3BMPEH U3BELLUTAJ 3A OCOBUHUTE HA JIEKOT

1. UME HA MEQULIMHCKMOT NPOM3BOA
FMYKO®AX 850 mg, chvnm obnoxeHn Tabnetu

2. KBATIMTATUBEH U KBAHTUTATUBEH COCTAB

EnHa punm-obnoxeHa Tabneta coapxmv 850 mg METHOPMUH XMAPOXIOPUA LITO OAroBapa
Ha 662,9 mg meTdopMmuH 6asa.

3a uenocHa nicta Ha ekcumnueHcu sBuan Bo AenoTt 6.1

3. DAPMALIEBTCKU OBJIUK
dunm-obnoxxeHn TabneTu.

Benu, okpyrnu, GUKOHBEKCHU OUNM-06M0XKEHN TAabNeTy.
4. KNMMHUYKN OCOBEHOCTH

4.1. TepaneBTCKM MHOUKALIUU

TpeTmaH Ha aujabetec mermTtyc Tun 2 0ocobeHo Kaj rojasHu nauueHT BO cnyyaj kora
nponuiuaHaTta aueTa 1 Bextu He pesynTupaar co COOABETHA KOHTpona Ha rmukemujaTa.

o Kaj BospacHu, [nykodaxmoxe pfa ce KOpuUCTM Kako MOHOTEepanuja wunu BO
komBVHaLmja cCo ApYr1 OpanHn aHTMAKjabeTULM U Co MHCYNNH.

« Kaj geua noyHysajku og 10 roguiiHa Bo3pacT U afonecuUeHTu nykocaxmoxe aa ce
KOPWUCTW Kako MOHOTEepanuja unm Bo KoMBuHaLmja co NHCYNNH.

3abenexaHo e HamanyBare Ha AnjabeTNyHUTEe KOMNIUKALMK Kaj roja3Hu nalveHTy Co Tvn 2
avjabeT TpeTupaHn co MeTOPMUH Kako npumapHa Tepanuja no Heycnex co gueTa. (Buaun Bo
aenot 5.1).

4.2. lo3upame 1 HauuH Ha ynotpeba
BoapacHu co HopmanHa 6ybpexHa dyHkumnja (GFR 2 90 mL/min):

MoHomeparnuja u kombuHayuja co Opyau oparnHu aHmuodujabemuyu:

BooGuyaeHa nodyeTHa p[o3a e egHa Tabneta of 500mg wunm 850mg  mMeThOpMUH
xuapoxnopug 2 Ao 3 natu Ha AeH AaAeHa BO TeK uiu nocne o6pouuTe. Mo 10 go 15 geHa
nosata Tpeba ga ce npunaroan Bp3 6asa Ha MeperbaTa Ha rnuKosaTa BO KpBTa. MocTteneHo
3ronemMyBare Ha fosata Moxe Aa ja nogobpu racTtpouHecTUHanHarta TonepaHuumja.
MakcumanHaTta npenopadaHa AHeBHa Ao3a e 3g 3eMeHa kako 3 NoAeneHn Ao3u.

AKO ce MnaHupa npeorare of APYr opaneH aHTuavjabeTuk: npekuHeTe ja ynorpebata Ha

APYrMoT aHTUAnjabeTuk 1 3ano4HeTe co MET(OPMIUH BO 403 LUTO Ce Ha3 MWWEQp\e BO
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KombuHayuja co UHCYIUH:



BO BoobuyaeHaTa noyetHa gosa of 500mg wnm 850mg 2 unu 3 naTv AHeBHO, AOAEKa
A03aTa Ha MHCYNNHOT ce npunarofysa Bp3 6a3a Ha MeperaTta Ha rnukosaTa BO KpBTa.

[Mocmapu nuya:

Mopagn MoOXHOCTa Off HamaneHa peHanHa (yHKUMja Kaj noctapu nvua, Aosata Ha
mMeTdopmMuH Tpeba aa ce npunaroamn Bp3 6asa Ha peHanHata gyHkumnja. PegosHa npoLeHka
Ha peHanHara yHKLuja e HeonxoaHa.( Buan Bo A4enoT 4.4)

HapyweHa 6ybpexHa gbyHKyuja

BpegHocta Ha GFR Tpeba na ce npoBepw npen Aa ce 3anoyHe Tepanujata co Npow3Boau
Kou cogpxaTr MeTdopMuH, U da ce NpoBepyBa HajManky efHall roguyHo nocne Toa. Kaj
naumeHTn Co 3rofieMeH pU3nK o4 noHaTamoLUHa Nporpecuja Ha ByBpexHo HapyfyBakwe U Kaj
noctapu _nauveHTtu, 6ybpexHaTta dyHkUmnja Tpeba ga ce nposepyBa MOYECTO, Ha Mp. Ha
cekoun 3-6 meceun.

GFR (mL/min) | TotanHa makcumanHa gHeBHa | [lononHUTEnNHW 3abeneLuxu
nosa (ga ce nogenu Ha 2-3
OHEBHU [,031)

60-89 3000 mg Moxe fa ce 3eme BO npensua peaykumja
Ha fosarta BO 3aBUCHOCT oL
HamanysaweTo Ha BybpexHaTa dyHKumja

45-59 2000 mg lMpen 3anoyHyBawe Ha TPETMAHOT CO
meTcopmuH Tpeba pa ce pasrnepaart
dakTopuTpe Kom MoxaT ga ro sronemat
PU3NKOT oA nakTuyka aumposa (BMau gen

30-44 1000 mg 4.4) . lNoveTHaTa posa Tpeba pga Guge
HajMHOry rnonoBuMHA Of MakcumanHarta
Aosa.

<30 - MeTOopMUHOT € KOHTpPanHAULMPaH.

dela n agonecLeHTn

MoHomepanuja u kombuHayuja co UHCYIIUH:

e [nykodax moxe Aa ce kopucTaT kaj Aeua novHyBajkv of 10 roguwHa Bo3pacT U Kaj
afonecueHTn.

e BoobuyaeHa noyeTtHa gosa e 500 mg unu 850mg mMeThopMUH XMAPOXNopua eaHaLl
[AHEBHO fadeHa BO TeK unn no obpouuTe.

Mo 10 po 15 peHa posata Tpeba aa ce npunaroay Bp3 OCHOBA HA MeperaTa Ha rnukosarta
BO kpBTa.llocTeneHo 3ronemyBake Ha fo3aTta Moxe Aa ja nogobpu racTpouHecTMHanHarta
TonepaHuuvja. MakcumanHaTta npenopadaHa AHeBHa [03a HA METOPMUH X1APOXNopua € 29
3eMeHa Kako 2-3 nogenexun Oo3u.

4.3. KoHTpaunHgukaumu:

e [lpeyyBCTBUTENHOCT Ha METOPMUH UIN HEKO] Of, EKCLUMUMUEHTUTE HaBELEHN BO
nenot 6.1

e [njabetnyHa npe-koma.

e Tewka peHanHa nHcyduumeHuymja (GFR < 30 mL/min).




e AKyTHM cOCTOjBM KoM MOXAT Aa ja NpoMeHaT peHanHaTa yHKUMja Kako LUTO Ce:
aexuaparaumja, Teluka nHgekuumja, oK.

e AKYTHW UN XpOHUYHK 3aboryBaka KO MOXaT Aa Npeau3BuKaaT XMnookcuja Ha
TKMBaTa Kako LUTO Ce: CcpueBa unv pecnupaTopHa nHcyduumeHumja, HeogaMmHelleH
MuoKapauvaneH UHMapKT, LLOK.

e XenaTtanHa uHcyUuLMeHUmja, akyTHO TPYEHE CO ankoxorl, ankoxonusam.

4.4. CneuujanHu npegynpeayBata U NpeTnasfiuBoCcT Npu ynotpeda

JlakTuyHa aunagosa

NaktuyHaTa aumposa e peTka, HO cepuosa meTabonHa KoMnnukauuja Koja Hajuyecto ce
jaByBa npu akyTHO BrnoluyBawe Ha BybpexHaTta dyHKUmnja unn kapanopecnupaTtopHa 6onect
unu cenca. Akymynauujata Ha MeT(OPMUH Ce CnyyyBa MpU akyTHO BriowyBake Ha
BybpexHaTta pyHKUMja 1 ro aroneMysa puM3UKOT Of NojaBa Ha NnakTuyHa auuaosa.

Bo cnyuaj Ha gexvapartauuja (Tewka gujapea unu noepakake, Temnepatypa unum HamaneH
BHEC Ha TEYHOCTM), METPOPMUHOT Tpeba NPUBPEMEHO 4a Ce NMPEKUHE U Ce npenopadysa Aa
ce KOHTaKTMpa MeANLUMHCKO nuue.

MeauuvHCKUTE NPOU3BOAM KOM MOXEe akyTHO Aa ja nornpedat BGybpexkHaTta dyHKumja (Kako
WTO C& aHTUXUMNEPTEH3VBU, AUMYPETULM WNN HECTEPOUAHW aHTUMH(MaMaTOPHW NEeKoBU
(HCAWUI)) Tpeba pa ce vHMumpaaT co ocobeHo BHUMaAHWE Kaj nauneHTu Kou ce Tpetupaar
co meTcopmuH. [dpyrn pusmk caktopu 3a nojasa Ha nakTuU4Ha auuaosa ce NpekymepHo
3eMare Ha ankoxorn, xenaTanHa uHcyduumeHumja, cnabo KoHTponupaH aujabetec, keTosa,
[ONroTpajHo NocTewE M cekoja cocTojba noep3aHa CO XMNOOKCMWja, Kako U WCTOBPEMEHa
yrnotpeba Ha MEAULIMHCKV NMPOV3BOAW KON MOXE Aa NpeansBukaaT nakTuyHa auuagosa (svau
Bo aenot 4.3 n 4.5).

MauveHTuTe u/unn crapatenute Tpeba fa Guaat UHOPMUPaAHN 3a PUSUKOT O NakTU4Ha
aumposa. JlakTvyHaTta auuaosa ce Kapakrtepusupa co auugosHa aucrnHea, abgomuHanHa
Bonka, MyCKynHW rpyeBW, acTeHua uxunoTepmuja npocrnefeHn co koma. [Jokorky nocrtou
COMHEBaH€e 3a CMMNTOMU, NauneHToT Tpeba Aa npekuHe fa 3ema MeTopMUH 1 BeAHALL Aa
ce jaBu Ha CBOjOT nekap. [njarHocTnyko nabopaTtopuckuTe TECTOBU NoKaXkyBaaT HamaneHa
pH BpegHocT Ha kpBTa (<7,35), nokayeHo HMBO Ha nnasma nakrat ( >5 mmol/l),
3rofieMyBak-€ Ha aHjoHckaTa NponycTNMBOCT M NakTaT/ nupysaTe O4HOCOT.

PeHanHa dyHkuumja:

GFR Tpeba na ce ogpeav npep 3anovHyBamwe Ha TPeTMaHOT U PEAOBHO BO TEK HA UCTMOT,
Buau gen 4.2. MeTOopMUHOT € KOHTpauHAuumMpaH kaj nauveHtn co GFR< 30 mL/MuH u
Tpeba NnpMBpPEMEHO Aa ce NpekuHe npu cocTojou kow BrivkjaaT Ha BybpexHata yHKuuja,
Buan nen 4.3.

CpueBa dyHKUM|a

MauneHTn co cpueBa cnabocT MmMaaT noroniemM pusuk of rojasa Ha XWMookcuja U peHanHa
nHcyduumeHumnja. MeThopMuH MoXe [a ce KOpPUCTU Kaj naumeHTu co crtabunHa cpuesa
cnabocT, co peaoBHO crnefeke Ha peHanHaTta v cpuesaTa yHKLUuja.

MeThopMUH € KOHTPauHAMLUMPaH Kaj MauueHT co akyTHa u HectabunHa cpuesa cnaboct
(suam BO aenot 4.3).

AOMWHUCTPUPAaHE HA KOHTPACTHU CPEeACcTBa KOW coapxXaT joa:

NHTpaBackynapHa agMuHUCTpauuvja Ha KOHTPacTHW CpeacTBa Kou
foBefe OO KOHTPacTHO WHAyuupaHa HedponaTtuja, Koja pesyntup
MEeT(OPMMH W 3rofemMeH pusnK Of MojaBa Ha nakTU4Ha auugos
meTdopMuH Tpeba ga ce npekuHe 48 4vaca nped npouegyparta Ha a auuja Ha
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jOOHMOT KOHTPacT Wnv 3a Bpeme Ha uctata u He Tpeba ga ce NMpoAosku co Tepanvjata
Hajmarnky 48 yaca no TecTupaweTo, OTKako NOBTOPHO ke ce npoLeHu peHanHaTa yHKuvja n
ce NoTBpAU Aeka e ctabunHa, Buav Bo Aenot 42un4.5.

XUPYPLUKA NHTEPBEHLINA:

3emareTo Ha MeTdopMuH Tpeba aa ce npekuHe npea oApeAeHa Xupypluka WUHTEpBEHLVja
noA onwiTa, cnuHanHa wnu enuaypanHa aHecTeaunja. Tepanujata MOXe MOBTOPHO Aa ce
3anoyHe He nopaHo of 48 vyaca no onepaTuBHaTa WHTEpPBEHLMja nnun no NnoBTOPHO 3eMate
Ha XpaHa OpanHo W Toa Camo OTKaKO MOBTOPHO ke ce npoueHu peHanHaTa gyHuuja u ce
noTBpAK Aeka e cTabunHa

MeanjaTpucka nonynauvja:

[vjarHosata Ha [ujabetec menutyc Tvn 2 Mopa fa ce noTBpAX npep Aa ce 3anoyHe
TPETMaHOT CO MET(POPMUH.

Bo Tek Ha KOHTPONMPAHUTE KIMHUYKA WCMUTyBaka BO BPEMETPaeHe OA eHa roauHa
MeTOPMUH HE MOoKaxkarn BrivjaHue Bp3 pacToT U ny6epTeToT HO HemMa nopaTouu 3a osue
creunduyH TOYKU 3a A0NroTPajHN MCmUTyBak-a. 3aToa ce npenopayyBa BHMMaTeNHO
cnegerwe Ha edekTute Ha MeTdOopMUH 3a OBWE napameTpy, Kaj Aeua TpeTupaHu co
METEdOPMUH 0COBEHO Kaj npep-nybepTeTckn Aeua.

[eua Ha eospacm romery 10 u 12 200UHU;

Camo 15 nauveHt Ha BospacT og 10 no 12 roavHn Gune BKMNy4Y4eHUW BO KOHTPONHWTE
KMMHUYKM MCMUTYBaka CrpoBedeHn kaj peua v afonecueHTu. Wako edpmkacHocTa M
CUTYpHOCTa Ha METCOPMUH Kaj OBME AeLa HEe Ce pasnikysa OA edukacHocTa 1 curypHocTa
kaj mocTapu Aeua u afonecuUeHTH, ocobeHO BHUMaHWe ce npenopadysa npu nponuulysame
Ha aeua Ha soapacT nomery 10 v 12 roaunHu.

[pyrn npegynpeaysaka:

CuTe naumeHTv Tpeba fa MPOAOIKaT CO cBOjaTa AneTa co paMHOMEPHO pacrnpefenysate
Ha BHECYBHETO Ha jarnexuapaTtv Bo TEKOT Ha AEHOT. MaumeHTUTE CO NpeKyMepHa TeXuHa
Tpe6a fa ja NpoAoHKaT cBojaTa eHepreTckv HamaneHa aneTa.

BooBuuaeHuTe NabopaTopycki TECTOBM 3a Crefet-e Ha AnabeTec Tpeba aa ce ussenysaar
PELOBHO.

MeTchopMMH Kako MOHOTepanuja He NpeausBikysa Xunornukemuja, merytoa ce COBeTyBa
BH/MaBate Kora Ce KOpUCTW BO KOMOBMHauvja €O WHCYnUH wnn Apyrv opanHu
aHTUaMjabeTum (Ha np. CyndoHMN ypea npenapatut nim MErnMTUHUAN).

4.5. inTepakuum o ApYrv NEeKoBU U APYrY (hopMMU Ha UHTEpaKLuK

He ce npenopayvyBa 3aefHN4ka yrnoTpeba co:

AIKOXOJ1:

MocTou 3rofieMeH pUavK 04 NaKTUYHa aunfio3a Mpy UHTOKCMKaumja co

cnyyauv Ha rnagysarmbe nnn HeyxXpaHeTocCT, xenartanHun HapyllyBama. .,%}0



KoHmpacmHu cpedcmea co joo :

MeTdopmnHOT Mopa Aa ce npekuHe 48 4aca npep npoueayparta Ha agMuUHUCTpauuvja Ha
JOAHWOT KOHTPAaCT UM 3a Bpeme Ha ucrata u He Tpeba Ja ce NpPoAomKM Co Tepanujarta
Hajmarsky 48 4aca no TecTMpareTo, 0TKaKo NOBTOPHO Ke Ce NPOLEHN peHanHaTa dyHKuuja 1
ce noTBpAun aeka e ctabunHa, suan Bo genot 4.2 n 4.5,

KombuHaumm kaj kou e notpebHa NnpeTnasnuBocT npu ynotpeba:

Hekon MeauUMHCKN NpOM3BOAM MOXE HecakaHo fa Bnuvjaat Ha BybpexxHaTa yHKuuja LTo
MOXe [ia ro 3ronemMv pusuKoT O, NojaBa Ha NakTu4yHa aumposa, Ha np. HCAWUI, Bkny4vyBajku
n cnektmeHu umkno-okcureHasa (COX)Il nHxmbutopn, ACE wuHXnbutopu, aHrmoTeHsuH |l
peLenTopHU aHTaroHUCTN U anypetuum, ocobeHo anypetTnum Ha XeHnuesaTta netenka. Kora
ce 3anoyHyBa co u/unu ce ynotpebysaaTt TakeBu NPon3BOAMN BO KOMOMHaLMja CO METOPMUH,
notpebHo e BHUMaTenHo crnefexe Ha BybpexHaTa yHKumja.

MeduyuHckume npenapamu €O UHMPU3UYHa XurneparnukeMuyHa axkmueHocm (Kako Ha
npumep 2/1yKOKopmuKouoOu (CucmeMCKU U JIOKa/IHU namuwma) u CumMrnamomMumMemuuyu):

MoyecTo npoBepyBawe HA HUBOTO Ha rMMUKO3a BO KpBTa MoXe Aa 6uae notpebHo, ocobeHo
Ha MOYETOKOT Ha nekyBaweTo. [lokonky e noTpebHO npunarogeTe ja pfosata Ha
aHTMAWjabeTUKOT BO TEKOT Ha TepanujaTta co Apyr Nek ce A0 HEroBoTO MpeKknHyBaHe.

OpezaHcku kamjoHcku mpaHcriomepu (OCT)
MeTdhopMnHOT € cyncTpaT 3a agsaTta Buga tpaHcnoptepyu OCT 1 n OCT2.
3aefHu4Yka agMUHUCTpaUmja Ha MeTOPMUH CO:

o UHxunbutopm Ha OCT1 (Kkako LITO e Bepanamus) Moxe Aa ja Hamanu edukacHocTa Ha
MeTOPMUH

e WHpoyktopu Ha OCT! (kako wWTO € pudamnuuuH) MoXe pa ja Hamanu
racTpouHTeCTMHanHaTa ancopnuuvja n epukacHocT Ha MeT(OPMUH

o  WUHxmnbutopn Ha OCT2 (kako WTO Ce UUMMETUAWH, [OonyTerpasup, paHonasuH,
TpUMETONpPUM, BaHAeTaHub, ucoBakyHa3on) MOXe fAa ja Hamanu peHanHarta
enuMuHaumja Ha MeTpopMMH W Taka [Jda [f[oBeAe CO  3ronemyBake  Ha
METHOPOMUHCKUTE NMnasma KOHLEHTpaumu.

e UHxubutopn Ha OCT 1 n OCT2 (kako WTO ce Kpu3oTuHWUG, onanapunb) moxe Aa ja
NPOMeHU epnkacHoCTa N peHanHaTa enuMmuHaumja Ha MeTopMuH.

Ce npenopavyBa BHMMaHve, ocobeHo Kaj naumeHTn co BybpexHu HapyllyBawa, Kora oBue
NeKoBU Cce aAMUHUCTpUpaaT 3aefHo co  MeTdopmuHoT, 6uaejkm nnasmarckarta
KOHUEeHTpaumja Ha MeTcopMnH Moxe Aa ce 3ronemu. [dokonky e notpebHo, Tpeba aa ce
3eMe BO Mpeasua npunarogyBawe Ha po3ata Ha MetdopmuHoT 6Gugejkm OCT
UHXNBUTOPUTE/ NHAYKTOPUTE MOXE Aa ja NpoOMeHaT eukacHoctTa Ha MET(POMUHOT.

4.6. NMnogHocT, OpeMeHOCT U nakraumja

BpemeHocT

HekoHTponupaH avjabeT 3a Bpeme Ha GpeMeHoCT (3a Bpeme Ha rectauva Wifii/goeTojaHo Bo
TEKOT Ha uena GpemMeHOCT) e MoBp3aH CO 3rofieMeH pu3uK of n . o:-/fgg uTanHu
abHopmanHoCTu 1 nepuHaTanHa CMpPTHOCT. 3 o

<
OrpaHunyeH 6poj Ha nogaToumn fobueHn of ynotpeba Ha meTopMm %,(aj eHN He



He rnokaxyBaaT LWTETHU emeKTU LWTO ce oaHecyBaaT Ha OpemeHOCTa, pas3BojoT Ha
eMBpPUOHOT Unu heTycoT, NOPoAYBaHETO UMK NOCTHATANHUOT pa3Boj. (Buan Bo Aenot 5.3)

Kora naumeHToT nnaHupa 6peMeHocT unm Bo Tek Ha BpemeHocTa, avjabeTecoT He Tpeba aAa
Ce TpeTupa co MeTdOPMUH, TYKy 3a OApXyBawe Ha HUBOTO Ha rryko3aTa BO KpBTa LUTO €
MOXXHO nobnucky [o HopmanHoTo, Tpeba Aa ce KOPWUCTU WMHCYMUH, CO Uen ga ce Hamanu
PU3MKOT oA Mandopmauun Ha eTycoT noBp3aHM CO abHOpPManHW HUBOA Ha rMyKo3a BO
KpBTa.

JlakTtauuja

MeTcopmuH ce nanadvysa BO MMEKOTO 3a BpeMe Ha nakrauuja. He ce 3abenexaHn HecakaHu
peakuuu kaj goeHuynwata. Cenak, buaejku orpaHnyeH 6poj Ha nogaToum ce AoCTanHu, He ce
npenopayysa AoeHwe 3a BpeMe Ha Tepanuja co metdopmuH. Tpeba ga ce goHece oanyka
Aanu Ja ce MpekuHe [OeHEeTo, 3EeMajku ro BO NpeaBuA 3HAYEHETO Ha [0eHETO U
HecakaHuTe epeKkTn 3a AeTETO.

[MnogHocT

MnogHOCTa Ha MaLUKM W XXEHCKW CTaopuun € HeNpoMeHeTa npu agMUHUCTPaLMja Ha BUCOKM
posn o 600mr/kr/aeH Ha MeT(OPMUH, LWITO € NPUBNMXHO TPU naTu NMOBUCOKA [03a Of
MakcuManHaTta npenopadaHa AHeBHa [03a npecMmeTaHa crnopep NoBpLUMHA Ha YOBEYKOTO
Teno.

4.7. EchekTn Bp3 cnocoBHOCTA 3a ynpaByBake CO BO3uia U MalluHU

MeTgopMrH Kako MOHOTepanuja He Npeau3BUKYBa XUMNOrMMKEMMja U 3aTOa HEMA HUKAKBO
BNujaHue Bp3 CnocobHOCTa 3a yrnpaByBake CO BO3UIa U MaLLUHMW.

Cenak Ha nauveHTuTe Tpeba fa nm ce obpHe BHUMAHWE 32 PU3MKOT Of XUMNOrNnKemMuja Kora
MEeTOPMUH Ce KOpUCTK BO KOMBUHauwmja co apyrn aHTuamjabetuyHn areHeu (cyndaHunypea
npenaparu, UHCYNUH, MErnUTUHUAK)

4.8. HecakaHu gejcTBa

3a Bpeme Ha Tepanujata co MeT(OPMUH HajYeCTU HecakaHyn epeKkTn ce rageme,
noBpakawe, gujapea, abgomuHanHa 6onka n rybarwe Ha aneTut kom Bo Hajronem 6poj Ha
criy4aum cnoHTaHo ucyesHysaar. [TpeBeHTUBHO ce npenopadysa ynotpeba Ha meTopMuH
BO 2 40 3 AHEBHM [03M M NOCTEMNEHO 3rofemMyBame Ha fosara.

Mpu Tepanuja co MeTPOPMUH MOXE Aa Ce NojaBaT CnefHUTE HecakaHn edekTu.
®pekBeHUWjaTa e geduHMpaHa kako WTo cnean: mHory Yyectn21/10; yectn 21/100, <1/10;
HeBoobuyaeHn 21/1,000, <1/100; peTkn 21/10,000, <1/1,000; mHory peTku <1/10,000,

Co cekoe rpynupare no peKkBeHTHOCT, HecakaHuTe AejcTBa ce NPeTCTaBeHu no peaocnes
Ha HamarnyBah€e Ha CEPUO3HOCTA.

MeTabonusam n HapyLlyBawa BO UCXpaHaTa:

MHozy pemku:

JNlakTnyHa aumposa ( Buan Bo Aenot 4.4.)




Hamanysare Ha ancopnuujata Ha BUTAMUHOT B;,CO HamarnyBHe Ha CepyMCKUTE HUBOA BO
TEKOT Ha AonroTpajHa ynotpeba Ha mMeTchopmuH. 3ematbe BO Npeasus Ha oBaa eTuornoruja
ce npenopa4vysa, 4OKOSKy ce paboTu 3a nauveHT co MeranobnactHa aHemuja.

HapyuwlyBarwa Ha HEPBHUOT CUCTEM:

Yecmu: HapyluyBara Ha BKycOT

[aCTPOUHTECTMHANHU HapYLLyBaHa:

MHoezy uyecmu: acTpoMHTECTWHaNHX HapyllyBaka Kako rajere, rnospakarwe, avjapea,
abpomuHanHa Gonka n ryberwe Ha aneTutoT. OBUE HEcakaHn edekTn ce nojasyBaaT MHOrY
4eCTo BO TEK HA BOBEAYBak-€ Ha Tepanujata u nc4YesHyBaaT CNOHTaHO BO NOBEKETO Criy4au.

3a npeseHUuja Ha OBWE HapyllyBaka Ce npenopayyBa MeTHOPMUH Aa ce 3ema BO 2-3
AHEBHU 003K BO Tek unu rno obpokoT. baBHO 3ronemMyBare Ha Jo3ata Moxe Aa ja nogobpu
racTpoOMHTECTUHANHaTa TonepaHuuja.

XenatobunujapHu HapyLlyBawa:

MHOZy pemkKu: n3onupaHn n3sewTan 3a a6HopmanHocm Ha LlpHO,quGHVITe beHKLlVIOHaJ'IHVI
TECTOBU UK XenaTuTuc Ko ncHesHyBaaT Co NPEKUH Ha ynOTpeGaTa Ha MeTCbopMMH.

HapyliyBawa Ha koxaTa 1 cybKyTaoTo TKUBO:

MHozy pemku: KoXHU peakummn Kako LpBEHWUIO, Yellake, ypTukapuja

lMegujaTpucka nonynauuja:

Bo nybnukyBaHuTe ¥ MOCT-MapKETUHLLKUTE MOAATOLUM W BO KOHTPONMPAHWUTE KIUHUYKM
UcnuTyBaka Kaj KOHTporupaHa negujatpucka nonynauuvja Ha Bo3pacT og 10 — 16 roguHu
TpeTupaHu BO Tek Ha 1 roauHa, npujaBeHnTe HecakaHu AejcTBa No Npupoaa U TexuHa Gune
CMWYHW Ha NpUjaBEHUTE Kaj BO3paCHM.

[MpunjaBa Ha HecakaHu gejcTea

MpujaByBawe Ha HecakaHw [ejcTBa MO perucTpauujata Ha NeKkoT € BaXKHO. Toa OBO3MOXYBaHO
MocTojaHo cneaere Ha NPUAOBKUTE U PU3UKOT of ynoTpeba Ha nekoT. MeauumHckuTe paboTHULM ce
NnoBWKaHu Aa rv npujasaT cuTe HecakaHu aejctea Bo HauwoHanHuoT LleHTap 3a hapmakoBurenaHua
Ha Penybnuka MakepoHuja. HecakaHuTe peakuuu of NeKoBUTE MOXE Aa M npujaBute BO
HauvoHanHwoT ueHTap 3a dapmakosurunaHua npy AreHuvjaTta 3a nekoBu U MeauLMHCKA
cpeactea (yn.Ce.Kupun n Metoanj 6p.54 kat 1) unu no enekTpoHcku nat npeky Be6
cTpaHaTta Ha AreHuujaTta http://malmed.gov.mk/.

4.9 MNpepo3upake

Xunornukemuja He e 3abernexaHa kaj fo3v 1 ao 85g, nako BO TakBWM OKONMHOCTW Ce jaByBa
nakTuyHa aumaosa. Bucoko npeposvpare co MeTOPMUH U KOMBUHMPAHW PU3ULIM MOXE
Aa posedart A0 NakTUyHa aumposa. JlakTmyHaTta aumposa e UTHa MeauuMHcka cocTojba u
Mopa Aa ce TpeTupa Bo 6onHuua. Hajgobap HauvH aa ce 3a oTCTpaHyB Ha. [JaKTaToT U
MET(OPMUH € CO XeMoaujanusa. 23N
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5. DAPMAKOJIOLWKU OCOBEHOCTU



5.1. PapmakoauHaMCcKu oco6eHOoCTH

®apmakoTepaneBsTcka rpyna: JIekoBu kov ro HamarysaaTt HUBOTO Ha rfyKo3a BO
kpeTa.bursanmgunm ; ATC koa: A10BA02

MeTcbopMuH e BuUrBaHUANH CO aHTUXMNEPrNIMKEMUYEH eeKT, ja CHIKyBa U GasanHaTa u
nocTnpaHauanHara riykosa Bo nnasmara. He ctumynupa cekpeuuja Ha MHCYNUH 1 3aToa He
npeAu3BuUKyBa XUNOrAMKeMUja.

MeTchopmuH Moxe Aa AenyBa npeky 3 MexaHuamu:

(1) Hamanysawe Ha cosfaBaeTO Ha [NyKo3a BO XenapoT co WMHXuMbWuMja Ha
rmykoHeoreHesara U1 rnykoreHonmaara.

(2) BO MyckynuTe , CO 3rofieMyBare Ha UHCYNMHCKaTa CEH3UTUBHOCT, CO NoAoBpyBatbe
Ha NnepngepHOTO NpeB3emMare N UICKOPUCTYBakE Ha rrykosaTa.
(3) v oanoxysare Ha MHTECTUHanNHaTa abcopnuuja Ha rnykosara.

MeTchopMUH ja CTUMYNMpa UHTpaLenynapHaTa CUHTe3a Ha rfIMKOreH AenyBajku Ha rmuKoreH
CUHTe3aTa.

MeTcopMuH ro 3roniemysa TPaHCMOPTHWOT KanmauwuTeT Ha CUTE TUMNOBM Ha MeMBpaHCKu
rnyko3a TpaHcnoptepwu (IJ1YT) no3HaTu gocera.

Bo knuHuykmuTe mcnutysama, ynotpebara Ha meTdopmuH Gelle nosp3aHa co cTabunHa
TenecHa TeXuHa unv mana 3aryba Bo TefniecHarta TexuHa.

Kaj nyre, HesaBMCHO Of HEroBoOTO BMUjaHWe Ha rmukemujata, METOPMUH XUAPOXMOPUAOT
MMa no3nTueBeH edekT Bp3 MeTabonuamoT Ha nunuaute. OBa € AEMOHCTPUMPaHO npu
TEpaneBTCKN [03W BO KOHTPONMPaHW CPeaHn Wnu [ONroTpajHuM KIMHUYKW UCMUTYBaksa:
MET(OPMUH XMAPOXNOPUAOT ro Hamanyea BKynHUOT xonectepon, LDL xonecteponoT u
HUBOTO Ha TpUrNUUepuanTe.

KnuHuyka edurkacHoCT:

MNpocnektueHata paHaomusvpaHa ctyauja (UKPDS) ja yTBpau kopucTa of [AONropoyHa
WHTEH3MBHa KOHTpONa Ha rryko3ata BO KpBTa Kaj BO3pacHU nauueHTu co aujabet tun 2.
PesynratuTte of aHanuaute Kaj NnauMeHTUTe CO NpeKyMepHa TeXuHa TPeTUpaHu co

MeT(bOpMVIH Nno HeyCcnex camMo CO AueTa nokaxaa:

- 3HauvajHO HamanyBsak-e Ha abCconyTHMOT pu3nk oa GUNo Koja KOMNNMKaumja nospaaHa
co avjabetec Bo rpynata co metgopmuH (29.8 cny4an/1000 naumeHTU rofguLLHO)
HacnpoTu camo aueta (43.3 cny4an/1000 naumeHT roguwHo),p=0.0023, n HacnpoTu
koMBuHupaHa cyndanunypea u UHCYynuH MoHoTepanuja rpynu (40.1 crnyyan/1000
naumeHTn roguwHo,p=0.0034;

- 3HayajHO HamanyBawe Ha abConyTHMOT puU3MK O MOpTanuTeT noBp3aH Co
AvjabetoT:meTpopmnH7.5 cnyvan/ 1000 naumeHTU roguwiHo, camo co auveta 12.7
cny4an/1000 naumeHTu rogowwHo, p=0.017;

- 3Ha4ajHo HamanyBare Ha abConyTHWOT PU3NK 0f CEBKYNEH MOPTanuUTET: MET(OPMUH
13.5 cny4an/1000 nauneHTn roawwHo, Hacnpotu camo aueta 20.6 cnyyau/1000
nauueHTn roguwHo (p=0.011), n HacnpoTn KoMBuHMpaHa cyndaHunypean UHCYMUH
mMoHoTepanuja 18.9 cnyyan/1000 nauueHTu roguwHo(p=0.021);

- 3Ha4ajHoO HamarnyBahe Ha abConyTHWOT PU3MK 04 MUOKapAEH
11 cny4an/1000 nauveHTW rOA4MLWIHO, HAcmpoTM camo Au
nauyneHTn rogmwHo(p=0.01)




Mpuaobusky BO Mornep Ha KIMHUYKUTE Pe3ynTaTh He ce 3abenexaHu Kora MeThOpPMUH ce
KOpWUCTW Kako nek oA BTop n3bop, Bo kombuHaumja co cyndaHunypea.

Kaj Tun 1 aujabet kombuHauujata MeTOPMUH U WHCYNNH e ynoTtpebyBaHa Kaj ogbpaHu
nauMeHTn, Mmerytoa KIMHUYKM NpuaobuBkM of oBaa kombuHauwja He ce dopmanHo
YyTBPAEHMW.

[MegwjaTtpucka nonynaumja

KoHTponupaHu knuHWYkv ucnuTyBara Kaj oabpaHa neavjatpucka nonynauvja Ha 10 — 16
rOAVLIHa BO3PACT TpeTUpaHM BO TeK Ha efHa roAuHa mnokaxaa CriMyeH OAroBop Ha
rMMKeMnYHaTa KOHTposia Kako OHaa Kaj BO3pacHUTe.

5.2 ®apMaKOKMHETCKU 0coBeHoCTH

Abcopnuwija:

Mo opanHa posa Ha Tabneta MeTOPMUH XUAPOXNOPUA,CmaxCe nocturHyea 3a 2,5 vyaca
(tmax).AnconyTHaTa 61OpacnonoX1BOCT Ha METGOPMUH Xuapoxnopus Tabneta og 500 mg
unn 850 mg e npubnuxHo 50-60% kaj 3gpasu nuua. Mo opanHa Ao3a HeabcopbupaHaTta
¢dpakumja 20-30% ce nojaByBa BO heLECOT.

Mo opanHa agmMuHUCTpaumja abcopnumjaTa Ha METCOPMUH MOXe Aa ce 3acuTu U Aa Guae
HekomnneTHa. Ce npeTnoctaByBa pfeka apMakokMHETMKATa Ha ancopnuujata Ha
MEeT(OPMUH € HenMHeapHa.

Bo npenopayaHn [o3aM M nnaHcku [03vpaH, MeTghopMUH NOCTUrHyBa pamMHOMeEpHa
KOHLEeHTpauuja BO nnasmara Bo Tek Ha 24 [0 48 yaca v BOrnasHo e nomanky oa 1 Clg/ml. Bo
KOHTPONMPaHN KIMUHWUYKA CTYAUM MaKCUManHuTe HMBoa Ha MeTtopMuH Bo nnasmata (Cmay)
He HagMuHyBaaTS[1g/ml, Aypu u Npu makcumanHu 4o3w.

XpaHaTa ro Hamaryea cTeneHoT u 6naro ja ognoxyea abcopnuujata Ha MeTdOopMuH. Mo
agMuHUCTpauuja Ha posa of 850 mg, 3abenexaHo e 40% noman nuK Ha nnasma
KoHUeHTpauujaTa, 25% Hamanysare Ha nospLuMHaTa nog kpmeata (AUC) u NPOAOIIKyBaHe
Ha BPEMEeTO [0 NUKOT Ha nnasma koHueHTpauuwjata 3a 35 MuHyTU. KnuHndka penesaHTBOCT
Ha OBMe nogaTouu € HenosHara.

Ouctpubyumija:

Bp3ysareTo 3a nnasma npotenHute e 3aHemapnuBo. MeThOpMUH ce pacrpenenysa BO
epuTpouuTuTe. MNUKOT BO KPBTA € MOHW3OK Of MUKOT BO Mrasmara U ce nojaByBa CKOPO BO
ncTo Bpeme. LipBeHUTe KpBHU KNeTKW HajBepojaTHO MpeTcTaByBaaT CeKyHAapeH ofden 3a
AvcTpubyuuja. CpeaHnoT BonymeH Ha auctpubyuuja (Vd) e nomery 63-276 |.

MeTtabonusam:

MeTdomuH ce usnadysa HenpomeHeT BO ypuHaTta. He ce uaeHTudukysaHn metabonutu Kaj
nyre.

EnvmuHauumja:

PeHanHMoT KnupeHc Ha MeTdOopMWH Kaj 34paBu fuua e roronemM o
ykaxyBa neka MeT(OpMUH Ce enuMUHMpa CO rromepynapHa un
cekpeuyja. o opanHa fo3a BUANVMB TEPMUHANEH NOMYXUBOT Ha enun

min, wro
ﬁ:éxnapHa
.5ﬁaca.




Kora peHanHaTa gyHKLUUja € BMoLIeHa, peHarnHuoT KIMPEHC ce HamanyBa NponopLMoHanHo
CO TOj Ha KPEaTUHUHOT U 3aToa MOMYXWBOTOT Ha envMUHauMja € NPoAOIKEH, AoBEAYBajkM
[10 3rofieMeHn HMBoa Ha METEOPMIMH BO nnasmMara.

KapaktepcTuku kaj cneumduyHn rpynm Ha naunueHTu

HapylwyBare Ha peHanHata dyHkuK|a

MogaTtouute 3a ynotpebara Ha MeETHOPMUH Kaj MNaLUMEHTU CO YMepeHa peHanHa
WHCydMUMeHUMja He ce [OOBOMHM W BEpoAOoCTOjHU 3a MpoLeHka BO OBaa noarpyna
cnopeabeHo co NauMeHTn co HopmanHa peHanHa gyHuuja. lNopaaun Toa fos3arta mopa aa ce
npunaroan 3emajku rm Bo npeasus KnvHuykata ecukacHocT 1 TonepaHuuja.

[eua v agonecueHTu:

Ctyavja 3a egHokpaTHa Aosa: Mo egHokpaTHa fosa of 500 mg kaj neavjaTpucku nauveHTu
MET(MOPMUH XUAPOXMOPUAOT MOKaXyBa CINUYeH (apMakoKUHETUHKM Npodun Kako Toj
3abenexaH Kaj 3apasu BO3pacHM.

Ctyavja 3a nosekekpaTHa posa: logatouute ce orpaHuyeHn Ha egHa ctyauvja. [lo
nosTopeHu fo3n og 500 mg ABanaTtv Ha AeH 3a 7 AeHa Kaj neawjaTpucky NauueHTn nukoT
Ha nnasma koHueHTpaumja (Cnax) U cucTemckoTo nanoxysamwe (AUCO-t) ce HamaneHu okony
33% un 40%, Bo cnopenba co Bo3pacHu AujabeTuyapu kou 3emane rnosBekekpaTHU 403U o4
500 mg aBa natu Ha AeH 14 geHa. buagjku gosata nHAMBUAYaNHO ce TUTpUpa 3aBUCHO OA
rmvkemMujaTa, oBvMe nogatoum nMmaat IMMUTUPaHa KIvHUYKa BaXKHOCT.

5.3. NpeaAKNUHMYKM NOAATOLM 32 CUTYPHOCTa Ha NeKoT

MpeaKnMHUYKATE NOAATOLM He yKayBaaT Ha CneuujanHun pusuum 3a nyreto 6asupaHo Ha
KOHBEHLMOHANHUTE CTyAMM 3@ CUrypHOCT, phapmakonoruja, TOKCUYHOCT Ha MoBeKekpaTHa
[103a, FEHOTOKCUYHOCT, KaHLIepOoreH noTeHuujan n penpoayKTuBHa TOKCUYHOCT.

6. PAPMALIEBTCKM OCOBEHOCTU

6.1. Jlucta Ha eKCUMNUEHCH

TabneTHo jagpo:

MosugoH K 30

MarHeanym cteapar

dunm obBUBKa:

Xunpomenosa

6.2 UHKkonaTuomunum

HenpumeHnuso

6.3. Pok Ha Tpaewe

10



5 roguHun

6.4. CneuumjanHu Mepku 3a yyBawe

OBoj MeanLMHCKN NPou3BoA He Gapa cneunjanti ycrosu 3a YyBarbe.

6.5. Npupopaa n cocTaB Ha nakyBaweTO

30TabneTu Bo Gnmctepu (PVC-anymuHnym)

6.6 CneuumjanHu mepku 3a oTcTpaHyBame

HeynoTpeGeHnoT npoussoa unu otnageH matepujan Tpeba fa ce oTcTpaHysa BO
COrnacHoCT CO nokanHaTa perynartusa.

7. HOCUTEN OIOBPEHME 3A CTABAHSE HA NEK BO MPOMET
BAPYC pooen

¥Yn. Ckynu 6p. 57

1000 Ckonije,

P. MakenoHuja

8. BPOJ HA PELLEHUETO 3A CTABAHE BO MPOMET
FMYKO®AX 850mg
PeweHwue 6poj: 15-5279/14 op 27.03.2015.

9. AATYM HA MPBA PETMCTPALIMJA/ OBHOBA HA PETUCTPALIMJA
FNYKO®AX 500 mg - 29.09.2009 / 27.03.2015

10. JATYM HA PEBU3UJA HA TEKCTOT
12.2018




