3EMPEH M3BEI1LITAJ HA OCOEMHMTE HA J1EKOT

1. HME HA MEfIMUMHCKMOT nPOM 3B Ofl
MOVALIS® Ta6bneni, 7 bmg /15mg.

2. COCTAB

MOVALIS®Ta6neTM 7 pmg.
MOVALIS® Ta6ne™ 15mg.
EKMMnneHcn: naKT03a MOHOXMflpaT.
JInda Ha eKqunneHCn: flen 6 1.

3. OAPMAUEBTCKA OOPMA
Ta6neTM.
CBemo >KonTn Kpy>KHM Ta6bne™ co noro Ha KOMnaHMjaTa Ha eflHa CTpaHa m3HaK 59D/59D

( 5mg) oahocho 77C/77C (15mg) Ha flpyraia CTpaHa.

4. KIIMHMHKM OCOBEHOCTM
4.1 TepaneBTCKM HHflHKaidvM
» KpaTKOTpaeH ci/iMmoMaicKM TpeTMaH Ha er3ai_iep6aidMM Ha ocTeoapTpo3M,

e flonroTpaeH CMMmMmoMaTCKM TpeTMaH Ha peBMaTOMfleH apTptiTnc vinvw aHKMno3eH

CnOHFIMT IMTHC.

4.2 /Jo3iipatbe u HannH Ha npiiMeHa
3a nepoparma ynoTpeb6a.

BKynHaTa flHeBHa flo3a Tpe6a fla ce 3eMa ioko eflIMHeMHa flo3a, co BOfla mjim flpyra
TeMHocT, 3a BpeMe Ha 06 poK.

HecaKaHMTe peaKLinn MO>Ke fla ce MMHMMH3MpaaT co ynoTpe6a Ha HajHi/iCKH ecfieKTMBHH
,qo3M n HajKpaTKo BpeMe Ha M3no>KyBahfce riOTpe6HM 3a KOHTponnpahbe Ha cuMriTOMMTe
(flen 4.4). fI0Tpe6nTe Ha nauneHTMTe 3a CMMriTOMaTCKO ocno6oflyBahbe m oflroBop Ha
TepannjaTa Tpe6a fla ce peeBanyupa nepMOfIMHHO, oco6eHo Kaj nauneHTM co
ocTeoapTpnTnc.

* Er3aMep6ai4vMM Ha ocTeoapTpnTMc: 7.5mg/fleH.
Ako e HeonxoflHo, fl03aTa Mowe fla ce 3roneMM flo 15mg Ha fleH.

e PeBMaTOMfleH apTpnTnc, aHKMno3MpaHKM cnoHfIMnirmc: 15mg/fleH (bmam bo flen
“‘CnequjanHM nonynaunM®). Cnopefl TepaneBTCcKHOT oflroBop, fl03aTa MO>Ke fla ce
peflyqupa flo 7 5mg /fleH.

MaKCMManHaTa npenopanaHa flHeBHa fl03a Ha MovALIS® e 15mg
CneuMianHM nonynaunn

nocmapu nai”~ueHmu u nau,ueHmMu co 3aoneMeH pu 3uk 3a HecaKaHu peai<u,uu
ripenopanaHa fl03a 3a flonroTpaeH TpeTMaH Ha peBMaTOMfleH apTpnTnc ma

cnoHflnnnTnc Kaj nocTapn naLjMeHTM e 7 5mg Ha fleH. TpeTMaHOT Tpe6a
7 5mg HafleH Kaj namieHTM co 3roneMeH pn3MK 3a HecaKaHu peakKL4AVM (fle.



By6pe=>KHa cnaOocm (fieri 5.2).
Kaj nauneHTM Ha flnjann3a co Teiuka 6y6pex<Ha cna6oci, fl03aTa He Tpeb6a fla HaflivmHe
7,5mg Ha fleH.

He e noTpe6bHa pe,gyKL|Mja Ha fl03aia Ka nauweHTH co 6naro flo cpeflHO 6y6pe>KHO
oiuTeTyBafce (np. nagneHTM co KpeaTMHUH KrmpeHC noroneM ofl 25mi/min). (3a nauneHTH
co TemKa 6y6pe>KHa cna6oci kom He ce Ha flujarm3a, flen 4.3).

XenamanHa UHcy<puu,ueHu,uja
He e noTpe6Ha pefly®nja Ha flo3aia Kaj nai4neHTM co 6nara flo yMepeHa xenaiarma
MHcy<Em4dneHL4Mja. (3a nagneHTM co cepMO0O3HO OLUTeieHa xenaiaiiH a <€yHKL(Mja, flen 4.3).

fieu,a u adonecu,eHmu
MOVALIS® Ta6neTM ce KompaMHfIWJiMpaHi/i Kaj flega m aflonecueHTM noivmaflM ofl 16
rof[HHM (flen 4.3).

OBoj lJiek nocTon bo noBeKe CcjDapMaueBTCKM cjDopMM kom Mo>Ke fla ce noaflekBaTHM 3a
HeroBa npmvieHa.

4.3 KOHTpaiiHFfIMKauMI1
OBoj JieK e KOHTpanHflMMnpaH bo cjie®HMBe cocToj6n:

TpeT TpuceMecTap ofl 6peMeHOCT (flen 4.6 ,EpeMeHocT mfloe”e'),

flega n aflonecueHTM noivmafiM ofl 16 roflHHM,

aKO CTe anepnmHM (npeoceTnnBn) Ha MenoKCMKaM i/mn Ha HeKOn ofl eKunnneHcme
Ha neKOT i/mu npeoceinnBOCT Ha npenapa™ co cnnHHa aKTi/iBHOCT, np. HCAI/IJII,
aueimicannumiHa KMcennHa; MenoKCMKaM He Tpe6a fla ce flaBa Kaj nauweHTH koh
pa3BMBaaT 3Hai4M Ha acTMa, Ha3anHH nonunn, aHrnoHeypoTCKM efleM nnn ypTMKapuja no
afIMMHMCTpaMuja Ha aMeTMncajinunnHa KucenwHa nrm flpyrn HCAUJTI.

MCTopuja Ha racTpoMHTecTMHariHO KpBapehbe nnn nepcjDopaquja, noBp3aHH co
npeTXOfl[Ha HCAIl/U1Tepannja;

aKTMBeH mjim i/iCTopnja Ha peKypeHTeH nenTnneH yrmep / xeMopamja (yrmepagHM
mjim KpBapehta 1uto ce jaBmie 6apeM flIBanaTM);

cepno3Ho oiuTeTeHa xenaiarm a cjDyHKLinja;

nauweHTH co cepM03HO HaManeHa 6y6pe>KHa cfcyHKUiija kom He ce Ha finjann3a;

racTponHTecTMHanHO KpBapehte, MCTopuja Ha L4epe6pOBacKynapHO KpBapehte mjim
flpyrn yTBpfleHM KpBapehta;

TemKa cpgeBa cna6ocT.

4.4 CneunjajiHii Mepxu Ha npeTna3JiMBOCT mnpeflynpeflyBaHae

HecaKaHMTe peaKMnn MO>Ke fla ce MHHHMM3npaaT co ynoipe6a Ha HaHMCKM egDeKTVBHN
AO03M m HajKpaTKo BpeMe Ha n3no>KyBaH=e noTpe6HM 3a KOHTponnpafce Ha cnvinTOMil/iie
(flen 4.2 wracTponHTecTMHajneH m KapfIMOBacKynapeH pn3UK, noflony).

npenopanaHaia MaKcmvianHa flHeBHa flo3a He Tpe6a fla ce HafIMMHyBa bo cnynaj Ha



floKonKy He flojfle flo noflo6pyBahbe Ha cocToj6aTa 3a HeKonKy fleHa, ktimhmhkmot
6eHecjDMT ofl TpeTMaHOT Tpe6a fla ce npencnma.

Bo cnynaj Ha MCTopMja Ha e30c|DarMTMC, racTpmnc m/mim neriTMHeH yngep, nOTpe6HO e fla
ce noTBpflu hmbho LienocHo 3a3flpaByBahbe npefl fla ce 3anoHHe co TpeTMaH co
MenoKcuKaM. |~l0Tpe6HO e cneflehte Ha cocToj6aTa Kaj oBue nauneHTM 3a fla He flojfle flo
noBTopyBatte Ha CMMrrroMMTe.

racmpouHmecmuHanHu ecpeKmu

I acTpoi/iHTecTMHanHO KpBape”e, ynuepauMja nnn nepcjDopauMja kom Mo>Ke fla 6nflaT
gaaTanHM, ce yTBpfleHM npn TpeTMaH co HcAI/1J1 bo 6nno Koj nepMOfl Ofl TpeTMaHOT, co
nnn 6e3 3HaidM Ha npeflynpeflyBahte nnn npeTxoflHa MCTopuja co cepMO3Hw
racTpoMHTecTMHanHM ecjDeKTM

Ph3mkot ofl racTpoMHTecTWHanHO KpBapehte, ynuepaunja nnn nepcfcopauMja e noroneM co
3roneMyBahbe Ha flo3MTe Ha HCAI/1J1, Kaj nauneHTM co MCTopuja Ha ynuep, oco6eHo aKo ce
KOMnjiMLinpaHM co xeMoparnja nnn nepcflopaMMja (flen 4.3) ii Kaj nocTapn nauneHTM. Kaj
OBue nagneHTH TpeTMaHOT Tpe6a fla 3anoHHe co HYHMCKM TepaneBTCKM flO3M.
KoMSnHnpaHa Tepannja co npoTeKTMBHM neKOBM (np. MMConpoCTon MM mhxm6 mtopm Ha
npoTOHCKa nyMna) Tpe6a fla ce npnMeHM Ka OBue nagneHTM m Ka nauneHTM kom
MCTOBpeMeHO ynoTpe6yBaaT nmckm flO3BM Ha ageTMncannMnnHa KMcennHa nnn flpyrn
neKOBH kom ro 3roneMyBaaT pm3mkot ofl racTpoMHTecTMHanHO KpBapehbe (bmam noflony m
flen 4.5).

riauneHTM co MCTopMja Ha racTpoMHTecTMHanHa tokcmhhoct, oco6eHo n0OBO3pacHM
nagneHTM Mo>Ke fla onMLuaT HeBoo6MMaeHM a6flOMMHanHM cmmiitomm (0Q06eHO
racTpoMHTecTMHanHo KpBapehbe) noce6HO bo MHMLjMjanHMTe o[Da3M Ha TpeTMaHOT.

I~loTpe6Ha e BHMMaTenHOCT Kaj nauMeHTM kom MCTOBpeMeHO ynoTpe6yBaaT neKOBM kom ro
3roneMyBaaT pm3mkot ofl yngepagMM MhM KpBapehta KaKO xenapMH, aHTMKoarynaHCM Kara
BapcfcapMH MM  flpym  HecTepoMflHM  aHTMMHcDnaMaTopHM  neKOBM,  BKnynyBajKM
aueTMncanMUMnHa KMcenMHa bo aHTMMHcjDnaMaTopHM flO3M (> 1g KaKO efIMHeHHa fl03a MM
> 3g Kara BKynHa flHeBHa fl03a) (flen 4.5).

flokonKy ce nojaBM racTpoMHTecTMHanHo KpBapehbe MM yngepagMja Ka naidMeHTM kom
ynoTpe6yBaaT MenoKCMKaM, TpeTMaHOT Tpe6a fla ce npeKMHe.

HCAHJ1 Tpe6a co BHMMaTenHOCT fla ce flaBaaT Kaj nauMeHTM co MCTopMja Ha
racTpoMHTecTMHanHM 6onecTM (ymjepaTMBeH KonMTMC, CrohnoBa 6onecT) 6MflekM MO>Ke
fla flojfle flo er3alL|ep6aMMja Ha cMMnTOMMTe (flen 4.8 - HecaKaHM ecjaeKTM).

KapduoeacKynapHLi u u,epe6poeacKynaphiu ecpeKmu

CooflIBeTeH MOHMTOpMHr e noTpe6eH Kaj nagMeHTM co MCTopMja Ha xMnepTeH3Mja MMM
6nara flo yMepeHa KOHrecTMBHa cpgeBa cna6ocT. 3aflpujka Ha TeHHocTM m efleM ce
yTBpfleHM npM ynoTpe6a Ha HCAMJI.

Ce npenopanyBa ioimhmmkm mohmtopmht Ha kpbhmot iipmtmcok Kaj nagMeHTM co 3roneMeH
PM3VK, 0C06eHO 3a BpeMe Ha MHMLIMjaTMBHMOT TpeTMaH CO MenOKCMK3M.

KnVHVHKMTe CTyfiIMM m enMfleMMonoLUKMTe noflaTOMM yKa>KyBaaT fleKa
HCAI/l/1, BKnynyBajKM m MenoKCMKaM (0Q06eH0 bo iiobmcokm flO3M mnoflo
fla ce noBp3aHM co ManKy 3roneMeH pM3VK Ofl apTepMjanHM tpom6ot



MHcjDapKT Ha MMOKapfl #fliim M030MeH yflap). HeMa aobojiho noflaTouw 3a fla ce ncKJiynn
piiBHKOT npn yncrrpe6a Ha MenoKCMKaM.

nauneHTM co HeKOHTponnpaHa XMnepTeH3Mja, KOHrecTMBHa cpgeBa c/ia6ocT, yTBpfleHa
ncxeMnja Ha cpge, nepncJ)epHa apiepujariHa 6onecT m/mjim l4epe6poBacKynapHa 6oneci,
Tpe6ba ,ga ce TpempaaT co MenoKCHKaM caMO no BHUMaienHO pa3meflyBahbe.
BHMMaieriHOCT e noTpe6Ha m Ka nauneHTM co pn3MK cfciaKTopn 3a KapflnoBacKynapHo
3a6onyBahbe, npefl fla ce 3anoHHe co flonroipaeH TpeTMaH (np. xMnepTeH3Mja,
xnnepxinnnfleMnja, flnja6eTec, nywehfee).

Komhu ecpeKmu

Cepwo3HM ko>khm peakgMM, HekOM ofl hub cjDaTanHM, BKnynyBajKM eKCc(DOJii/ijaTMBeH
AepMaTmnc, Stevens-Johnoson ci/mflpoM m TOKCMHHa eni/iflepMarma HeKponn3a, MHory
peTKo ce yTBpfleHM npi/i ynoipeSa Ha HCA/IJ1l. nagneHTMTe ce co HajroneM pn3MK bo
noneTOK Ha TpeTMaHOT. llojaBa Ha peaKLjuM b0 HajroneM 6poj cnynaw ce jaByBa b0 npBuoT
Meceu ofl TpeTMaHOT co MenoKCMKaM. Tepannjaia Tpe6a fla ce npeKMHe npi/i nojaBa Ha
npBme 3HaidM Ha Ko=KeH ocun, MyKO3HM ne3MM nnn flpyrn 3HaL]|M Ha npeocemnBOCT.

llapaMempu Ha xenapHa u peHanHa (pyHKLi,uja

Kara m co ocTaHaTme HCAHJ1, yTBpfleHO e noBpeMeHo 3roneMyBahbe Ha hmboto Ha
cepyMCKn TpaHcaMMHa3M, cepyMCKM 6MnMpy6MH WM flpyrn xenapHM  cjsyHKUMOHanHH
napaMeipn, KaKO m 3roneMyBahte Ha cepyMCKMOT KpeaTMHUH m ypea a30T bo KpBTa
floyrn na6opaiopncKM  HapyujyBahta. npoMeHme HajnecTo ce TpaH3mopHn m
3aHeiViapyBaHKM. floKomy HeKoe HapyuiyBahbe e 3HaMaHO wnn nep3MCTeHTHO,
aflMMHMCTpaLinjaTa Ha MenoKCMKaM Tpeb6a fla ce CTonupa n cocToj6aTa TeMenHO fla ce
Mcnma.

OyHKu,uoHanHa 6y6pe>KHa cna6ocm
HCAM/1 npeKy nHxn6npahbe Ha Ba30flnnaTaTOpHMOT ecfceKT Ha  peHanHHTe
npocTamaHfIMHn, Mowe fla HHflyqupaaT cjDyHKLjnhoHanHa peHanHa cna6ocT co
peflyLinpaite Ha rnoMenypanHaia cjDnmpalLjMja. OBoj HecaKaH ecjDeKT e flO3HO 3aBnceH.
Bo noMeTOK Ha TpeTMaHOT, min no 3roneMyBahte Ha fl03aTa, nOTpe6HO e BHMMaTenHO
npaiehbe Ha flnype3aia m peHanHaTa cDyHKUMa, Ka nauneHTM co cneflHMBe pn3MK
(fcaKTopu:
« nodapn naLineHTM,
+ MCTOBpeMeHa ynoipe6a Ha AKE mhxmShtopm, aHwoTeH3HH Il aHTaroHMCTM,
capiaHU, flwypeTMLIM (bMIM flen 4.5 l/IHTepaKunn co flpyrn neKOBM n flpyrn cfcopivm
Ha MHTepaKLinn),
« xnnoBoneMMja (6e3 pa3nnKa Ha npnmiHaTa),
 KOHrecTMBHa cpueBa cna6ocT,
< peHanHa cna6ocT,
+  HecjDpOTMMeH CMHflpOM,
* nynyc HecjDponaTnja,
« Tenika xenaiariHa flnccfryHKMnja (cepyMCKi/i an6yMHH <25g/l nnn Child-Pugh
BpeflHocT > 10).

Bo peTKi/i cnynan, HCAI/NJ1 wmo=ke fla npefiIM3BHKa MHTecTHHaneH Hecf)pnTnc,



fa*

flo3aTa Kaj nagMeHTM €O cna6a flo yMepeHa 6y6pe>KHa cna6ocT (np. nagMeHTu CO
KpeaTUHMH KJinpeHc noroneM 0a 25ml/min).

3adpujKa Ha HampuyM, KanuyM u eoda

1/IHAyKLinja Ha 3aAPLUKa Ha HaTpnyM, KanuyMm m BOAa m MHTepcfcepeHMMja co
HaTpnypeTMMHmMe ecfrekTM Ha AnypeTMLtme Mo>ke Aa ce jaBM npn ynoTpe6a Ha HCAI/IJI
OcBeH Toa, MO>ke Aa ce jaBM HaManyBahte Ha aHTnxnnepTeH3HBHHOT ecfcekT Ha
aHTHXMnepTeH3MBHMTe neKOBM (flen 4.5). Kaj pM3MHHMTe nagneHTH MO>Ke Aa C€ jaBM
npeunnmaunja MM er3auep6al|Mja Ha eAeM, cpgeBa cna6ocr unn xnnepTeH3nja.
lloTpe6eH € ktimhmhkm mohmtopmht Kaj nai4MeHTme co 3roneMeH pn3MK (flen 4.2 m 4.3).

XunepKaneMuja

XnnepKaneMnjaTa Mo>Ke Aa Ce€ jaBM Kaj naMneHTM CO Anja6eiec NNN NPN ncTOBpeMeHa
ynoTpe6a Ha neKOBM kom ja 3roneMyBaaT KaneMMjaTa (flen 4.5). Bo TakBM cnynan, ce
npenopanyBa perynapeH mohmtopmht Ha HMBoaTa Ha KanuyM.

Hpyau MepKU Ha npemna3nueocm u npedynpedyeahba

HecaKaHme peaKLinu HajnecTO Ce cna6bo TonepupaHM Kaj n0BO3pacHM nai_[MeHTM,
ncTOLUTeHn NnNn cna6n nrna, kom 6apaaT noceSeH mohmtopmht. 1"OBO3pacHMTe nalL(MeHTM
ce co 3roneMeH pM3MK 3a nojaBa Ha HecaKaHu peakKgwn npn ynoipe6a Ha HCAMJIL,
0C06eHO racTpoMHTecTMHanHo KpBapenbe m nepcjDopaquja kom MO>Ke Aa 6MAaT cfcaTanHM
(flen 4.2).

MenoKCMKaM, KaKO m ApyrMTe HCAMJ1 Mo>Ke Aa m MacKMpa CMMmoMMTe Ha
VH(J)eKTMBHOTO 3a6onyBaH=e.

ynoipe6aia Ha MenoKCMKaM, KaKO m ApyrMTe neKOBM kom ja MHXMOMpaaT CMHTe3aTa Ha
L4MKnooKCMreHa3a [/ npocTarnaHAMH, MO>Ke Aa ja HaManaT nnoAHOCTa m He ce
npenopanyBa HeroBa ynoipe6a Kaj >KeHM kom caKaaT Aa 3aMHaT. Kaj >keHM kom MMaaT
npo6neMM co saMHyBahte MnM kom Ce€ McriMTyBaaT Ha MHtfcepTMnHOCT, Tpe6a Aa Ce
pa3rneAa npekKMH Ha TpeTMaHOT co MenoKCMKaM.

MOVALIS® TaéneTM COAP>KaT naKT03a.

IlpenapaTOT e KOHTpaMHAML|MpaH 3a nagMeHTM co peAOK HacneAeH nposnemM Ha
ranaKT03a HeTonepaHTHocT, HeAOCTaTOK Ha Lapp naKTa3a MM rnyK03a-ranaKT03a
Mana6copnLiMja.

4.5 IriHTepaKLitm CO APyrn neKOBM m flpyrw cfjopMii Ha MHTepaKMMM
CTyAMM 3a MHTepakKMMM ce M3BeAeHM camo Kaj BO3pacHM nagMeHTM.

Ct=aPMaKOAMHaMCKM MHTepaKUMM

floyau HecmepoudHU aHmuuHcpnaMamopHu neKoeu (HCAI/Ifl) u altemuncajiuu,unHa
KucenuHa >3g/d:

KoM6MHauMja (flen 4.4) co ApyrM HecTepoMAHM aHTMMHcjDnaMaTopHM neKOBM, BKnyMyBajkM
ageTMncanMUMnHa KMcenMHa bo aHTMMHcJjnaMaTopHM AO3M (>1g KakO eAMHeMHa A03a MM
>3g KakO BKyrma AneBHa A03a) He ce npenopanyBa.

KopmuKOcmepoudu (np. snyKOKopmuKOudu): [ "

rioTpe6Ha e BHMMaTenHOCT npM MCTOBpeMeHa ynoTpe6a CO KopTi KOCT6 pdtiAM=>"~noPaflM
3roneMeH pM3WK 3a KpBapehte MnM racTpoMHTecTMHanHa ynqgepat



AHmMuKoaaynaHc unu xenapuH adMUHucmpupaH Kaj cmapu nulLia unu eo KypamueHu do3u:
Mowe fla ce 3roneMM pn3MKOT 3a KpBapeite npeKy i/iHxn6m4nja Ha TpoM6oL(MTHaTa
cjDyHKLinja n oLUTeTyBahte Ha racTpoflyofleHanHa MyKo03a. HCAI/1J1 MO>Ke fla ro 3roneMn
ecjDeKTOT Ha aHTMKoarynaHci/iTe, KaKo BapcjDapiiH (flen 4.4). 1/lcTOBpeMeHa ynoTpe6a Ha
HCAMI1 co aHTMKoarynaHcn MiM xenapuH, aflMMHi/licTpi/lipaHU Kaj repujaipucKM nauneHTM
mjiw DO KypaTMBHM flo3M, He ce npenopanyBa (flen 4.4).

Bo ocTaHaTme cnyMan Ha ynoipe6a Ha xenapuH, noipe6Ha e npeTna3JiMBOCT nopaflu
3roneMeHnoT pn3MK 3a KpBapetoa.

TpoMdonumulLiu u ai-imuKoaaynaHcu
3roneMeH pn3MK 3a KpBape”e, npeKy MHXM6m4dnja Ha TpoM6ognTHaTa c|3yHKLina m
QUTeTyBafce Ha racTpoflyofleHarmaTa MyKO03a.

CeueKmueHu cepomoHUH ‘“reuptake” UHXu6umopu
3roneMeH pn3MK 3a racTpoMHTecTHHarmo KpBapefce.

fiuypemuu,u, AKE uHxu6umopu u AHsuomeH3UH Il aHmaaoHucmu:

HCAMfl Mowe fla ro peflyuupa ecfceKTOT Ha flnypeTm_[M ii flpyrn aHTi/ixnnepTeH3MBHM
neKOBM. Kaj HeKon naLiMeHTM co KOMnpoMmnpaHa peHanHa c*yHKMuja (np. flexnflpnpaHn
nauneHTH rnin nocTapn nauweHTM co KOMnpoMmnpaHa peHanHa ¢DyHKLInja),
KoafMUHMCTpaLinja Ha AKE mhxmémtop unu AHMOTeH3HH Il aHTaroHMCTM n areHcn kom ja
MHXn6npaaT L|m<nooKCMreHa3aTa, MO>Ke fla pe3ynTnpa co BnowyBatoe Ha peHanHaTa
cfyHKidnja, BKnynyBajkM MOKHa aKyTHa 6y6pe>KHa cna6ocT, Koja B0O06nnaeHO e
peBep3n6nnHa. KoMé6i/iHaL|MjaTa Tpe6a fla ce aflMMHI/iCTpMpa co BHUMaienHOCT, oco6eHo
Kg n0OBO3pacHM naLineHTM. naLiHeHTMTe Tpe6a afleKBaTHO fla ce xwflpwpaaT mnOBpeMeHO
nOTpe6HO e cneflei-te Ha 6y6pe>KHaTa cfDyHKLinja (flen 4.4).

fipyzu aHmuxunepmeH3UBHU neKoeu (np. 6ema-6noKamopu):
Mowe fla ce jaBM HaManyBahbe Ha aHTMXMnepTeH3MBHMOT e<$eKT Ha 6eTa-6noKaTopme
(nopaflu MHXMSnLiMja Ha npocTarnaHflUHMTe m hmbhhot Ba30flnnaiaTOpeH ecfc>eKT).

I/IHxu6umopu Ha Kanu,UHeypuH (np. u,ui<nocnopuH, maKponuMyc):

Hec{)pOTOKCMHHOCTa Ha nHXMSmopme Ha Kanm/iHeypMH Mowe fla ce 3roneMM co ynoipe6a
Ha HCAI/IIJlI npeKy ecjDeKTme nocpeflyBaHM ofl peHanHi/rre npocTarnaHflUHM. Ce
npenopanyBa BHMMaTenHO npaTehte Ha 6y6pe>KHaTa c¢jDyHKMfija, 0C06eHO Kaj nocTapn
naLineHTM.

YIHmpaymepuHu noMaaana

YTBpfleHO e fleKa HCAHJ1 ja HaManyBaaT ecf)MKacHocTa Ha MHTpayTepnHme noMarana.

OapMaKQKMHeTCKn nHTepaKunn: BnifiiaHne Ha MenoKCHKaM Ha cbapMaKOKHHeTMKaia Ha
flpyrn neKOBM

JlumuyM:

HCAI/IJI ro 3roneMyBa hmboto Ha nnTnyM bo nna3Ma (npeKy HaManyBahbe Ha peHanHaTa
eKCKpeunja Ha nmnyM), kom MOKe fla flocTnmaT tokcmhhm HMBoa. McTOBpeMeHa
ynoipe6a Ha nmnyivi mHCAI/IJl He ce npenopanyBa (flen 4.4). floKomy KOVGnHaidMjaTa e
HeonxoflHa, BHMMaTenHO Tpeb6a fla ce cneflaT HifiBoaTa Ha jimthvm bo nna3Ma 3a BpeMe
Ha MHm4Mjaidnja, npunaroflyBahbe m npeKMHyBa*e Ha TpeTMaHOT



MemompeKcam:

HCAI/IJl Mowe fla ja peflygnpa Ty6ynapHaTa ceKpequja Ha MeTOTpeKcaT, co Iuto ce
3roneMyBa KOHLieHTpaLinjaTa Ha MeTOTpeKcaT bo nna3Ma. He <ce npenopanyBa
MCTOBpeMeHa ynoipe6a Ha HCAMJ1 Kaj nauMeHTM kom npMMaaT bmcokm fl03M Ha
MeTOTpeKcaT (noBeKe ofl 15mg HeflenHo) (flen 4.4).

Pm3mkot 3a MHTepaKLiMja noMery HCAI/IJl m MeTOTpeKcaT, Tpe6a fla ce pa3rnefla m Ka
nagMeHTM kom npMMaaT hmckm flO3M MeTOTpeKcaT, oco6eHo Ka nagMeHTM co ocha6ena
6y6pe>KHa cflyHKL|Ma. Bo cnynaj Ha KOM6MHMpaH TpeTMaH, Tpe6a fla ce cneflM 6pojoT Ha
kpbhm KneTKM m peHanHaTa c|DyHKLIMa.

ripeTna3nMBOCT € noTpe6Ha Kora MCTOBpeMeHO ce flaBaaT MeTOTpeKcaT m HCAI/Jl bo Tek
Ha 3 fleHa, npM Iuto nna3MaTCKMTe hmbob Ha MeTOTpeKcaT Mo>Ke fla ce noKanaT m fla
npefIM3BMKaaT 3roneMeHa tokcmmhoct.

MaKO c|)apMaKOKMHeTMKaTa Ha MeTOTpeKcaT (15mg/HeflenHo) He € 3ac|3aTeHa npm
MCTOBpeMeHa ynoTpe6a Ha MenoKCMKaM, TpeSa fla ce 3eMe bo npeflBMfl fleKa
xeMaTonomKaTa tokcmhhoct Ha MeTOTpeKcaT mo>ke fla ce noTeHL|Mpa co HCAI/IJI (flen
4.8).

cDapMaKOKVHETCKM  MHTepaKUMM:  BnMjaHMe Ha apym neKOBM Ha chapMaKOKMHeTMKaTa Ha
MenoKCMKaM

XonecmupaMUH:

XonecTMpaMMH ja 3a6p3yBa enMMMHauMjaTa Ha MenoKCMKaM npeKy HaManyBa”“e Ha
eHTepoxenaTMHHaTa LjMpKynauMja, nopaflM ujto KnMpeHCOT Ha MenoKCMKaM ce 3roneMyB*a
3a 50% m nony>KMBOTOT onara flo 1343 Maca. OBaa MHTepaKLjMja MMa ktimhmhko 3HaMeH>e.

He ce yTBpfleHM KnMHMHKM 3Ha4ajHM cjDapMaKOKMHeTCKM neK - neK MHTepaKUMM npM
MCTOBpeMeHa ynoTpe6a co aHTagMflM, MMMeTMfIMH mamtokcmh.

4.6 EpeMeHOCT mfloehbe

EpeMeHOCT

I/IHXM6 ML;Mja Ha npocTarnaHAMH-cMHTe3aTa Mo>Ke HeraTMBHO Aa BnMjae Ha 6peMeHOCTa
M/wnM eM6 pMO-c|)eTanHMOT pa3Boj. rioAaTOUMTe oa enMAeMMonoujKMTe CTyAMM yKa>KyBaaT
Ha 3roneMeH pM3MK oa noMeTHyBahte, KapAMjanHa Manc|DopMaLiMja m racTpoLUM3a no
ynoTpe6a Ha mhxm6é mtopm Ha CMHTe3aTa Ha npocTarnaHAMH bo paHaTa 6peMeHOCT.
Pm3mkot oa nojaBa Ha KapAMOBacKynapHa Manc|)opMaL;Mja € 1-1,5%, a ce 3roneMyBa
nponopuMOHanHO Ha A0O3aTa m BpeMeTO Ha TepanMja. Kaj >kmbothm, aAMMHMCTpaMMja Ha
npocTarnaHAMH CMHTeTa3a mhxm6 mtopm AOBeAyBa ao 3roneMeH pM3MK oa ry6eH3e Ha
nnoAOT npeA m no MMnnaHTagMja m eM6pMO-cJ)eTanHa neTanHOCT. 3roneMeHaTa
MHUMAeHLia oa OApeASHM Manc)3opMaidMM, BKny~*yBajKM KapAMOBacKynapHM, ce jaBMne Kaj
>kmbothm  TpeTMpaHM co npocTarnaHAMH CMHTeTa3a mhxmé mtopm 3a BpeMe Ha
opraHoreHe3aTa.

3a BpeMe Ha npBMOT m btopmot TpMceMecTap oa 6peMeHOCTa, Menokecmkam He Tpe6a Aa
ce AaBa, ocBeH aKo e HeonxoAHO. Ako MenoKCMKaM ce AaBa kaj >KeHM kom ce 06MAyBaaT
Aa 3a*HHaT MM 3a BpeMe Ha npBMOT MM btopmot TpMceMecTap oa 6peMeHOCTa, Tpe6a Aa
ce AaBaaT hmckm AO3M m BpeMeTO Ha TpeTMaHOT Aa 6MAe noKpaTKO.

3a BpeMe Ha TpeTMOT TpMceMecTap oa 6peMeHOCTa, CMTe npo” <:MHTe3a
mhxmémtopm MO>Ke Aa O M3no>KaT cjaeTycoT Ha:
» KapAMOBacKynapHa tokcmmhoct (co npeABpeMeHO 3aTBopaH osus

m nynMOHanHa XMnepTeH3Mja);



* peHanHa flificcfcyHKMMja, 1uto MO>Ke fla npeflM3BMKa peHanHo OLUTeTyBahte co onuro-
XHflpoaMHMQ3a.

Ha KpajoT ofl 6peMeHO0CTa Kaj MajKkaia m nnoflOT, Mowe fla floBeflaT flo:
* npoflon>KeHo BpeMe Ha KpBapeite, aHTM-arperaqgiioHeH ec~eicr Koj Mo>Ke fla ce jaBM
N npn MHory Mann flO3n;
. MHxn6nL|Mja Ha yiepuHM KOHTpaKL(i/iiyi luto flOBeflyBaaT flo oflno>KeHo unu
nponoHrnpaHO nopoflyBahbe.

MenoKCHKaM e KOHTpai/iHflhgMpaH 3a BpeMe Ha TpeTMOT TpwceMecTap ofl 6peMeHocia.

floeifoe
MaKo He nocTojaT cnei [ncjpMHHM ncKycTBa co MenoKci/ikaM, no3HaTo e fleka HCAI/IJI
npeMUHyBaaT bo MajHMHOTO MneKO. llopaflu Toa, afIMUHUCTpaMMjaia e

KOHTpanHfingiipaHa Kaj weHu kom flojaT.

4.7 BjiujaHue Bp3 cn0CO06HOCTa 3a B0O3eit>e mynpaByBahte co pa6oTHM MauiiiHii

He nocTojaT cnequgDMVHH CTyflwn 3a BnnjaHNeTO Ha MenokCHKaM Bp3 cn0CO6HOCTa 3a
ynpaByBatoe Ha motophm BO3i/ma unu paKyBaHbe co pa6oTHM MaujMHU. MeryToa, npn
nojaBa Ha nocnaHOd i/inn 3aMameH bma, BpTornaBi/ma UNU flpyrn nopeMeiyBahba ofl
cTpaHa Ha L|HC, ce npenopaMyBa BO3flp>KyBahbe ofl ynpaByBafce Ha BO3nna unu pa6oTHM
MaLUUHM.

4.8 HecaxaHii ecJjeKTM

a) reHepaneH onuc

KnVHUHKMTe CTyfiMM m enMfleMi/ionoLUKMTe noflaioun yKa>KyBaaT fleKa npi/i ynoipe6a Ha
HeKon HCAI/IJI (0C06eHO bo bmcoki/i lO3M m noflonroTpajHo) MOKe fla e acounpaHa co
3roneMeH pMBWK 0, apTepwjanHM tpomotmhhm ecfceKTu (KaKO MHcfjapKT Ha M/iOKap,q unu
MO30neH yflap) (flen 4.4).

EfleM, xnnepTeH3nja mcpueBa cha6ocT ce yTBpfleHM npn TpeTMaH co HCAI/IJI.

HajnecTHTe HecaKaHM peaKquw ce raciponHecTMHanHn. Mo>Ke fla ce jaBaT nenTUHHM
ynuepn, nepcfropaunja unu racTpoMHTecTMHanhifi KpBapeu>a, noHeKoraw cjDaianHMV,
0A06eHO Kaj nOBO3pacHM nai fiieHTii (flen 4.4). Taflehte, noBpaKaite, flujapea,
4)naTyneHL4nja, KOHCTHnaLiMa, flucnencuja, a6flOMMHanHa 6onKa, MeneMa, xeMaieMe3a,
yngepaTHBeH CTOMaTmi/ic, er3aLiep6ai4nja Ha Konmnc m CrohnoBa 6onecT (flen 4.4 -
CneunjanHM  MepKii Ha npeflynpeflyBaita m npeina3ni/iBOCT) ce yTBpfleHM no
aflMMHMCTpaL(nja. riopeTKO, yTBpfleHa e nojaBa Ha racipi/iTMc.

OpeKcjDeHLinjaia Ha HecaKaHM peaKLinn flafleHa noflony, ce 6a3upa HayTBpfleHM HecaKaHifi
peaKumi bo 27 KnifiHMMKii CTyflMM CO BpeMeTpaehbe Ha TpeTMaHOT ofl 14 fleHa.
lloflaTOMHTe ce 6a3npaaT cnopefl KniliHMHKi/i CTyflIMM bo kom ce BKnyneHM 15197 naLiMeHTM
TpeTnpaHM CO flHeBHM nepopanHM ,qo3M ofl 7,5mg unu 15mg MenoKCHKaM bo nepnofl flo
efl[Ha rofl[HHa.

HecaKaHM peaKuinn ce paHrnpaHM cnopefl cnefl[HaBa KOHBeHquja: //*>



MHory HecTM (>1/10), Boo6i/maeHM (>1/100 flo <1/10), HeBoo6MHaeHM (>1/1000 flo
<1/100), peTkH (>1/10000 flo <1/1000), MHory peTKH (<1/10000), Heno3HaTi/i (He Mowe fla
ce npoMeHaT cnopefl flocTarmme i/iHc|DopMaL|MM).

6) HecaKaHM peaKUMM

riopeMeTVBahfee bo KPBTa m nHMcfciHHOT cucTeM

HeB00O6nHaeHnN: aHeMMja,

PeTKn: nopeMeTyBahbe Ha 6pojoT Ha kpbhm K/ieTKM (BKnynyBajkH m npoMeHM
bo 6pojoT Ha 6erm kpbhm KneTKM), neyKoneHnja, TpoM6oi_ (HToneHMja.

YTBpfleHM ce MHory peTKi/i cnynan Ha arpaHynOL|i/iT0O3a (bmam flen c).

riopeMeTVBaHje bo mmvhhot cucieM
HeBO06nHaeHn: flpyra MOMeHTanHa xMnepceH3HTVBHOCT
Heno3Hain: aHacfciHnaKTMHHa peaKquja, aHacfcunaKTOMflHa peaKquija.

flcMxniaTPMCKn nopeMeTVBafoa
PeTKn: npoMeHM bo pacnonoweHMeTo, KOLUMapn.

Heno3HaTn: KOHcf3y3Mja, flucopHeHTaqgwja.

flopeMeTYBafea bo HepBHMOT cucieM
Boo6nHaeHn: rnaBo6onKa.
HeB006nHaeHnN: BpTornaBima, coHnnBOCT.

Bn3venHM nopeMeTVBafoa
PeTKn: BM3yenHM nopeMeiyBahba BKnynyBajki/i n 3ai\/larneH bma,
KOHjyKTHBMTMC.

HapYLUVBafee bo BecTM6vnapHHOT anapaT:
HeBoo6nMaeHn: BepTnro.
PeTKM: TMHMTyC.

CpueBu nopeMeTVBahba
PeTKili: nannmauMM.
CpgeBa cna6ocT e yTBpfleHa npn TpeTMaH co HCAMJ1.

BacKvnapHU nopeMeTVBafea
HeBOO6nHaeHnN: 3roneMyBatoe Ha kpbhmot npMTMCOK (flen 4.4), qpBeHnno.

PecnupaTopHM, TopaKanHH n MeflMjacTHHanHNn nopeMeTVBafoa
PeTKn: Hanafl Ha acTMa (3a6ene>KaHO Kaj nalLineHTM aneprnHHn Ha
aueTMncanuMMnHa KMcennHa m flpyrn HCAMJTJ).

racTpoMHTecTMHanHM nopeMeTVBafea

Boo6nHaeHn: flncnencuja, raflehbe, noBpakahte, a6flOMi/manHa 60onKa,
KOHCTMnaquja, cjDnaTyneHquja, fli/ijapea.

HeB0O0O6nMaeHn: racTpoMHTecTMHanHa xeMopamja, CTOMaTMTMC, racTpnTnc,
epyKTaunja.

PeTKn: KonnTMC, racTpoflyofleHaneH ynqgep, esocfcamTMC.



XenaTo6nnniapi-m nopeMeTVBafoa
HeB006 MHaeHM: npoMeHM bo xenapHaia cfcyHKijMja (np. 3roneMeHM TpaHcaMMHa3M unu

6 mii/ipy6 mH).
MHory peTKM: xenaTMTMec.

flopeMeivBafea HaKo>KaTa m cy6KVTaHMTe TKVBa

HeBoo6 nHaeHn: aHmoefleMa, npypnTnc, ocun.

PeTKifi: CTMBeH - IJohcohob cmhapom, TOKCMHHa ennflepManHa HeKponn3a, '
ypTMKapMija.

MHory peTKn: flepMaTMTMC 6ynnoyc, epmeMa MyjrmcjDopMe.

Heno3HaTn: c|DOTOceH3MTMBHa peaKquja.

PeHanHn n ypuHapHM nopeMeTVBafoa

HeBoo6nHaeHM: 3aflpLUKa Ha BOfla m HaipnyM, xnnepKaneMnja (flen 4.4 mflen 4.5),
npoMeHM bo na6opaTopncKMTe TecTOBM co kom ce i/licnmyBa
CjjyHKMMjaia Ha 6y6pe3me (3roneMeH cepyMCKi/i KpeaTMHMH m/mnv\
cepyMCKa ypea).

MHory peTKM: aKyma 6y6 pe>KHa MHcycj3ML|MeHL(Mja Kaj nauMeHTM co 3roneMeHM
PM3MK cfcaKTopM (flen 4.4).

Onum/i nopeMeTVBahba m nopeMeTVBahfea Ha MecTOTP Ha annMKauMja
HeBoo6 MHaeHM: efleMa, BKnynyBajKM efleM Ha flonHMTe eKCTpeMMTeTM.

¢) rOAaTOUM KapaKTepMCTMHHM 3a MHAMBMflyaJIHM CepMO3HM M/MnM HecTm HecaKaHM
peaxMMM

MHory peTKM cnynaM Ha arpaHynOUMTO3a ce yTBpfleHM Kaj nauMeHTM TpeTMpaHM co
MenoKCMKaM m flpyrn noTeHLjMjanHo MMenOTOKCM4HM neKOBM (flen 4.5).

A) HecaKaHM peaKUMM kom ceyuiTe He ce yTBp,geHM npM ynoTpeSa Ha npenapaTOT, ho
reHepa/iHO ce npMc()aTeHM m ce npenMuiyBaaT Ha neKOBMTe oa oBaa icnhaca

OpraHCKa peHarma noBpefla Koja pe3ynTMpa co aKyma peHanHa cna6ocT: MHory peTKM
cnyMaM Ha MHTecTMHaneH HecJapMTMC, aKyTHa TyGynapHa HeKpo3a, HecjDpoTMHeH CMHflpoM
N nanMJiapHa HeKpo3a (flen 4.4).

4.9 ripeAO3Mpaifae

CuMnTOMMTe no npeflo3Mpahte co HCAI/IJl ce BOO6MiaeHO orpaHMHeHM Ha neiapmja,
nocnaHOCT, rafletoe, noBpakahbe menMracipMHHa 6 onKa kom reHepanHo Cé€ peBep3M6 MnHM
CO cynopTMBHa Hera. Mo>Ke fla ce jaBM racTpoMHTecTMHanHO KpBapeite. TeLUKo Tpyehte
Mo>Ke fla pe3ynTMpa CO xMnepTeH3Mja, aKyTHa 6y6pe>KHa <cna6ocT, xenaTanHa
AMccjDyHKMMja, pecnMpaTopHa flenpecMja, KOMa, KOHByri3MM, KapflMOBacKynapeH Konanc m
cpueB 3acToj.

AHacfDNNaKTOMAHM peakL|MM ce yBpfleHM bo TepaneBTCKM fl03M Ha HCAI/IJl m Mo>ke fla ce
jaBaT mno npeflo3Mpahbe.

Bo cnynaj Ha npeflo3MpaHOCT ce npMMeHyBaaT omuTM cynopTMBHM MepKM, 6 MflejkM
ceyuiTe He e no3HaT TMnMMeH aHTMfIOT. Co kjimhmmkm McnMTyBahta e flOKa>KaHO fleKa 4g
nepopanHa fl03a Ha xonecTMpaMMH flafleH 3 naTM flHeBHO, ja 3a6p3yBa enMMMHajjMjaTa Ha
MenoKCMKaM.

5. OAPMAKOJIOLUKM KAPAKTEPMCTMKM

5.1. 0apMakKOfIMHaMCKM CBOjCTBa



—

OapMaKOTepaneBTCKa rpyna: HecTeponflHM aHTm/iHcjDnaMaTopHi/i neKOBM,
OKCMKaMM.
ATM KOfl: MO1ACOG6.

MenoKCHKaM e HecTepowfleH aHTMUHcjDnaMaTopeH neK (HCAI/1Jl) ofl KnacaTa Ha OKCMKaMM,
Koj noKawyBa aHTMMHcjDnaMaTopHo, aHanreniHHO W aHTnni/ipeTi/iHHO flejcTBo.

MenoKCMKaM noKa>KyBa noieHTHO aHTnnHcfDnaMaTopHO flejcTBo Kaj erne TunoBu
nHcfDnaMaunja. flejcTBOTO ce flon=KM Ha cnoco6HocTa Ha MenoKCMKaM 3a MHxn6ni4nja Ha
6nocnHTe3aTa Ha npocTamaHAMHM-MefIMjaTopM Ha BocnaneHne.

5.2 (PapMaKOKIiHeETCKM CBOjCTBa

A6copnunia

MenokCMKaM flo6po ce pecop6npa ofl racTpoMHTecTHHanHMOT TpaKT, luto pe3ymnpa CO
Bilicoka abconyma énopacnono>KHBOCT Ofl 89% no opanHa aflMMHMCTpalL|Mja. Ta6neTM,
opanHa cycneH3Mja n Kancynn, flOKawaHO e fleKa ce 6iioeKBMBaneHTHM. Flo eflHOflO3Ha
afIMMHucTpauMja Ha MenoKCMKaM, MaKCMManHa nna3Ma KOHLieHTpaquja ce nocmmyBa 3a
2 Maca Kaj cycneH3Mja m 3a 5-6 Maca Kaj mbpctm nepopanHM flo3a>KHn c|dopmm (Kancynn m
Ta6nein).

npw noBekeKpaTHO fl03Mpatoe, paMHOTe>KHa KOHueHTpaquja ce nocTMmyBa 3a 3 flo's
fleHa. Ilna3Ma KOHLieHTpaunjaTa npn eflHam flHeBHO flo3upahbe e co penaTMBHO Mann
cjpnykTaunn Ofl 0,4-1,0(ig/ml 3a floan Off 7.5mg n 0,8-2,0jig/ml 3a floan ofl 15mg,
c00flBeTHO (Cmin m Cmax bo paMHOTe>KHa cocToj6a, cooflBeTHO).

MakKCHManHaTa nna3Ma KOHgeHTpaMnja Ha MenoKCMKaM bo paMHOTe>KHa nono>K6a ce
flocTnmyBa 3a 5 flo 6 naca 3a Ta6neTM, Kancynn m opanHa cycneH3Mja, cooflBeTHo.
llpoLieHTOT Ha a6copnMnja Ha MenoKCMKaM npn nepopanHa afIMHHMCTpaL|Mja He ce
HaManyBa co xpaHa.

fIMCTPn6vunia

MenoKCHKaM MHory jaKkO ce Bp3yBa 3a nna3MaTCKme npoTenHM, noce6HO 3a an6yMHH
(99%). MenoKCMKaM neHeipupa bo CMHOBnjanHaTa TeHHOCT Kafle nocTMmyBa npM6nM>KHO
nonoBUHa ofl nna3MaTCKme KOHueHTpaunn. BonyMeHOT Ha fIncTpn6yL|Mja € Man,
npoceHHO 11L. I/IHTepHH{li/iBi/iflyanHme pa3nnKn ce fiBMwaT Ofl 30-40%.

EnoTpaHccjjopMai-inia

MenOKCHKaMOT no,gne>KM Ha MHTeH3MBHa MeTa6onnHKa pad3drpafléa bo xenapoT.
HfleHTMc|DMKyBaHH ce 4 pa3nM4HM Meia6onnTe bo ypuHa, kom ce 4)apMaKOfIMHaMCKM
HeaKTHBHM. TnaBHMOT MeTa6onm, 5’-Kap6oKcnMenoKcnkKaM (60% ofl flo3aTa) ce cjDopMupa
co OKCMflaunja Ha MHTepMeflnepoT 5’-xnflpoKCMMemnMenoKCMKaM, Koj mcto TaKa ce
ekCKpempa (9% ofl flo3aia). Wh Bmpo CTyflume yKa>KyBaaT fleka CYP 2C9 wpa Ba>kHa
ynora bo MeTa6oni/i3MOT, co Man npufloHec Ha CYP 3A4 M30eH3HMOT. IllpeKy
nepoKCMfla3Ha aKTMBHOCT ce co3flaBaaT flpyrme flBa Meia6onuTM hnja 3acianeHocT €
16% m 4% bo OfIHOC Ha afIMMHMCTpi/ipaHaTa fl03a, cooflBeTHo.

EnnMUHaunja

MenoKCMKaM ce eKCKpeiupa npeflOMMHaHTHO bo cjDopMa Ha MeTa6onnTM
KonnMMHM bo ypiZiHa ¥ cjDeuec. lloManKy ofl 5% ofl flHeBHaia flO3
HenpoMeHeia co cfceMecoT, a caMO TparoBM ce Haoraal bo ypuHa
enwMUHaLiMja M3HecyBa 20 naca. ToTanHnoi nna3Ma xnnpeHC e 8mI/M
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JIMHeapHocT/He-nnHeapHocT
MenoKCMKaMOT noKa>KyBa nmneapHa ¢jDapMaKOKi/iHeTHKa o TepaneBTCKM flO3M ofl 7,5-
15mg npn nep oc unu m-npaMycKynHa annnKai4nja.

floce6HM nonvnaunn

XenamaiiHa/peHafiHa UHcy(puu,ueHU,uja

Hmy xenaTanHaTa, rn/rry 6naraia flo yMepeHa peHanHa MHcycjDmineHLiMja MMaaT
3HaMMTeneH ecfreKT Ha c|)apMaKOKi/iHeTw<aTa Ha MenoKCMKaM. |~lpn TepMMHanHa peHanHa
HHcyc)MMneHL|Mja, 3i'oneMyBahbeT0 Ha BonyMeHOT Ha flncTpn6ylLiifja pe3ynTnpa co
3roneMeHa KOHgeHTpamija Ha cno6ofleH MenoKCMKaM, na flHeBHaia fl03a He CMee fla
6nfle noroneMa Ofl 7,5mg (flen 4.2).

llocmapu nuu,a:
I"Ina3Ma KnupeHCOT bo paMHOTex<Ha cocToj6a Kaj nociapn nnga € ManKy HaManeH bo
OflIHOC Ha noMnaflu nauneHTM.

5.3 npeflKjwHMHKM noAaToqn 3a CMrypHOCTa Ha JieKOT

Bo npeTKnuHVHKM CTyfiMM yTBpfleHo e fleKa TOKcuKononiKnoT npocfwn Ha MenoKCMKaM e
MieHTVHeH co flpyrme HCAI/IJl: racTponHTecTMHanHM ynuepn n epo3mi, peHanHa
nannnapHa HeKpo3a npw bucokm floO3M 3a BpeMe Ha xpoHUMeH TpeTMaH Kaj flBa
>KMBOTMHCKM BMfIOBM.

OpanHHTe penpoflyKTMBHM ciyflnn Kaj CTaopgn noKa>KyBaaT HaManyBa”~e Ha OBynalLinjaia
m MHXu6nuwja Ha MMnnaHTaqnnTe m eM6pMOTOKCMHHM ecjDeKTM (3roneMyBahbe Ha
pecopnunjaTa) npn flo03M tokcmhhh 3a MajKaTa - 1mg/kg m noBMCOKn. CTyflume 3a
penpoflyKTHBHa tokcmmhoct Kaj CTaopqu n 3ajL\n He OTKpiine TepaTOreHOCT npn opanHM
AO03H flo 4mg/kg Kaj CTaopMM m 80mg/kg Kaj 3ajMM.

YnoTpeGeHaTa fl03a ja HaflIMMHana KnMHMHKaTa flo3a (7,5mg-15mg) co cjDaKTop ofl 10 flo 5
Ha mg/kg. YTBpfleHM ce cjDeTOTOKenMHM ecfceKTM Ha Kpaj ofl recTaunjaia, nopaflu cme
npocTarnaHfIMH cnHTeia3a hhxm6mtopm. HeMa noflaToidM 3a nojaBa Ha MyTareHn ecfceKTM,
hh Bi/iTpo n mh bmbo, Hmy e yTBpfleH Kapm/moreH pn3MK Kaj CTaopgn m rnyBMH npn MHory
nOBMCOKM flo3M Ofl KnMHMHKMTe.

6. (PAPMAUEBTCKM KAPAKTEPMCTMKM

6.1. JMCTa Ha eKUHnueHCM

HaipnyM LimpaT, nakKT03a MOHOXMflpaT, MMKpoKpucTanHa uenynoaa, noBWFICH,
aHXMFlpupaHa KononflHa cwnnKa, KpocnoBMFIOH, Mame 3nyM CTeapaT.

6.2. MHKOMnNaTii6wiHOCT
He e no3Haia.

6.3. Pok Ha Tpaetbe
3 rofl[HHH.

6.4. HanHH Ha HyBatbe

fla ce nyBa bo opurMHanHO naKyBahbe, 3a fla ce 3aLLrrmn Ofl Bna>KH
JeKOT fla ce nyBa Ha Mecia HeflocTanHV 3a fleua.
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6.5. XoHTaKTHa aMSanawa m naKyBahte
20 Ta6nein (PVC/PVDC/AnyMMHuyM 6nnciep 2x10)/ KyTMja.

6.6. lloce6Hii MepKn Ha npeTna3jiiiBocT npMm oTCTpaHyBaibe Ha HeynOTpe6eHMOT
npOM3BOfl oahocho OTnafl[HMOT MaTepujan
Be3 noce6HM 6 apaH=a.

HeynoTpe6eHnoT npOMBBOfl mjim omaflHMOT MaiepMjan Tpe6a fla ce OTCTpaHM cornacHo
noKanHMTe nponMCM.

7. HOCMTEJ1 HA OflIOEPEHHETO 3A CTABAHSE HA J1IEKOT BO nPOMET
3Efl/IH flOO CKonje yn.HapofleH OpoHT 6p.5-3/1, 1000 CKonje, P. MaKeflOHMja

8. EPOJ MfIATYM HA OfIOEPEHMETO 3A CTABAFbE HA J1EKOT BO IIPOMET
15-10333/12 ofl 08.02.2013
15-10334/12 ofl 08.02.2013

9. nPOM3BOfIMTEN
Boehringer Ingelheim Pharma GmbH & Co.KG, TepiviaHVja.
Boehringer Ingelheim Ellas SA, KoponM, TpMMja.

10. fIATYM HA nOCJIEfIHA PEBM3MJA HA TEKCTOT
HoeMBpM 2009.
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