3BUPEH U3BELLUTAJ 3A OCOBUHUTE HA JIEKOT

1. UME HA MEQULUMWHCKUOT NPON3BOA
FNYKODAX XP 750 mg, Tabnetu co npoaomkeHo ocroboaysatse
2. KBANMUTATUBEH U KBAHTUTATUBEH COCTAB

EpHa TabneTa co npoaomkeHo ocriobofyBare coapxu 750 mg MeTOpMUH XMAPOXITOpUA
WwTo oarosapa Ha 585 mg meTdopmuH 6asa.

3a LenocHa nucTa Ha ekcuunueHcun suav Bo gen 6.1
3. PAPMALIEBTCKU OBJTUK

TabneTu co npogomkeHo ocrnoboaysame.

Benu, GUKOHBEKCHM TabneTn co hopma Ha kancyna, o3HadeHu co 750" Ha eaHaTa cTpaHa U
co ‘Merck’ Ha gpyraTa cTpaHa.

4. KIMHWYKUN OCOBEHOCTHU
4.1. TepaneBTCKU UHAUKALUMN

¢ HamanyBawe Ha PWU3MKOT WUNN OANOXYyBake Ha mMaHudecTaumja Ha Tun 2 aujabetec
MenuTyC Kaj BO3pacHW, rojasHW nauueHTn co npepunjaberec (IGT w/vnm IFG, w/vnu
nokaveH HbA1C *):
— Kaj kon nMa BMCOK pU3uK 3a pa3BuBar-e Ha Tvn 2 aujabetec Menutyc (sugun gen
51)un
— Kaj kou 1 Nokpaj NHTEH3NBHN NPOMEHN Ha XXUBOTHUOT CTUM NPUMEHETU OA 3006
MeceLy, ceyLiTe uMa nporpecuja koH Tun 2 gujabetec menutyc

TpetmaHoT co lnykocdax XP mopa pa ce 6asvupa Ha npoueHka Ha pu3uKoT, Koja
BKMyYyBa COOABETHW MEpKM Ha KOHTpoOna Ha rrukemujata u AOKa3 3a BUCOK
kapauoBackynapeH pusuk (suau gen 5.1).

MpoMeHUTe Ha XWBOTHMOT cTun Tpeba Aa Ce MpoAOIKaT M OTKako Ke ce 3anouqHe
TPETMaHOT CO MEeTOPMUH, OCBEH [JOKOMKY NaLMEHTOT HE € BO MOXHOCT A3 NPOAOIKA
O MEAVNLMHCKA MPULUHMW.

lucose Tolerance- HapyLleHa TonepaHuuja Ha rrykosa
1g Glukose — HapyLueHa riykosa Ha rnagHo

feHPagtia

WAL AN
= /J:/ 60\“
mfz/,ﬁ ‘jaﬁe MEnuUTYC Kaj BO3pacHW, 0cobeHo Kaj rojasHu nauueHTn Bo

eTa u Bexbu ce He[lOBOMHM 32 OAPXyBawe Ha KOHTponara
XP MOXe Oa ce KOpUCTM Kako MOHOoTepanuja unu BO
i aHTUAMjabeTULUM NN CO UHCYIVH.

uiiaHaT® g

4.2. lo3aupame U HA9WH Ha ynoTpeba

dosupat-e:

3a ynompeba camo Kaj 803pacHu co HopmaiiHa bybpexHa ¢yHkyuja (GFR=90 mL/min)
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MoHomepanuja npu Hamarnysare Ha pu3ukom unu 00sIoXysare Ha MaHugecmayuja Ha
mun 2 dujabemec Kaj 803pacHu, 2oja3Hu nayueHmu co npedujabemec

e TpeTmaHoT co MeTdopmuH Tpeba fga ce 3eme BO NpeaBup CamMo  AOKOMKY
WHTEH3MBHM NPOMEHM Ha >XWBOTHMOT CTUn BO nepuoa of 3 Ao 6 meceun He
peaynTuparne co COOABETHa KOHTpoOna Ha rnukemujaTa
TpeTmaHoT Tpeba Aa ce 3anoyHe co camo egHa Tabneta Inykodgax XP 500 mg
e/jHall Ha [leH CO Be4YepHUoT 0BpoK
Mocne 10 go 15 geHa ce npenopadvyBa npunarofysake Ha Ao3aTa BO 3aBUCHOCT 04
BpeaHocTUTe Ha rnyko3a Bo kpeta (OGTTu/mnu FPG umnu HbA1C BpeaHocTuTe Aa
6upaTt BO paMku Ha Hopmanara). locTeneHo 3ronemyBare Ha fo3aTa MOXe Aa ja
nopobpu racTpo-MHTECTMHaNHaTa TonepaHuuja. MakcumanHarta npenopavaHa Aosa
e 4 Tabnetu (2000 mg) egHaLL Ha [eH CO BE4YEPHMOT 0OPOK.
Ce npenopavyBa pefoBHO Aa ce crneawn (cekon 3-6 meceuu) rmMKEMUCKMOT cTaTyc
(OGTTu/mnn FPG n/unn HbA1C BpeaHOCTUTE) Kako W pU3vK takTopuTe 3a Aa ce
NpoLEeHn Aanu TpeTMaHoT Tpeba Aa ce NPoAOIKM, MOANdULIMPA UK NPEKVHE.
MoTpebHa e oanyka MOBTOPHO Aa C€ MNPOLEHN TPEeTMaHOT [AOKOMKYy nauueHToT
nocnepoBaTenHo npuMeHu nofobpyBakba Ha M3xpaHata u/unu eexbareTo, unu
[OKOMKY MPOMEHM Ha MeAuuMHcKaTa cocTojoa 0BO3MOXYyBaaT MOroniemMn npoMeHu
Ha )XMBOTHMWOT CTUI.

MoHomepanuja u kKombuHayuja co Opyau opanHu aHmudujabemuuyu:

e BoobuyaeHa noyeTHa fo3a e eaHa TabneTta AHEBHO.

e [lo 10 go 15 peHa posara Tpeba ga ce npunarogn Bp3 OCHOBa HA BPEAHOCTUTE Ha
rnuko3ata BO KpBTa. [locTeneHo 3ronemyBake Ha [o3ata Moxe Aa ja nogobpw
racTpouMHecTUHanHaTa TonepaHuvja. MakcumanHara npenopa4aHa AgHeBsHa Aosa e 4
Tabnetn Ha OeH.

e [losaTta Tpeba aa ce sronemysa 3a 500 mg cekon 10-15 geHa 4o makcumanHa aosa
o 2000 mg eaHalw AHEBHO co Beuyepa. [loKOnKy KOHTponaTa Ha rnvkemujaTa He e
nocturHata co nykocgax XP 2000 mg epHaw AHeBHo, TpeGa aa ce pasrnefa
MoxHocTa 3a ynotpeba Ha nykocdax XP 1000 mg ABa natn AHEBHO, ABETE
3eMeHn co 06pok. [oKONnKy FrrvKemucKkata KOHTpona ceywTe He e
nauveHTuTe Tpeba aa 6uaaT npedpneHn Ha cTaHaapaHu Tabnetu m

MakcumanHu gosu og 3000 mg AHeBHO. Sy s ‘e;

e Kaj nauveHT kou ce Beke TpeTupaHu co Tabnet MET(OPMMH, nou dra A¢ éa\H_é_. %
nykogax XP Tpeba aa Guae ekBuBaneHTHa Ha AHeBHaTa Ao3a égeTQggpfn\mgg ;rﬁ:}';
P

Tabnetn co 6p3o ocrnoboaysare. Kaj naunmeHT TpeTupaHn co Ao3u METRAPMUH
Hap 2000 mg AHeBHO, NpeMuHyBareTo Ha [nykodax XP He ce npeno ‘ﬁyﬁas S

e [okonky Tpeba ga ce CMeHU TpeTMaHOT opf efeH aHTuamjabeTnyeH K k\ag"{ﬁﬂﬁ;: s ‘}/'
npekMHeTe ro ApYrMoT nek W uHuumpajte ro [nykodax XP  co npé‘s«;an?/
HaBeaEeHOTO A03MpaHe.

e nykodax XP 750 mg u nykocax XP 1000 mg ce HameHeT 3a nauveHTn Kou Beke
ce Ha TpeTMaH co TabneTn MeThopMUH (CO NPOACIDKEHO UK 6p30 ocrioboaysatbe).

e [losaTta Ha nykocdax XP 750 mg unu Mnykocax XP 1000 mg Tpeba Aa buae
eKBMBaneHTHa Ha JHeBHaTa fo3a Tabnetu MeTopMUH (CO NPOAOIMKEHO Unu 6p3o
ocrnoboayBare), A0 MakcumanHa gosa oa 1500 mg wnm 2000 mg, cooaBeTHo,
JafeHa co Be4epHMOT 06pOK.

(%
0 O
\C Y
3.4

KombuHauuja co UHCYIUH:

MeTOopMMH WU MHCYMHOT MOXaT Aa ce KopucTtaT BO KoMOVHWpaHa Tepanuja 3a Aa ce
nocturHe rogobpa KOHTpOna Ha KpBHaTa rnukemuja. BoobudyaeHaTa noyeTHa Aos3a Ha
Mnykocax XP e efHa Tabneta AHEBHO, Aofeka AO3NPAHETO Ha MHCYNWHOT € cnopep
BPEAHOCTUTE Ha KpBHaTa rnukemuja.

Kaj nauueHTV Kou ce TpeTupaHu CO MEeT(OPMUH N WHCYNNH Kako komBuHMpaHa Tepanvja,
pnosata Ha Inykogax XP 750 mg wnn [nykodax XP 1000 mg Tpeba pa 6Gupge
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EKBMBANEHTHa Ha AHeBHaTa [03a AajeHa co mMeTdhopmuH TabneTtu, 4O MakcumanHa Aosa
on 1500 mg wnm 2000 mg, cCOoABETHO, AafeHa CO BeYepHUOT obpok, AoAeka Ao3aTa Ha
WHcynuH TpeBa Aa ce npunarogn Bp3 OCHOBa Ha BpeAHOCTUTE OA M3MepeHaTa kpBHa
rnukemuja.

lMocmapu nuya:

3apaan noTeHumjanoT o HamaneHa GybpexHa dyHKuMja kaj mocTtapu nuua, gosata Ha
meTcopMuH Tpeba Aa ce npunaroamn BO 3aBUCHOCT oA GybpexHaTa ¢dyHKkumja. HeonxoaHa e
pefoBHa npoLeHka Ha BybpexHaTa dyHkumja ( Buan 4.4)

Kopucta oa TpeTmaH Ha npeaujabetcka xunepriivkemuja He e rnosHata Kaj nauueHTn Ha

BO3pacT oA U nocTapw oA 75 roauHu (Buav aen 5.1) u cnopea Toa Kaj oBME NauneHTu He ce
npenopavysa vHULMjaumnja co MeTchopMuH (Buau gen 4.4)

HapyweHa bybpexHa ¢pyHKuuja

MotpebHo e aa ce Hanpasu npoueHka Ha GFR npep 3anoyHyBak€ Ha TpeTMaH CoO
Npou3BOAM KoM CoapXaT MeTOpMUH U HajManky eAHall rogulHo notoa. Kaj naumeHTun co
3roneMeH puU3vK 3a noHaTamolUHa nporpecuja Ha GyOpexHo HapyllyBake U Kaj noctapu
nauveHTu, Tpeba noYecTo Aa ce BpLUM NpoBepka Ha GybpexHaTa dyHkLUMja, Ha Np. Ha cekou
3-6 meceun.

GFR BkynHa MakcumanHa | [lononHutenHu 3abenewku
(mL/min) | AHeBHa fo3a
68-89 2000 mg Moxe pna ce 3eme BO 003up HamanyBake Ha

fjosata  3aBUCHO 0O  HamanyBaweTo  Ha
6ybpexHaTta yHKumja

45-59 2000 mg Mpen 3ano4HyBate Ha TPETMaHOT CO MET(OPMUH
Tpeba aa ce pasrnenaat akTopute KoM Moxe Aa
ro 3ronemaTt pu3MKOT Of MojaBa Ha nakTudHa
auvposa (sugn pen 4.4). [loyeTHata posa e
HajMHOry nonoBMHa o4 MakcumanHaTa fosa

MoyeTHaTta p[o3a € HajMHOry nonoBuHa 0OAf
MakcvManHarta gosa

MeTchopMUHOT € KOHTpanHaNuUMpaH

4.3. Kompaﬁﬁ.quxauuu:

o [lpevyyBCTBMTENHOCT HA METCOPMUH UNK Ha HEKOW Of EKCLIUNNEHTUTE HaBeAeHN BO
aenot 6.1
o CekakoB TUN Ha akyTHa meTabonHa aunaosa (kako nakTuyHa aungosa, avnjabeTtuyHa
keToaumaosa ) ,
o [unjabeTnyHa npe-koma.
o Telwka peHanHa nHcydpuumeHumja (GFR < 30 ml/min).
e AKyTHM cOCTO0jbM CO noTeHuujan 3a NpoMeHa Ha peHanHarta hyHKLMja KaKo LUTO ce:
- Aexupgpartauuja
- Telka uHdekumja
- LUOK.
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« 3abonysara KoM MOXaT Aa Npean3BMKaaT Xvnokcuja Ha Tkusata (ocobeHo aKyTHM
3abonysarba, Unu BroLLyBake Ha XPOHNYHa B0NecT) KaKo WTo Ce:
- [JeKoMneHaupaHa cpuesa nHcyduumeHumja
- pecnupaTtopHa MHcyduuueHumja
- HeoAaMHelleH MUoKapaujaneH nHhapkT
- LUOK.
o XenaTtanHa MHcyduUMeHUmja, akyTHO TpyeHe CO ankoxos, ankoxonusam.

4.4. CneumjanHu npeaynpeayBara u NpeTnasnmeocT npu ynotpeda

JlakTMyHa aunao3sa :

NakTuyHaTa auMao3a, MHOrY peTka, HO cepuo3Ha MeTabonuyHa koMnnvkaumja, HajyecTo ce
jaByBa npw akyTHO Browysawe Ha OybpexHaTa yHKUMja unn npy KapAavopecnuparopHa
Gonect unu cenca. [Mpu akyTHOTO Browysawe Ha OybpexHara dyHKUMja ce jaByBa
akyMynauuvja Ha MeT(OPMWH LITO ro 3roniemMysa pUsukoT OA nojaBa Ha nakTM4yHa auunposa.
Bo cnyyaj Ha gexuaparaumja (cepuosHa Avjapeja unu nospakahe, Tpecka unuM HamaneH
BHEC Ha TeYHOCTM), MeTOopMUHOT Tpeba NpUBPEMEHO Aa ce NpekuHe u ce npenopadqysa
KOHCynTauwuja co 34paBCTBEHO NuLe.

TpeTMaH CO MeAULMHCKA MPOM3BOAM KOM MOXaT akyTHo Aa ja Bnowat 6ybpexHaTa
dyHKUMja (KaKo aHTUXMNEPTEH3UBW, AyMpeTuun u HCAWUN) Tpeba pa ce 3ano4HysBa CO
BHMMaHWe Kaj NauueHTU Kow ce TpeTupaaTt Co MeT(hOPMUH. Opyrn pu3nyHn hakTopun 3a
nojaea Ha NMakTU4Ha auMao3a ce Nperonem BHEC Ha ankoxon, xenaranHa NHCyMUMeHmja,
HECOOABETHO KOHTPONUpaH AvjabeTec keTo3a, MPOAOIMKEHO rnmajyBarke U CuTe cocToj6u
noBp3aHN CO XMMNOKCWja, Kako U MCToBpPeMeEHoa ynotpe6a Ha MeauLUMHCKM Npov3BOAW KOU
MOXe Aa NpeausBukaaT nakTnyHa aumaosa (Buamn gen 4.3 n 4.5).

MauneHTUTe w/unu ctapartenute Tpeba Aa ce WHOpMMpaaT 3a pU3UKOT OA nojaea Ha
nakTMuYHa auuposa. JlakTudHata auwposa Ce Kapaktepusupa Co auupaoTHa AucnHea,
abpomuHanHa Gonka, rpyeBn BO MycykuTe, acTeHuja un XurnoTepmuja npocrneaeHn co koma.
Bo cnyyaj Ha nojaBa Ha COMHUTENHW CUMMNTOMW MAaUWEHTOT Tpeba ga npekvHe ga 3ema
meTcbopMuH U ga nobapa uTHa MeAUUMHCKa MOMOLU. AvjarHocTuykute na Kt
Haoan ce HamaneHo pH Ha kpeTa (< 7.35), 3ronemMeHo HWBO Ha nakTaTu i
mmol/L) # 3ronemeH aHjoHCKu ja3 U 04HOC Ha nakratu/ nupysaTw.

PeHanHa dyHkuumja:

Tpeba ga ce HanpaBu npoueHKa Ha GFR npep 3anovHyBawe Ha TpeT
notoa, Buan gen 4.2. MeTopMMHOT € KOHTpauHauuvpaH Kaj nauyueH
mL/min n Tpeba npuBpemeHo Aa ce MpekuHe npu ycrosu BO KOU C€ MEHYB ByOpexH
chyHKuMja, BUAM aen 4.3. o

CpueBa dyHkuuja

MauweHTV co cpueBa cnabocT umaaT noronemM pusuk oa nojaBa Ha XvMNooOKcHja U peHanHa
nHcyuumeHumja. MeTopMuH Moxe Aa ce KOpUCTU Kaj naumeHTn co crabunHa cpuesa
cnabocT, Co PelOBHO Criefleke Ha peHanHaTa u cpuesata yHKUMja.

ara

—_—=

MeThOpMUH € KOHTPanHANLMPaH Kaj MaLveHTU CO akyTHa U HecTabunHa cpuesa cnaboct
(Buau BO pAenot 4.3).

[MocTapu nuua:
3apagu orpaHW4eHoCT Ha nojaTouu 3a TepanesTckaTa euKkacHOCT 3a HamanyBate Ha

PU3NKOT Of UNW OANOXyBawe Ha avjabeTtec TMN 2 Kaj nNauueHTn Ha BO3pacT oA 75 roguHn
UMK NocTapwu, Kaj OBMe NauneHT He ce npenopayysa nHULUMjaumja co METEOPMUH.
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AgMMHHCTEMQaI-be Ha KOHTPACTHU cpeacTBa KOU coapXar iOg:

MHTpaBackynapHa agMUHUCTpaLUMja Ha KOHTPacTHW CpeAcTBa Kou coapxat jon Moxe Aaa
fnoBede A0 KOHTPACTHO MHAyuvpaHaHedponatuja, pesynTupajkm co akymynauvja Ha
MeTOPMIUH 1 3rofieMeH pU3MK Of nakTUyHa aumposa. MetgopmuH Tpeba Aa ce npeknHe
npea Wnu 3a BpemMe Ha TeCTUpareTo U He Tpeba Aa ce NPoAoIKMA CO Tepanwujata HajMmarky
48 yaca Mo TECTUPaHETO, OTKAKO ke Ce MPOLIeHN peHanHarta yHumja 1 ce NoTepAn Aeka e
ctabunHa, Bua aenosn 4.2 n 4.5.

Xupypuwku 3adaru:

3emameTo Ha MeTopMUH Mopa Aa ce MNpekuHe npepn oApefeH XUPYpLUKU 3achaT nop
ONLTa, CNWHamNHa unu enuaypanHa aHecteauja. Tepanujata Moxe NOBTOPHO Aa Ce 3ano4He
He nopaHo o 48 Yaca no XVPypLUKMOT 3adpaT Uu no NOBTOPHO 3eMae Ha XpaHa opanHo !
caMo AOKONKY € HanpaBeHa NpoLieHka Ha peHanHa gyHkuuja n ce noTepaAn Aeka ucrata €
ctabunHa.

ggy rm npegynpeanyBaka

CwuTe nauveHTn Tpeba fa ja npopjorkar csojaTa AueTa CO COOABETHO BHECyBamwe€ Ha
jarnexugpaTtuv BO TEKOT Ha AEHOT.

MaumeHTUTE CO NpeKkymepHa TexuHa Tpeba fa npoporkat €O HuBHaTa EeHepreTcku
pPEeCTPUKTUBHA AneTa.

BoobuuaeHuTe nabopaTopucKu TECTOBU 3a KOHTpona Ha awjabeTecoT Tpeba Aa ce spiat
PenoBHO.

MeTchopMUHOT 3EeMeH caM HUKorawl He npefvsBuKyBa XUnornvkemuja, Ho mopa ga ce
BHMMaBa Kora ce KOpWUCTU BO KOMOMHauuja CO WHCYNUH unu  Apyru  opanHu
aHTUAMjabeTMUM(Np. NpenapaT Ha cyndoHunypea n MernmTUHUAN).

Nywnu op Tabnetata Moxe Aa ce nojaBaT BO cheuecoT. [launeHTuTe Tpeba pa ce
atT.leka Toa e HopMarHa nojasa.

MHTOKCMKaLWIja CO ankoxos € noesp3aHa Cco 3ronemMeH pu3uK oA nakTtnyHa auuaosa oco6peHo
BO crny4au Ha: rmagyBare, HeyXpaHeToCT Unu xenatanHu HapyllyBama.

KoumpacmHu cpedcmea co joo :
MeTchopmuH Tpeba Aa ce npekuHe nped unu 3a Bpeme Ha TecTUpameTo U He Tpeba pa ce

NPOAOMKM CO Tepanujata Hajmanky 48 4aca no TecTupaweTto, OTKako Ke ce npoueHu
peHanHaTa yHUMja 1 ke ce NOTBPAW Aeka e cTabunHa, Buan Aenosu 42n44,

KoM6uHauum Kaj ko e noTpebHa nNpeTnasnuBocT :

Hekou MeauLMHCKU NPOU3BOAMN MOXEe HeraTMBHO Ja BrnjaaT Ha GybpexHara yHKUMja WTO
MOXe [a ro 3ronemu pu3vkoT Of nojaBa Ha nakTu4Ha aunaosa, Ha np. HCAWI, Bkny4vyBajku
CneKkTMBHM LUmknookcureHasa (COX) Il wHxubutopu, ACE WHXMOUTOPK, aHrMOTEH3UH Il
PELIENTOPHN aHTaroHUCTW U AUypeTuumn, OCoGeHOo AuypeTiuM Ha neternka. Kora ce
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3anoyHyBa ynotpeba Ha Takeu MPOW3BOAW BO KOMOMHaLMja CO METhOPMUH, notpebHo e
BHUMATENHO cnepaere Ha BybpexHaTa dyHKumja.

MeduuyuHckume rnpenapamu cO MPpuUpodHa  xurmeperukemuyHa —akmusHocm  (rp.
2nyKoKopmuKoudu (cucmemcka u JsiokanHa adMuHucmpauuja) u cumnamomumemuuyu):

MoTpebHW Ce NOo4YecTU KOHTPONM Ha KpBHaTa rnMkemuja, OCOGEHO Ha MOYeTOKOT Ha
TpeTmaHoT. [lokornky e notpeGHO npunaroaeTe rm AosvTe Ha MeT(hOpMUH BO TEKOT Ha
TepanujaTta co Apyr NeK ce A0 HeroBoTO NPeKUHyBake.

OpaaHcku kamjoHcku mpaHcrnopmepu (OCT)

MeTdhopmuHOT e cybeTpar 3a AeaTa TpaHcnoptepu OCT1 1 OCT2.
NcToBpemeHa agMUHUCTpaLmja Ha MeTOPMUH CO:

e WHxubutopnm Ha OCT1 (kako Bepamamur) Moxe Aa ja Hamanu edukacHocta Ha
MeT(OPMUHOT

e WHayktopn Ha OCT1 (kako  pudpamnuuuH) Moxe  Aa ja  3ronemu
racTpouHTecTMHanHaTa ancopbuuja u edukacHocTa Ha MET(OPMUHOT.

e WHxubutopm Ha OCT2  (kako  UMMETWAWH,  AonyTerpasvp,paHoOnNasvH,
TPUMETONpUM,BaHAETaHG, UCaByKoHa30/) MOXe Ja ja Hamanu peHanHata
enuMUHaumja Ha MeTcopMUH 1 Taka Aa AOBEAE A0 3ronemMyBakse Ha nnasmarckara
KOHLIEHTpauwmja Ha MeT(OPMUH.

e WHxubutopn Ha OCT1 u OCT2 (kako Kpwu3oTWHMG, onanapwb) MoxaT pAa ja
npomeHat euKacHoCTa U peHanHaTa enMmuHaumja Ha METOPMUH.

Criopea Toa ce npenopavysa BHAMaHWe, 0coBeHO Kaj nauneHTn co GybpexHu HapylyBarba,
Kora OBME NEKOBW Ce aAMUHUCTpUpaaT UCTOBPEMEHO co MeTdhopMuH, Buaejkn moxe aa ce
3rofieMy KoHLeHTpauujata Ha MeTgopMWMHOT BO nnasmara. [lokonky e notpebHo,
npunarogyBake Ha fo3aTa Ha MeT(OPMUHOT MOXe Aa ce 3emMe BO Npeasua oupejkn OCT
WHXMBUTOPUTE/ MHAYKTOPUTE MOXE Aa ja NpoMmeHaT edunkacHocTa Ha MEeT(hOPMMHOT,
ocobeHo Kaj nauneHTn co BybpexHn HapyLlyBaha.

4.6. NMnoagHoCT, OpeMeHOCT U AoeHe

BpemeHocT
HekoHTponupaH anjabetec 3a Bpeme Ha GpemMeHoCT (3a Bpeme Ha recrauvja

BO TEKOT Ha Lena BpemMeHOCT) € NoBp3aH CO 3ronemMeH pu3vk oA rfojasa
abHOpManHoCcTV 1 nepyvHaTanHa CMpTHOCT. ‘
OrpaHunyeHuTe nogatoum of ynotpeba Ha MeTOPMUH Kaj GpemeHn xeHn He yka
3roneMeH pU3MK Of KOHreHuTanHu aBHopmanHocTu. WcnuTyBakata Kaj KWBOTH T
nokaxkane LTeTHU edekTn of acnekT Ha BpemeHocTa, eMBpuoHaneH unn geTaneH passoj,
nopoayBaH€ Ui nocTHaTaneH passoj. (euam 5.3)

Kora mauveHTOT nnaHupa OpeMeHoCT unu BO Tek Ha OpemeHocTa, ce npenopadvysa
AvjabetecoT aa He Guae TpeTpaH co METCOPMMH, HAMECTO Toa Aa Ce KOPUCTU UHCYIINH 3a
OfPKyBake Ha HWBOTO Ha KPBHA rMyko3a BO HOPMasHU rpaHuuu co uen Aa ce Hamanum
PU3NKOT 04 Mandopmauum Kaj peTycorT.

oeH-e
MeTchopMUH Ce eKCKpeTupa BO MajunHOTO Mneko. He ce 3abenexaHn HecakaHu AejcTea Kaj

[OEHUTE HOBOpOAEHUMHba/foeHuMbaTa. Cenak, Guaejkm ce [ocTanHM Camo orpaHv4eHn
nopaToum, AoeHe He ce nperiopadyBa 3a BpemMe Ha TPETMaHOT CO MET(OPMUH. Tpeba pa
ce [OHece oaflyka Aanv 4a ce MpekuHe A0eHeTo, 3eMajku ro BO Npeasua BeHeduToT 0A
[0EHETO U NOTEHLMjATHUOT PU3NK O HecakaHu AejcTBa 3a AeTeTo.

[nogHocT
MnogHoCTa Ha MalIKW W XXEHCKUM CcTaopuu oA ucnuTyBake Co MeThPOMUH He 6Buna

npoMeHeTa npv agMUHUCTpauuja Ha 4031 BUCOKN A0 600 mg/kg/aeH, WTo e NPUBMKHO TpK
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naTu noeBeke Of MaKkcMmanHaTa AHeBHa [o3a npernopadaHa Kaj nyre Bp3 OCHOBa Ha
cnopenba Ha TenecHara nospLUMHA.

4.7. EcbekTn Bp3 cnocobHoCTa 3a ynpaByBaHe CO BO3UIIA U MalUHU

MeTcdhopMUH Kako MOHOTepanuja He NMpeau3BUKyBa XUMOrMMKEMUja U 3aToa HeMa HUKaKoB
edekT Bp3 cnocobHocTa 3a ynpasyBate CO BO3UIa 1 MaLUHW.

Cenak nauveHTuTe Tpeba aa 6uaat npeaynpeaeHn 3a MOXEH PU3NK Of Xunornukemuja kora
MeT(hOopMUH Cce MpuMeHyBa BO komBMHaLUMja co ApyrM aHTUAMjabGeTU4HW areHcu
(cyndoHunypea npenapaTit, MHCYSIMH UMK MErmUHNTUAN)

4.8. HecakaHu pejcTBa

BO NOCTMApPKETUHILUKUTE NOAATOLW U KOHTPOMUPaHU KNUHUYKKA CTYANM, HECakaHuTe edekTu
npujaBeHu Kaj NauueHTn TpeTupaxu co nykodgax XP ce CrnvyHu no NpupoAa v TexuHa co
oHVe 3abenexaHn Kaj naumeHTy TpeTupanm co Mnykodax co 6p3o ocrnoboaysarse.

3a Bpeme Ha MOYETOKOT Ha TPETMAHOT HajYecTh HecakaHu AejcTBa ce ragere,
noBpakatse, Anjapea, abaomuHanHa 6onka v 3aryba Ha aneTuT, 1 BO Hajronem 6poj Ha
Crny4au CMoHTaHO ncyesHyBsaar.

Moxe Aa ce nojaBaT CreAHUTe HecakaHy AejcTea Npu TpeTmaH co nykodax XP.
dpekBeHLMjaTa e AedurHMpaHa Kako WTo cneau: mHory vectu >1/10; yectn 21/100, <1/10;
HesooBuyaeHu 21/1,000, <1/100; peTku 21/10,000, <1/1,000; mHory peTku <1/10,000,

Bo cekoe rpynupare no pekBeHTHOCT, HecakaHUTe 4ejcTBa ce NPeTCTaBeHun no peaocnen
Ha HamanyBar€e Ha Cepuo3HocTa.

MeTabonusam n HapyLlyBaka BO UCXpaHaTa.

MHozy pemku:

e HapywyBara Ha BKycOT

[[acTpoOMHTECTUMHANHU HapyLlyBaka:

MHozy yecmu:
e [aCTPOMHTECTUHANHM CUMMTOMU KaKo rajewe, nospakarwe, Avjapea, abaomuHanHa
Borka n ryberwe Ha anetTuToT. OBUE HecakaHu AejcTeBa ce nojaByBaaT MHOry 4ecTo
Ha MOYETOKOT Ha TepanujaTa U CMoHTaHO UcYesHyBaaT BO Hajronem 6poj Ha cnyvau.
MocTeneHo 3ronieMyBare Ha Ao3aTa Moxe Aa ja noaobpu racTpouHTecTUHanHata
TonepabunHocT.

XenaTo6unmiapr HapyLlyBaka:
MHozy pemku:

e V30NMpaHN M3BeLTau 3a aGHOPMArHOCTV Ha xenatanHuTe YHKLMOHAmNHN TECTOBN
UNU XenaTUTUC KOW ce NOBMeKyBaarT Mo NpPekuH Ha TepanwujaTta co METOPMUH.
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HapyllyBaka Ha Koxata u cyOKyTaHOTO TKMBO:

MHoey pemku:
o KOXHW peakumy Kako LpBEHWITO, Yeluate, ypTukapuja

MpujaByBae Ha HecakaHu aejcTBa

MpujaByBawe Ha HecakaHW [ejcTBa MO perucTpauujata Ha nekoT € BaxHo. Toa
OBO3MOXYBAHO MOCTOjaHO CReAeHe Ha NpuaoBUBKUTE W PU3MKOT OA ynoTpeba Ha nekoT.
MeguuuHckuTe paboTHMLM Ce MOBUKaHW fa MM npujaBaT CUTE HecakaHu AejcTea npeky
HaumMoHanHWoT cucTem 3a chapmakoeurunaHua Ha Penybnvka MakegoHuja.

4.9 Npeposupame

[lypun 1 npm BUCOKM A03n oA 85 g He e 3abenexaHa Xxvnornukemuja nako Bo OBUE OKOMHOCTY
“Mano nojaBa Ha NakTuyHa auuaosa. Bucoku npekyMepHU 40o3n Unv NpuapyxHU pusnLm Ha
MeTchOpMMH MOXEe fAa AoBejaT [0 NakTuyHa auuposa. JlakTniHata aumaosa € ypreHtHa
cocTojba koja 6apa uHTEpBEHLMja Bo GonHuuku ycnosu. Hajaobap HaumH 3a 0TCTpaHyBatbe
Ha nakTaTute 1 METOPMMHOT € CO Xemoawujanusa.

5. PAPMAKOJIOLWLWKN OCOBEHOCTHU
5.1. ®apmakoauHaMCKHU 0COGeHOCTH

OPANMHWN AHTUOWNJABETULIN
(A10BAQ2-IacTpOMHTECTVUHAMNEH TPaKT 1 MeTabonusam)

MeTdopMuH € BUrBaHng Co aHTUXUNEPrNUKEMUYEH edekT, HamanyBajku ja n o
nocTnpaHavjanHaTa nnasmartcka KoHUeHTpauuja Ha rnykosa. He ctumynupa ce
WHCYSIMH U 3aT0a HE NPeAn3BIKyBa XUrorikemmja.

MexaHu3am Ha OejCTBO

MeTdhopMuH MOXe Aa AenyBa npeky 3 MexaHu3mu:
e HamanyBate Ha CO3[aBakeTo Ha Trnyko3a BO XenapoT Co nHxmbuumja Ha
rnmykoHeoreHesara v riykoreHonumsara.
e BO MYCKyNUTE , CO 3rofieMyBak€e Ha UHCyNMHCkaTa CeH3UTUBHOCT, CO noaobpysare
Ha nepudepHOTO NpeB3eMaHe 1 UCKOpUCTYBake Ha rrykosara
e 1 3abaByBare Ha MHTECTMHANHaTa ancopnuyja Ha rnykosaTa.

MeTghOopMUH ja CTUMYNVpa UHTpaLenynapHaTa cuHTesa Ha rnvkoreH AenyBajkn Ha rmuKoreH

CuHTEe3aTa.
MET(bOpMMH ro 3ronemyesa TPaHCMNOPTHWOT KanauuTeT Ha cuTe TUNoBWU Ha MeM6paHCKVI

TpaHcnopTepy Ha rnykosa (GLUT).

dapmakoanHamMu4kn edexTu

Bo KMMHWYKUTE WCMUTYBaka, [MaBHUOT Hernukemucku edekt npu ynotpebaTa Ha
MeTOopMUH e cTaburnHa TenecHa TexuHa unu mana 3aryba Bo TenecHara TexvHa.

Kaj nyfe, Me3aBUCHO Of, HEroBOTO BIMjaHWe Ha rnukemujaTa, MET(OPMUH MMa MO3UTUBEH
edekT Ha MeTabonuamoT Ha nunuauTe. OBa e AEMOHCTPMPaHO Mpu TepanesTCkn A03N BO
KOHTPONVUPaHW CPedHW WM AOMroTPajHU KIMHUYKM UCIUTYBaksa:! mMeTdopMuH co 6p3o
ocrnoboayBate ro Hamanysa BKYNHWOT Xonecrepon, LDL xonecTteponioT M HUBOTO Ha
Tpurnuuepugute. CnnyHO AEjCTBO He € MOKaXaHOo Co cdopmynaumjata co NpoAOIKEHO
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ocnoboayBare, WTO MOXeBU ce [OMKM Ha BeyepHaTa agMuHUCTpaumja,u Moxe Aa Aojae
[0 NoKavyBake Ha TpurnuuepvanTe.

KnuHuyka edbukacHOCT:

HamanyBawe Ha pU3MKOT UMK OANOXYBake Ha MaHucecTauuja Ha TUn 2 Anjabetec
MenuTyc u npeaujaberec

Mporpamata 3a npeBeHuuja Ha [ujabetec (Diabetes Prevention Program-DPP) e
MyNTULEHTPUYHA paHAOMU3MpaHa KOHTPONMMpaHa KrMHUYKa CTyAMja Kaj BO3pacHu 3a
NpoLieHKa Ha eMKaCHOCTa Ha UHTEH3VNBHA UHTEPBEHLW|a BO XWUBOTHNOT CTUM UK NpUMeHa
Ha MeTOpMUH 3a Aa Ce NPEeBEHUpa WU OANOXW Pa3BMBaHETO Ha Tun 2 Avnjabetec
menutyc. Kputepuymute 3a Bknydysawe Gune: Bospact 225 roguHu, BMI=24 kg/m2 (222
kg/m2 3a AMepuKaHLM CO asncko MOTEKNO) W HapylleHa ryko3Ha TonepaHuuja co nnasma
FNYKO3HO HMBO Ha rnagHo oA 95-125 mg/dl (unm <125 mg/dl 3a AMepukaHCku WHanjaHuw).
MauveHTUTe 6uUne TpeTUpaHU UMK CO MHTEH3UBHU NMPOMEHU Ha XMBOTHUOT CTUM, CO 2 X 850
mg MeTgOpPMUH NNyC CTaHAapAHU MPOMEHU Ha >XUBOTHWOT CTUN, WUnn nnaue6o nnyc
cTaHOapAHW NPOMEHU Ha XXUBOTHUOT CTUI.

CpepAHuTe 6asHN BPeAHOCTN Ha yYeCHULMTE BO nporpamara (n=3,234 Bo Tek Ha 2.8 roguHn)
6une 50.6+10.7 roauHn, 106.5+8.3 mg/dl BpeAaHOCT Ha nnasma rrnyko3Ho HUBO Ha rnmagHo,
164.6+71.0 mg/dl BpeAHOCT Ha nna3ma rfyko3Ho HMBO [Ba 4aca nocrne opanHo rnMkosHo
onToBapyBare, n 34.0+6.7 mg/m2 BMI. NHTEH3UBHUTE MHTEPBEHLMM BO XWBOTHUOT CTUM,
kakon ynoTpe6aTta Ha MeT(hOPMUH MOKaxarne 3HaYUTEeNHO HamanyBakwe Ha pU3UKOT Of
pa3BuBae Ha MaHudecTeH aujabetec, cnopeseHo co nnaueto, 58%(95%Cl 48-66%) n
31%(95%CI 17-43%), cooaABETHO.

MpeaHOCTa Ha NPOMEHMUTE Ha XUBOTHUOT cTUN Guna noronema kaj noctapute nuua.
MauneHTUTE Kaj KO UMano HajrorieMa KOpUCT 0f TPeTMaHoT CO MEeThOpMWH bune Ha
Bo3pacT nog 45 roauHun, co BMI 235 kg/mz, OCHOBHa BpeAHOCT Ha rnyko3a no 2 yaca og 9.6-
11.0 mmol/l; ocHoBeH HbA1C epHakoB wunu noronem of 6.0% wnu co wucTopuja Ha
rectauucku gujaberec.

3a na ce npeseHupa MaHudecTaumja Ha efeH cnyyaj Ha AujabeTtec 3a Bpeme Ha Tp1 roAnHN
BO Lienata nonyrnauuja og nporpamata 6.9 nauveHT# mopane ja y4ectsyBaaT BO rpynara
CO WHTEH3VBHW NPOMEHU Ha XWBOTHWOT cTUN 1 13.9 naumeHTn BO rpynata TpetupaHa co
H TieuRaTa Ha NOCTUrHyBaHe Ha KymynaTuBHa MHUuaeHUa Ha avjabetec efHakea

Ha nporpamara 3a npeBeHuuja Ha paunjabetecot (Diabetes
dy - DPPOS) e gonropoyHa cTyauvja 3a crnefewe Ha nporpamata
¥ on 87% of opwurMHanHarta nonynauuja Ha nporpamara, co uen

........

cHutinTe Ha DPPOS (n=2776) kymynaTuBHaTa UHUMAeHUa Ha aujabetec 3a 15
roguHu e 62% Bo nnauebo rpynarta, 56% Bo MeTdopmuH rpynata, u 55% Bo rpynata co
WHTEH3WBHU MPOMEHMN Ha XMBOTHWUMOT CTun. MpyBo U3paseHn npesaneHUM Ha AunjabeTtec ce
7.0, 5.7 n 5.2 cnyyan Ha 100 nuua-rogMHN COOABETHO Kaj yYecHUUUTE BO rpynute co
nnaue6o, MeThOopMA UM WHTEH3UBHW MPOMEHW Ha XWBOTHMOT CTUN. HamanysBaweTo Ha
puankoT oa avjabetec 6uno 18% ( ogHoc Ha pusuk (HR) 0.82, 95% Cl 0.72-0.93; p=0.001)
3a rpynata co meTgopmuH 1 27% ( HR 0.73, 95% CI 0.65-0.83; p=0.0001) 3a rpynata co
WHTEH3MBHW NPOMEHU Ha XMBOTHWOT CTUN, cropeAeHo co nnauebo rpynaTa. 3a arperaTeH
MVKpOBaKynapeH KpaeH UCXOA CO HedponaTuja, petTuHonaTuja unu Heyponartuja, UcxoaoT
He 6uN 3HauyajHo pasfnuyeH Mery rpynute, HO MoMmery y4ecHuuuTe Kou ce ylTe Hemane
pasBueHo ' aujabetec 3a Bpeme Ha DPP/DPPOS, npeBaneHuata 3a arperareH
MUKpoBackKynapeH ucxog 6una 28% noHucka crnopefeHo Co OHWE Ko passune Avjabetec
(OpHoc Ha puauk 0.72, 95% CI 0.65-0.83; p=0.0001). Hema poctanHu komnapaTuBHW
nogaTouu 3a MeThOPMWH 3a MakpoBacKynmapHW UCXOAW kaj naumentu co IGT w/mnu IFG
n/vnu nokaveH HbA1C.
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O6jaBeHnTe pu3unK dakTopy 3a Tun 2 AnjabeTtec BKyYyBaaT: €THUYKO NOTEKO OA Asvja nnu
oA UpHa paca, Bo3pacT Hag 40 roauHu, gucnnunuaemuia, XvnepTeHaunja, roja3HocT unu
npekymepHa TenecHa TeXuHa, npBocTeneHa GamunujapHa uctopuja Ha pawujabetec,
UCTOpMja Ha recTaumnckn anjabeTec MenUTYC U CUHAPOM Ha NOMULMCTUYHN jajHALW (PCOS).

Mopa Aa ce 3emat BO npeABui 1 oaobpeHuTe HaUWOHaNHWTE BOAMYM 3a HamanyBake Ha
PU3MKOT UMW OANOXYBake Ha nojasa Ha AujabeTec menuTtyc Tvn 2, Kaj BO3pacCHMU rojasHu
nauveHTM co npeauvjabetec. MauveHTUTe Co BUCOK pusnk Tpeba Aa ce maeHTudukysaaT
CMOPEA HaLWMOHANHNOT BOAWY 33 HamanyBake Ha PU3VKOT MMM OAMIOXKyBatbe Ha Mnojasa Ha
avjabeTec MenUTyC TUN 2, kaj BO3pacHM roja3Hu nalneHTn co npepunjabetec

TpeTmaH Ha Tun 2 gujabetec mMenurtyc
MpocnekTuBHaTta paHaomusmpana ctyauja (UKPDS) rv nokaxa AONroTpajHuTe NPeaHoCcTy
Ha VHTEH3VWBHA KOHTPONa Ha rryko3aTa BO KPBTa Kaj BO3pacHU MauveHTW Co npekymepHa
TEXuHa co AvjabeT Tvn 2, TpeTupaHn co MeTchopMmuH co B6p3o ocrnoboayBake Kako Tepanuja
Of NpBa NWHWja MO Heycrnex Ha AveTapHa Tepanwja.. AHanusute of pesynratute Kaj
naLMeHTUTe Co MPeKyMepHa TeXUHa TPeTUpaHn co MeT(OpPMIH Mo Heycnex camo co AveTa
nokaxkaa:

e 3HayajHO HamaryBae Ha anconyTHMOT PU3NK of 6uno koja KOMMNnuKaumja nosp3saHa
co awjabetec Bo rpynata co meTdopmmuH (29.8 cny4an/1000 naumeHT roauLLHO)
HacnpoTh camo aveTa (43.3 cny4an/1000 nauueHTn roanwHo),p=0.0023, n HacnpoTy
KoMBUHUpPaHa rpyna co cyndoHUypea  UHCynuH MoHoTepanuja (40.1 cny4aun/1000
nauueHTu roguwHo, p=0.0034,

e 3HayajHO HamaryBake Ha anconyTHUOT PU3WK Of MOPTanMTET NOBP3aH Co avjabeTorT:
meTdopmuH 7.5 cnyyan/ 1000 naumeHTn roguilHo, caMmo co agveta 12.7 cny4an/1000
nauueHTu rogowHo, p=0.017;

o 3HAYajHO HamManyBake Ha ancofyTHUOT PU3NK Of CEBKYMEH MOpTanuTeT: MeTOPMMH
13.5 cnyyan/1000 naumeHTU roAMLHO, HacnpoTW camo AueTa 20.6
nauveHTV roguwHo (p=0.011), n HacnpoTn KoMBuHMpaHa rpyna co cy
WHCYnMH MoHoTepanuja 18.9 cny4an/1000 nauveHT roguwHo (p=0.02 ¥

e 3HaYyajHO HamanyBaHe€ Ha ancoslyTHUOT PU3MNK OF MUOKapPAEH MHdap MT op
cnyyan/1000 nauveHTV roAavLHO, HacmpoTu camo gueta 18 cnyya 08B0 7
roguwHo (p=0.01) D w ;x‘gm/

.
65 %

Mpuaobuekv BO MOrMeA Ha KIMHUYKUTE pe3ynTaTi He ce 3abenexaHu kora
KOPUCTM KaKo nek of BTOp M36op, Bo komGrHaumja co cyndoHunypea.

Kaj Tvn 1 aujabeTt kombuHaumjaTa MET(POPMUH N MHCYNNH € ynotpebyBaHa Kaj ceneKktupaHm
nauveHTV, MefyToa KMWHUYKM npuaobueki of oBaa KomGuHauuvja He ce opmarnHo
YTBPAEHW.

5.2 ®DapMaKOKMHETCKU 0COGeHOCTH

Ab6copnuuja:

Mo opanHa Ao3a Ha TabneTta co NpofoMmKkeHo ocrnoboaysakse, ancopnuyujata Ha MeTOpPMUH
e 3HauMTenHO OANOXeHa cnopeneHo co Tabnetute co 6p3o ocnoboaysare €O Tinex OB 7
yaca (Tmex 3@ TaBneTUTE co 6p3o ocnobogysarse e 2,5 Yaca).

Bo steady state (nnasma KOHUEHTpauuuTe Ha HUBO Ha pamHoTeXa), CNu4YHO Ha
cdopmynaumjata co 6p3o ocrnobogysawe, Cmax # AUC He ce 3ronemysaar
NponopLUMOHanHo Ha aaMuHucTpupaHata Agosa. AUC nocne eauHudHa oparHa
agmuHucTpaumja Ha 2000 mg  MeTdopMuH Tabnetn Co NPOAOIMHKEHO ocnobopyBare €
CAVMYHA Ha OHaa 3abenexaHa no agMuHUcTpauuja Ha 1000 mg Ha MeTdOopMUH co Gp3o

ocrnoboaysate b.i.d.
WHTepnepcoHanHata BapujabunHoct Ha Cmax u AUC kaj metdopmuH Tabnetute co

npofdo/mkeHo ocrnoboaysake € cnopefanuea co oOHaa 3abenexaHa kaj MeTdOopMUH
TabneTtuTte co 6p3o ocnoboaysar-e.
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Kora Tabnetute co npogomkeHo ocnobogysawe ce gaeaat Ha rmagHo AUC ce Hamanysa
3a 30% (Cmax u Tmax ce HenpoMeHeTH)

XpaHaTta He Bnuvjae Ha ancopnuumjata Ha MeTOpMUH CO NPOAOCIHKEHO ocrnoboayBakse.

He e 3abenexaHa akymynauuja nocne nosBTopyBaHa agMuHucTpaumja Ha 2000 mg
MeThopMuH TabneTu co NpoAoMmKkeHo ocnoboayBame.

Ouctpubyumja:

Bp3yBateTo 3a nnasma npoTtenHute e 3aHemapnueo. MeTdopmuH ce pacnpegenysa BO
eputpouutute. NMUKOT BO KPBTA € MOHM3OK Of NUKOT BO Mriasmara u ce nojasyBa CKOPO BO
ucto Bpeme. LlpBeHuTe KpBHM KNETKM HajBepojaTHO rMpeTcTaByBaaT CeKyHAapeH
KOMnapTMaH Ha aucTpubyuumja. MpocevyHnoT BonymMeH Ha auctpubyuuja (Vd) e nomery 63-
2706 L.

MeTtabonusam:

MeTdhoMuH ce nanadysa HeNpPOMEHET BO ypuHaTa. He ce ngeHtudukysaHn metabonuTu kaj
nyre.

EnumuHaumija:

PeHanHWoT KnupeHc Ha MeThOopMUH Kaj 3apaBu nuua e noronem opa 400 ml/min, wro
yKaxyBa Aeka MeThOpMUH Ce eNnvMMHMpa CO rnomepynapHa cuntpauuja n TybynapHa
cekpeuuja. Mo opanHa 4o3a BUAMUB KPaeH MOMyXWBOT Ha enuMmuHauuja e npubnuxHo 6.5
Yaca.

Kora peHanHaTa ¢yHKLMja € BroLueHa, peHanHWoT KNpeHe ce Hamarysa nponopuvoHanHo
CO TOj Ha KPeaTUHWHOT U 3aToa eIMMUHALMOHNOT NOMYXUBOT € NPOAOIIKEH, A0oBeAyBajKkn 40
3roneMeHn HMBoa Ha MeTOopMUH BO Nnasmara.

KapakrepucTtuku kaj cneumunyHn rpynyu Ha naumeHTun

Hapywysane Ha bybpexHaTa dyHKUM|a

Mopatouute 3a ynotpebata Ha MeTHOPMWUH Kaj NauMeHTM CcOo YyMepeHa peHanHa
WHCyMUMEHUMja He ce [OBOMHM U BepoAoCTOjHM 3a MpoLeHka BO OBaa noarpyna
cnopeabeHo co naumneHT co HopmarnHa peHanHa dyHuwmja. [Nopaau Toa Aosata Mopa Aa ce
npunarogu 3emajku rm Bo NpeasBug KNuHuYkaTa ecmkacHoCT 1 TonepaHuuja (suam gen 4.2).

n 3a CUrypHoCHa ¢)apM3Konoera TOKCUYHOCT Ha ﬂOBeKeraTHa 0033,
ueporeH HOTeHLWIja.ﬂ n penpoayktuBHa TOKCUYHOCT.

TCKU OCOBEHOCTHU

6.1. Jlucra Ha ekcuunueHcu

MarHeauym cteapat, Hatpuym kap6okcumeTunuenynosa, xurnpomenosa
6.2 UHkomaTubunum

Hema

6.3. Pok Ha Tpaewe
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36 meceuu

6.4. CneumjanHu ycrnoBu 3a YyBamwe

Hema noce6bHu Gapara 3a ycnosuTe 3a YyBame.
6.5. Mpupoaa u coapXxuHa Ha NnakyBakeTo

30 TabneTv Bo BnvcTepu cocTaseHu og anymuHuymcka gonmja+ PVC unu PVC-PVDC
(90 g/m?). (2 x 15 Tabnetw)

6.6 YnaTcTBO 3a ynotpeba u pakyBawe

Hema noce6Hu Bapata. Cekoj HeynoTpe6eH NpoAyKT unu oTnageH matepujan Tpeba aa
6uae oAcTpaHeT CornacHo rnokKanHuTe perynaTmsu.

7. HOCUTEN HA OQOBEPEHUE 3A CTABAHE BO NMPOMET

Bapyc,

yn. ,Ckynu®, 6p. 57
1000 Ckonje,

P. MakegoHuja

8. BPOJ HA PELWLEHUETO 3A NYLUTAHKE BO NMPOMET
FMYKO®AX XP 750 mg Peluenue 6poj:11-1376/2 og 21.04.2016

9. JATYM HA NPBA PEFMCTPALINJA/ OBHOBA HA PEITNCT

31.08.2010/ 24.04.2016

10. OATYM HA PEBU3UJA HA TEKCTOT

07/2020
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