
36MpeH M3BeuTaj 3a oco6MHMTe Ha nei{oT
MELOX (MEnoKC) 15 mg/ 1,5 ml

pacTBOp 3a MHjei{"pallbe

(Meloxicam)

1. MME HA MEAML+MHCKMOT npoM3Bo4

MELOX (MEnoKC) 15 mg/ 1,5 ml pacTBop 3a MHjei{"paHbe.

2. KBAnMTATMBEH M KBAHTMTATMBEH cOcTAB

Cei{oja  aMnyna  MEnoKC coAp"M  15  mg  Ha  MenoKCMI{aM,  KaKo  aK"BHa  cyncaHUMja,  Bo  1,5

ml oA PacTBop 3a MHjeK"pahoe.

Ei{cLiM"eHCM:

3a  LienocHa nMCTa  Ha eKCLiMnMeHCM,  norneAHeTe Bo AenoT 6.1.

3. ®APMAL|EBTCRA ®OPMA

pacTBOp 3a MHjeK"paLbe

"onTo o6oeH,  6iicTap  pacTBop 6e3 BMA/"" iiecTMiiKM  cnaKyBaH  Bo 6e36oj"  aMnynM  oA 2

ml.

4. KnMHMilKM OcOBEHOcTM

4.1 TepaneBTc" MH4MI{aL+MM

Kpa"oTpaeii     ci"nTOMaTCKM     TpeTMaH     Ha     aKyT"     er3auep6auMM     Ha     PeyMaTOMAeH

nonMapTPMTMc  M/MnM  aHKMno3MpauM  cnoHAMnMTMC,  Kora  He  Mo"e  Aa  ce  KoPMc"  opaneH

MnM  peKTaneH  naT Ha a4MM"cTpaL+Mja,

4.2 4o3Mpaibe M HavMH Ha a4MMHMCTpaL+Mja

3a  MHTpaMycKynHa  a4MM"cTpaL+Mja.

1 aMnyna oA 15  mg, Ce aAMMHMCTPMpa eAHalJJ  Bo AeHOT.

HE TPEBA AA CE ynoTPEByBA noronEMA A03A OA 15 MG/AEH.

TpeTMaHOT  e  o6MUHo  orpaHiiileH  CaMo  Ha  eAHa  MHjeKLiMja  Bo  noiieTOKOT  Ha  Tepa"ja,  Co

MaKci"anHO  BpeMeTpaeibe  oA 2 Ao  3 AeHa  Bo  Mci{nyi"TenHM  cnyiiaM  (Ha  npMMep,  i{ora  He

MOHKe Aa Ce Kopilc" opaneH M peKTaneH nat Ha aAMM"cTpal+Mja).

HecaKaHMTe  peaKLMM  MOHe  Aa  ce  HaManaT co  KopMCTeibe  Ha  Hal HMCKaTa

3a  Hajl{PaTOK  nepMOA,  noTpe6eH  3a  KOHTpona  Ha  cMMnTOMMTe  (norne

rloTpe6aTa   Ha   naLiMeHTOT  3a  OnecHyBaibe  Ha  cMMnTOMMTe  M  Tepane

neKOT Tpe6a  nepMo4MLIHo 4a ce McnMTyBaaT.

noce6ilm nonvnauMM

Ha  4o3a

-I:TL:--



noB03pac"  naLLMeH"  M  naLLMeH"  co  3roneMeH  DM3wk  3a  no|aBa  Ha  HecaKa"  peaKui"

(nome4HeTeBo4enoT5E2J

Kaj  noBo3pac"  naLiMeHTM,  npenopaiiaHaTa Ao3a  M3HecyBa  7,5  mg/AeH.  Kaj  naLMeHTMTe Co

3roneMeH  PM3MK oA nojaBa  Ha  HecaKa"  peaKLiMM, TpeTMaHOT Tpe6a Aa ce 3anoiiHe co Ao3a

Ha 7,5 mg/AeH (1/2 aMnyna oA 15 mg) (nomeAHeTe Bo AenoT 4.4).

PeHanHa  MHcvbMUMeHLiMia (norne4HeTe Bo 4enoT 5.2J_

Kaj  naLiMeH"  Ha  AMja"3a co Teu]I{a  6y6peHHa  cfla6oCT, Ao3aTa  He Tpe6a Aa  HaAMMHe  7,5

mg Ha AeH  (1/2  aMnyna  oA  15  mg).  He  e  noTpe6Ha  peAyKL"ja  Ha Ao3aTa  Kaj  nauMeH"  co

6nara Ao CpeAHa  PeHanHa  MHcy¢ML"eHUMja  (np.  naLiMeH"  Co  KpeaTMHMH  MMpeHc noroneM

oA  25  ml/min)  (3a  naLiMeH"  co  TeuiKa  peHanHa  MHcy¢MLiMeHLtMja  KOM  He  ce  Ha  AMjanM3a,

nome4HeTe Bo 4enoT 4.3).

LenaTanHaMHcvbMUMeHUMia

He   e   noTpe6Ha   peAyKLiMja   Ha   Ao3aTa   Kaj   naLiMeH"   co   6nara   Ao   yMepeHa   xenaTanHa

MHcy¢Mi+MeHLiMja.  (3a  Hal+MeH"  co  cepMo3Ho  ou]TeTeHa  xenaTanHa  ¢yHKLiMja,  nomeAHeTe

Bo AenoT 4.3).

fleLla M a4onecLieH"
MEnoKC 15 mg/ 1,5 ml  pacTBop 3a  MHjeRTMpahoe He Tpe6a Aa ce aAMMHMCTPMpa  Kaj   AeLia  M

aAonecLieH" noMnaAM oA 18 roAM" (nomeAHeTe Bo Aenor 4.3).

HaL"H  Ha aAMMHMCTDauMja

MHjeK"paibeTo Tpe6a Aa ce HanpaBM noA cTporo acen"u" ycnoBM Bo HaABopelJJHMOT Hen

Ha  ropHMOT HaABopeiileH  KBaApaHT Ha  3aAHMKOT, A/ia6oKo M  6aBHo.  Kora  MHjeK"pafoeTo ce

noBTopyBa,  ce  npenopauyBa Aa  ce npoMeHM  cTpaHaTa  npM  aAMM"cTpaLiMja  Ha ceKoja  HOBa

MHjeKLiMja.  BaHHo e Aa ce acnMPMpa  npeA mjeK"paibe, co  Lien Aa ce ocMrypa AeKa  MrnaTa

He  e  HaBne3eHa  Bo  KPBHMTe Ca4oBM.

AKo naLiMeHTOT noilyBCTByBa cMnHa 6onKaTa, BeAHau  npecTaHeTe co MHjeK"paLbe.

Bo  cnyuaj  alto  naLiMeHTOT  MMa  npoTe3a  Ha  I{onl{oT,  MHjeK"parbeTO  Tpe6a  Aa  ce  l^3BeAe  Ha

cnpoTMBHaTa cTpaHa.

4.3  KOHTpaMHAMI{aL+MM

OBoj neK e I{oHTpaMHAMI+MpaH  Bo cneAHMBe cocToj6M:

•     TpeTTPMMecTap oA 6peMeHocT (nomeAHeTe BO AenoT 4.6);

•     4eua M a4onecL+eH" noA 18 ro4M";

•      npeoce"MBocT  Ha  Menol{cMI{aM,  MnM  Ha  6Mno  Koj  oA  eKCLiMnMeHCMTe  (nomeAHeTe

80   AenoT   6.1)   MnM   xMnepceH3M"BHocT   Ha   cyncTaHLiMM   co   cniiilHa   ¢yHI{LiMja,   Ha

npMMep,     HCAMn,     aLie"ncanMUMnHa     KMcenMHa.     MEnoKC     He    Tpe6a     Aa     ce

aMMHMCTPMpa    Ha    naLiMeH"    I{oM    pa3BMne   HanaAM    Ha    acTMa,   Ha3an"    nonMnM,
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aH"oe4eM   MnM   yp"KapMja   no   a4MM"cTpaL+Mja   Ha   aL+eTMncanML+MnHa   KMcenMHa

MnM Apy"  HCAMfl;

•       MCTopMja   Ha   I{pBaperbe   MnM   nep¢OpaL+Mja   Ha   racTPMilHMOT   cMCTeM   3a   BpeMe   Ha

npeTxoAeH TpeTMaH co HCAMfl;

•      nporpecMBeH    MnM     HeoAaMHa    AeTeK"paH    nenTiiileH    ynKyc    MnM    MCTOpMja    Ha

peKypeHTeH  nenTMileH  yni{yc  MnM  xeMopa"ja  (ABe  MnM  noBeRe  AOKaHa"  enM3oAM

Ha ysL+epaL+Mja  MnM  I{pBaperbe);

•     racTpoMHTec"Han"     KPBaBeiba,     MCTopMja     Ha     L+epe6pan"     M"     Apyr     BiiA

xeMOpa"M;

•     Texoi{ xenaTouenynapeH Ae¢eKT;

•      TeuKa  peHanHa  MHcy¢MUMeHUMja 6e3 AMjanM3a;

•     TeuKa cpueBa cna6ocT;

•      xeMOcTaTCKO       OujTenyBattie       MnM       TeKOBeH       TpeTMaHOT       cO       aH"KoarynaHCM

(KOHTpaMHAMKai+MM  nopaAM  i"TpaMycKynHMOT naT Ha  aAMM"CTpauMja).

4.4 CneL+Mjanl" Mepl{M Ha npeTna3nMBocT M npe4ynpe4yBaroe

HecaKaHMTe   Peal{LiMM   Mo"e  Aa   Ce  MMHMMM3MpaaT  co  ynoTpe6a   Ha   Haj"cKa   e¢eK"BHa

Ao3a  3a  Hajl{paTOK  nepMOA  noTpe6eH  3a   KOHTponMpaHbe  Ha  cMMnTOMMTe  (no"eAHeTe  Bo

AenoT 4.2 M naparpa®MTe "racTPoMHTec"Han" M KapAMOBacKynap" e¢eK"" noAony).
npenopaiiaHaTa   MaKCMManHa   AHeBHa   Ao3a   He   Tpe6a   Aa   ce   HaAMMHyBa   Bo   cflyuaj   Ha

HeLienoceH  TepaneBTCKM   e¢eKT   M   He  Tpe6a  Aa   ce  AOAaBaaT  AononHMTen"   HCAMfl   Bo

Tepa"jaTa,  6MAejkM  MOH{e Aa  ce  3roneMM  Tot(cMUHocTa  AOAeKa  nal{ TepaneBTCKaTa  KopMCT

CeyLIJTe  He  e AOKaxaHa.  Tpe6a Aa  ce  ii36erHyBa  MCTOBpeMeHa ynoTpe6a  Ha  MenoKCMKaM  co

HCAMn,  BMyuyBajkM  LiMMooKCMreHa3a-2 ceneKTMB"  MHXM6iiTopM.

MefloKCMKaM He e noro4eH 3a TpeTMaH Ha hal+MeH" co akyTHa 6onKa.

AOKonl{y  HeMa   noAo6pyBatbe  Ha  cocToj6aTa  3a   HeKonKy  AeHa,   i{nMHMiil{MOT  6eHe¢iiT  oA

TpeTMaHOT Tpe6a 4a ce npeMcnMTa.

Bo cflyuaj  Ha  MCTopMja  Ha  e3o¢a""c,  racTPMTMc ii/iMM  nenTMueH ynLiep,  noTpe6Ho e Aa  ce

noTBPAM  HMBHo  LienocHO  3a3ApaByBafoe  npeA Aa  ce  3anouHe  co  TpeTMaH  co  MenoKCMKaM.

noTpe6Ho e cneAeLbe Ha cocToj6aTa  Kaj oBMe naLiMeH" 3a Aa  He AojAe Ao noBTopyBaibe Ha

oBMe cocToj6M.

racTDOMiITec"HanHM edieK"

racTpOMHTec"HanHO    KPBapelbe,    ynLtepaLMja    MnM    nep¢OpaLiMja    KOM

¢aTanHM, ce yTBp4e"  npM ynoTpe6aTa  Ha cMTe  HCAMn  Bo 6Mno Koj  nepM

co     MnM     6e3    3HaLiii     Ha     npeAynpeAyBatbe    Mm     npeTxoAHa     MCTO

racTpoMHTec"Han" e¢eK".
PM3MKOT  oA  racTPoMHTec"HanHo  I{pBapetbe,  ynLiepaLiMja  iinM  nep¢opa

3roneMyBaibe  Ha  Ao3MTe  Ha  HCAMfl,  Kaj  Hal+MeH"  co  MCTopMja  Ha

MOxe a    6M4aT

MI{oMnnML"paH  co xeMopa"ja  MnM  nep¢opaHMja  (nomeAHeTe  Bo AenoT 4.3)  M  Kaj  nocTapM

naLiMeHTM.   Kaj   oBMe   naLiMeH"   TpeTMaHOT  Tpe6a   Aa   3anoilHe   co   Haj"cKM   TepaneBTCKM
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Ao3M.    KOM6M"PaHa    Tepa"ja    co    MyKonpoTeKTMB"    neKOBM    (np.    MMconpocTon    MnM

MHXM6MTopM    Ha    npoTOHCKa    nyMna)   Tpe6a   4a   ce   npMMe"    Kaj   oBMe    nat+MeH"    M    Kaj

nauMeH"  KOM  MCTOBpeMeHo ynoTpe6yBaaT HMCKM Ao3ii  Ha aLieTMncanMHMnHa KMcenMHa  M"

Apy"     neKOBM     I{oM     ro     3roneMyBaaT     pM3iiKOT     oA     racTpoiiHTecTMHanHo     KPBapelbe

(nomeAHeTe noAony M Bo AenoT 4.5).
naLiMeH"     cO     MCTOpiija     Ha     racTpOMHTec"HanHa    TOKCMilHOcT,     Oc06eHO     n0803pac"

naLiMeH"  Tpe6a  Aa  "  npMjaBaT  cMTe  HeBoo6Muae"  a6AOMMHan"  cMMnTOMM  (oco6eHo

racTPoMHTecTMHanHo kpBaperbe) noce6Ho Bo ii"LMjan"Te ¢a3M Ha TpeTMaHOT.

noce6Ho  BHMMaHMe  e  noTpe6Ho  Kaj  hal+MeH"  KOM  MCTOBpeMeHo ynoTpe6yBaaT neKOBM  i{oM

ro   3roneMyBaaT   pM3MKOT  oA   ynLiepaLiMM   MnM   KPBapeiba   Kal{o   xenapMH,   aHTMKoarynaHCM

KaKO    Bap¢apMH    imM    Apy"    HecTepoMA"    aHTi"H¢naMaTop"    nel{oBM,    BMyuyBajkM

aueTMncanMI+MnHa  KMcenMHa  Bo aH"MH¢naMaTop" Ao3ii  (>1 g KaKo eAMHeilHa Ao3a  M"  3

g Kal{o BI{ynHa AHeBHa Ao3a)  (norneAHeTe Bo AenoT 4.5).

Aol{onKy   Ce   nojaBM   racTPoMHTec"HanHo   KPBapelbe   MnM   ynLiepaLiMja   Kaj   naLiMeH"   KOM

ynoTpe6yBaaT Menol{cMKaM, TpeTMaHOT Tpe6a 4a ce npeKMHe.

HCAMfl     Tpe6a     co     BHMMaTenHocT    Aa     ce     AaBaaT     I{aj     naLiMeH"     co     MCTopMja     Ha

racTpoMHTecTMHafl"  6onec"  (ynLiepa"BeH  KonMTMc,  KPoHOBa  6onecT)  6MAejkii  Moxe  Aa

AojAe AO er3aL|ep6aHMja Ha cMMnTOMMTe (nomeAHeTe Bo AenoT 4.8 -Hecai{a" e¢eK").

KaD4MOBaclrvnaDHM M ueDe6DOBaclwnaDHM ed)ei{"

noTpe6Ho   e  cooABeTHo  Aa   ce   HaArneAyBaaT  naLiMeH"Te  co   MCTopMja   Ha   xMnepTeH3Mja

M/MnM  6^ara  4o  yMepeHa  KOHrec"BHa  CPHeBa  cna6ocT,  nopa4M  voa  LLJTo  e  3a6enexaHa

nojaBa  Ha 3aAPLI.I{a  Ha TeiiHoc"  M eAeM npM ynoTpe6a  Ha  HCAMn  Kaj oBMe naLiMeH".

Ce   npenopailyBa   MMHMiiKo   cneAetbe   Ha   KPBHMOT  npM"coK   i{aj   naLiMeH"   co  3roneMeH

pM3MI{, oc06eHO 3a  BpeMe Ha  M"LiMja"B"OT TpeTMaH cO MenoKCMKaM.

MMHMUKMTe    CTyAi"    M    enMAeMMonoi]]KMTe    noAaTOLiM    yKaxyBaaT   AeKa    ynoTpe6aTa    Ha

HCAMn,   BMyiiyBajkM   ro   M   MefloKCMKaM   (oco6eHo   Bo   noBMcol{M   Ao3M   M   noAonr  nepMOA)

MOHe  Aa  e  noBP3aHa  co  Man  PM3MK  oA  nojaBa  apTepMjan"  TPoM6o"u"  HacTa"  (np.

MH¢apRT  Ha   MMOI{apA   MnM   Mo3olleH   yAap).   HeMa  AOBoflH0   noAaTOLiM   3a  Aa   Ce   MCMyl"

Bai{BMOT pM3MK  Rpm ynoTpe6a  Ha  MenoKCMKaM.

naLiMeH"   cO   Hei{OHTponMpaHa   xMnepTeH3Mja,    KOHrecTMBHa   cpi+eBa   cna6OcT,   yTBPAeHa

McxeMMja   Ha  cpLie,   nepM¢epHa   apTepMjanHa   6onecT  M/mM   Liepe6poBacKynapHa   6onecT,

Tpe6a Aa ce Tpe"PaaT co MenoKCMKaM caMo no BHMMaTenHo Pa3meAyBaibe.

Kaj    nat+MeH"Te    Tpe6a    4a    ce    3eMaT    Bo    npe4BM4    pM3MK    ¢aKTopMTe    3a    nojaBa    Ha

KapAMOBacKynap"   6onec"   (Ha   npMMep,   xMnepTeH3Mja,   xMnepnM"AeMMja,   AMja6eTec

MenMTyc, nyueHe), npeA 3anoilHyBatbe Ha AonroTpaeH TpeTMaH co oBoj neK.

KOxHM edel"
cepM03"    i{OH"    peaKLiMM,    HeKOM    OA    HMB    ¢aTan",    BMyuyBajkii    eKc¢OnMja"BeH

AepMa"TMc,   C"BeHc-LloHcoHOB   cMHApoM   M   TOKCMilHa   enMAepManHa   HeKponM3a,   MHory

peTKo ce yTBPAe" npM ynoTpe6a Ha HCAMn. (nomeAHeTe Bo AenoT 4.8)
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HajroneM  pii3MK  3a   nojaBa   Ha  OBMe  e¢eK"   MMa   80  noiieTOK  Ha  Tepa"jaTa.   nojaBa   Ha

peaKLiMM    Bo    HajroneM    6Poj    cnyiiaM    ce    jaByBa    Bo    npBMOT    MeceLi    oA   TpeTMaHOT    Co

MenoKCMKaM.   Tepa"jaTa  Tpe6a  Aa  Ce   npeKMHe   npii   nojaBa   Ha   npBMTe  3HaLiM   Ha   KOHKeH

ocMn,  MyKo3HM ne3MM  MnM Apy"  3HaLiM  Ha  npeoceTnMBocT.

napaivieTDM Ha xenaDHa M I)eHanHa ®vHI{uMja

KaKo   M   co   ocTaHaTMTe   HCAMn,   yTBPAeHo   e   noBpeMeHo   3roneMyBaibe   Ha    HMBOTo   Ha

cepyMCKM   TpaHcaMMHa3M,   cepyMCKM   6imMpy6MH   MnM   Apy"   xenaTan"   ¢yHKLiMOHan"

napaMeTPM,    KaKO    M    3roneMyBafoe    Ha    cepyMCKMOT    KpeaTMHMH    M    a3oT    80    I{pBTa,    I{Oj

noTel{HyBa   oA   ypea    M   Apy"   na6opaTopi4cl{M    Hapyl]]yBaHa.    npoMe"Te   HajiiecTo   ce

TpaH3MTop"     M     3aHeMapyBauKM.     AOKonKy     HeKoe     Hapyil]yBaibe     e     3HauajHo     M"

nep3MCTeHTHo,   a4MM"CTpaL+MjaTa   Ha   MenokcMKaM   Tpe6a   4a   ce   cToni^pa   M   cocToj6aTa

TeMenHo Aa ce McnMTa.

I
I
I

I
I
I

®vHI{uMOHaniia 6v6DexHa ena6ocT

npeKy  MHXM6Mpatbe  Ha  Ba3oAMnaTaTopHMOT e¢eKT Ha  peHanHMTe  npocTamaHAMHM,  HCAMn

MOHe      Aa      MHAyuMpaaT      ¢yHKL|MOHanHa      PeHanHa      cna6ocT      Co      peAyLiMpatbe      Ha

moMenypanHaTa    ®MnTpaLMja.    OBoj    Hecat{aH    ed)eKT   e   Ao3Ho3aBMceH.    Bo    noiieTOK    Ha

TpeTMaHOT,    MnM    no   3roneMyBahe   Ha   Ao3aTa,    noTpe6Ho   e   BHMMaTenHo   CneAetbe   Ha

AMype3aTa  M  peHanHaTa ¢yHKLiMja,  Kaj  naLiMeH"  cO cneAHMBe pM3MK ¢ai{TOpM:

•     n0803pac" naLiMeH";

•      MCTOBpeMeHa ynoTpe6a  Ha ARE  MHXM6MTopM,  aH"oTeH3MH  II  aHTaro"c",  capTa",

AMypeTMLiM  (nouneAHeTe Bo AenoT 4.5  MHTepaKHMM  co Apy" nel{oBM  M Apy"  ®oPMM

Ha  MHTepaKUMM);

•      XMnoBoneMMja (6e3 pa3nMI{a  Ha  npM"HaTa);

•      KOHrec"BHa CPL+eBa cna6ocT;

•     PeHanHa cna6ocT;

•     He¢po"ueH CMHApoM;

•    flynyc He¢pona"ja;
•      TeLI]Ka xenaTanHa AMc¢yHKL"ja  (cepyMcl{M  an6yMMH < 25 g/I  MnM  lliMA-nyroB cKop 2

10).

Bo       peTKM       cnyiiaM, HCAMn       Moxe      Aa       npe4M3BMka       MHTecTMHaneH       He¢pM"c,

rnoMepynoHe¢pii"C, peHanHa MeAynapHa HeKPo3a MnM  He¢Po"iieH CMH

Ao3aTa  Ha  MenoKCMKaM  Kaj naLiMeH"  Bo TepMMHanHa ®a3a  Ha 6y6peHH

AMja"3a,  He Tpe6a Aa  6MAe  noroneMa oA 7,5 mg.  He e noTpe6Ha  peAy
naLiMeH"  co cna6a Ao yMepeHa  6y6pexHa  cna6ocT (np.  naLiMeH"  co

noroneM oA 25 ml/min).

3a4DIJJKa  Ha HaTDMVM, KanMVM M  Bo4a

3aAPIJJl{a   Ha   HaTPMyM,   KanMyM   M   BOAa   M   MHTepaKLiMja   Co   HaTPMype"HHMTe   e¢eK"   Ha

AMypeTMLiMTe   Moke  Aa   ce  jaBM   npM   ynoTpe6a   Ha   HCAMfl.   OcBeH  Toa,   MOHKe  Aa   ce  jaBM
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HaMaflyBaLtie      Ha      aH"xMnepTeH3MBHMOT      e¢ekT      Ha      aH"xMnepTeH3MBHMTe      neKOBM

(nomeAHeTe    Bo    AenoT    4.5).    Kaj    pii3Mu"    rpy"    Ha    naLiMeH"    MOHKe    Aa    ce    jaBM

npeuM"TaLiMja  MnM  er3auep6aLiMja  Ha  eAeM, cpL|eBa  ona6ocT MflM xMnepTeH3Mja.  noTpe6Ho

e  MMHMilKO  HaArneAyBalbe  Ha  nai+MeHTMTe co 3roneMeH  PM3MK (norneAHeTe  Bo AenoT 4.2  M

4.3).

XMneDkaneMMia

XMnepl{aneMMjaTa   MOHKe   Aa   ce  jaBM   Kaj   naLiMeH"   Co  AMja6eTec   M"   npM   MCTOBpeMeHa

ynoTpe6a   Ha  nel{oBM   KOM   MMaaT  xMnepKaneMIAueH  e¢eRT  (nomeAHeTe  Bo  AenoT  4.5).   Bo

TrateM cflyilaM, ce npenopaiiyBa peryflapHO cfle4eLbe Ha HMBoaTa Ha KanMyM.

4pv" MeDKM I.a ni)eTiiaanHBoCT M npe4Vnpe4yBali±±

HecaKaHMTe  peaKUMM  HajuecTo cna6o ce TonepMpaaT Kaj  noBo3pac"  naLiMeH",  MCTol]]Te"

MnM   cna6M  nMLia,   KOM   6apaaT  noce6Ho  HaAmeAyBatbe.   noTpe6Ho  e  Aa  ce  BHMMaBa   npM

ynoTpe6a   Ha   HCAMn   Kaj   noBo3pacHMTe   nauMeH"   co   iiec"   npoMe"   Bo   peHanHaTa,
xenaTanHaTa  M  CPL+eBaTa ¢yHkL+MjaTa.

noBo3pac"Te naLtMeH"  noKaxyBaaT 3roneMeH pM3MK 3a nojaBa  Ha  HecaKa"  peaKLtMM  npM

ynoTpe6a  Ha  HCAMfl,  oco6eHo  racTpoMHTec"HanHo  KPBapeibe  M  nep¢opaLiMja  KOM  Moxe

Aa 6MAaT ¢aTan" (nomeAHeTe Bo AenoT 4.2).
•      MenoKCMKaM,   KaKo   M   Apy"Te   HCAM   MOHe   Aa   "   MacKMpa   ci"nTOMMTe   Ha

MH¢eK"BHOTo 3a6onyBaibe.

•      KaKo     M     npM     ynoTpe6a     Ha     Apy"Te     HCAM     MOM     ce     aAMMHMCTPMpaaT     no

iiHTpaMycKyneH    naT,    Moke    Aa    ce    nojaBM    anLiec    M    Hel{Po3a    Ha    MecTOTo    Ha

MHjeK"partie.

•      YnoTpe6aTa  Ha  MefloKci4KaM,  KaKo  M  Apy"Te  neKOBM  KOM  ja  MHXM6MpaaT  cMHTe3aTa

Ha   uMMOOKciireHa3a/npocTa"aHAMH,   MOHe   Aa   ja   HaManaT   nnoAHOCTa   M   He   Ce

npenopaiiyBa  HMBHa  ynoTpe6a  I{aj  HKe"  MOM  caKaaT Aa  3a6peMeHaT.  Kaj  "e"  KOM

MMaaT  npo6neMM  co  3aiiHyBaibe  MnM  KOM  McnMTyBaaT  MH¢ep"nHocT,  Tpe6a  Aa  ce

3eMe  Bo npeABMA npeKMHyBatt>e  Ha TpeTMaHOT Co MenoKCMKaM.

•      OBoj neK COAPHM  noManl{y oA  1  mmol  Ha  HaTpi4yM  (23  mg)  Bo  eAHa  aMnyna  oA  1,5

ml,  na nopaAM Toa MOHKe Aa Ce cMeTa  KaKo npoii3BOA Koj  '`He CoAp"M HaTPMyM''.

4.5 MHTepal{L+MM Co 4py" nel{o" M Apy" ¢opMM iia MHTepat(I+MM

CTy4MM  3a  MHTepaKL|,MM ce  M3Be4e" caMo Kaj Bo3pac"  hal+MeHTM.

9aDMaKo4HHaMCKM  MHTeDaNL+HL±

Apy" HecTepoMA" aH"MH¢naMaTop" nei{oBM (HCAMn) M aLieTiMcanMi+imHa "cenMHa
> 3 g1 plF:H

MCTOBpeMeHa  ynoTpe6a  co  Apy"  HCAMn,  BMyuyBajkM  M  aLie"canMi+MnHa  KMcenMHa  Bo

aH"MH¢flaMaTop" Ao3M  (>  1 g KaKo  eAiiHeuHa Ao3a  MnM   > 3  g KaKO  BKynHa AHeBHa A03a)

He ce npenopaiiyBa (nomeAHeTe Bo AenoT 4.4).
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Kop"KocTepoMAM (np. myKoi{oP"l{oM4M)

OBoj    fleK   Tpe6a    Aa    ce    I{opMc"    co    BHMMaTenHocT   aKo    ce    ynoTpe6yBa    3aeAHo    co

KoPTMKoCTepoM4M,    nopaAM    3roneMeH    PM3MK    o4    l{PBapeHbe    MnM    racTPoMHTec"HanHa

yflLiepaL+Mja.

AH"i{oarynaHCM ilnM xenapMiJ a4MMI"cTPMpaHM I{aj noBo3pacHi4 nML|a Mni4 Bo Kypa"BHM

A03M

MOHKe   Aa    ce    3roneMM    pM3MKOT   3a    KPBaperoe    npeKy    MHxii6MLiMja    Ha    TpoM6ouMTHaTa

®yHKUMja  M ouJTeryBaibe Ha  racTpoAyoAeHanHa Myl{o3a.

HCAMfl  MOH{e Aa  ro  3roneMaT e¢eKTOT Ha  aHTMKoarynaHCMTe,  KaKo  Bap¢apMH  (nomeAHeTe

Bo   AenoT   4.4).   MCTOBpeMeHa   ynoTpe6a   Ha   HCAMn   co   aH"KoarynaHCM   M"   xenapMH,

aAMiiHMCTpiipa"      kaj      repMjaTPMCKM      naLiMeH"      MnM      Bo     KypaTMB"     Ao3M,      He     ce

npenopauyBaaT (nomeAHeTe Bo AenoT 4.4).

Bo  ocTaHa"Te  cnyiiaM   npii   ynoTpe6a   Ha  xenapMH,   noTpe6Ha   e   npeTna3nMBocT  nopaAM

3roneMeHMOT pM3MK o4 KPBapeLba.

noTpe6eH   e   cTpor   Ha43op   Ha   INR   Aokonky   He   Moxe   4a   ce   M36erHe   MCTOBpeMeHaTa

ynoTpe6a.

TpoM6onM"LLM M aHTMI{oarynaHCM

3roneMeH     pM3MI{    3a     KPBapeLtie,     npel{y    MHXM6ML+Mja     Ha    TpoM6oL+MTHaTa    ¢yHKL+Mja     M

ol]]TeTyBatbe Ha racTpoAyoAeHanHaTa Myi{o3a.

CeneKTMB" MHXM6MTopM Ha noBTopHo npe3eMaibe Ha cepoTOHMH

3roneMeH  pM3MK 3a  nojaBa  Ha  racTpoMHTecTMHanHo KPBapeHbe.

4Mype"L+M, AKE MHXM6MTopM M AHrMOTeH3MH  11 aHTaroHMc"

HCAMn   MOH{e  Aa   ro   peAyL+MpaaT  e¢ei{TOT  Ha  AMypeTMLiMTe   M  Apy"   aHTMXMnepTeH3MB"

neKOBM.   Kaj  HeKoi4  naLiMeH"  cO  KOMnpoMMTMpaHa  peHanHa  ¢yHI{LiMja   (np.  AexMAPMpa"

naLiMeH"      MnM      noBo3pac"      naLiMeH"     co     KOMnpoMMTMpaHa      PeHanHa     ®yHKUMja),

MCTOBpeMeHaTa  ynoTpe6a  Ha  AKE  MHXM6MTopM  imM  AH"oTeH3MH  11  aHTaroHMc"  M  areHCM

KOM ja  MHxii6MpaaT  LiMlunooKCMreHa3aTa,  MOHKe Aa  pe3yn"pa  Co  Bnoi]]yBafoe  Ha  peHanHaTa

¢yHKL+Mja,      BMyiiyBajkM      MoxHa      aKyTHa      6y6pexHa      cna6ocT,      I{oja      Boo6MLlaeHo     e

peBep3M6imHa.  BaKBaTa  KOM6MHaL[Mja  Tpe6a  BHi"aTenHo  Aa  ce  aAMMHMCTPMpa,  oco6eHo

Kaj  noBo3pac"  naLiMeHTM.  naLiMeH"Te Tpe6a aAeKBaTHo Aa ce xMAPMpaaT M  no

ce       cneAM       6y6peHKHaTa       ¢yHI{I+Mja       nocne       M"LiMjanHOTo       aAMMHMCTp

KOM6M"paHaTa Tepa"ja M  noBTopHo nepMOAMiiHo noAOLiHa (nomeAHeTe 80

4py" aHTMXMnepTeH3MB" nei{oBM (np. 6eTa-6noKaTopM)
Moke   Aa   ce   jaBM   HaManyBaibe   Ha   aHTMXMnepTeH3MBHMOT   e¢eKT   Ha   6eTa-6n

(nopaAM  MHXM6MUMja  Ha  npocTamaHAi4HMTe co HMBHMOT Ba3oAMnaTaTopeH  e¢eKT).
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MHXM6i4TopM Ha Kant+MHeypMH (np. L|MiunocnopMH, Tai{ponMMyc)

HCAMfl   MOHKe  Aa  ja   3roneMaT  He¢poTOKCMUHocT  Ha   MHXM6MTopMTe   Ha   KanLiMHeypMH   KOM

3aBMcaT OA e¢eK"Te Ha  peHanHMTe npocTamaHAMHM.  Bo enyi+aj  Ha  MCTOBpeMeHa ynoTpe6a,

Tpe6a Aa Ce CneAM PeHanHaTa ¢yHKUMja, oco6eHo I{aj noBo3pac" naL|MeHTM.

MHTpayTepMHM noMarana

yTBP4eHo   e   4et{a   HCAMfl   ja   HaManyBaaT   e¢MKacHocTa   Ha   MHTpayTepMHMTe   noMarana.

npeTx04HO   e   npMjaBeHO   HaManyBartie   Ha   e¢i4KacHOcTa   Ha   MHTpayTepMHMTe   noMarana

nopa4M  MCTOBpeMeHa ynoTpe6a Ha  HCAMn, Ho noTpe6Ha e 4ononHMTenHa noTBp4a.

®aDMaKOKMHeTCKM  MHTeDal{uMM  (BnMiaHMe  Ha  Jvienoi{CMi{aM  BD3  d)ar)Mai{or(MHe"I{aTa  Ha

Aov" nel{oBM)
A""yJV,
HCAMn  ro  3roneMyBaaT  HMBOTo  Ha  nMTMyM  Bo  nna3Ma  npeKy  HaManyBaLbe  Ha  peHanHaTa

el{cKpeL+Mja  Ha nMTMyM,  Hoe  Moxe 4a 4oc"rHe roKCMiiHo  HMBo.  MCTOBpeMeHa  ynoTpe6a  Ha

nMTMyM  M  HCAMn  He ce  npenopaiiyBa  (noMe4HeTe  Bo 4enoT 4.4). 4ol{onKy I{oM6MHauMjaTa

e Heonxo4Ha,  BHMMaTenHo Tpe6a 4a ce cne4M  HMBOTo Ha flM"yM  Bo nna3MaTa 3a  BpeMe Ha

M"LiMjaLiMja,  npMnaroAyBaibe M  npeKMHyBatt»e Ha TperMaHOT Co MenokcMKaM.

MeTOTpel{caT

HCAMfl   Mox{e   Aa   ja   peAyLiMpaaT   ny6ynapHaTa   ceKpeLiMja   Ha   MeTOTpeKcaT,   co   II]To   ce

3roneMyBa    HeroBaTa    i{oHLieHTpaL+MjaTa    Bo    nna3Ma.    He   ce    npenopaiiyBa    MCTOBpeMeHa

ynoTpe6a  Ha  HCAMfl  Kaj  naLiMeH"  KOM  npi"aaT  BMcoKM  Ao3M  Ha  MeTOTpeKcaT  (noBeke  oA

15 mg/HeAenHo) (norfleAHeTe Bo AenoT 4.4).

PM3MKOT 3a  nojaBa  Ha  iiHTepaKLiMja  noMefy HCAMfl  M  MeTOTpeKcaT, Tpe6a Aa  ce  pa3rneAa  M

I{aj  naL|,MeH"  I{oM  npMMaaT HMCKM  4o3M  MeTOTpeKcaT,  oco6eHo  kaj  hal+MeH"  co  HapyLLieHa

peHanHa ¢yHKUMja.  Bo cnyilaj I{ora e noTpe6Ha ynoTpe6a  Ha  KOM6M"paHa Tepa"ja, Tpe6a

4a Ce cne4M 6PojoT Ha KPB" iueTKM M PeHanHaTa ¢yHKUMja.

noce6Ho   BHMMaHMe   e   noTpe6Ho   Kora    MCTOBpeMeHo   ce   ynoTpe6yBaaT   MeTOTpet{caT   M

HCAMn  Bo  TeKOT  Ha  3  AeHa,  3aToa  illTo  nna3MaTckMTe  HMBoa  Ha  MeTOTpeKcaT  Moxe  4a  ce

nol{aLiaT M 4a  npe4M3BMkaaT 3roneMyBaLbe  Ha TOKCMilHocTa.

MaKo       MCTOBpeMeHa       ynoTpe6a       Ha       MenoKciiKaM       He       BnMjae       peneBaHTHo       BP3

¢apMai{ol{MHe"KaTa   Ha   MeTOTpeKcaT  (15  mg/HeAenHo),  Tpe6a  Aa  Ce  3eMe   80   npeABMA

AeKa   xeMaTonoi]]KaTa   TOKCMiiHocT   Ha   MeTOTpeKcaT   Mox{e   Aa   ce   noTeHLiMpa   co   HCAMtl

(norneAHeTe norope) (nomeAHeTe Bo AefloT 4.8).

®ar]Mai{OKMHercl{M  MHTeDaKI"M:  BnMiaHMe Ha 4Dv" nei{OBM  BD3 eaDMaKoi{MHe"i{aTa  Ha

Menoi{cMKaivi

xonec"palvMH
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Xonec"paMMH   ja    3a6p3yBa    eni"MHaLiMjaTa    Ha    MenoKCMKaM    npeKy    HaManyBalbe    Ha

eHTepoxena"ilHaTa  I+MPKynaL+Mja,  nopa4M  LLiTo knMpeHCoT Ha Menol{cMKaM ce 3roneMyBa  3a

50 % M  nony"MBOTOT onafa Ao  13+3 uaca.  OBaa MHTepaKLiMja  i"a  MMHMiiKo 3Haiietoe.

He    ce    yTBPAe"     3Hauaj"     KfliiHMili"     ¢apMaKol{MHeTCKM    neK-neK     MHTepaKLii"     npM

MCTOBpeMeHa ynoTpe6a co aHTaL+MAW,  LiMMe"AMH  M AMroKCMH.

4.6 6peMeHocT M 4oelbe

6peiv\eHocm

MHXM6MiiMja      Ha      npocTamaHAMHCKaTa     cMHTe3aTa     MOHe     HeraTMBHo     Aa     BnMjae     Bp3

6peMeHocTa  M/MnM  eM6pMo-¢eTan"oT pa3Boj.  IloAaTOLiMTe oA eniiAeMMonolJJI"Te cryAMii

yKaxyBaaT  Ha  3roneMeH  pM3Mk  o4  cnoHTaH  a6opnyc,  CPL+eBa  Man¢oPMauMja  M  racTpoLLiM3a

no   ynoTpe6a   Ha   MHXM6MTopM   Ha   cMHTe3aTa   Ha   npocTarnaHAMH   Bo   PaHaTa   6peMeHocT.

PM3MKOT   oA   nojaBa   Ha   KapAlloBacKynapHa   Man¢opMaLiMja   e   1-1,5   %,   a   ce   3roneMyBa

nponopL+MOHanHo Co 4o3aTa M BpeMeTo Ha Tepa"ja.

Kaj   XMBOTHM,   aAMM"cTpaLiMja   Ha   npocTamaHAMH   CMHTeTa3a   MHXM6MToPM   AOBeAyBa   AO

3roneMeH   pM3MI{   oA   ry6etbe   Ha   nnoAOT   npeA   ii   no   MMnnaHTaLiMja   M   eM6pMo-®eTanHa

neTanHoCT.      3roneMeHaTa      MHLiMAeHua      oA      oApeAe"      Man¢opMaLiMM,      Bi{nyuyBajkM

i{apAMOBaci{ynapHM,    ce   jaBiMe    Kaj   xMBOT"   TpeTMpaHM    co    npocTamaHAMH    cMHTeTa3a

MHXM6MTopM 3a  BpeMe  Ha opraHoreHe3aTa.

3a  BpeMe  Ha  npBMOT M  BTopMOT TPMceMecTap  o4 6PeMeHocTa,  MenoI{CMKaM  He Tpe6a  4a  ce

KopMCTM,  ocBeH aKo e  HeonxoAHo. At(o MenoKCMKaM ce AaBa  Kaj "e"  KOM  Ce o6MAyBaaT Aa

3aiiHaT  MnM  3a  BpeMe  Ha  npBMOT  MnM  BTopMOT TPMceMecTap  o4  6peMeHocTa,  Tpe6a  4a  Ce

4aBaaT HMCKM 4o3M  M  BpeMeTo Ha TpeTMaHOT 4a 6M4e nol{paTKo.

3a    BpeMe    Ha   TpeTMOT   TPMceMecTap    oA   6PeMeHocTa,    cMTe   npocTamaHAMH    cMHTeTa3a

MHXM6MTopM   MOHKe Aa  ro M3no"aT ¢erycoT Ha:

•      i{ap4MonynMOHanHa  TOKCMiiHocT  (co  npe4BpeMeHo  3aTBopaibe  Ha  ductus  arteriosus

M  nynMOHanHa xMnepTeH3Mja);

•      PeHanHa   4Mc¢yHKUMja,   LJITo   Moxe   4a   nporpecMpa   4o   PeHanHo   oLilTeTyBaLtie   co

onMroxM4poaMHMo3a;

Ha  i{pajoT oA 6peMeHocTa  i{aj MajKaTa M  nnoAOT, MOHe Aa AOBeAaT AO:

•      npoAonHeHo  BpeMe  Ha  KPBapeibe, aH"arperaLiMOHeH e¢eKT Koj  Moke Aa Ce jaBM  M

npM  MHory Mann A03M;

•       MHxii6i4uMja     Ha     yTepM"     KOHTpal{LiMM     LUTo     AOBeAyBaaT

nponoH"paHo nop04yBaLt.e.

MenoKCMI{aM  e  KOHTpaMH4ML+MpaH  3a  BpeMe Ha TpeTMOT TPMceMecTa

Lloedee

I
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Bo orpaHMueHM  MCTpaH{yBaiba  i{oM  Aocera  ce AocTanHw  e AokaH<aHo AeKa  HCAMfl  Moke  Bo

Mana  KOHueHTpaL+Mja  Aa  npeMMHe  Bo  Maj"HOTo  MneKo.  nopaAM Toa,  aAMM"cTpaLiMjaTa  e

KOHTpaMHAMLiMpaHa  Kaj H{e"  KOM AojaT.

4.7BnMjaHMeBp3cnoco6HocTa3aBo3eheMynpaByBalbecopa6o"MauM"
He   nocTojaT  cneuM¢""   crmMM   3a   BnMja"eTo   Ha   MenoKCMKaM   Bp3   cnoco6HocTa   3a

ynpaByBaLbe  co  MOTop"  Bo3Mna  MnM  paKyBaibe  co  pa6o"  MaiiMHM.  MefyToa,  nopaAM

¢apMaKOAMHaMckMOT   npo¢Mn    Ha   neKOT   M    npMjaBeHMTe   HecaKaHMTe   e¢eK"    ManKy   e

BepojaTHo 4erta  MenokcMI{aM  BnMjae  Bp3 cnoco6HocTa  3a  Bo3eLbe  M  pal{yBaLtie co  MaLLiM"

Ceiiat(,    Bo    cnyuaj    Ha    BM3yen"    Hapyu]yBaiba,    nocnaHoCT,    BPToma"ua    M"    Apy"

HapyLLJyBalba  Ha  iLeHTpanHMOT  HepBeH  cMCTeM  ce  npenopavyBa  4a  ce  M36erHyBa  Bo3eLtie

MnM ynoTpe6a  Ha Mau)MHM.

4.8 Hecar(a" e¢eRTli
a) reHepaneH OnMc

KnMHMumMTe   crmMM   M   e"AeMMonoiii"Te   noAaToi|M   yKaxyBaaT  AeKa   npM   ynoTpe6a   Ha

HeKOM  HCAm  (oco6eHo  Bo  BMcoKM  Ao3M  M  noAonroTpajHa Tepa"ja)  Moke Aa  e  noBp3aHa

co  3roneMeH  pM3MK oA apTepi^jan" TpoMo""  HacTa"  (rtai{o  MH¢apKT Ha  MMOKapA MnM

Mo3olleH yAap) (noAneAHeTe Bo AenoT 4.4).

nojaBaHaeAeM,xMnepTeH3MjaMcpi+eBacna6ocTceyTBPAe"npMTpe"aHcoHCAMn.

HajilecTo   3a6enexaHM   HecaL{aHM   peaKUM   Ce   racTpoMHec"Han".   Mowe   4a   ce   jaBaT

nen"" yni+epw nep¢opai+Mja MnM racTPoi"Tec"Han" KPBapetba, noHei{orau ¢a"HW
oco6eHo   Kaj   noBo3pac"   naLMeH"   (nomeAHeTe   Bo  AenoT  4.4).   raAeroe,   noBpakahe,

AMjapea,    ¢naTyneHi"ja,    KOHc"naL+Mja,    AMcnenci^ja,    a6AOMMHan"    6onKw    MeneMa,
xeMaTeMe3a,yniiepa"BeHcTOMaTMTMc,er3auep6ai+MjaHaPeKTOKonM"cMKpoHOBa6onecT

(nomeAHeTe  Bo 4enoT 4.4 -  CneL+Mjan"  MepKM  Ha  npe4yiipe4yBafoa  M  npeTna3nMBocT)  ce

3a6eneN{a" no aAMM"cTpaL+Mja. nope"o, yTBp4eHa e nojaBa Ha racTPM"c.

®pek¢eHLiMjaTaHaHecal{a"peaKL+MMAaAeHMnorope,ce6a3MpaHacTanKaTaHanojaBaHa

HecaKaHMTe  peaKL|MM  Bo  27  KflMHMull{M  cTyAMM  co  BpeMeTpaetoe  Ha  TpeTMaHOT  oA  14  AeHa.

noAaTOLI,MTe  ce  6a3MpaaT  Bp3  pe3ynTa"Te  4o6MeHM  o4  MMHMill{M   cry4"   M3Be4eHM   Ha

15197  Hal+MeH" Tpe"pa"  co 4HeBHM opanHM 4o3M oA 7,5  mg MnM  15 mg MenoKCMKaM Bo

¢opMa Ha Ta6ne"  M" KancynM, Bo IiepMOA AO eAHa roAMHa.
Hecal{aHMTe    peal{u,MM    AeMOHCTPMpa"    3a    BpeMe    Ha    CnoHTaHMTe    Ha6thyAyBaha    Bo

nocTMapl{e"Huii{MOT nepMOA,  MCTo TaKa, ce npMKa"aHM.

Hecal{aHM  AejcTBa  ce  PaH"paHM  cnopeA  ¢peKBeHUMja  Ha  nojaByBattie,  co  KopMCTelbe  Ha

CneAHaBa  MacM¢MI{aL+Mja:

MHory uec"  (21/10),  uec"  (21/100,    <1/10),  noManKy qec"  (21/1000,   <1/100),  pe"

(21/10000, <1/1000),  MHory pe"  (<1/10000), co  Heno3HaTa  ¢peK¢eHUMja  Ha  nojaByBatbe

(HeMoxe4acenpoqe"¢PeK¢eHL+MjaTaHanojaByBarbeoA4oCTanHMTeMH¢OPMauMM).

6) Ta6ena co Hecal{a" peaKLI,MM
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HapyuyBaiba  80 i{pBTa M nMM¢"OT cMCTeM

noMaflKy ilecTM: AHeMMja;

PeTKM:  nopeMeTyBabe  Ha  6pojoT  Ha  i{pB"  MeTKM  (BMyuyBajkM  M  npoMe"  Bo  6pojoT  Ha

6enM I{pB" MeTI{M), neyl{one"ja, TpoM6oLiMTone"ja.

yTBPAe" ce MHory peTKM cnyiiaii Ha arpaHynoLiMTo3a (norneAHeTe Bo AenoT C).

HapyuyBaiba  80 MMyHMOT cMCTeM

TloManKy ilecTM: Anep"CI{M  Pear(L|,MM, oCBeH aHa¢MnaK"ili{M/aHa¢maKTOM4" PeaKL|,MM;

Heno3HaTa       ¢peK¢eHL+Mja:       AHa¢MnaK"ileH       LLioK,       aHa¢Mnal{"LIL{M/aHa¢MnaKTOMA"

peaKLiMM.

nciixMjaTPMCKM  Hapyl]]yBaiba

peTi{M: npoMe"  80 pacnonoHKeHiieTO, Koi]]Mapii;

Heno3HaTa ®peK¢eHLiMja:  KOH¢y3Mja, Ae3opMeHTaLiMja.

HapyLLiyBaiba  Bo HepBHMOT cMCTeM

IIecTM:  ThaBo6onKa;

noMafli{y iiecTM:  BPTomaBMua,  cOHnMBOcT.

BM3yen" HapyLilyBaiba

peTKM:  BM3yen" nopeMeryBaLba BMyvyBajkM  M 3aMarneH BM4, koHjyk"BM"c.

Hapyii.yBatbe Bo Bec"6ynap"oT anapaT:

noManKy iiecTM: Bep"ro;

peTKM: TM"ryc.

CpLieBM  Hapyu]yBaiba

peTKM:  nan"TauMM.

IlojaBa  Ha CPL+eBa Cna6ocT e yTBp4eHa  npM TpeTMaH co HCAMfl.

BacKynap"  HapyLLiyBatoa

lloManKy ilecTM: 3roneMyBaibe Ha  kpBHMOT npMTMCol{ (noMe4HeTe  Bo AenoT 4.4),  I+pBeHMno.

I

F!

I

I
I
I

Pec"PaToP", TopaKan" M MeAMjac"Han" HapyiJ]yBaiba
PeTKM:  HanaA  Ha  acTMa  Kaj  nauMeH"  aneprm"  Ha  aLieTMncanMi+MnHa

HCAMfl.

racTpOMHTec"Han" Hapyl]]yBaiba
Llec":  4McnencMja,       ra4erbe,       noBpakaibe,       a64oMMHanHa       6oni{a,

¢nanyneHLiMja, AMjapea.

noManKy iiecTM:  racTpOMHTec"HanHa xeMOpa"ja, cTOMaTMTMc,  racTPMTMc,  epyl{TaLiMja.
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PeTKM: KonM"c, racTpoAyoAeHaneH ynLiep, e3o®a""c.

MHory pe"M: racTpOMHTec"HanHa nep¢OpaLiMja.

racTpoMHTec"HanHaTa    xeMopa"ja,    ysLiepai[Mja    MnM    nep¢opaLiMja    Moke    Aa    6liAaT

¢aTan", oco6eHo Kaj noBo3pac" nauMeH" (nomeAHeTe Bo AenoT 4.4).

XenaTo6i^nMjap"  HapyLLiyBaLt>a

noManKy  iiecTM:   npoMe"   80  xenapHaTa   ¢yHKL+Mja   (np.   3roneMe"   TpaHcaMMHa3M   MflM

6MnMpy6iiH);

MHory peTKM: xenaTMTMc.

Hapyli]yBaHa Ha Ko"aTa M cy6KyTa"Te TKMBa

noMani{y iiecTM: AH"oeAeMa, npypM"c, ocMn;

PeTKM: C"BeHC-LloHcoHOB cMHApoM, TOKCMUHa enMAepManHa  HeKPonii3a, yp"KapMja;

MHory peTKM: AepMa""c 6ynoc, epiiTeMa Myn"¢opMe;

Heno3HaTa ¢pei{BeHLiiAja:  ®oToceH3iiTMBHa  peaKLiMja.

peHan" M ypMHap" Hapyil.yBafoa

noManl{y iiec"  3aApiiiKa  Ha  BOAa  M  HaTpliyM, xMnepKaneMiija  (nomeAHeTe  Bo AenoT 4.4 M

4.5),  npoMe"  Bo na6opaTopMct{MTe TecTOBM  co KOM  ce  Mc"TyBa  ¢yHKiiMjaTa  Ha  6y6pe3iiTe

(3roneMeH cepyMCKM  Kpea"HMH  M/iMM cepyMCKa ypea);

MHory peT": AKyTHa 6y6pexHa MHcy¢iiLiMeHLMja Kaj naLiMeH" co 3roneMeH pM3MK ¢aKTop

(nomeAHeTe Bo AenoT 4.4).

Onu"  HapyLi]yBatba M cocToj6a Ha MecTOTo Ha a"Mi{auMja
llecTM: 3rpy"yBaibe M 6onKa  Ha MecTOTo Ha aMMKaLiMja;

noManKy iiecTM:  EAeM,  BMyiiyBajRM  M eAeM  Ha AonHMTe eKCTpeMMTe".

c)  noAaTouM  ItapaKTepMc"ii"  3a  MHAMBM4yan"  cepMo3"  M/iMM  HecaKa"  peaKHMM  I{oM

¢peK¢eHTHo ce nojaByBaaT.
MHory   pe"   cnyilaM   Ha   arpaHynouMTo3a   ce   yTBPAe"   Kaj   hal+MeH"   Tpe"pa"   co
Menoi{cMKaMMApy"noTeHL|MjanHoMMenoTol{cMH"neKOBM(nomeAHeTeBoAenoT4.5).

d) HecaKa"  peaKL+MM KOM ceyLLITe He ce yTBPAe"  npM ynoTpe6a Ha oBoj flel{, Ho reHepaflHo

Ce noBp3a" Co aAMM"CTpaLiMjaTa Ha Apy" fleKOBMTe oA MCTaTa rpyna.

npM   opraHCKa   peHanHa   noBpeAa   I{oja   MOHKe  Aa   pe3yn"pa  co  ai{yTHa   peHanHa  cna6ocT

3a6eneHKaHa    e    nojaBa    Ha    cneAHMTe    HecaKa"    PeaKL|MM:    MHory    pe"    cnyiiaM    Ha

MHTecTMHaneH  He¢pM"c,  aKyTHa  Ty6ysapHa  HeKpo3a,  He¢po"iieH  cMH4poM  M  nanMnapHa

HeKpo3a (nomeAHeTe Bo AenoT 4.4).

4.9 npe4o3Mparbe
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Bo  cnyuaj  Ha  aKyTHo  npeAo3MpaHbe  co  HCAIM,  cMMnTOMMTe  ce  orpaHMiie"  Ha  nojaBa  Ha

neTap"ja,   nocnaHocT,   raAeHe,   noBpakafoe   M   enMracTPMiiHa   6onKa,   KOM   reHepanHo   ce

peBep3M6Mn"    nocne    cooABeTeH    TpeTMaH.    MOHKe    Aa    ce   jaBM    racTpoMHTec"HanHo
KPBapeLbe.   TeuKo   Tpyeibe   Moxe   4a   pe3ynTMpa   co   xMnepTeH3Mja,   aKyTHa    6y6pexHa

cna6ocT,      xenaTanHa      AMC¢yHKUMja,       pecnMpaTopHa      AenpecMja,       KOMa,      KOHByn3MM,

Kap4MOBacr{ynapeH  Konanc M  CPL+eB 3acToj.

yTBPAeHa  e  nojaBa  Ha  aHa¢MnaKTOMA"  peaKLiMM  npM  ynoTpe6a  Ha  HCAMfl  Bo TepaneBTCKM

A03M  KOM MOxe 4a Ce jaBaT M  no npeAo3MpaLbe.

Bo  cnyuaj  Ha  npeAo3Mpafoe  co  HCAMn  Tpe6a  Aa  ce  3anoiiHe  co  Tepa"ja  npMnaroAeHa

cnope4   cMMnTOMMTe.    3a    BpeMe    Ha    i{nMHMLIKMTe    McnMTyBaiba    e   4ol{axaHo   4eKa    4   g

nepopanHa  Ao3a  Ha  xonecTMpaMMH  AaAeH  3  na"  AHeBHo, ja  3a6p3yBa  enMMMHal+MjaTa  Ha

Menol{CiiKaM.

5. ®APMAKonoLLiKM  KAPAKTEPMCTMkM

5.1. ®apMaKo4MHaMCKM cBojcTBa

®apMai{OTepaneBTCKa rpyna: HecTepoii4i" aH"MH¢naMaTop" nei{OBM, OI{ci4KaMM.

ATL+ l{oA: M01AC06

Menol{cMKaM  e  HecTepoMAeH  aH"MH¢naMaTopeH  neK  (HCAMn)  oA  rpynaTa  Ha  oKCMKaMM,

Koj noKaxyBa aH"MH¢naMaTopHo, aHa.nre"uHo M aHTMnMpeTMilHo AejcTBo.

AH"MH¢naMaTopHaTa  al{TMBHoCT  Ha  Menoi{cMKaMOT e  4oKaxaHa  Bo  I{flacw"  Mo4enM  Ha

MH¢naMaL+Mja.   Kal{o   M   Kaj   4py"Te   HCAMn,   TOLiHMOT   MexaHM3aM   Ha   4ejcTBo   e   ceylllTe

Heno3HaT.  CenaK,  nocTOM  HajManKy  e4eH  MexaHM3aM  Ha  4ejcTBo  I(oj  e  3ae4HMvl{M  3a  cMTe

HCAMn  (BMyuyBajkM  ro  M  MenoKCMKaM):  MHXM6iiuMja  Ha  6Moci"Te3aTa  Ha  npocTamaHAMHM,

no3Ha" MeAMjaToPM Ha Bocnane"ja.

I

I

I

I

I
I
I

5.2 ®apiviai{oKMHeTc" cBojcTBa

A6coDnl"ia
MenoKCMKaM  LienocHo ce  pecop6Mpa  nocne MHTpaMycKynHo  MHjeRTMpalbe.  Bo cnopeA6a co

nepopanHa  aAMM"cTpaLiMja,  pena"BHaTa  6Mopacnono>i{;"BocT M3HeeyBa  npM6nMXHo  loo

%.  He  e  noTpe6HO  npmaroAyBaibe  Ha Ao3aTa  npM  npoMeHa  Ha ¢apMaueBTCKaTa  ¢oPMa  Ha

neKOT oA  MHjeKLiMja  Bo  nepopanHa  ¢oPMa.  nocne  MHTpaMycKynHa  MHjeKLiMja  co

mg    Ha    oBoj    neK,    MaKCMManHaTa    nna3Ma    KOHLieHTpaLiMja    MCHecyBa    1,

noc"rHyBa 3a oKony 6o MMHyTM.

4MCTr"6vunia
MenoKCMKaM MHory LiBpcTo ce  Bp3yBa 3a  nna3MaTCKMTe  npoTeMHM,  noce6Ho

(99  %).  Menol{ciii{aM  neHeTpiipa  Bo  cMHOBMjanHaTa  TeiiHocT  KaAe  nocTMrHyBa  npM6nmKHo

nonoBMHa  oA  nna3MaTCKMTe  KOHLieHTpaLiMM.  BonyMeHOT Ha AMCTPM6yLiMja  e  Man,  npoceuHo

M3HecyBa  11  L.  MHTepMHAMBMAyan"Te pa3nMI{M ce ABMxaT oA 30-40 %.

MeTa6onM3aM
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MenoKCMKaMOT     ce     MeTa6onM3Mpa     Bo     xenapoT.     MAeH"¢MkyBaHM     ce     4     pa3ni^iiHM

MeTa6onM"HaMenoKciii{aMBoypMHaTa,KOMce¢apMaKOAMHaMCKMHeaK"BHwrnaBHMOT

MeTa6onMT,   5'-I{ap6okcMMenokcMKaM   (60  %  oA  Ao3aTa)   ce  ¢opMMpa   co   oKCMAauMja   Ha

MHTepMeAMepoT  5'-xMApoKCMMe"nMenot(cMKaM,  Koj  MCTo  TaKa  ce  el{ci{pe"pa  Bo  noMana

Mepa  (9  %  OA Ao3aTa).  MH  BMTpo  cTyAi"Te  yKaxyBaaT AeKa  CYP2C9  Mrpa  BaH{Ha  ynora  a:

MeTa6onM3MOT,  co  Man  npiiAOHec  Ha  CYP3A4  M3oeH3MMOT.  nepoKCMAa3HaTa  ai{Ti^BHocT  Kai

nai|MeH"Te   HajBepojaTHo   e   oAroBopHa   3a   co3AaBatoe  ApyrMTe   ABa   MeTa6o"M   "ja

3acTaneHocTe16%aM4%BooAHocHaaAMM"CTPMpaHaTaA03a,COOABeTHO.

E4±MMHane
MenoKCMKaM   ce   el{cKpe"pa   rnaBHo   Bo   ¢opMa   Ha   MeTa6oMM   KOM   ce   jaByBaaT   Bo

noAeAHaKBM   KonMUM"   Bo  ypMHaTa   M   ¢eLtecoT.   noManKy  oA  5  %  oA  AHeBHaTa  Ao3a  Ce

M3naiiyBaHenpoMeHeTaco¢eiiecoT,acaMoTparoBMceHaofaaTBoypMHa.nonyBpeMeToHa

enMMiiHai+MjaM3HecyBa20uaca.BI{yn"oTnna3MaMMpeHcM3HecyBa8onpoceK8ml/mim

44Egap-
Menol{cMKaMOTnoKaxyBanMHeapHa¢apMaKOKMHe"KaBoTepaneBTCKM4o3Mo47,5-15mg

npM  nepoc MnM  MHTpaMycKynHa  aMMKaLiMja.Eg-
::::::=:I::P:;::::==::::::::=:MHcy¢MUMeHUMja    HeMaaT   3HailMTeneH    e¢ekT   Bp3

¢apMaKoi{MHe"KaTa      Ha      MenoKCMi{aM.      npM      cepM03Ha      peHanHa      MHcy¢MUMeHi+Mja,

3roneMyBalbeTo   Ha   BonyMeHOT   Ha   AMCTPM6wMja   Moxe   Aa   pe3yn"pa   CO   3roneMeHa

KOHueHTpaHMjaHaCno6oAeHMenoKCMKaM,naAHeBHaTaAo3aHecMeeAa6MAenoroneMa

oA 7,5 mg (norneAeTe Bo AenoT 4.2).

EgEEpa-
nna3Ma  MMpeHcoT  Bo  cTa6MnHa  cocToj6a  (steady    state)  Kaj  noBo3pacHM  nMi+a  e  ManKy

noMan Bo oAHoc Ha noMnaAM  naLiMeH".

5.3 npeTunM""M noAaTouM 3a 6e36eAHocT
Bo   npe"nM"iiKM  cTyAMM  yTBPAeHo  e  AeKa  TOKCMi{onoiiiKMOT  npo¢i^n   Ha   MenoKCMKaM  e

MAeHT"eH    co    Apy"Te    HCAMn:    racTpoMHTec"Han"    yni+epM    M    epo3Mw    peHanHa

nanMnapHaHei{Po3anpMBMCoKMAo3M3aBpeMeHaxPoHMileHTpeTMaHKajABeH{MBOTMHCKM

opan"Te  PenpoAyk"B"  cTyAMw  Kaj  cTaopi|M  noKaH{ane  HaManyBalbe  Ha  oBynaL|MjaTa,

B"A0BM.

MHXM6MUMja      Ha      MMnnaHTai+MMTe      M      eM6pMOTOKCMil"      e¢eK"      (3roneMyBatbe      Ha

pecopnuMjaTa)     MaTepHOTOKci^u"     Ao3M     oA     1     mg/kg     M     noBMcoKM.     CTyAMMTe     3a

PenpoAyi{"BHa  TOKCMqHoer  Kaj   CTaopL+M   M   3ajuM   He  o"pMne  TepaToreHoCT  npM   opanHM

Ao3MAo4mg/kgKajcTaopLiMM80mg/kgKaj3aju,M.
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ynoTpe6eHaTa Ao3a ja  HaAMMHyBa  MMHMiiKaTa Ao3a  (7,5  mg-15  mg)  co  ¢aKTop  oA  10 Ao  5

na" Ha mg/kg ocHOBa Ao3a (Kaj uoBeK oA 75 kg).

YTBPAe" ce ¢eTOTOKCMu" e¢eK"  Ha  i{pajoT oA recTaLiMjaTa,  nopaAM  npMcycTBOTo  Ha ciiTe

npocTamaHAMH  CMHTeTa3a  MHXM6MTopii.  HeMa  noAaTOL+M  3a  nojaBa  Ha  MyTare"  e¢eK",  MH

BMTpo   M   MH   BMBO,   HMny   e   yTBPAeH   KapLiMHoreH   pM3MK   Kaj   cTaopLiM   ii   myBLiM   npM   MHory

noBMcoKM  4o3M  o4 KnMHMVKMTe.

6. ®APMAL+EBTCKM  RAPAKTEPMCTMKM

6.1. nMCTa Ha el{L+MnMeHci4

Me"yMMH

hoyl{O¢ypofl

nonoKcaMep 188

Th"Ll"H

HaTPMyM xnopMA (NacI)

HaTPMyM xMApoKCMA (NaoH)  MnM   1  M xnopoBOAopoAHa  I{McenMHa  (HCI)

Bo4a  3a  MHjel{LLMM

6.2. MHKoivina"6iMHocT

nopaAM Toa  iilTo  He  nocTOM  CTyAMja  3a  KOMna"6MnHOCT,  oBoj neK  He Tpe6a Aa  ce  MeLI]a  co

Apy" neKOBM.

6.3. Poi{ Ha Tpaeibe

4  roAMHM.

6.4. noce6" MepKM 3a LiyBalbe

Aa ce iiyBa Ha TeMnepaTypa Ao 25 °C, Bo opM"HanHo naKyBaroe, 3aLUTMTeHo oA cBeTnMHa.

Aa Ce llyBa noAanel{y oA Ao¢aT Ha AeL|a!

I
I

I

L'

I
I

I

6.5. Oni4c M coApxMHa Ha nal{yBarbeTo

Be36oj" aMnynM oA 2 ml

naKyBaibe: 3 aMnynM Bo eAeH cenapaTop/Ky"ja.

6.6. noce6" MepKM Ha npeTna3nMBocT npM oTCTpaHyBaibe Ha

o4HoCHo oTna4HMOT MaTepMian

HeMa noce6" 6apahoa.

HeynoTpe6e"oT  npoM3BOA  MnM   oTnaAHMOT  MaTepMjan  Tpe6a  Aa   ce

nokanHMTe nponiicM.

7. npoM3BOAMTEn

IDOL ILAC  DOLUM  SANAYII VE TICARET A.S.  MCTaH6yn,TypLiMja.
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8.HOcM"HAOAo5pE"ETo3AcTABAHbEHAnEKOT80npoMET
H06Efl  MnAu cAHAjMM  BE "LiAPET A.Lu

npeTCTaB"ii]TBo CI{onje, P. Mal{eAo"ja.

9.6PoJMAATyMHAo4o6pE"ETo3AcTABArt>EHAnEKOTBonpoMET

10.AATyMHAnocnEAHApEBM3MJAHATEKCTOT

4ekeMBPM  2017.
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