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IHepidnyn EPAR Yo To Koo

To mopov &yypapo amoterel ovvoyn e Evpowmaixng Anuootas ExbBeons Alioloynone (EPAR).
Ereényel tov tpomo ue tov omoio n Emponn Dapudxwv yia AvOpomvy Xpnon (CHMP)
010A0ynoe TIC UEAETES TTOV EKTOVIIONKAY Kol JLATOTWOE GUOTACELS OYETIKG. UE TOVS OPOVS XPHONG
TOV POPUCKOD.

Tia wepioaotepes mAnpopopies oyetind ue v 10Tpikh oog nadnon 1w Geporeio oag, dofdote To
@OALo odnyiadv ypnong (ocvumepiioufiaveton oty evpwraixy onuoocia Ekbean alioloynong) n
EMKOIVWVIGTE L€ TOV YIOTPO 1] TOV POPUAKOTOLO 00G. 110 TEPITOOTEPES TANPOPOPIES GYETIKA. UE TIG
OVOTACEIS THG EMITPOTNG, avufovievbeite v emiotnuoviky ovlHtnon (coumepilopfovetor exions
oty evpwroixy onudaia éxlean alloloynang).

T eivar 7o Prandin;
To Prandin eivar @dappoko mov mePEyel Tn OPACTIK ovoic pemoayAwvidn. AwtiBetor oe popen
oTPOYYLAGV dtokimv (Aevkd: 0,5 mg, kitpva: 1 mg, podakivi 2 mg).

2. TOLEG TEPIMTOGELS YPropomoreitarl To Prandin;

To Prandin ypnowonoteiton og acOeveic pe dafntn tomov 2 (un wveoviwoe&aptdpevo dafntm). To
Prandin ypnowonoteital mopdAinio pe Sioito Kol GGKNGN TPOKEWWEVOL VO UEIMGEL TO EMITEON
yAvko{ng tov aipatog (caxydpov) oe acbeveig twv omoimv 1 vrepyAlvkoyio (avénuéve enimeda
yAvk6{ng oto aipa) dev eAéyyeton pe diouta, peimon Papovg kot doknon. To Prandin pnopet eniong va
ypnoomoBel oe cuvOLOCUO HE HETEOPUIVY (€va GAAO avTdfnTiKd @AapUaKo) o acBevelg e
StafryTn THmoL 2, TV 0TOI®V 1] KOTAGTACT €V EAEYXETAL IKAVOTOUNTIKA LOVO LUE UETQOPLLIVT.

Hog ypnoyonoiciton To Pranding

To Prandin Aappdavetor mpv amd 1o yevua, cuvibmg émg 15 Aentd mpv amd kdbe kbpio yevua. H d6om
wpocapuoletol £To1 MOTE 0 EAEYXOC va gival 0 KaAvTEPOg duvotdc. H yAvkdln tov aipatog tov
acBevovg mpémel va moapakoAovdeitol TakTikd omd Tov YaTpd Yy va Kabopiletor M eAdyiotn
amotedecpatikn 66on. To Prandin pmopel emiong va yopnyesitan oe acbeveig pe dwofnn tomov 2 tov
omoiov Tta emimeda yYALKO(NG ocvviBwg eAéyyovior KoAG pe TN dloute, OAAG GTOLG OTOiOVG
TOPATNPEITOL TAPOSIKT ATDOAEL TOV EAEYYOV TNG YAVKOLNG GTO aipia.

H ocvvictopevn d6on évapéng sivon 0,5 mg. H d6on avt umopet va ypelaotel va avéndel petd and
pio 1 000 efdopadec.

Av o1 acbeveig mpoépyovtor amd Oepameio pe GALO avTIOOPNTIKO (APLOKO, 1| GUVIGTOUEVT 000M
évapéng etvor 1 mg.

Agv ocuvvietdtar 1 ypnon tov Prandin oe acOeveic nhkiog kdto tov 18 etdv, Adym EAAewyng
TANPOPOPLDV Y10, TNV OAGPAAELD KO TNV OTOTEAEGLOTIKOTITO, TOV TPOIOVTOG GTNV €V AOY® OUAdAL.
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g dpa to Pranding

O Swprtng ToHmov 2 givan (o aoBévetla oty omoia 10 TAYKPEAG OV TAPAYEL APKETT WWVGOVAIVI 00TMOG
MOTE VO EAEYYEL T EMIMEDA TNG YAVKOING OTO aiplo 1] 0 OPYOVIGUOC OEV UTMOPEL VO YPTCLOTOUOEL
amoTeELeGATIKG TNV WvGoVAivr. To Prandin Bon0d to mdykpeag vo mapdysl mePIGGOTEPT VGOVAIVY
KT TN O1GPKELD. TOV YEVIOTOG Kol YPNOIUEDEL GTOV EAEYYO TOL daffTn TOTOL 2.

Ioweg peréteg ekmoviiOnkav yio to Pranding

To Prandin peiethnke og 45 «kAvikég poppokoloyikéoy peiéteg (eetaletatl o TpOTOG dPAGNC TOL
QopUAKOL GTOV 0pYavIcUd) Kot o€ 16 kAwvikég doxipég (e€etdalovtal To OmOTEAECUATE TOV PAPUAKOV
o1 Bepaneio acBevdv pe d1afntn Tomov 2). To Prandin yopnynOnke cuvoAikd ce 2.156 acbeveic oto
GUVOLO TV CLUVIVAGUEVOV UEAETAOV.

O k0pieg peréteg ouvékpvay 10 Prandin pe GAlo QappoKo Tov ¥pnotlonolobvTol Yo, Tov Jefntn
tomov 2 (YMPevkhapion, yamlion 1 yAkAolidn). Mia dAAn puedétn eEétace To OMOTEAEGUATO OO TN
yopnynon tov Prandin 6€ cuvdvacud pe peteoppivn. Ot peréteg LETPNOOV TO EMIMESA LG OVGILOG
oto aipo M omoio ovopdletar yAvkoovlopévn oaocealpivn (HbAlc) ko delyver méco KoAd
peudveToL 1) YAVKOON 610 aipa.

IIovo gival To 6@erog Tov Prandin cop@ova pe Tic peritec;

e OAeg Tig peAéteg to Prandin odvynoe oe peiwon tov emmédmv g HbAlc, yeyovdg mov onuaivet
OTL ehéyybnkov ta emimedo yAvko({ng oto oipo o€ emimedo ovticToro HE aVTO TOV QOPUAK®V
obykplong. X peiétn 6mov to Prandin yopnynOnke wg mpdcbetn Ogpomeion otn peTQopuivn, n
emidpaon Tov 600 PApUAK®V glxe TOVANYIGTOV TPOGHETIKO YapaKTipa (1IG0SHVOUN e TNV EMdpaoN
Kol TOV 600 QUPUAK®V).

To Prandin onueioce koAl avTamdKpion otnv WGoLvAivn og yeuua evtdg 30 Aentmv petd t yopnynon
o€ aoBeveig pe dtafrtn TOmOL 2, 0dNY®VTAG GE Hei®on TG YALKOLNG GTO aiplol KOTA T1 SLAPKELD TOL
vevpotog. Ta avénpéva eninedo tvoovAivng emaviABoy 6To PUGLOAOYIKO UETE TO YEVLLOL.

ITowor kivouvvol cvvdosovtar pe To Prandin;

O ocvyvotepeg avemBounteg evépyeleg Tov Prandin (gppoviCovior oe peta&y 1 koar 10 otovg 100
acBevelg) tvar vmoyAlvkoio (yoapnAd enimedo yAvkoing oto aipo), TOVOg 6TV KoY KOl d1dppotaL.
O 7\png katdAoyog OA@V TV avemlQOUNTOV evePyEldY Tov avoeépbnkav pe 1o Prandin
TePLOUPAvVETOL GTO POAAO 001 YLDV YPOTC.

To Prandin dgv mpémet vo yopnyeital o€ ATOUA OV EVOEYETOL VO TOPOVCIACOLY LIEPELALSON Gl
(aAhepyla) otn pemayAvion 1 o€ OTOLOONTOTE AAAO OO TO, GLGTATIKG TOL PAPUAKOV 0VTE o€ acheveig
pe dapnn tomov 1 (vooviwoeEaptopevo dafrn) mov dev eupavitovv C-memntidla 6To aipo Tovg
(deiktng €vdeiEne tov dapntn tomov 1). Eniong dev mpémel va yopnyeital oe acbeveig pe dtafntikn
ketoEéwon (VynAd enineda KeTdvwv oto aiua), oe acbeveic pe cofapd Mratikd TpoPAnpaTa 1| c€
aocBeveic mov AapPavovy emiong yeueiPpoliln (pdapuako Tov yopnyeital yio ) HeioTn TV EXTEd®V
tov Mmdiov oto aipa). Ot d6ceig tov Prandin pmopetl eniong va ypetdlovral mpocappoyn otav 1o
QAPLOKO OVTO YOPNYEITAL GE GUVOLAGHO UE GAAL PAPLAKO TTOL XPTCILOTOLOVVTAL V1o, Kapdlomdoeieg,
Yo TNV KaTompduven tov Tovou Kot yio T Bepomeio Tov dobupotoc kot dAl®v mabnioewv. O TARpNC
KATAAOYOC TEPIAAPAVETAL GTO PVAAO 0ONYIDV YPNONG.

I'a Torovg Adyovg eykpidnke To Prandin

H Emitpon ®apudkev yioo AvOpodmivn Xpnon (CHMP) ékpve 611 o 0péAn Tov Prandin vreptepoidv
TOV KIVOUV®V OV GLVOEOVTOL HE ovTd Yoo TN Ogpameio Tov Swafrtn TOHTOL 2 KO €loMYNONKE TN
yopnynon doelag kuklopopiag yio to Prandin.

Aowtég minpogopieg ywo to Prandin:
2115 29 lavovapiov 2001, n Evponaik Emtpony yopriynoe ddea kukAoeopiag, 1 omoio 1oy0el 6€

oAoxAnpn v Evponaixn ‘Evoon, ot Novo Nordisk A/S ywo to Prandin. H ddeia xvxhogopiog
avaveddnke otig 18 Avyovotov 2003 kat otig 18 Avyovotov 2008.

H minpng Evponaikn Anpocio 'Exbeon A&oddynong (EPAR) dwotifeton edd.

Tehevtaio evnuépmon g mepinyne: 07-2008
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