTcPopMrm   Moxe  fia   ce   KopMc"   itaj   naLiMeH"   co   cTa6rmHa  cpLieBa
ona6ocT,  co peAOBHo oneAeibe Ha peHaJiHaTa M cpLieBaTa dyyHKLiMja.

MeTcPopMMH  e  i{oHTpaMH4ML+MpaH  Kaj  naLiMeH"  co  aKyTHa  M  HecTa6unHa  cpHeBa  ona6ocT

(BMhM  Bo 4eiioT 4.3).

AflMMHMCTDMDatbe  Ha  KOHTDacTHM  cDeflcTBa  KOM  coflDxaT iofl:

MHTpaBacKyjiapHa   aflMM"CTpaLiMja Ha   KOHTpacTHM   cpeACTBa   KOM   Cofl

AOBeAe   Ao   KOHTpacTHo   MHAyHMpaHa   Hed)pona"ja,   i{oja   pe3yiiTMpa   c
MeTd)OPMMH    M    3rojieMeH     pM3MK    o/I    nojaBa    Ha    JiaKTMUHa    aLiMAo3a..)
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VeTcPoPMMH   Tpe6a  Aa   Ce   npel(MHe   48   llaca   npeq   npoL+eAypaTa   Ha   aAMM"cTpaL+Mja   Ha
joAHMOT  itoHTpacT  Mj"  3a  BpeMe  Ha  MCTaTa  M  He  Tpe6a  fla  ce  npoAoiixM  co  Tepa"j.aTa
HajMaiiKy 48 ilaca  no TecTMpatbeTo,  oTKaKo noBTopHo ke ce npoLie"  peHaiiHaTa a)yHKLiMja M
ce  noTBPAM AeKa e CTa6MJIHa,  BMf|M  Bo AejioT 4.2  M 4.5.

XMpvpuKM  MHTepBeHUM_EL

3eMarbeTo  Ha  MeTq)OpMMH  Tpe6a  Aa  ce  npeKMHe  npefl  of]PeAeHa  XMpypLl]Ka  MHTepBeHLiMja
nofl  onujTa,   c"HaJIHa  Mi"  enMAypajiHa  aHecTe3Mja.  Tepa"jaTa  Moxe  noBTopHo  Aa  ce
3anoHHe  He  nopaHo  oA 48  Haca  no  OnepaTMBHaTa  MHTepBeHLiMja  Mi"  no  noBTopHo  3eMaibe
Ha  xpaHa  oparlHo  M  Toa  CaMo  oTKaKo  noBTopHo  ke  ce  npoL+e"  peHaiiHaTa  cpyHLiMj.a  M  ce
rloTBPAM AeKa e cTa6MjiHa

_ITe4MiaTDMCKa  riolivjiaLIM_ia:

flMjarHo3aTa   Ha   flMja6eTec   MeJ"ryc  TMn   2   Mopa  Aa   Ce   noTBPAM   npefl  Aa   ce   3anoilHe
TpeTMaHOT cO  MeTcpOpMMH.

Bo   TeK   Ha    KOHTpoi"paHMTe    KjiMHMilitM    McnMTyBaiba    Bo    BpeMeTpaeibe   oA   eHa    roAMHa
MeT¢opMMH  He  noitaxaii  Bi"ja"e  Bp3  pacTOT  M  ny6epTeTOT  Ho  HeMa  noqaTOLiM  3a  oBMe
cneuMcPMii"   Toi]KM   3a   floJiroTpaj"   Mc"TyBarba.   3aToa   ce   npenopai+yBa   BHMMaTeiiHo
cjieAeibe   Ha   ecpeK"Te   Ha   MeTcPopMMH   3a   oBMe   napaMeTPM,   Kaj   Aeua   TpeTMpa"   co
MeTcPopMMH oco6eHo Kaj  npefl-ny6epTeTCKM Aeua.

EeLia Ha 8o3pacm noMefy 10 u  12 eoouHu;

CaMo   15   naLiMeH"   Ha   Bo3pacT  oA   10  flo   12   ro/]M"   6Miie   BIthyile"   Bo   I(oHTpoJiHMTe
KrMHMill{M    Mc"TyBaiba    cnpoBeAe"    Kaj    AeLia    M    aAOJiecueHTM.    MaKo    e¢MKacHocTa    M
cM.rypHocTa  Ha  MeT¢opMMH   Kaj  oBMe Aeua  He  ce  Pa3r"KyBa  oA ecpMKacHoCTa  M  CMrypHoCTa
l{aj  nocTapM  AeL+a  M  aAOJlecL|eHTM,  OC06eH0  BHMMaHMe  ce  npenopailyBa  npM  nponMLi]yBatbe
Ha AeLia  Ha  Bo3pacT noMefy  10  M  12  roflMHM.

flDV" nceqvnDe4vBalba:

Cure  naLiMeH"  Tpe6a Aa  npoAOJl)KaT co  cBojaTa flMeTa  co  PaMHOMepHo  PacnpeAeJiyBarbe
Ha  BHecyBfoeTO  Ha  jariiexMflpa"  80  TeitoT  Ha  AeHOT.  naLiMeH"Te  cO  npeKyMepHa  TexMHa
Tpe6a fla ja  ripoAOJi>KaT cBojaTa eHepreTCKM  HaMaiieHa AMeTa.

Boo6MiiaeHMTe na6opaTopMCKM TecTOBM 3a  oneAetbe  Ha AMa6eTec Tpe6a Aa ce M3BeAyBaaT

peAOBHO.

MeTcpOpMMH   KaKO   MOHOTepa"ja   He   npeAM3BMKyBa  xMnomMKeMMja,   MefyToa   ce  coBeryBa
BHMMaBaLbe     Kora     ce     KoPMc"     Bo     KOM6MHaL+Mj.a     CO     MHcyJ"H     Mj"     Apy"     OpaJl"
aH"flMja6e"uM (Ha np. cyJlq)O"n ypea npenapa" MJ" MerJ"""AM).

4.5.  MHTepaKLMM Co 4Py" Jiei(OBM  M Apy" a)OPMM  Ha  MHTepal{LiMM

He ce nDenoDaillvBa 3ae4HMiiKa vnoTDe6a co:

AriKoxon:

nocTOM  3rotieMeH  pM3MK  oA  JiaKTMiiHa  aLiMAo3a  npM  MHTOKCMitaHMja  Co

criyiiaM Ha  riiaAyBarbe MI"  HeyxpaHeTOcT,  xenaTaii"  HapyLLlyBaHDa.
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KOHmpacmHu cpe6cm8a co joe :

VeTq)OPMMHOT  MOpa  fla  Ce  npel(MHe  48  llaca  npeA  npoHeflypaTa  Ha  aflMM"cTpaL+Mja  Ha
joAHMOT  KOHTpacT  MJ"  3a  BpeMe  Ha  MCTaTa  M  He  Tpe6a  Aa  ce  npofloiixM  co  Tepa"jaTa
HajMajii{y 48 Haca Ilo TecTMpaibeTo,  oTKaKo noBTopHo ke ce npoL|e" peHajiHaTa a)yHKUMja M
ce  noTBPAM qeKa e cTa6MJiHa,  BMAM  Bo AeJioT 4.2  M 4.5.

KQLM6MHaLiMMKaj.Lo_wenoTDe6HanDeTna3J"BocTnpMynoTDer2ai

Hei{oM  MeAMLiMHCKM  npoM3BOAM  Moke  HecaitaHo  Aa  BJ"jaaT  Ha  6y6pexHaTa  a)yHi{L+Mja  LilTo
Moxe Aa  ro 3roTleMM  PM3MKOT ofl  nojaBa  Ha  JiaKTMiiHa  aL|Mflo3a,  Ha  np.  HCAMJl,  BmyilyBajkM
M   ciieKTMB"    L+Mlono-oKCMreHa3a    (COX)II    MHXM6MTopM,   ACE    MHXM6MTopM,    aHrMOTeH3MH    11

peL+enTop"  aHTaroHMC"  M flMypeTML|M,  oC06eHo AMypeTMHM  Ha XeHi"eBaTa  neTeJIKa.  Kora
ce 3anoilHyBa  co  M/Mj"  Ce  ynoTpe6yBaaT TaKBM  npoM3Bo/]M  Bo  KOM6MHauMja co MeTq)OPMMH,
rioTpe6Ho e BHMMaTeJiHo ciiefletbe Ha 6y6pexHaTa cpyHKL+Mja.

yfp.u.¥!H_C_!¥Te_  rpenap€my   CO   uHmpu3uuHa   xunepei]uKeMuuHa   aKmu8Hocm   (KaKo   HanpuMep anyKOKopmuKouOu (cucmeMCKu  u noKanHu  namuuJma)  u cuMnamoMUMemduu):

noHecTo  npoBepyBaibe  Ha  HMBOTo  Ha  rJiMKo3a  Bo  I(pBTa  Moxe Aa  6MAe  noTpe6Ho,  oco6eHo
Ha     noileTOKOT    Ha    iieKyBalbeTo.     floKOJIKy    e    noTpe6HO     npMJlaroAeTe    ja    Ao3aTa    Ha
aH"AMja6e"KOT 80 TeKOT Ha Tepa"jaTa CO Apyr lleK Ce A0 HeroBOTo npeKMHyBaibe.

OpeaHCKu KamjoHCKu mpaHcnomepu (OCT)

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

3aeA"ilKa  aAMMHMCTpaHMja  Ha  MeTq]opMMH  co:

•      MHXM6MTopM  Ha  OCT1   (KaKo  Li]To  e  BepanaMMJi)  Moxe  Aa  ja  HaMai"  ecbMi(acHocTa
Ha  MeTd)OPMMH

MHAyKTopM     Ha     OCT!     (KaKo     LiJTo     e     pMq)aM"uMH)     Moxe     Aa     ja     HaMaJ"
racTpoMHTecTMHaiiHaTa  ancopnLiMja  M e¢MKacHocT Ha  MeTcPoPMMH

MHXM6i4TopM    Ha    OCT2    (KaKo    uJTo    ce    LiMMeTMfiMH,    AojiyTerpaBMp,    paHOTia3MH,
TPMMeTonpMM,     BaHfleTa"6,     McoBaKyHa3oJi)    Moxe    Aa    ja    HaMai"    peHajiHaTa
ej"MMHauMja      Ha      MeT¢opMMH      M     TaKa     fla     AOBefle      co     3rojieMyBaitie      Ha
MeTq)pOMMHCKMTe  njia3Ma  KOHL+eHTpaHMM.

MHXM6MTopM  Ha  OCT  1   M  OCT2  (Kai(o  LUTo  ce  KPM3o""6,  oJianapM6)  Moke  Aa  I.a
npoMe" e¢MKacHOcTa M peHaiiHaTa eJii"MHaLiMja Ha MeTq)OPMMH.

Ce  npenopaHyBa  BHMMaHMe,  oC06eH0  Kaj  naLiMeH"  co  6y6pex"  Hapyi]jyBaiba,  Kora  oBMe
iieKOBM      ce      aflMMHMCTPMpaaT      3aeflHo      co      MeT¢opMMHOT,       6MAejkM      nria3MaTCKaTa
KOHHeHTpaL+Mja  Ha  MeTq)OPMMH  Moxe  Aa  ce  3roJieMM.  floKOJiKy  e  lioTpe6Ho,  Tpe6a  Aa  Ce
3eMe     Bo     npeABMA     npMJiaroAyBahoe     Ha     flo3aTa     Ha     MeTq)OPMMHOT     6MAejRM     OCT
MHXM6MTopMTe/ MHAyRTopMTe  Moke Aa ja  npoMeHaT ecpMKacHocTa   Ha  MeTd)POMMHOT.

4.6.  niiofliiocT, 6peMeHocT M iiaRTaLiMja

BDeMeHocT

HeKOHTpot"paH  AMja6eT  3a  BpeMe  Ha  6peMeHocT  (3a  BpeMe  Ha  reerauMja
Bo  TeKOT  Ha  LieJia  6peMeHocT)  e  noBp3aH  co  3roJieMeH  PM3MK  oA  nojaBa
a6HopMajiHoc" M nepMHaTariHa cMPTHocT.

Orpa"ileH  6poj  Ha  noAaTOL+M Ao6Me"  qu  ynoTpe6a  Ha  MeTq)OPMMH  i{aj
MHflMHMpaaT  Ha  3roJieMeH  pM3MK oA  I(oHreHMTaii"  a6HopMariHoc".  CTy[
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He    noKaxyBaaT    Li]TeT"    ecpeRTM    Li]To    ce    oAHecyBaaT    Ha    6PeMeHocTa,    pa3BojoT    Ha
eM6pMOHOT Mj" a)eTycoT,  nopoflyBait>eTO M"  nocTHaTajiHMOT Pa3Boj.  (BMAM  Bo AeJloT 5.3)

Kora  nauMeHTOT niiaHMpa 6peMeHocT Mj"  Bo TeK Ha 6peMeHocTa, AMja6eTecoT He Tpe6a Aa
ce  Tpe"pa  co  MeT¢opMMH,  ryKy  3a  OAp>KyBatbe  Ha  Hi4BOTO  Ha  rJiyK03aTa  80  KPBTa  LLITO  e
MoxHo  no6T"cKy  Ao  HopMajiHOTo,  Tpe6a  Aa  ce  KopMc"  MHcyi"H,  co  Lieji  Aa  ce  HaMai"
pM3Mi(oT  oA  MaTiq)opMaLiMM   Ha  a)eTycoT  noBP3a"  co  a6HoPMaii"   HMBoa  Ha  riiyKo3a  Bo
KPBTa.

JlaKTauMia

MeTcPopMMH   ce   M3iiaiiyBa    Bo   MjieKOTo   3a   BpeMe   Ha   JiaKTaL+Mja.    He   ce   3a6ejiexa"
HecaKa"   peaKLiMM   Kaj   AoeHiMibaTa.      CenaK,   6MAejKM   orpaHMueH   6poj   Ha   noAaTOLiM   ce
AocTanHM,  He  ce  npenopaliyBa fioeibe 3a  BpeMe  Ha Tepa"ja  Co  MeTd)OPMMH.  Tpe6a Aa  ce
AOHece   oAJlyKa  AaJ"   Aa   Ce   npeKMHe  floelbeTo,   3eMajKM   ro   Bo   npeABMA  3Hai]eibeTo   Ha
AoeibeTo M  HecaKaHMTe eq)eRTM  3a fleTeTo.

rliioflHOcT

njio/]HOcTa  Ha  MaiJJKM  M  xeHct{M  cTaopuM  e  HenpoMeHeTa  npM  aflMM"cTpaL`Mi.a  Ha  BMcoitM

Ao3M   ofl   600Mr/I(r/AeH   Ha   MeTq)OPMMH,   LIJTO   e   npM6J"XH0  TPM   na"   noBMcoKa  Ao3a   oA
MaKCMMajiHaTa  liperiopailaHa  AHeBHa  /]o3a  npecMeTaHa  cliopeA  noBpiJ"Ha  Ha  uoBeHKOTo
TeJIO.

4.7. E¢eRTM Bp3 cnoco6HocTa 3a ynpaByBalbe co Bo3Miia M MauMHM

MeTcPopMi"  KaKo  MOHOTepa"ja  He  npe/]M3BMKyBa  xMnori"KeMMja   M  3aToa  HeMa  HMKaKBo
Bi"jaHMe  Bp3 cnoc06HOcTa 3a ynpaByBarbe co  803Mjia  M  MaLi]MHM.

CenaK Ha  naLiMeHTMTe Tpe6a 4a  MM  Ce  o6pHe  BHMMaHMe 3a  pM3MKOT o4 xMnori"KeMMja  I(ora
MeT¢opMMH      ce      KopMc"      Bo      KOM6MHauMja      co     flpy"      aH"flMja6eTm"      areHCM
(cyiicpa"nypea npenapa", MHcyi"H, Mer"""/]M)

4.8. Hecai{a" AejcTBa

3a BpeMe Ha  Tepa"j.aTa co MeTd]opMMH Hajiiec" Hecal(a" e¢eRTM ce raAeibe,
noBpakarbe, AMjapea,  a6AOMMHaJiHa 6oiiKa M ry6arbe Ha aneTMT KOM  Bo HajroiieM 6poj  Ha
cjiyiiaM cnoHTaHO Mciie3HyBaaT.  rlpeBeH"BHO ce npenopaHyBa   ynoTpe6a Ha MeT¢OpMMH
80 2 4o 3 4HeB"   Ao3M M nocTeneHo 3roJieMyBaLbe Ha 4o3aTa.

rlpM Tepa"ja co MeTpcPopMMH Moke Aa ce nojaBaT cJieAHMTe HecaKa" ecpeK".
®peKBeHLiMjaTa e fle®M"paHa KaKo Li]To ctieAM:  MHory ilec" 21/10; |Iec" ±1/100,  <1/10;
HeBoo6Milae" 21/1,000,  <1/100;  peTKM 21/10,000,  <1/1,000;  MHory peTKM <1/10,000,

Co ceKoe  rpynMpaibe no a)peitBeHTHocT,  HecaKaHMTe AejcTBa  Ce npeTCTaBe"  no PeAocneA
Ha  HaMaiiyBaLbe  Ha cepM03HocTa.

MeTa6oj"3aM  M  HaDVLLlvBart>a  Bo  McxDaHaTa:

MHoey pemKu:

JlaKTi"Ha  aL+MAo3a  (  BMAM  Bo AeJioT 4.4.)
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HaMaJiyBabe  Ha  ancopnuMjaTa  Ha  BMTaMMHOT  Bi2  co  HaMaJiyBibe  Ha  cepyMCKMTe  HMBoa  Bo
TeKOT Ha AoiiroTpajHa  ynoTpe6a  Ha  MeTq]OpMMH.  3eMalbe  80  npe/]Bra  Ha  OBaa e"OTio"j.a
ce npenopallyBa, floKOJIKy ce Pa60" 3a nauMeHT co Meraiio6jiacTHa aHeMMja.

HapvuvBarba  Ha  HepBHMOT cMCTeM:

l/ecmu.. HapyuyBart>a  Ha  BKycoT

.racTpomiTec"iiamM iiapyujyBaiba:.

MHoey   vecmu..   racTpoMHTec"Hai"   HapyLiJyBaiba   KaKo   raflehae,   noBpakaibe,   AMjapea,
a6AOMMHaiiHa  6oiii{a  M  ry6eibe  Ha  anermoT.  OBMe  HecaKa"  eq)eK"  ce  nojaByBaaT MHory
HecTo 80 TeK Ha BOBeAyBaibe Ha Tepar"jaTa M Mcile3HyBaaT cnoHTaHo Bo noBekeTo onyiiaM.

3a   npeBeHiiMja   Ha   oBMe   HapyLi]yBaLba  ce   npenopailyBa   MeTq)OPMMH  Aa  ce  3eMa  Bo  2-3
AHeB" Ao3M  Bo TeK  rum  no  o6POKOT.  EaBHo  3roJleMyBarbe  Ha flo3aTa  More Aa ja  nof|o6PM
racTpoMHTec"HaiiHaTa TOJiepaHHMja.

XenaTo6Mi"iaD" HapvLi]vBart>a:

MHoey pemKu..  M3oiiMpa"  M3BeLi]TaM  3a  a6HopMaJiHoc"  Ha  LipHOApo6"Te ¢yHKUMOHaJ"
TecTOBM  Mi" xeriaTMTMc KOM  MciJe3HyBaaT co  npeKMH  Ha  yrloTpe6aTa  Ha  MeTcbopMMH.

HapyLuyBarba  Ha  KoxaTa  M  cv6KVTaoTo TKMBo:

MHoay pemKu..  KO>i{HM  peaKLiMM  i{aKO I+pBeHMjio,  iieu]arbe,  yp"KapMja

neAiijaTPMcl{a nonyiTai"ja:

Bo    ny6"ityBa"Te    M    nocT-MapKeTMHi]jKMTe    noAaTOLiM    M    Bo   KOHTPoJ"paHMTe   ionMHMiiKM
Mc"TyBaiba  Kaj    KOHTpoJ"paHa  neAMjaTPMCKa  nonyJiaL|Mja  Ha  Bo3pacT  ofl  10  -16  roAM"
TpeTMpa"  Bo TeK Ha  1  ro/]MHa,  npMjaBeHMTe  HecaKa" 4ejcTBa  no  npMpoAa  M TexMHa  6Mjie
cjiMi]" Ha npMjaBe"Te Kaj Bo3PacHM.

npMiaBa Ha HecaKa" 4eicTBa

npMjaByBarbe    Ha    HecaKa"    AejcTBa    Ilo    pe"cTpaHMjaTa    Ha    iieKOT    e    BaxHo.    Toa
oBo3Mo}KyBaHo   nocToj.aHo   oneflebe   Ha   npMfioBKMTe   M   pM3MKOT   oA   ynoTpe6a   Ha   JieKOT.
Me4MUMHCKMTe   pa60T"uM   ce   noBMKa"   4a   "    npMjaBaT   cMTe   HecaKa"   4ejcTBa   Bo
HaHMOHan"oT  HeHTap  3a  ¢apMaKOBMreJiaHua   Ha   Peny6"Ka   MaKe4o"ja.   HecaKaHRTe
peaKUMM     oA     Jiei(oBMTe     Moke     Aa     "     npMjaBMTe     Bo      HaiiMOHaii"oT     LieHTap     3a
dyapMaKOBM"JiaHua   npM  AreHUMjaTa   3a  JieKOBM   M   Me4MLiMHCKM   cpe4cTBa   (yii.CB.KMPMJi   M
MeTOAMj   6p.54   KaT   1)   MJ"    no   eiieRTpoHci(M   naT   npeny   Be6   cTpaHaTa   Ha   AreHLiMjaTa
http://malmed.gov.ink/.

4.9 npe4o3Mpaibe

XMnort"KeMMja  He  e  3a6eJiexaHa  Kaj  Ao3M  M  flo  85g,  MaKo  Bo  TaK
JiaKTMiiHa  auMAo3a.  BMCoKo  npeAo3Mpafoe  co  MeTcPopMMH  Mi"  KOM

fla  AOBeAaT  A0  JlalITMllHa  aL|Mfi03a.  JlaRTMiiHaTa  aLiMAo3a  e  MTHa
Mopa Aa  ce TpeTMpa  Bo  6oJi"Lia.  HajAo6ap  HaiMH Aa  ce 3a
MeTcPopMMH   e co xeMofiMjaJ"3a.
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5.1. ®apMaKoqMHaMcl{M oco6eHoc"

®apMaKOTepaneBTcita  rpyna:  rleKOBM  KOM  ro  HaMatiyBaaT HMBOTO  Ha  riiyK03a  80  KPBTa.
BMrBa"AM" ; ATC I(oA: A10BA02

MeTcPopMMH  e  6MrBa"AMH  co  aHTMXMnepri"KeMMi+eH  ed)eKT,  ja  cHMnyBa   M  6a3aiiHaTa  M
nocTripaHAMariHaTa rrlyKo3a  Bo niia3MaTa.  He c"Myj"Pa eel(PeuMja Ha  MHcyi"H M 3aToa He
npef]M3BMi(yBa xMnori"KeMMja.

MeTcPopMH  Moxe Aa AeJiyBa npeKy 3 MexaHM3MM:

•        HaMajiyBarbe    Ha    co3AaBarbeTo    Ha    rrlyKo3a    Bo    xenapoT    co    MHXM6MLiMj.a    Ha
riiyKOHeoreHe3aTa M myi(oreHoj"3aTa.

•        BO MycKyi"Te  ,  Co 3roJieMyBarbe Ha  MHcyj"HCKaTa ceH3M"BHoCT,  Co noAo6pyBaibe

Ha  nepMCpepHOTo  npe83eMatbe  M  MCKoPMCTyBatbe  Ha  riiyKo3aTa.

•         M OAjio}KyBalbe Ha MHTec"HaiiHaTa a6copnL+Mja Ha  rjiyKo3aTa.

MeT¢opMMH ja  cTMMyJ"pa  MHTpaueJiyiiapHaTa  CMHTe3a  Ha  rJiMi(oreH AeiiyBaj.kM  Ha  rrMKoreH
cMHTe3aTa.

MeT¢opMMH   ro   3rojieMyBa   TpaHcriopTHMOT   KanaLiMTeT   Ha   cMTe   TMnoBM   Ha   MeM6paHCKM
rTiyKo3a TpaHcnopTepM  (rJlyT) no3Ha" Aocera.

Bo   KjiMHMHKMTe   Mc"TyBahoa,   ynoTpe6aTa   Ha   MeT®opMMH   6eue   noBp3aHa   co   cTa6MiiHa
TejiecHa TexMHa Mi" MaTia 3ary6a Bo TeiiecHaTa TexMHa.

Kaj  iiyfe,   He3aBMCHo  oq  HeroBOTo  Bi"jaHMe  Ha  rJ"i(eMMjaTa,  MeTcPopMMH  xMflpoxJiopMfloT
MMa   no3MTMBeH   ed)eKT   Bp3   MeTa6oJ"3MOT   Ha   i"nMflMTe.   oBa   e   AeMOHCTPMpaHo      npM
TepaneBTCKM   flo3M   Bo   KOHTpoj"pa"   cpe/]"   Mj"   AOJiroTpaj"   KiiMHMilKM   McnMTyBarba:
MeTcPopMMH   xMApoxJiopMfloT   ro   HaMaJiyBa   BKynHMOT   xoiiecTepoii,   LDL   xoiiecTepoiioT   M
HMBOTO  Ha TPMri"LiepMAMTe.

_Ki""iii(aed)MKacHocT:

rlpocneK"BHaTa   paHAOMM3MpaHa   cTyAMja   (UKPDS)   ja   yTBPAM   KopMCTa   oA   AOJiropoilHa
MHTeH3MBHa   KOHTpojia   Ha   rjiyKo3aTa   Bo  KPBTa  Kaj   Bo3Pac"  nauMeH"  C0  AMj.a6eT  TMn  2.
pe3yJiTa"Te On aHaiiM3MTe   Kaj  naLiMeHTMTe co ripeKyMepHa TexMHa TpeTMpa" cO

MeTq)OPMMH no Heycnex caMo Co AMeTa  nol(axaa:

-      3HailajHo  HaMaiiyBarbe  Ha  a6coJiyT"oT pM3MK o/I 6Miio Koja  I{oMni"i(aLiMja  noBp3aHa

co  AMja6eTec   Bo   rpynaTa   co   MeTcPoPMMH   (29.8  cJiyllaM/1000   nauMeH"   roAMLIJHo)
Hacnpo" caMo AMeTa  (43.3 cJlyilaM/1000 naHMeH" roAMiJJHo),p=0.0023,  M Hacnpo"
KOM6M"paHa   cyjiq)aHrmypea   M   MHcyi"H   MOHOTepa"ja   rpy"   (40.1   ctiyilaM/1000
naLiMeH"  roAMiJJHo,  p=0.0034;

-      3HaHajHo     HaMaJiyBarbe     Ha     a6coJiyT"oT    pM3MK    oA    MopTaJMTeT    noBp3aH    co

AMja6eTOT:  MeTcPopMMH  7.5  criyiiaM/  1000  naLiMeH"  ro/]MLUHo,  caMo  co  AMeTa  12.7
criyuaM/1000 nauMeH"  roAOLJJHo,  P=0.017;

-      3HailajHo     HaMaiiyBalbe     Ha     a6CojiyT"oT     pM3MK     on     ceBKyneH

MeTq)OPMMH    13.5   c/iyiiaM/1000   naLiMeH"   roAMLl]Ho,    Hacnpo"   caM
ciiyilaM/1ooo       naLiMeH"       roAMLLiHO       (p=o.oil),       M       Hacnpo"
cyjicpa"nypea   M   MHcyi"H   MOHOTepa"ja   18.9   cJiyiiaM/1000   nan
(p=0.021);
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-      3HaiiajHo  HaMajiyBaibe  Ha  a6conyT"oT  pM3MK  oA  MMOKapAeH  MHq)apRT:  MeTcPopMMH

11     CJlyilaM/1000    nauMeH"    roAMuiHo,    Hacnpo"    caMo    AMeTa    18    cliyHaM/1000
naLiMeH"  roAMLiJHo  (p=0.01 )

npMA06MBKM   80  norman  Ha  KtiMHMiiKMTe  pe3yjiTa"  He  ce 3a6ejiexa"  Kora  MeTq)OpMMH  ce
KopMc" Kalto jieK oA BTop M36op,  Bo itoM6MHaLiMja co cyii¢a"iiypea.

Kaj  TMn   1   AMja6eT  I(oM6MHaLiMjaTa   MeTq)OPMMH   M   MHcyj"H  e   ynoTpe6yBaHa   Kaj   ofl6pa"
nauMeHTM,    MefyToa    K"""    iipMAo6MBi(M    ofi    oBaa    ltoM6MHaL+Mja    He    ce    a)opMaiiHo

yTBPAeHM.

HfflMiaTPMCKa  noriyJiaLiM_i±

KOHTpoi"pa"  KfiM""  McnMTyBafoa  Kaj  oA6paHa  neAMjaTPMCKa  nonyiiaLiMja  Ha  10  -16
roAMLLiHa   Bo3pacT   Tpe"pa"    Bo   TeK   Ha   eflHa   roflMHa   noKaxaa   cliMHeH   oAroBop   Ha
rTiMKeMMHHaTa  KOHTpojia  KaKO  OHaa  Kaj  803pacHMTe.

5.2 ®apMal{oKMHeTci{M oco6eHoc"

A6coDnuMia:

rlo  opaiiHa  flo3a  Ha  Ta6JieTa  MeTcPopMMH  xMApoxJlopMA,  Cmax  ce  noc"rHyBa  3a  2,5  ilaca

(tmax).  AncoJly"aTa  6MOpacnoJlo>KMBOIr  Ha  MeTCPOPMMH  XMAPOXJlopMA  Ta6JleTa  oA  500  mg
rum  850  mg  e  npM6i""o  50-60%  Kaj  3ApaBM  iiMHa.  Ilo  opaiiHa  Ao3a  Hea6cop6MpaHaTa
¢paKHMja 20-30% ce nojaByBa Bo cpeLiecoT.

no  opaiiHa  aAMM"cTpauMja  a6copn"jaTa  Ha  MeT¢opMMH  Mox{e Aa  ce  3acM"  M Aa  6MAe
HeKOMrmeTHa.     ce     npeTnooraByBa    fleKa     a)apMaKOKMHe"i(aTa     Ha     ancopnunjaTa     Ha
MeTq)OPMMH  e   Hei"HeapHa.

Bo    npenopara"    Ao3M     M     njiaHCKM    fi03MpaH,     MeTcpOpMMH     noc"rHyBa    paMHOMepHa
KOHHeHTpaLiMja  Bo  niia3MaTa  Bo  TeK  Ha  24  Ao  48  ilaca  M  BorfiaBHo  e  noMaJiKy  qu  1   Hg/ml.
80   KOHTpoi"pa"   KiiMHMilKM   cTyflMM   MaKCMMaiiHMTe   HMBoa   Ha   MeTcpOpMMH   80   niia3MaTa

(Cmax)  He  HaAMMHyBaaT 5  Hg/ml,  f|ypM  M  npM  MaKCMMaJ" A03M.

XpaHaTa  ro  HaMaiiyBa  cTeneHOT  M  6iiaro  ja  oAJio>KyBa  a6copnuMjaTa  Ha  MeTq)OPMMH.   no

anMM"cTpaL|Mja    Ha   fio3a   oA   850    mg,    3a6eJie>itaHo   e   40%    noMaii    nMK   Ha   niia3Ma
ltoHLieHTpaLiMjaTa,  25%  HaMaJiyBarbe  Ha  noBPLUMHaTa  nod KPMBaTa  (AUC)  M  npoAO"yBalee
Ha  BpeMeTo Ao  I"KOT  Ha  rTJia3Ma  KOHHeHTpaHwiaTa  3a  35  MMHy".  KnMHMiiKa  pejieBaHTBocT
Ha oBMe ,noAaTouM e Heno3HaTa.

flMCTDM6vuMia:

Bp3yBait,eTo  3a   niia3Ma   npoTeMHMTe  e  3aHeMapnMBo.   MeTq)OPMMH   ce  PaonpeAeJiyBa  Bo
epMTpOuM"Te.  nMKOT  80  KPBTa  e  noHM3OK  qu  nMKOT  80  riiia3MaTa  M  ce  nojaByBa  cKOpO  80
MCTO  BpeMe.   upBe"Te  KPB"  KiieTKM  Hal.BepojaTHO  npeTCTaByBaaT  ceKyHAapeH  OAfleJi  3a
AMCTPM6yuMj.a.  CpeA"oT BOJiyMeH Ha AMorpM6yuMja  ovd) e noMefy 63-2761.

MeTa6Oi"3aM:

MeTcPoMMH  ce  M3iiaiiyBa  HenpoMeHeT  Bo  ypMHaTa.  He  ce  M/]eH"cPMKyBa
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PeHaiiHMOT   KJ"peHc   Ha   MeTd)OPMMH   Kaj   3ApaBM   J"ua   e   noroJieM   oA  400   ml/min,   LiJTo

yKanyBa   Aei(a   MeT¢opMMH   Ce   erMMMHMpa   co   riioMepyjiapHa   a)MiiTpaHMja   M   Ty6yjiapHa
ceKpeuMja.  no opaJiHa Ao3a  BMAJiMB TepMMHaneH  noJiyxMBOT Ha ejil"MHaLiMja e 6.5 ilaca.

Kora  peHaJiHaTa  a)yHKUM|.a  e  BiioLi]eHa,  PeHaiiHMOT iunMpeHC Ce  HaMajiyBa  nponopLiMOHaT"o
co  Toi  Ha  KpeaTMHMHOT  M  3aToa  noJiyxMBOTOT  Ha  eJll"MHaL|Mja  e  npoAOJlxeH,  A0BeAyBajkM

Ao 3roiieMe"  HMBoa Ha MeT¢opMMH Bo niia3MaTa.

KapaKTepc"KM Kai cneuMd)Mum rpv" Ha TiauMeH"

EapvuvBaLbe Ha  DeHaJiHaTa d)VHKUM_ia_

rloflaTOLiMTe    3a     ynoTpe6aTa     Ha     MeTcbopMMH     Kaj     Hal+MeH"     co    yMepeHa     peHaiiHa
MHcycpMUMeHL|Mj.a    He    Ce    AOBorl"    M    BepoAOCT0j"    3a    npoueHKa    Bo    oBaa    noflrpyna
cnopeA6eHo co  naLiMeH" co HopMariHa  peHariHa ¢yHLiwia.  rlopaflM Toa Ao3aTa Mopa Aa ce
npMriaroflM  3eMajkM  "  Bo  npeABMA  KJiMHMHi(aTa  ecpMKacHocT M  To]iepaHUMja.

fleLra  M  aaoJiecLieHTM:

CryAMja  3a  eAHOKpa"a f]o3a:  no eAHOKpaTHa Ao3a  on  5oo  mg  Kaj  ne/]MjaTPMCKM  naLiMeH"
MeTq)OpMMH    xMflpoxriopM/]oT    noKa}iryBa    onMiieH    a)apMaKOKMHe"iiKM    npoq)un    KaKO    Toj
3a6ene>KaH  Kaj  3ApaBM  Bo3pacHM.

CryAMja   3a    noBekeKpaTHa   Ao3a:    noAaTOLirme   ce   orpaHMiie"    Ha    eAHa    cTyAMja.    no
noBTope"  Ao3M  on  500  mg  ABana"  Ha fleH   3a  7  AeHa  Kaj  neAMi.aTPMci(M  naHMeH"  nMKOT
Ha  niia3Ma  I{oHLieHTpauMja  (Cmax)  M  CMCTeMcl(oTo  M3iio>KyBalbe  (AUCo-t)  ce  HaMaiie"  ol{oiiy
33%  M  40%,  Bo  cnopeA6a  co  Bo3pac"  AMja6eTmapM  itoM  3eMaiie  noBekexpa" Ao3M  qu
500  mg  ABa  na"  Ha AeH  14 AeHa.  BMf|ej.wi j]o3aTa  MHAMBrayajiHo  ce TMTPMpa  3aBMCHo  oA
rj"KeMMjaTa,  oBMe  noflaTOL+M  MMaaT J"MrmMpaHa  KJiMHMiiKa  Ba>KI+OCT.

5.3.  npeniti"HMLii{M  noAaTOL|M 3a cMrypHOcTa  Ha lieKOT

npeAKJii"MilKMTe  noAaTOLiM  He  yKa>KyBaaT  Ha  cneHMjai"  pM3MLiM  3a  iiyFeTo  6a3MpaHo  Ha
KOHBeHUMOHaJiHMTe   cTyf]MM   3a   cMrypHocT,   a)apMal{OJio"ja,   TOKCMilHOcT   Ha   noBekeKpaTHa

/]o3a,  reHOTOKCMiiHoCT,  KaHueporeH  lloTeHUMjaJI  M  PenpoflyK"BHa Tol(CMilHoCT.

6.1. JIMCTa  Ha ei{cuMnMeHCM

Ta6iieTHo i      Do:

noBMAOH  K 3o
MarHe3MyM cTeapaT

®rmM o6BMbita:
XMnpoMeiio3a
MaKporoji 400
MaKporoil 8000

6.2  MHI(onaTM6MnMM
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HenpMMeHj"Bo

6.3. Pol{ Ha Tpaeibe

3 roAM"

6.4. CneLiMjan" Mepl{M 3a vyBaibe

oBoj  MeAML+MHCKM  npoM3Bou  He 6apa  cneLiMjamM  ycJioBM 3a ilyBaibe.

6.5.  IlpMpo/]a M cocTaB Ha nal{yBaibeTo

30 a)MJiM-o6Jioxe" Ta6Jie" (6i"cTep 2xl 5, PVC-aiiyMM"yM)

6.6 CneuMjanHM Mepi{M 3a oTCTpaHyBaibe

HeynoTpe6e"oT npoM3BOA MiiM oTnafleH  MaTepMjaJi Tpe6a Aa ce oTCTpaHyBa  Bo
corTiacHocT co iioKaiiHaTa  PeryiiaTMBa.

BApyc AooeJl

yJl. CKy" 6p. 57

1000 CK0nje,

P. MaKeAo"ja

rJlyKO®Aur 1000 mg

PeueHMe 6poj:  11-2222/4 oA 21.09.2016 ron.

rJlyKO®A}K 500 mg   -12.09.2001  /31.03.2006 /  08.03.2011/ 21.09.2016

12.2018
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