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36MpeH M3BeuTaj 3a oco6MHMTe Ha nei{oT
ETOL SR (ETon CP) 600 mg

Ta6ne" co npo4oxeHo ocno6o4yBaLbe

(Etodolac)

1.3AlilTMTHo MME HA MEAMiiMHCKMOT npoM3BOA

ETOL SR (FTofl CP) 600 mg Ta6ne" co npoAonHeHo oono6oAyBalbe

2.KBAnMTATMBEH M KBAHTMTATMBEH cocTAB

Cel{oja Ta6neTa coApxM 600 mg eTOAonaK.

EKCL+MnMeHCM:

naKTo3a  MOHoxMApaT .................. 105,75  mg

HaTPMyM 27m8

3a  KOMnneTHa nMCTa  Ha ei{cLiMnMeHCM  nouneAHeTe  Bo AenoT 6.1

3.®APMAL|EBTCRA ®OPMA

ETon  CP  Ta6ne"Te  ce  HaMeHe"  3a  opanHa  aAMM"cTpai+Mja.   Cel{oja  Ta6neTa  e  6eno

o6oeHa,   oBanHa,   6MKOHBei{cHa   M   ¢MnM-o6noHKeHa,   coAP"M   600   mg   Ha    eTOAonaK,    M

¢opMynMpaHa e KaKo Ta6neTa co npoAonxeHo ocno6o4yBalbe.

4.KnMHMliKM noFLATOuM

4.1. TepaneBTcl{M MH4Ml{aL+MM

ETon CP e MHAML|MpaH 3a aKyTHa  MnM AonroTpajHa ynoTbe6a  Kaj  naLiMeH"  KOM  cTpaAaaT oA

PeBMaTOM4eH apTPM"c M oCTeoapTPMTMc.

4.2. 4o3Mpal+e M Hat+i4H Ha ynoTpe6a

4o3MDaibe

HecattaHMTe  e®ei{"  MOHKe  Aa  ce  HaManaT  co  i{opMCTelbe  Ha  Haj"Ci{a  e¢MI{acHa  Ao3a  3a

HajKpaTOK nepMOA, noTpe6eH 3a KOHTpona Ha ci"rITOMMTe (nome4HeTe Bo AenoT 4.4).

Bo3Pocwu.. eAHa Ta6neTa AHeBHo.

6e36e4HocTa npM 4o3M noroneMM o4 600 mg Ha 4eH He e yTBPAeHa.

He e npMjaBeHa  nojaBa  Ha TonepaHLiMja  MnM TaxM¢mal{ca.

nooo3Pocm   nowueHmu..   o6i"Ho   He   e   noTpe6Ha    nrpoMeHa   Ha   noileTHaTa   A03a   Kaj

noBo3Pac" nMLi,a (noMe4HeTe Bo 4enoT `'Mepl{M Ha npeTna3"BoCT").
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noBo3pac"Te nMLia  ce  M3noHKe"  Ha  3roneMeH  pM3MK  oA  nojaBa  Ha  CepMo3"  nocneAML+M

oA   Hecai{a"   peaKLiMM.   AKo   ce   cMeTa   3a   HeonxoAHa   ynoTpe6aTa   Ha   HCAMtl   Kaj   oBMe

naL|MeHTM,  Tpe6a  Aa  ce  KopMc"  HajManaTa  e¢el{"BHa  Ao3a  M  Bo  Haji{paTOK  MOHeH  POK  Ha

KopMCTeibe.  noTpe6Ho  e  peAOBHo  Aa  ce  cneAaT oBMe  naLiMeH"  nopaAM  MOHKHa  nojaBa  Ha

racTpoMHTecTMHaflHo KPBapeibe 3a BpeMe Ha Tepa"jaTa co HCAMfl.
r

Heou/.ompuc#a Horywowu/.a.. He ce npenopaiiyBa ynoTpe6a Ha oBoj neK Kaj AeLia.

MeTo4 Ha  a4MMHMCTDaLLMia

3a nepopanHa ynoTpe6a

npenopaiinMBo  e  neKOT Aa  ce  3eMa  co  xpaHa  w"  nocne  o6poK.  Ta6neTaTa  Tpe6a  Aa  ce

nporo/ITa Co 4oBonHa  KonMIIMHa  Ha  Bo4a.

4.3.  KOHTpaMHAMI{aL+MM

ETon     CP     He    Tpe6a    4a     ce     KopMc"     Kaj     hal+MeH"     KOM     npeTxo4Ho     noKaxane

xMnepceH3MTMBHocT  Ha  al{TMBHaTa  cyncTaHLiMja  MnM  Ha  HeKoj  oA  eKCLiMnMeHCMTe  HaBeAe"

Bo AenoT 6.1.

ETon CP He Tpe6a Aa ce i{opMc" Kaj naLiMeH" co TelJJKar CPLieBa ona6oCT„

ETon   CP   He   Tpe6a   Aa   ce   i{opMc"   Kaj   naLiMeH"   co   aKTMBeH   ynLiep   MnM   MCTopMja   Ha

peKypeHTeH    nenTMueH   ynLiep   MflM    MCToPMja    Ha    nenTMiieH   ynLiep   (co   ABe   MnM    noBeke

4oKaxa" enM3o4M Ha nojaBa Ha ynKyc MnM  KPBapeLbe).

HCAMn     ce     I{oHTpaMHAMLiMpa"     Kaj     naLiMeH"     Kaj     KOM     npe"oAHo     ce     nojaBMne

xMnepceH3MTMB"  PeaKLiMM  (Ha  npMMep:  acTMa,  pMHMTMc  aH"oeAeM  MnM  yp"KapMja)  Bo

Tei{oT     Ha     Tepa"jaTa     co     aLieTMncanMLiMnHa      i"cenMHa      iinM     Apy"      HecTepoMAHM

aH"MH¢naMaTOp" nei{OBM.

Tel]]Ka  cPHeBa  MHcy¢MLiMeHLiMja,  xenaTanHa  MHcy¢MLiMeHLiMja  M  peHanHa  MHcy¢MLiMeHLiMja

(no"eAHeTe Bo AenoT 4.4).
Bo TeKOT Ha nocneAHMOT TPMMecTap oA 6peMeHocTa (nomeAHeTe Bo AenoT 4.6).

MCTopMja  Ha  racTpoMHTec"HanHo  KPBaperbe  MnM  nep¢opaL+Mja  npM  npeTxo4Ho  KopMCTeibe

Ha  HCAMn.

r

4.4.  noce6HM  MepKM  Ha  npeTna3nMBocT  M  noce6i"  npeAynpe4yBaLba  3a  ynoTpe6a  Ha

neKOT

HecaKaHMTe  e¢eK"  MOHKe Aa  ce  HaManaT co  i{opMCTeibe  Ha  HajManaTa  e¢eK"BHa A03a  3a

HajKpaTOK  nepMOA,   noTpe6Ha  3a  KOHTpona  Ha  cMMnTOMMTe  (nouneAHeTe  Bo  AenoT  4.2,   M

racTpoMHTecTMHanHM  M  Kap4MOBacKyflap"  pM3ML|,M,  no4ony).

MCTOBpeMeHaTa   ynoTpe6aTa   Ha   ETon   CP   M   HCAMfl   BMvyyBajRM   M   I+MMooi{cMreHa3a-2-

ceneK"B"  MHXM6MTopM Tpe6a Aa ce M36erHyBa (nomeAHeTe Bo AenoT 4.5).

noe03pacHu nai|uel+mu:
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Kaj   noBo3pac"   nML|,a   e   3a6enexaHa   3roneMeHa   ¢peKBeHL+Mja   Ha   nojaBa   Ha   HecaKa"

peaKLiMM      npii     ynoTpe6a     Ha     HCAMn,     oco6eHo     racTpoMHTecTMHanHo     KPBapetbe     M

nep¢opaLiMja MOM Mo"aT Aa 6MAaT ¢aTan" (nomeAHeTe Bo AenoT 4.2).

Kap8uoeacKynapHu u uepe6pocacnynapl+u e¢eKmu:
noTpe6Ho   e  CooABeTHo  CneAehoe   M   coBenyBaibe   Ha   naLiMeHTMTe  KOM   MMaaT  MCTopMja   Ha

xMnepTeH3Mja   M/MnM   6nara   4o   yMepeHa   I{oHrecTMBHa   CPL+eBa   cna6oCT,   nopa4M   MoxHa

nojaBa Ha eAeM M 3aAPM{yBaibe Ha TeiiHoc",  npM Tepa"ja co HCAMfl.

KnMHMvl{oTo  McnMTyBalbe  M  enM4eMMonoukMTe  no4aTOL+M  yKaxyBaaT AeKa  ynoTpe6aTa  Ha

HeKOM    HCAMfl    (oco6eHo   npM    BMcol{M   Ao3M    M   AonrorpajHa   Tepa"ja)   Moke   Aa   6MAe

noBp3aHa    co    ManKy   3roneMeH    pM3MK   oA   apTepMcl{a   TpoM6o3a    (npMMep:    MMOKapAeH

MH®apKT  MnM  Mo30lleH  VAap).  HeMa  AOBonHo  noAaTOLiM  Aa  ce  iicKny"  TaKBMOT  pM3MK  npM

KopMCTelbe Ha FTon CP.

Hal+MeH"    cO    HeKOHTponMpaHa   xMnepTeH3Mja,    KOHredrMBHa   CPL+eBa   cna6OcT,   OcHOBaHa

McxeMMtlHa   cpL|,eBa   6onecT,   nepM¢epHa   apTepMCKa   6onecT,   M/MflM   I+epe6poBacKynapHa

6onecT,   Moke  Aa   KopMCTaT  ETon   CP,   caMo   no  BHMMaTenHo  pa3meAyBalbe   Ha   HMBHaTa

cocToj6aTa.  MCTo Tal{a  KopMCTeibeTo  Ha  oBoj  nei{ Tpe6a  BHMMaTenHo Aa  Ce  Pa3meAa  npeA

3anoiiHyBaibe      Ha      AonroTpaeH      TpeTMaH      Kaj      naLiMeH"      Co      pM3MK      ®aKTopM      3a

KapAMOBacl{ynap"   6onec"   (Ha   npMMep:   xMnepTeH3Mja,   xMnepnM"AeMMja,   AMja6eTec

MenMlvc, nyueLbe).

PecnupamopHu 3a6oilyeaHa:
Ce  npenopai+yBa  BHMMaTenHa ynoTpe6a  Ha  ETon CP KajrnaHMeH"  I{oM cTpaAaaT Mm  MMaaT

npeTxoAHa  MCTopMjaTa  Ha 6poHXMjanHa acTMa,  6MAejkM  e  npMjaBeHo AeKa  HCAMfl MOHaT Aa

npeAM3BMKaaT 6poHxocna3aM  I{aj oBMe naLiMeHTM.

I{ap8uoeacl{yilapl+a, peHanlia u xenamaiiHa ul+cyq)uuueHuuja

Kaj   naLiMeH"   co  peHanHo,   KapAManHo   MnM  xenaTanHo  oLI]TeTyBaibe,   oco6eHo  oHMe   KOM

3eMaaT   AMypeTMi+M    M    noBo3pac"    nMLia,    Tpe6a    Aa    ce    cneAM    peHaflHaTa    ¢yHKLiMja

(nomeAHeTe  Bo  AenoT 4.3).  noTpe6Ho  e Aa  ce  nocBe"  noce6Ho  BHMMaHMe  npM  ynoTpe6a
Ha  HCAMfl,  6M4ejkM  Moxe 4a  pe3ynTMpa  co 4o3Ho 3aBMCHo  HaManyBarbe Bo ¢opMMpaibeTo

Ha  npocTamaHAMHMTe  M  nojaBa  Ha  peHanHa  MHcy®MLiMeHLiMja.  AKo  e  MoxHo  A03aTa  Tpe6a

Aa   ce   3aAp"   Ha   Haj"cKo   MOHHo   HMBo.   CenaK,   oi]]TenyBaibeTo   Ha   6y6pe3MTe   MnM

¢yHI{L+MMTe  Ha  Li,PHMOT 4Po6  nopaAM 4Py"  npMVMHM  Moxe 4a  ro  npoMeHaT MeTa6onM3MOT

Ha    nei{oT.     naLiMeH"     KOM     MCTOBpeMeHo     npMMaaT rAonroTpajHa    Tepa"ja,     oCo6eHo

noBo3pac" nMLia, Tpe6a Aa ce cneAM MoxHaTa nojaBa Ha HecaKa" e¢eK" M Ao3aTa Tpe6a

ce npMnaroAM cnopeA noTpe6MTe, imM Aa ce npei{MHe Tepa"jaTa co oBoj neK.

racmpouHmecmul+anHo Kp8apetbe, ynlLepauuja u nepqlopalLuja:

cepMo3"  racTpOMHTecTMHan"  Hecal{a"  e¢eK"  KaKO  iilTo  ce  KPBapeibe,  ynLiepaLiMja  M

nep®opaLiMja,  KOM  Mo"e Aa  6MAaT ¢aTan",  ce  npMjaBe"  M  Moke Aa  ce  cnyuaT  Bo  6Mno
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Roe  BpeMe  cO  MnM  6e3 Cl"nTOMM  Ha  npeAynpeAyBahoerKaj  naL|MeH"  KOM  Ce TpeTMpa"  CO

HCAMfl  M"  co  npeTxoAHa  MCTopMja  Ha  cepMo3"  racTpoMHTecTMHan"  npo6neMM.  AKo  ce

nojaBM  6Mno  KaKOB 3HaK Ha  racTpoMHTecTMHanHo  KPBapeibe, Tepa"jaTa co  ETon  CP Tpe6a

Be4Hau 4a ce npertMHe.

Tpoivl6ol|umu:

MaKo  HecTepoM4HMTe  aH"MH¢naMaTop"  neKOBM  HeMaaT  Mc"  4MpeKT"  BnMja"ja  Bp3

TPoM6oLiM"Te    I{aKo    aL+e"ncanMLiMnHaTa    KMcenMHa,    cMTe   neKOBM    KOM   ja    MHXM6MpaaT

6MocMHTe3aTa   Ha   npocTamaHAM"   Mo"e   Aa   MHTep¢epMpaaT   AO   oApeAeH   CTeneH   CO

¢yHKLiMjaTa   Ha  TpoM6oLiM"Te.   naHMeH"   KOM   npMMaaT  ETon  CP  M   I{oM   MOHe  Aa  6MAaT

HeraTMBHo 3acerHa" oA BaKBMTe aKTMBHocTM, Tpe6a BHMMaTenHo Aa Ce CneAaT.

naLiMeH"    KOM   AojroTpajHo    npMMaaT   Tepa"ja    co    ETon    CP   Tpe6a    peAOBHo   Aa    ce

npoBepyBaaT,    i{al{o   Mepi{a    Ha   npeTna3nMBocT   3a   MoxHMTe   npoMe"    Bo   6y6peHKHaTa

¢yHi{uMja, xeMaTonou]i{MTe napaMeTPM,  MnM xenaTanHaTa ¢yHKLiMja.

PM3MKOT  oA  racTPoMHTecTMHanHo  KPBapehoe,  yflLiepai+Mja  MnM  nep®opaLiMja  e  noroneM  co

3roneMyBahoe  Ha Ao3MTe  Ha  HCAMtl,  i{aj  naLiMeH"  co  MCTopMja  Ha ynLiep,  oco6eHo  alto  MMa

nojaBa  Ha xeMopa"ja MnM  nep¢opaLiMja (nomeAHeTe Bo AenoT 4.3) M  i{aj noBo3pac" nMLia.

OBMe  naL|MeH"  Tpe6a  Aa  ja  3anollHaT Tepa"jaTa  Co  Haj"Ci{a  MOHHa\aAo3a.  Kaj  Bal{BMTe

nat+MeH"   Tpe6a   4a   ce   3eMe   Bo   npe4BM4   KopMCTeibe   Ha   KOM6MHMpaHa   Tepa"ja   co

3au-TMT"   CpeACTBa   (Ha   npi"ep:   MMconpocTon   MnM   MHXM6MTopM   Ha   npoTOHCKa   nyMna),

KaKO   M   Kaj   naLiMeH"   i{OM   MOpa   MCTOBpeMeHO  Aa   i{OpMCTaT  HMCKM   A03M   Ha   ac"pMH   MnM

Apy"   neKOBM   KOM   MOHe  Aa   ro  3roneMaT  racTPoMHTecTMHanHMOT  PM3MK   (nomeAHeTe   Bo

AenoT 4.5).

naLiMeH"     cO     MCTOpMja     Ha     racTpoi"TecTMHanHa    TOI{cMiiHOcT,     Oc06eHO     n0803pac"

nat+MeHTM,  Tpe6a  4a  npMjaBaT  6Mno  KaKBa   nojaBa  Ha  a64oMMHan"  cMMnTOMM   (noce6Ho

racTpoMHTecTi"a/i" I{PBapeibe), oCo6eHo Bo noueTHMTe ¢a3ii oA neKyBatbeTo.

Tpe6a  Aa  ce  CoBeTyBaaT  naLiMeHTMTe  Aa  6MAaT  npeTn53nMBM   aKo  MCTOBpeMeHo  npMMaaT

neKOBM  uTo  6M  Mo"eno  ro  3roneMaT  pM3MKOT  oA  ynLiepaLiMM  MnM  KPBapeibe,  Kai{o  i]]To  e

ynoTpe6aTa   Ha   opan"   I{opTMI{oCTepoMAM,   aHTMi{oarynaHCM   KaKo   Bap®apMH,   CeneKTMB"

MHXM6MTopM  Ha  noBTopHo  npe3eMahoe  Ha  cepoTOHMH  MnM  aH"TpoM6oHMT"  nei{oBM,  KaKo

i]]To e aLieTMnca/"LiMflHa i{Mce"Ha (nomeAHeTe Bo AefloT 4.5).

AKo   ce   nojaBii   racTPoMHTec"HanHo   KPBapeibe   MnM   ynLiepaLiMja   Kaj   naLiMeH"   KOM   i]]To

npMMaaT eTo4onar{, TpeTMaHOT Tpe6a Be4Hau Aa Ce npeKMHe.

HCAMn   Tpe6a   Aa   ce   AaBaaT   co   noce6Ho   BHi"aHMe   Kaj   naLiMeH"Te   co   MCTopMja   Ha

racTpoMHTec"HanHM 3a6onyBaiba (ynL+epa"BeH KonMTMc,  KpoHOBa 6onecT), 6M4ejkM Moxe

4a 40Be4aT 40 BnoLLlyBaibe Ha oBMe CocToj6M (noMe4HeTe Bo 4enoT 4.8).

Cucmeiv\cKu epumeiv\amo3eli iiynyc u pa3I+u 6oiiecmu lia cep3Iiomo mKuoo:

Kaj  naLiMeH"  co  cMCTeMcl{M  epMTeMaTo3eH nynyc  M  pa3pM  Hapyl]]yBatba  Ha  cBp3HOTo TKMBo

MOHKe  Aa  ce  3roneMM  pM3MKOT  3a  nojaBa  Ha  acenTMiieH  MeHMHrMTMC  (nomeAHeTe  Bo  AenoT

4.8).
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J|eplv\amoiiourKu:
npMjaBeHa   e   nojaBa   Ha   cepM03"   1{0""   peal{LiMM,   OA   KOM   Hel{OM   ce   ®aTan",   I{al{O

eKC¢o"ja"BeH   AepMa""c,    C"BeHc-LIOHCoHOB   cMHApoM   ii   TOKCMUHa   enMAepManHa

HeKponM3a,  nopaAM  ynoTpe6a  Ha  HCAMn  (nomeAHeTe  Bo  AenoT  4.8).  nauMeH"Te  MMaaT

HajroneM  pM3MK 3a  nojaBa  Ha  oBMe  peal{LiMM  Ha  noueTokoT Ha Tepa"jaTa,  noroneM Hen  oA

oBMe peal{LI,MM ce jaByBaaT 3a  BpeMe Ha  npBMOT Meceu o4 TpeTMaHOT.  ETon  CP Tpe6a 4a ce

npeKMHe npM  npBaTa  nojaBa  Ha oCMn  Ha  KoxaTa, MyKo3" ne3MM,  MnM 6Mno Koj Apyr 3HaK Ha

xMnepceH3MTMBHoCT.

flaKmo3a

ETon  CP  coApxM  nai{To3a.  rlaLiMeH"  co  peTKM  HacneA"  npo6neMM  KaKo  HeTonepaHLiMja

Ha  ranai{To3a,  BI{yneH Ae®MLiMT Ha naKTa3a  MnM  myi{o3a-ranaKTo3a ManancopnL"ja  He Tpe6a

Aa ro 3eMaaT oBoj nel{.

HampuyM

OBoj   neK  COAPHM   27   mg   HaTPMyM   Bo   eAHa  Ao3a.   OBoj   noAaTOK  Tpe6a   Aa   Ce   3eMe   Bo

npeABMA i{aj  Hal+MeH"  Ha AMeTa co KOHTponMpaH  BHec ia  HaTPMyM.            a

4.5. MHTepal{L+MM co Apy" neKOBM M Apy" ¢opMM  Ha MHTepaKLiMM

BMAejRM  ETon  CP cMnHo ce  Bp3yBa  3a  npoTei"MTe,  MOH{e Aa  MMa  noTpe6a  oA  npoMeHa  Ha

Ao3aTa  Ha 4py"Te nel{oBM  KOM  MMaaT BMcoK a¢M"TeT 3a  Bp3yBaLbe co npoTeMHMTe.

Apyeu  aHafleemuuu  eMyuy8ajRu  uuMooKcueeHa3a-2  ceiieKmuBHu  uHxu6umopu:  Ha  ce
M36erHyBa  MCTOBpeMeHa  ynoTpe6a  Ha  ABa  iinM  noBeke  HCAm  (BMvyyBajkM  M  ac"pMH),

6MAejkM Toa Moke Aa ro 3roneMM pM3MKOT oA Hecal{a" e¢eK" (nomeAHeTe Bo AenoT 4.4)

AHmLixunepmeH3u6Li..  ro HaManyBa aHTMXMnepTeH3MBHMOT e¢eKT.

4uypemL/qt/..    ro    HaManyBa    AMypeTi"Ho    AejcTBo.    AMype"L+MTe    MOHKaT   ja    3roneMaT
He¢PoToi{cMUHocTa  Ha  HCAMtl.                                                             r

#apouomoHuuHu anu#o3udu.'  HCAMfl  Moke Aa ja  Bnou]aT cpLieBa cna6ocT,  HaManyBafoe  Ha

6p3MHaTa   Ha   moMepynapHa   ¢imTpaLiMja   M   3roneMyBaibe   Ha   HMBOTo   Ha   mMKo3MAM   Bo

nna3MaTa.

/umuyM.. Ja HaManyBaaT enMMMHaLiMja Ha nM"yM.

Memompe#cam.. Ja HaManyBaaT eni"MHaLiMja Ha MeTOTpeKcaT.

HumoanopuH.. ro 3roneMyBa pM3MKOT oA He¢poTOKCMUHocT.
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AHmu#oaiayy7crHcu..  HCAMfl MOHe Aa ro 3roneMaT e®eKTOT Ha aH"KoarynaHCMTe,  KaKo u]To e

Bap¢apMH (nomeAHeTe Bo AenoT 4.4)

AHmumpolvl6ouumHu Cpe6cm8a  u ceneKmuBHu  uHxu6umopu  Ha  no8mopHo npe3eMarbe Ha

cepomoHUH..   ro  3roneMyBa   pM3iiKOT  oA  racTpoMHTecTMHan"   KPBapeiba   (nomeAHeTe   Bo

flenoT 4.4).

To#panuMyc..   Kora   HCAMn  ce  3eMaaT  3aeAHo  co  TaKponMMyc  ce  3roneMyBa   pM3MKOT  oA

nojaBa  Ha  He¢pOTortcMLIHOcT.

3uaoGyouH..   Kora   HCAMtl   ce   3eMaaT   3aeAHo   co   3MAOByAMH   ce   3roneMyBa   pM3MKOT   oA

xeMaTonoui{a TOKCMUHOcT.  nocTOM  Aoi{a3  3a  3roneMeli  pM3MK OA xeMaTp03a  M  xeMaTOM  I{aj

XMB  (+)  naLiMeH"  i{oM  60neAyBaaT oA xeMo¢mMja,  a  KOM  MCTOBpeMeHo  npMMaaT Tepa"ja

co 3M4oByAMH  M  M6ynpod)eH.

TecTOBiiTe  3a  6MnMpy6MH  MOHKe  Aa  AaAaT  naxHo  no3M"BeH  pe3ynTaT  Koj  ce  AonxM   Ha

npMcycTBOTo Ha ¢eHon" MeTa6onM" Ha ETofl CP Bo ypiiHaTa.
a

Mu¢enpucmoH..  HCAMtl  He  Tpe6a  Aa  ce  I{opMCTaT  8  Ao  12  AeHa  no  aAMM"cTpaLiMja  Ha

MM®enpMCTOH,  6MAejRM  HCAMfl  MOHKe Aa  ro HaManaT e¢eRTOT Ha  MMd)enpMCTOH.

Kapmu#Ocmepouou..    ro   3roneMyBa    pM3MKOT   OA   racTpOMHTec"Han"    ynLiepaLiMM    MnM

KPBapetba (nomeAHeTe Bo AenoT 4.4)

KUHowoHCKume     awmu6uomuqu..     noAaTOLiMTe     oA     TecTOBM     M3BeAe"     Ha     xMBOT"

noKaHyBaaT AeKa  HCAMfl Moxe Aa ro 3roneMaT pM3MKOT oA nojaBa Ha i{oHByn3"  noBp3a"

co    ynoTpe6aTa    Ha    kMHonoHcl{MTe    aH"6Mo"uM.    nat+MeH"Te    KOM    3eMaaT    HCAMn    M

I{MHono"  MoxaT Aa MMaaT 3roneMeH  PM3MI{ oA nojaBa Ha  I{oHByn3iiM.

4.6. ynoTpe6a 3a BpeMe Ha 6peivieHocT M Aoeibe

nnoaHOcm:

YnoTpe6aTa  Ha  ETon  CP MOHe Aa ja  HapyuM  HeHCKaTa  nnoAHocT M  He ce  npenopailyBa  i{aj

HKe"  iJJTo  Ce  o6MAyBa Aa  3a6peMeHaT.  Kaj  xe"  MOM  MMaaT npo6neMM  co  3ailHyBahe  MnM

KOM  ce  nod+ioHe"  Ha  McnMryBatbe  Ha  HennoAHocT,  Tpe6a  Aa  ce  pa3meAa  MOH{HocTa  3a

npeKMHyBaibe Ha Tepa"jaTa co ETon cp.                              r

6peiv\eHocm:

neKOBMTe  i{oM  ja  MHXM6MpaaT  6MocMHTe3aTa  Ha   npocTaunaHAM"  Moke  Aa  npeAM3BMKaaT

AMCTOLiMja   M   OA/loHKeHO   nopoAyBalbe   LI]To  e   noTBPAeHO   Bo  cii/AMM   KOM   ce   M3BeAe"   Ha

6peMe" XMBOTHM.
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npMjaBeHa  e  nojaBa   Ha   KOHreHMTan"   aHOMa"M   npMraAMM"cTpaLiMjaTa   Ha   HCAM   i{aj

noeAMHLiM,   CenaK  oBMe   nojaBM   Ce  jaByBaaT  co   HMCKa   ¢pei{¢eHUMja   M   He   CneAaT  HeKoja

oApeAeHa   lIJeMa.   CO   orneA   Ha   no3Ha"Te  e¢eK"   Ha   HCAMfl   Bp3   I{apAMOBacl{ynapHMOT

cMCTeM      Ha      ®eTycoT,      Hel{oM      MHXM6MTopM      Ha      6MocMHTe3aTa      Ha      npocTamaHAM"

rmTep¢epMpaaT co pM3iii{oT oA 3aTBopafoe Ha Ayi{ryc apTepMo3yc,  na  nopaAM Toa ynoTpe6a

Bo     nocneAHMOT    Tpi"ecTap     oA    6peMeHocTa     e     KOHTpaMHAMLiMpaHa.     noiieTOKOT    Ha

nopo4yBalbeTo   Moxe  4a   6MAe  oq/ioxeH   M   BpeMeTpaelbeTo  Moxe  4a   ce   3roneMM   co

3roneMeHa  TeHAeHLiMja  3a  nojaBa   Ha   KPBapehoe  M   Kaj  MajKaTa  M  AeTeTo  (nomeAHeTe  Bo

AenoT  4.3).   HCAm   He   Tpe6a   Aa   ce   KopMCTaT  Bo  Tei{oT   Ha   npBMTe  ABa   TPMMecTPM   oA

6PeMeHocTa   MnM   npM   nopoAyBabe,  ocBeH   aKo  noTeHUMjanHaTa   KopMCT  3a   naLiMeHTOT  ro

HaAMMHyBa  noTeHLiMjan"OT pM3MK I{aj ¢erycoT.

4OeHbe
r

Bo  orpaHMueHM  cTyAMM  LUTo  Ao  cera  ce  AocTanHM,  AOKaxaHo  e  Ael{a  HCAMtl  Mo"aT Aa  Ce

nojaBaT  Bo  MneKOTo  Bo  MHory  HMCKM  KOHLieHTpaLiMM.  HCAm  Tpe6a,  AOKonKy  e  MOHHo,  Aa

ce M36erHyBaaT 3a BpeMe Ha  Aoeibe.

4.7. E¢eRTM BP3 cnoco6HocTa 3a Bo3elbe M paKyBaLbe co JvlaLUM"               a

ETon   CP  Moxe  4a   npeAM3BMKa   BPTomaBMua,   nocnaHocT,   3aMop   MnM   nojaBa   Ha   BM4"

a6HopManHoc".  rlaLiMeH"Te Tpe6a  Aa  6MAaT cBec"  3a  Toa  KaKo  pea"paaT  Ha  oBoj  neK

npeA 4a  noLiHaT co  803eLbe  MnM ynpaByBaibe  Ha MaLLiMHM.

4.8. Hecai{a" AejcTBa

BMna  npMjaBeHa  nojaBa  Ha  eAeM, xMnepTeH3Mja  M  cpLieBa ona6ocT npM Tepa"ja  co  HCAMfl.

KnMHMilKMTe  McnMryBaiba  M  enMAeMMonoLi]i{MTe  noAaTOLiM  yKaxyBaaT  Ael{a  ynoTpe6aTa  Ha

Hei{oM  HCAMfl  (oco6eHo npM  BMcoKM Ao3M  M AonroTpaeHTpeTMaH) MOHe Aa ce noBp3a"  Co

3roneMeH  pM3MK  oA  apTepiicKa  TpoM6o3a  (Ha  npMMep:  MMOKapAeH  MH¢apl{T  MnM  Mo3oueH

VAap) (nomeflHeTe Bo flenoT 4.4).

rocmpouHmecmuHOwHu.. n piijaBe"Te Hecai{a" e¢eK" BMyilyBaaT raAeibe, e"racTPMiiHa

6oflKa,   AMjapea,   npo6neMM   co   Bapeibe,   ropyi]]MLia   (Bpakaibe   Ha  xenyAeuHa   KMcenMHa),

HaAyeHocT,  6onKM  Bo cTOMaKOT,  3anei{,  noBpakaibe,  ynuepaTMBeH  cTOMaTMTMc,  AMcnencMja,

xeMaTeMe3a,    MeneHa,    PeKTanHo    KPBapeibe,    er3auep6aLiMja    Ha    KonM"c,    BacKynMTMc,

maBo6oni{a,    BPTomaBMLia,    a6HopManeH    BMA,    "peKCMja,    nocnaHocT,    TMHMTyc,    ocMn,

npypMnyc,        3aJV`oP,        4enpecMja,        HecoHML+a,        rtoH¢y3Mja,        napecTe3Mja,        TpeMop,

ona6ocT/ManaKcaHocT,    AMcnHea,    nannMTaLiMM,    6MnMpy6MHypMja,    a.HOManMM    Ha    LipHMOT

AP06  M  xon"Lia,  3auecTeHo  MOKpelbe,  AM3ypMja,  aH"oeAeM,  aHa¢Mnal{"uHa  peaKLiMja,

¢oToceH3M"BHocT,    yp"KapMja     M     C"BeHc-uoHcoHOB    cMHApoM     M     KpoHOBa     6onecT

(nomeAHeTe   Bo   AenoT  4.4),   KOM   6Mne   npMjaBe"   ncr  aAMMHMCTpaLiMja.   nope"o,   6Mna

npMjaBeHa  nojaBa Ha  racTPMTMc.  MHory peTKO e npMjaBeHa  nojaBa Ha  naHKpeaTMTMc.
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xunepceH3umu8HOcm.. npMjaBeHa e nojaBa Ha xMnepceH3MTMB" peaKUMM no Tepa"iaTa co

HCAMtl.  OBMe  peaKLiMM  Mo"e  Aa  ce  noAenaT  Ha  (a)  HecneLiM®Mu"  anep"CKM  peal{LiMM  M

aHa¢iMaKca  (6)  PeaKTMBHa  acTMa  Ha  pecnMpaTopeH Tpai{T,  BnoiileHa  acTMa,  6poHxocna3aM

llnM  AMcnHea,  MnM  (a)  ofLqpeAe"  Kox"  3a6onyBaiba,  BMyuyBajkM  ocMn  oA  Hajpa3nMiieH

BMA,  npypiinyc,  yp"KapMja,  nypnypa,  aH"oeAeM  M  nope"o  eKc¢onMja"B"  M  6yno3"

AepMaTo3M  (BMyuyBajRM  enMAepManHa  HeKponM3a  M  epMTeMa Myn"¢opMe).

#cJp6uo8croryy7apHu u qepe6po8oc#yyJopHu..  BMna  npMjaBeHa  nojaBa  Ha  eAeM, xMnepTeH3Mja

M cpLieBa cna6ocT npM ynoTpe6a Ha HCAIM.

KflMHMill{MTe  McnMTyBalba  M  enM4eMMonouKMTe  no4aTOL+M  yKaxyBaaT 4eKa  ynoTpe6aTa  Ha

HeKOM    HCAMn   (oco6eHo   npM   BMcoi{M   Ao3M   M   AonroTpajHa   Tepa"ja)   MOHe   Aa   6MAaT

noBp3aHM  co  3roneMeH  PM3MK  oA  nojaBa  Ha  apTepMCKa  TpoM6o3a  (Ha  npMMep:  MMol{apfleH

MH¢apKT MnM Mo3oiieH VIap)  (nomeAHeTe Bo AenoT 4.4).

peHcmHu..      nojaBa      Ha      He¢pOTOKCMUHOcT      80      pa3nMu"      ¢OpMM,      BMyuyBajkM       M

MHTepc"i+MjaneH  He¢pM"c,  He¢poTCKM  cMHApOM  M  peHanHa  MHcy¢MLiMeHL+Mja.

XenomowHu..     nojaBa   Ha   a6HopManHoc"   Bo  ®yHKL+Mj5Ta   Ha   LipHMOT  flpo6,   xenaTMTMc   M

HonTMLia.

He8ponow#u u noce6Hu cemu/ai..  BM3yen"  Hapyii]yBatba,  onTMiil{M  HeBPMTMc,  maBo6oni{M,

napecTe3iija,   acenTMueH   MeHMHrMTiic   (oco6eHo   I{aj   naLiMeH"   co   nocToeilKM   aBTOMMy"

nopeMeTyBafoa,    i{aKo    LI]To    ce:    cMCTeMCKM    epMTeMaTo3eH    nynyc,    Meu.aHa    6onecT    Ha

cBp3HOTo TI{MBo), co  nojaBa  Ha ciiMnTOMM  KaKo uTo ce Bi{oiiaHeT BpaT,  maBo6oni{a,  raAehoe,

noBpakatbe,    TpecKa     MnM    Ae3opiieHTaLiMja     (nomeAHeTe    Bo    AenoT    4.4),    AenpecMja,

KOH¢y3Mja, xanyLiMHaLiMM, TMHMiyc,  BPTomaBMLia, cna6ocT,  3aMop  M  nocnaHoCT.

XeMamonot4#L/.. TpoM6oL+MTone"ja,  HeyTponeHMja,  arpaHynoL+MTo3a,  annacTMilHa  aHeMMja

M xeMonMTMUHa  aHeMMja.

4epMC}manou"  Byno3"   PeaKLiMM  BMyuyBajkM  C"B:Hc-uoHcoHOB  cMHApoM,  Tol{cMilHa
enM4epManHa  HeKPonM3a  (MHory peTKo)  M ¢oToceH3M"BHocT.

nDMiaBVBaLbe  Ha  HecaKaHM  Deal{LI,MM

Hecai{aHRTe   peaKLLMM  o4  nel{oBrme  Moxe  4a   "   npMjaBrme  Bo  Hal+MOHanHMOT  I+eHTap  3a

¢apMaKOBM"naHL+a   npM   AreHLiMjaTa   3a  neKOBM   M   Me4ML+MHCKM   cpe4cTBa   (yn.CB.KMPMn   M

MeTOAMj   6p.54   KaT   1)    MnM    no   enei{TpoHCKM    naT   npeKy   Be6   cTpaHaTa    Ha   AreHLiMjaTa

malmed. ov.ink

4.9. npe4o3Mpaibe

(A) CiiMnTOMM
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Ci"nTOMMTe     BIunyilyBaaT     MaBo6oni{a,     ra4erbe,     noBpakaibe,     enMracTPMiiHa     6oni{a,

racTpoMHTecTMHanHo    KPBapeibe,    peTKo    AMjapea,    Ae3oPMeHTaLiMja,    ei{cLiMTal+Mja,    KOMa,

nocnaHocT,   BPTomaBMLia,   3yeLbe   Bo   yuMTe,   HecBecTiiLia   M   noBpeMe"   KOHByn3MM.    Bo

cnyuaM   Ha   3HauMTenHo  Tpyeibe  Moke  Aa   HacTaHe  aKyTHo  ou]TenyBalbe   Ha   6y6Pe3MTe   M

L|P"oT AP06.

(I) TepaneBTci{M Mepi{M

AKo e noTpe6Ho naLiMeHTMTe Tpe6a Aa ce TpeTMpaaT cMMnTOMaTCKM.

80 POX oA eAeH llac OA MHrec"jaTa  Ha  noTeHLiMjanHo TokcMilHa  KonMiiMHa Tpe6a Aa ce 3eMe

Bo  npeABMA  aAMM"cTpaLiMja  Ha  aKTMBeH  jameH.  AnTepHa"BHo,  Kaj  Bo3pacHM,  racTPMilHa

naBaxa  Tpe6a Aa  Ce  MMa  Bo  npeABMA eAeH  iiac  nocne  BHec  Ha  noTeHLiMjanHa Ao3a  onacHa

no  H{MBOT.

Tpe6a 4a ce o6e36e4M Ao6ap M3ne3 Ha ypMHa.

Tpe6a Ao6Po Aa Ce HaAmeAyBa pa6oTaTa Ha 6y6pe3MTe M LipHMOT Apo6.

rlaLiMeH"Te  noTpe6Ho  e  Aa  ce  HaAmeAyBaaT  HajManKy  lieTMPM  uaca  no  BHecyBaibeTo  Ha

noTeHi+MjanHo TOKCMUHaTa Ao3a.  Ilec"  MnM  npoAonxe"  KOHByn3MM Tpe6a Aa ce TpeTMpaaT

MHTpaBeHo3Ho co 4Mja3enaM.

MOxaT   4a   Ce   npMMeHaT   M   4Py"    MepKM    Bo   3aBMCHocT   o4   iunMHMHKaTa   cocToj6a    Ha

naLiMeHTOT.

noTpe6HO e Aa ce npe83eMaT CTaHAapA" MepKM I{al{o racTPMilHa naBaHa, aAMM"cTpaLiMja

Ha aKTMBeH jameH M onlJ]Ta Tepa"ja 3a ofLqpxyBaibe Ha cocToj6aTa Ha naLiMeHTOT.
r

5. ®APMAKonoLLIKM nofLATOL+M

5.1. ®apivial{o4MHaivici{M cBojcTBa

®apMai{oTepaneBTCKa rpyna: 4epMBa"  Ha oL+eTHa  I{McenMHa  M cpo4HM cyncTaHL+MM

ATC l{oA: M01ABO8

MHxu6uL|uja     Ha    cuHme3ama     Ha     npocmaanaH0uHu    u    COX-2    ceiieKmuBHocm:    CvITe

HecTepoMA"   aH"H¢naMaTop"   nei{oBM   (HCAMfl)   ce   nol{axano   Aei{a   ro   MHXM6MpaaT

co3AaBatbeTo   Ha   npocTamaHAMHMTe.   OBoj   MexaHM3aM   Ha   AenyBatbe   e   oAroBopeH   3a

HMBHMTe  TepaneBTCKM  e¢el{"   M  3a  HeKOM  o4  HMBHMTe  HecaKaHM  e¢eK".  3a6enexaHo  e

AeKa  MHXM6MLiMja  Ha  cMHTe3aTa  Ha  npocTamaHAMHM  co  eTOAonaH  ce  pa3nMKyBa  oA  oHaa  Ha

Apy"Te HCAMfl.
Bo  HKMBOTMHCKM  MOAen  npM  BocnocTaBeHa  aH"MH¢naapaTopHa  Ao3a,  3a6ene"aHo  e  AeKa

LiMTonpoTei{TMBHaTa   PGE   (npocTamaHAMH   E)   i{oHLieHTpaL[Mja   Bo   racTPMilHaTa   cny3HMLia   Ce

HaManMna  3a  noMan  cTeneH  M  3a  noKpaTOK  nepMOA  Bo  cnope46a  co  4Py"   HCAMn.  OBa

o"PMTMe   ce   noTBPAyBa   M   Bo   noHaTaMOLilHMTe   /.n   v/.two   cTyAMM,   KOM   noKa"yBaaT   AeKa

eTOAonaK    e    CeneKTMBeH    3a    MHAyLiMpaHa    LiMKnool{cMreHa3a    2    (COX-2,     noBp3aHa    co

Bocnane"e) Had COX-1 (LiMTonpoTeK"BHa).
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noHaTaMy, cTyAMM  M3BeAe"  Ha MOAenM oA HOBeiii{M  ME"  noTBPAMne AeKa eTOAonaKOT e

ceneKTMBeH    3a    MHxii6MLiMja    Ha    COX-2.    3a    noTBPAyBaibe    Ha    I{nMHMiiKMOT   6eHe¢MT   oA

cenei{TMBHOTo MHXM6MpaLbe Ha COX-2,  Had COX-1 ceyll]Te He e LienocHo oTKPMeH.

AHmuH¢wowaimopHu e¢e#mu.. EKcnepMMeH"Te nol{aHafle Ael{a eTOAonaKOT e nonoTeHTeH

aH"MH¢naMaTopeH nel{ oTKonKy HeKOM  KnMHMiiKM 4oKaxaHM  HCAMn,

5.2. ®apMaKol{MHeTc" cBojcTBa

Kaj nyfeTo,  eTOAonaK Ao6po ce ancop6Mpa no opanHa  aAMM"cTpaHMja  M  LiBpcTo ce  Bp3yBa

co cepyMcl{MTe  npoTeMHM.

rlonyHKMBOT  Ha  enMMMHauMja  Kaj  iloBeKOT  M3HecyBa  npocetiHO  ce4yM  ilaca,  a  npMMapHMOT

naT Ha ei{cKpeLiMja e npeKy ypMHa, Bo HajroneM Hen Bo ¢opMa Ha MeTa60nM".

Kaj  cy6jel{"  KOM  npMMane AHeB"  Ao3M  Ha  eTOAonaK  9A 400  mg  MnM  600  mg Ao  HMBo  Ha

cocToj6a   Ha   paMHOTeHKa   (Steady  state)   Bo  Tei{oT   Ha  TPM   AeHa,   nMKOT  Ha   MaKCMManHaTa

nna3MaTCKa  KOHueHTpaLiMja  M3HecyBan  7,5  Hg/ml   3a 7,9 uaca  M  11,9 Hg/ml 3a  7,8 iiaca.

5.3 npeTrmM"Iii{M noAaTOL|i4 3a 6e36eAHocT

HeMa  noAaTOLiM.

6. ®APMAL+EBTCKM n04ATOL+M

6.1. nMCTa  Ha ei{cL+MnMeHCM

XMApoKCMnpo"n MeTm Lienyno3a (Methocel  K100 Premium  LVCR)

nakT03a MOHOxM4paT

4Bo6a3eH HaTPMyM ¢oC¢aT AMxl^4paT

E"nLienyno3a (Ethocel Standard 4 Premium)

TanK

MarHe3MyM cTeapaT

MaTepMjan 3a ¢iMM-o6noHKyBaibe No:  13 (Opadry White YS-1-7003)*.
*CocTaB    Ha    MaTepMjanoT   3a    ¢MnM-o6noHKyBatoe    No:    13    (Opadry   White    YS-1-7003):

TMTa"yM       AMOKCMA       (E171),        HPMC        2910/XMnpoMeno3a        3cP        (E464),        HPMC

2910/XMnpoMeno3a  6  cP  (E464),  MaKporon/nonMeTmeHmMI{on  400  (E1521),  nonMcop6aT

80 (E433).

6.2. MHI{olvina"6imHocT

HeMa AocTan"  noAaTOL|M.

6.3. Pox Ha Tpaelbe

2 r04M"
r

6.4. HaLIMH Ha LiyBaibe

Ce LlyBa Ha Teivlnepaivpa nod 25 °C Bo opM"HanHOTo nat(yBarbe.
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Tpe6a Aa ce iiyBa Ha MecTa HeAocTan" 3a AeL+a.

6.5. npMpo4a M co4pxMHa Ha nal{yBart>eTo

HeTpaHcnapeHTeH  PVC /PE/PVDC-Al 6nMCTep.

10 Ta6ne" co npo4onxeHo ocno6o4yBalbe/ 16nMCTep / 1 Ky"ja

6.6.    noce6HM    Mepl{M    Ha    npeTna3nMBocT    npM    oTCTpaHyBaLt>e    Ha    HeynoTpe6e"Te

npoi13Bo4M 04HOCHO OTnaAHMTe MaTepMjanM

HeMa    4ocTan"    MH¢opMaL+i"    3a    noTeHHMjanoT    Ha    npoM3804oT   3a    4a    npe4M3BMKa

HeraTMB"  e¢eK"Te  BP3  HMBOTHaTa  CpeAMHa.  y"LuryBaibeTo  Ha  oBoj  flex  Tpe6a  Aa  ce

M3BPLiJM  Bo cornacHocT co noKaflHMTe  nponMCM  M  nocTanKM.

7. HocMTen Ha o4o6PeHMeTo 3a CTaBarbe Ha Ael{oT Bo npoMeT

HOBEn  MtlAii  cAHAjMM  BE TMLIAPET A.lil.,

IlpeTCTaB"LLITBo CKonje,  P.  MaKe4oHMja.

8. EPoj Ha o4o6peHMeTo 3a cTaBarbe Ha nei{oT Bo npoMeT

9. 4aryM Ha nocne4HaTa peBM3Mja Ha Tel{cTOT

JaHyapM,  2019  roAMHa
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