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T Rebif® 22 Wpowuuwaw/ﬂ 5 ml evéato 6\0Auuu 08 Quaiyyo
A, Rebif® 44 pxpoypaupapi/0,5 m evéoo Bidhuja oe guoiyyo

MEPINHWH XAPAKTHPIZTIKON TOY MPOIONTOX

Katd m didpKela Mg Bepaneiag kat wrope va apouotagTolv etd and apketd ypovia and m Bepareia
He WtEpgepOvT-Biita. ZuvioTdral 1 Tepiodik] MapaxoAodBno TwV TPGILY OTUEWY 1 OURTILUATAY, LY.
oiBinpa, mpuweivoupia Ko Hetwpéw) veppik Aettoupyia, (GtuG oe aoBevels pe wAGTepo KivBuvo VegpIkiiG
vdoou. Anarefrat €ykaipn Bepaneia Tou veppwotkou ouvdpdyiou kat Ba mpénet va e€etdleral n Bakory mg
Bepaneiag e To Rebif,

2. MOIOTIKH KAI NOZOTIKH ZYNGEZH. Kabe mpoyepuopéwn uuplwn (0,5 mi) mepixet 22
(6 MIU*) ) 44 ppoypapudpia (12 MIU*) wieppepovng ita-1a**. KdBe rpovemiouevo guaiyyio mepiéyen
66 Hikpoypaudpia (18 MIU) 1 132 ukpoypayudpia (36 MIU*) wrepgepdn fifro-1a** oe didhuga tou
1,5 ml, rou avttoiye oe 44 jukpoypayudpia/ml 1) o€ 88 pikpoypaudpa/mi. * Exatojudpia Sie6veig po-
vadeg, petpodpeva Baoet e BlopeBdou g Kumrmenumc pdang (CPE) oe atykpton pie To E0WTEPKO
Tipdrurto IFN Brita-1a ou efvat BaBjiovopnuEvo pog o toxUov BieBveg mporurio NIH (6B-23-902- 531) *
mv KWKV KT (Chinese
hamster wary cells) 1CHU K1). Exboyo e wuwotég dpdoeic: ARB 25 mn Bevlumm aAkodhn, F&A 7,5 mg
Bev{uhi) akkodh, Ma Tov hvipn katdAoyo T exdoxwy, BA. napdypago 6.
3. OAPMAKOTEXNIKH MOP®H. A&B Evéowo didhupa oe mpoyepopévy nglﬂu Muauyég we pdilov -
Aupa, e pH 3,5 €06 4,5 kat oopwyiopiakda 250 wg 450 mOsm/. [&A Evéauio ém)\uw 0¢ QUOiyYl0.
Diauyec we 1pidicov didhupa, pe pH 37 €wg 4,1 kat oopwpopiaxdmra 250 wg 450 mOsm/L.
4. KAINIKES AHPOOOPIE. 4.1 G:pmmmn:q evBeiEeis. To Rebif” evdeikvutar yia m Beparteia BAA aoe-
V@V e Eva 1 EVEPYT] X , £Qv €xouv anokhewoTel
VOMOKTIKEG Dlayvadoers, Kat edv Exel KaBoplarel G BlaTpeyow uymkd ivbuvo va uvumuiouv Khwikd opt-
0TIk mnpwm kard mhdxag (MS) (B nupﬂvp«wo 5. 1) ABJT A unotporudlouoag ZkhipuvonG katd mdkag
(MS) I€ KNWIKEG LIENETES, €yt YapakpioBel jie B0 1) MepIoosTEDES UrOTpOTIES Ta mponyoUyeva dio
Xoovia (BAéme mapdypago 5.1). H nnmmuuunmmm Bev éxet anoderyBel o€ aoBeveig jie euTepoyevag
Tipoiodoa opgn 2kAAPUYOTIC KaTé MAAKAC XwpiG UoTpOTES (BA. Tiapdypago 5.1).
4.2 Aooohoyia ke Tpomog xopriynang. H esp(mm TIDETIEL Va apy(oeL uri6 Ty eniBheyn m!puu Ve neipa om
88

Biatapayé. H ypr fion ¢ Blatapayéq. H ouvoku
EHOAVIOT QUTGY Tw Dlatapawy efval e).awpuq uw\nmpn ua Rew 44 a6 6,11 e Rebif® 22 pkpo-
Ypaudpi. I aut6, €KTE aNG T EPYOOTIPIGKES SEETATEIS Mo aratrodvTat g EAEYYOG OUTIvag Yia
IV TapakoouBnan T a0BEVGY e XKAPUVON Katd MAGKAS, OUVIOTAVIGL ENEYYOG TV TTATKGV Vi
KU TIELG Kl DIGQOPIKES ETPTELS TWV KUTIGPWY TOU GUQTOG KOt TWV QOMETQAWY 08 TaKTIKd Blag-
Haa (1, 3 ka1 6 veq) peta Ty évapén g Bepaneiag ke Rebif” kat om ouvexeta nepiodikd el anouoiag
KAVIKOV OUMTTpGTOY. AUTEQ ot eEetdoeiq B ipérnet va yivovtat o ouxvd Gtv apxiZet 1 Bepaneia e
Rebif* 44 jkpoypadpua.

Marapayéc Tou Bupeoeidouc. 01 aoBevels und ) Beparteia e Rebif* eviote puwoeyipavilouy BlaTapaye tou
6upeoeidoug 1 napouardlouv emdetvwan autdv. O Eeyyog G Aertoupyiag Tou Bupeoeibous uummm
Katd mv €vapgn Ka kB 6-12 priveq mQ Bepaneiag drav aurag efval 1N uOIONOYIKGS. TV epirtrwan
Tiou apyd eiva Quolohoyixdg Dev anarteftal TaKTIKAg ENEYXOG kA Ba mpéned va Bievepyeftat twﬂov
€gavioTodv khvikd oumTidpata Suakerroupyiag Tou Gupeoetdoug (BA. napdypago 4.8). 2of
KaL nark avendpkela kal 0of luehoKataoToNi. Mpénet va kataBdMetat mpoooy Kat va e{sm(eml
70 &veyGuevo aTeviiG apaxohouBong Gtav 1) iepgepdn Brta-1a yopnyeftal e aoBeves ue aopap
VegpIK] Kal 1Tk} Qvendpkela Kat o€ aoBevei e doBapr puehokataoro, EEoubetepud aviowpo-
1. Mnopei va avaruBov EEoudETEpTKG avilowuara 0pou katd TG wieppepog Bta-Ta. H akpiic
OUYVOTITTa ENPAVIONG TwV QVTIOWHATWV Eival akom ﬂBEBﬂIﬂ Khwia dedopeva unodevuouv 6T usm ano
24 0 48 yriveg Bepareiag e Rebif® 22 ukpoypapudpia, Tiepiriou To 24% Twv aoBevav avarmiogouv
uwmu  OVIOWUAT 0pOU KATA TG WTEPQEROVTG BTa-1°,€ve e Rebif” 44 kpoypauudpia, 10 10000T6 1wV

Bepaneia mg véoou. To Rebif* diariBetar oe Tpet
Kat44 pkpoypadpia. Ma toug ﬂOBEVEIQ Tou ap)(\luuv Bepaneia e 10 Rebif*, 1o Rebif* 8 8 ukpoypaudpa
Kat 10 Rebif* 0€ OUoKeuaoia TG QvAYKES Tou a0Be-
VO0G Ya TOv pito v TG Bepartia,

Looohovia. H ouviotopewn Sogokoyia tou Rebif” eivat 44 ukpoypayidpia XopyoUeva Tpeig gopeg Ty
€Bodda pe unoddpia Evea, Swiotdral n Xopiyon XaUAGTERTIG BG0NG TV 22 JKPOYAUMAILY TPELS
(OpEQ TV sBﬁnuﬂﬁu 1€ uriodGpia éveon) o€ aoBeveig ou dev unopouv va avextodv v uynn déan. Otav
apyet yia ipa popd Beparteta e Rebif®, n Bdon ripériet va auEdvetal otadiaxd yia va efval Suvar 1
QvamTuEN TaxuguUAAENG @ae va etwBolv ot averiBuTes aviiBpdoeis. H ouokeuaoia EvapEng tou Rebif™
QUTIOTONE{ 0TS QVAYKES Tou QoBEvoUS Y Tov Tpato va Bepaneias, BAA (44 meq). Orav apyCet yia
TIp@ gopd Bepaneia pe Rebif®, yia va ivat duvar n avarTuy TaxuguAGENS WOTe va uslmﬂuuv 0oL avert-
60umeq aviidpdoets, ouviotdrar ot aoBeveld va apy{ouv e T 860 T 8,8 JkpoypauHapitY UToBopig

Ui -1° glvariepinou 13-14% . Hro-
pounia QVTOWHGTAV Ye! arodeBel GT ENTIGVEL T QUPHCKOBUVCL] QVTaGkpLaT 0TIV WiEpgepom
Brira-ta (Bijta-2 pxpooyatpiv kat veormepi). Mapdho Tiou 1 Khwiki GMHacia TG ENAYYQ TwV avTiow-
dTwv dev Exer axopn dleukpmiodei Thpw, 1 avartuén Twv eEoudeTepwTIKAV avTowATWY OYETIETal je
UEWEVT) QTIOTENEOUATKOTITO OE KAWIKEG Kat cpvumnpmxaq MRI (ayvrie] Topoypapia) peTaBATE, Edv
£vag a0Beviq €; et | Rebif
0 Bepdriwv 1aTpog m)m\ va rr| oyéon Kvduy
Rebif*. H i
G UnapEg Ty uvnuwwmv nwlopl:\ mv AKUVOTHUI ouvnpwnq G uvnvov‘mmmg HETOEU 0 Blogopuv
TIpOIOVILY. Ake Kard mhdkac. Ydpyouv 1Ovo EAGYIOTa OTOIE(a Yia Ty anoteAeaa-
TKGTTA KAl TV Q09AAENa 010U | MEPMaTTKOUG aoBeveiS e oxhipuvon katd mhakag. To Rebif® dev
£yt akua diepeunBel o€ aoBeVelS e puwoyevi rpoodeurti akfpuvo katd AdKag Kol dev périet va

T0UG A0BEVE Aut

Bepaneiog e

,“l‘ 0

vmm 0 aKpirc jnyaviodg Bpdong tou Rebif* o Zkhfouvan Katd mhdka BpiokeTal aKojn uri Epeuva.
Yrotporud(ouoa-Atakeinousa Zxhjpuvan katd mhdkac. H aopdAeta Kat 1 anoteheopankdmTa Tou Rebif®
£yt agiohoynBel e aoBeveid e Yrotporudfouga- Auheinouoa Zkkipuvor katd mhdkag o€ BAoers iou
Kupaivovral and 11 péxpt 44 (3-12 exatoppdpua ), UnoBopits TPEIG YOS
v epBoydda. Zu eykexpuew) Booohoyia, 1600 T0 Rebif® 22 ukpoypadpia 600 Kat 10 Rebif” 44 pkpo-
vpﬂuuaalu amedeiyn 6T pewavouv m ouyveTa (katd 30% oe 2 Ypovia) kat ) c0BapeTT TV KVIKGV
UNOTPON@V 08 A0BEVELS e ToukdyioTov 2 UroTponég Ta mponyoUeva 2 xpovia kat EDSS 0-6,0 katd v
£vapEn. To 100006 TV aoBevav pe EEENEN TG avarmplag, GG aut kaBopiletat and augno katd
Touhdyiotov éva BaBud oy Khiuaka EDSS 1 onola €nBeBaiBne TELS piveg ETd, pewbinke ano 39%
(ewovikd @dpuako) oe 30% (Rebif* 22 pukpoypappdpia). Katd m didpkeia 4 xpuvmv T peioon Tou pEooU
puByoU Mapd&uvaG fitav 22% o€ uueevm urto Beparteia pe Rebif® 22 ukpoypauudpia kat 29% oe aoBevei
und Beparteia e Rebif* 44 kpoypayuapiav ouykprkd pe o oudSa aoBeviv U6 Bepareia e eovikg
wupuﬂm i 2 ypova rou sxuﬂuv 0T uvéela ete Rebif® 22 1) 44 ykpoypayudpia Yia 2 axou xpdva.
Deurepoyevic npoiovoa wopon TN Katd TAGKAG. B¢ PENET) BIGKEIDG 3 XpGVIV OE QOBEVES e
Beutepoyevi ipoiodoa poper anwonq Katd mdkag (EDSS 3-6,5) pie evdei€elg kg eEENENQ Ta
Tiepagyeva 0o xpdia kat ot oiofot Bev Biwoav unoTporeg TS iepaopeve 8 epBojiddes, To Rebif® Gev uxz
ENEn m avarmpla, G HEBIKE
‘Otav 0 mhnBuapo 2 uTiooyddeg (o€ i i ) didpkena pru
VWV TIp0 £VapETG HEAETIC), Bev urtipye smﬁpmm oV EEENEN TG V600U 0TOUG a0Beveig XwP(S UToTpomeQ,
MG 0T0uG a0BeveiG e UnoTorEG HewdBiike 1 avahoyia aoBevav e eEENEN T véoou anid 70% (eovkd
Qdpyaxo) 0 57% (Rebif* 22
pehémg. Autd Ta unmmeouum Tiou eATY9E00V €K TV UOTEDWY aMo jua UTioojdda aoBeviv mperet va ep-
JnveovTat je Tpoooy. Mpwroyeve g ﬂgumuon 10pon ZxAfpuvang kard mkag . To Rebif® Bev €xel akopn
ekemBe 0e QoBEVELS He TpwToYevws Tpoiodoa Hopgr) ZkNouvang katd mhdkag Kt Bev Ba mipériet va ypn-
Oyonoigftat o uumuc Toug aoBeveis, B&A (44 meq) Mepovwuévo kvikd auBdv evdetkkd Zkkipuorg
Katd mhdxac, Mia ek 2 €10V € 10 Rebif* ripaypatonouionke o€ aoBeveig
e €va efiovyEvo KAVIKG ouBdv evBEwTIKd anioueAvwong Adyw ZkAipuvonG katd rhdag, mmisvs\q
Tiou evedyBiikav om oy efav Toukdyiotov 8o Kk otwrmpé BAdBe o T2-otabjuiopéwn odpwor
MRI, e éyeBog TouhdyaTov 3 mm, ex Ty ool ia Toukdyi0Tov eivat woeiBAg f MepkoNaK i uriook-
idia. Kb vo00¢ @hn and m Zkkripuvon kad rhdkag riou Ba jmopodoe va e&ynoet kakutepa ta anjueia
K01 OUITI}OTA TOU A0BEvoUG ENpETE Va aTokhe0TeL
01 aoBeveig I e mAG-TugA Rebif* 44
TV eBBoudda, o Rebi” 44 v eBdoydda, 1 o¢ Edv €Nae ywpa
£€va Beutepo KNVIKG QriopueNVWTIKG oupBav Tou smscﬂmowc oploTi} Zkhpuvan katd mhdkag, 1 Bepa-
Tl TV QOBEVIV TPOTIOTOMEINKE 0T OUMOTGHEV] Booohoyia Rebif® 44 ukpoypaudpia TEIS opes Ty
sﬂéuunﬁu i€ TpAMO auolkTq emarijiavang (open-label), eved diampri6nke 1 anokpuyn g, TIpOG TV apyik
UyaorofMoT). Ta anoTeAEOaTa AMoTeNEapaTKGTIAS Yia 10 Rebif* 44 jkpoypaudpia yopnyoUuevo Tpeig

0 YOPNYOUEVA TOEIG QOPES

Kat 1) 6o va augdverar katd m didpkewa piag nepiddou 4 eRdodduv kot m doon-oToxo, olpgwva e Papy Ipoidv Tepiéxe2,5mg  popég v eBopdda o€ oUYKpLON L T0 EKOVIKG pdpHaKO a6 auTv T PENET EXOUV G EEAC:
o axéhouBo Mpdypapa: Beviuhikiig akodhng avd d6on Twv 0,5 ml,
_ - Mpénet va pmv xopnyeitat oe ipdwpa Bégn 1 veoyéwma. Mnopei va ripokah€oe! T0EeS aviidpdoeig kat | ZramioTikg OBepancio Ziykpion Beponeiay
Zuxlmusvn aeg?wt\;}onmnmc Yato avaQuAaKI0EIBEIG aVTBooeIS O fpéon Ko TR A L3 ETv. Tapapérpay L.
wmoromon eDil MKpOYpapuapa 45 AMnremidpdoeis e G qapuakeuTikd mipoidvra Kai Mg opoeg akhnheniBpaong. Aev €xouv § i i H
(% M TeNkii d6onG) | Tpelg Qopeg v eBdouada (tiw) {ueNETeQ e Wteppepdw Bita-1a o€ QvBpartous, Exet avagepBet ot o i:,“;;:,ﬂ I'l‘; ':;I:.M mlﬁmu ﬁﬂ;m“nm'}g;"m] -h:% Eank
1-2 20% 8.8 tiw WTEPGENOVEG JEWVOUV T Bpdor T EVZOpaV iou EEAPTOVTaL and To MaTIKG KUTypuja P450 o avepo- (n=171) | (n=171)
34 50% 22 tiw Tioug kat {a. Mpénet va kataBaMeTal o GTav 1o Rebif” opnyeitat 0¢ ouvBUGOHS e gapHakeuTKa -
EBBOLADES 5+ 100% 44 tiw TIpOIBVTa O EX0UY OTEvd BEpanEUTKD o Kat EEQPTIVTCL EUpEGS an 1o ouomya Tou rnariou kuto- | MeTarpomi MeDonald (2005)
Tpato anopwehwvwrxd ouuBdv. H Booohoyia Yia aoBEVEI Tiou EXOUV UTOOTE £va TpibTo W"um iy v?ﬂwsﬂmmwm T o L LEPHEC KITHOpES ) (ACTH) 08V 66 [ Aduoe owavro [ 140 %
oupBav eivar 44 ppoypappdpia Rebif* yopnyoupeva e Q0peq T epdopidda pe unnbnpm £vean).
Ynopomd{ouoa Sxkipuvon ard mdxaq. H ouvotipevn Soookoyia Tou Rebif® eiva 44 usgoypayudpa }\éﬁmﬂv‘S’em“‘:;‘l‘fumz'ﬁmwm EnCAﬁc%V::‘Vﬂi:lTé m%lg:ségs SH0fpuvon kT mhdKas popody va B 1 8% o |51%  [049[038-064) <0001
égmvouum T0EIG 0peEG TV eB304aDG e Lrioddpia Evear, Zuviatata  YopryTn XauTAGTepns 00omg Tw 4 Towipgrira, Kunon kai yahouxia. [uvaikes oe avarapaywy T 01 yuvaikes 06 avarapaywy | Merarpomj CDMS
HIKQOYPQHODiaY ENang TpELs gopeg TV eBBoydda e uriodapia Evear oe Q0BeveiS Tou dev ool ke g va AayBavow KaraMTha Etpa avioukhyG. v 008w eVt EYKuoS i TpOYPAIITTEl [ T B
77“ %VEX‘“W“IV wnhi B nun M I va peivet Eykuog 600 AauBdvet Rebif®, Tpénet va evnepwBel yia Toug EvBEYOHEVOUS KIVOUVOU Kal TIpEMEL - 5% | 048[031-073] <0001
A'1:11 Ui géneww ' 0 T i enionpeq in}/‘lgiﬁ OKEQ WUW‘WK‘V'E‘K;? K& va efgtaotet 1 Giakom] g Bepareiag (Bl Tapaypago 5.3). S Q0BeveiG e MG T000OTO UOTpOTTG 37,5% 208% i .
TeG 0€ taldid WQBU“Q o "ﬂ TP QVOBPOLT EAET) KOOPTIG QUYKEVIDUOE OSBOHEVA 1oy oy gvapt g Bepaneiac, 0 KOO 0BAPIG UTOTPOT e o B1aKorT Tou Rebif® omy nepi- 6 doyo avd odpwon Katd T 1dpKein TG BIMAG-Tugig MEpIGBoy
aopdkeiag pe 1o Rebif” and pid apyeia o€ maidid (n=52) kat eqrou (n=255). Ta anoteréopata autig muwn EYKUL0OUNG, MOENEL v OTOBIOTE £vaVT Tou TBav0G QUETUENOU KDV auTduam anofohg
G HENETG urtoBewviouv 6T To ipogik aopdkeing oTa maidid (TAIiAg 2 £ 11 £TV) Kat 0TOUG &9 Eyyayioqiy m, YdYoUV TEDIOPOYEVES TATDOgOpizG, Goov 0o T Yo 10U Rebif® omy eykupooivn, T M ha 258(0,30) |0,50 <0,001
ouc (ahklag 12 éuc 17 £10y) mow }‘"“B“VDW Rebif 22 kpoypaudon 44 Kpoypaip MOBOPIIK 508t deouéva Katadewviouv G mopei va U aLETLEvS Kiibwiog auteya anoBolic, Ma ‘“WV‘”V“’V (8 (008)
TPEIS GOpEG Ty eBBOAGA vl MapEYoi e EXEivO Tou TOPAPETaL 0ToUG EVIIAIKES, 10 A6y aut6 1 évapen mg Bepaneiog awsvﬁelxwmx Kid m 0pre TG Kulmq (B)\ Tapaypago 43). [ * tw - peig popéc my eBBodda

H aggdkea katn anoteheopaTikGmTa Tou Rebif® oe raibid NAKIOG KATW TV 2 €TV eV EYouv akoja Tex-
plwes\ o Rebif* Bev npénet va pnowonote(tat oe auriy v nkiiaki opdda.

10 10 evémpo didhuya o€ mpoyepiopévn oupiyya. To Rebi* yopnyeitar e unodopia
tvarm Tlpw TV évean kat yia v emrEov 24-upo petd and kaBe Evear, CUVOTTaL €va QVIITUETIKG
QVaAYITIKG, TIDOKELIEVOU va PetwBodv Ta ypumedn ourtapara nou oxetifovat pe m xopriynon tou Rebif®.
Dev efvat yviwotd orijepa yia 1600 ypovo ripéred va urtoBakhovral o Bepaneia ot aoBeveis. H aogdhela kat

T0u Rebif a ot

0Beveis, Touhdylotov KaBe Beu 6vo katd ) didpKeta mg mepidi
IV €vapén g Bepartefag pe Rebif” kat va hayBdveral tote wa mmwaon Yia o paxpoxpovia eemrmu [
ok pdon ang o Bepdriovia yiarpd,
Tooriog x0pnynong yi o evémyio didhuya ge Quaiyyio. To eveayo Bidkupa yia uoBGpia yprion xmm

haoude. Aev eivar
0oapav avemBUIWV aviibpdoewy o€ ﬂpexm Tiou BrAdlouv, mpémet va )meel unuwmm S V0 DOKONE(
0 6nAaoud i n Bepaneta e Rebif”.
Tovyéua. Ot erudpdoetg Tou Rebif* om yovidmra dev €youv diepeuvnBel.
4.7 EmBpoeis oy KovaTnTa odifynong Kol XeIpiogou pryavav. Averigupnta ovupdyata ouvBedyeva e
T0 KEVIDIKO VEUPIKO 000y Kat oxeTiZovrat e T yprion wiepgepdvc fifra (. k) a unnpouuuv va
€mpedoouy TV KaveTITa Tou aoBevols va 0By ] va yelp{Eeral imxave (Bh. napaypago 4.8)
4.8 AvemBupnreg evépyeies. Nepinyn Tou poi aopdleiac. H uynAGTepn ouxvéma epgdviong avert-
6wy aviidpdoewy Tou oVBEOvVTaL ke T Bepaneia e Rebif®, ayetileta e 1o ypmmade odvpoyo. Ta
YPUTIG3N QUATTAATE TEVOUV Ve Vel MO €OV KA TV EVApE] TG Bepaneia Kat Petivovral G Tpog
m OUYVOTITT e T ouvExton TG Bepaneiac, Mepiriou 70% twv aoBeviv uno Bepaneia pe Rebif* avapevetar

Rebif* oe wumwm poOpI(ETaL Yia TIOAATAES y@rIOEIS KE TV TAEKTpOVIKH OuOKEu

Ti e T xelpokfvm niéva €yyuong RebiSlide™ ietd and enapi exmaideuan Tou aoBevolS 1ykal Tou mpoot-
10U TI0U QPOVTIe Tov aoBev, 0 atpdg MpErtet va OuGrTiot e Tov aoBev rola ouoKeur elvat 1 KataAAnkG-
TE). AGBEVELS e ey dpaon Bev TIpEnet va xpnatuorolody To RebiSide™ extog edv kdrowo dropo pe
Ka Gpaon Jope{ va napexet UrooTroE. Ma ) xoprynan, rwsrm va 010Bnyieg iou napé-

0 TUTIKG YDITTIGOEG OUVGPOO TV WTEPGEOVAV VTG ToU pToU eEauvou jetd Ty
zvnp{n G Beparefag, Mepiniou 30% twv aoBevav Ba apouoidoow aviidpdoerg m onw:m G EVeag,

Eni Tou ntapdvrog Bev undpye kakd KaBiepwpEvog 0piopde Tou aoBEvOUS umhod KBUVOU, av Kat ua o
ouvmprTIKY TPoEYyon anodeyeral Toukdyiotov ewea T2 uniepévioves BAdBeg amv apyuh odpwa Kat
TouNdOTOV i Véa T2 1 i VEQ EVIOXUEW) pE Gd BAGBn o pia odpwon TiapaxoouBiang AayBavojent
Toukdyorov 1 jriva jeTd v apxtr odpwon. 2e kabe nepirrwan), n Bepaneia Ba mpéne va egeTaleTal ovo
yia aoBeveig riou €xouv TagivoynBei wg kol Kivdivou.

5.2 GoppaKoKIVITIKES IBIGTTES. Arioppdgnan. 2e uyie(q eBAovES petd and evdoghéBia xopnar, n wiep-
wspuvn mru 10 ejipavilet andropn nokuekBeTikn o), e enineda atov 006 euBEwg avakoya Mpog T

a6, O

D
Kumvn un. Meta 6 3 6 44 Tou Rebf,
Tunkd nupummmmv éyioteg mryxswpwac uzm una 8 upeq‘ nMa 0UTG TTaV KUBQVOEVO O eyd-
Ao padu6. AnoBokn, Metd and enavahapBavdueveg uriodopieg 300e1g O uyieig EBENOVIE, ot Kipieg OK
nnpausmm (AUC Kl]l CM) augBnkav uvu}.nvu TIpOG TV adgron mg 80ong and 22 kpoypadpia oe
Jioeta un eivat 50 € 60 dpec, To onofo eivat oUppvO pe

KUpiwG Ty gAeyyov ) epuBnua. Eivat eniang ouyvég ot
TIGPYETPOUG TG MTaTrig Aettoupyiag Kﬂl’ﬂl HELDOES TOU piByioy Ty Asumxurmpmv H memvnmm o

avubpdoewy oy uz \v(spospuvn pita-ta gival uuvnSmc iU kat avaotpé-

m 0UOOWPEUOT nou nuamnpsnul Jerd ané nuMunm Booohoyia. MetaBohioude. H wieppepdvn prita-1a
unuBcMslm Kt QrioBAMAETal KUpilag and T fap Kat T0uG Veppoug
£\ vlu llw numnhun Tapn Khvikd Beéuuzvu 0EV anoKakdrTTouv 1Blaitepo kivouvo ya

Yonon TaaviioTona Jr
(Odnyieg xpnmq) nou ouvodevou 10 RebiSmart™ kat o Remshne‘” Tptv TV €vear) Kol yia €va erméov
24-0p0 1 Vean, oWLOTGTL VTG, TIDOKELHENOU Va HE1WB0Y Ta Ypind-

svspvelwv 800 Tou Rebif® priope{va umﬂen npoumpwan va dlakonef, katd I|'|V KDIUI] Tou YiatpoU.

QUEIBUTIEG EVEDYELEG EXOWV QVOYVWpLOTE ano

) yopriynon Tou Rebif®. Aev eivat Y1 11600 XpOvo TpEMEL
va unoﬂmuwm 0e Bepaneia ot aoBeve(S. H aopdhewn Kat 1 anotekeopankoa Tou Rebif® Bev exow
anodeiBel yia repioodiepa and 4 ypdvia Bepaneiag. Zuviotdrat va atlohoyouvial ol aoBEveLS, Toukdyotov
Kafe BeUTepo Ypovo Kard ) BidpKeta G nepiddou 4-ypdvwv and my Evap TG Beparteiag pe Rebif” Kat
va hayBAveTaL Tote ua nogaoT) yia 1o Jakpoypovia Bepaneia, oe atojki fdor and to Bepdriovta yiatpo.
4.3 Avrevdeiteis. + ‘Evaph e Bepaneiog katd  Oidpkela G kunong (A Tapaypago 46). ¢
YriepeuaioBioia om guotkr 1 avaouvBuaoiéw iepgepcv-B, i o€ orolaBiiore and Ta £Boxa mou ava-
Qépovrat omy napdypago 6.1.  Evepyr) ooBapr katdBAun kaur Beaopds autokToviag (BA. napaypdpoug
44xuds)

4.4 EIdIKEG mpoeIBonoifoeis ka npn{wlnf.ﬂ( Kard n| xplwn 01 aoBeveig rpénet va

mmzq uzmsq KaBOG Kal a6 avagopég KETd TV Kukhogopia Tou Gapdkou oy ayopd (Evag aorepi-

6auemv Kat vowélmixxommc To Rehﬂg Bev el peremBel vm xnpxwdvavo mm Mia pekém eyBpuo-
ToETTag oe Tubikoug Bev EBeiEe ourTdaTa dlatapayv omv avaniapaywy. BAoe napamprioewy e
Bita vTepgepovec, e pnopel £V0G KIVDUVOG undpyow

0K0G [*] unoGeviet avemuBuiaTeS EVEDYELES mou avayvwpiomKav katd ) GidpKeia g
napakododéijons). Ot axGhouBot opioyol epapudloviar omV opokoyia OUXVOTITIAG ToU YpnOWooletiat
napakdr: oKy UXveS (=1/10), ouyvéq (21/100 éug <1110), o3t OUYVES (21/1.000 €ug < /100)
unuvlsq (21/10.000 €0 <1/1.000), Toky onavieg (<1/10.000), ouyvGTyta i ywaori (Bev propoy va

extynBoly pe Bdon Ta dio8Eoiua Bedouéva). AIOTADOYEC Tou QUIOMOUNTIKOU KA T0U AELIoIKOU guoTiua-
106, TTohy ouxves: Qudeteportevia, Aepgortevia, A:uxmwwa BpoyBortevia, avayia. Iravieq: BpopBuTy
" ALaTapay&Q Tou EvOKOWKOU

ouomiuaroc. Oyt OUyVEG: Auuksnoupvm o Bupwslbouq OUYVOTEDQ EUPAVI{OLEV WG UOBUPEOEIDIONOS

yang
IO OUVEQ averuBupeg aviigpdoet

Aiarapay€g . ITdvEQ; avidpdoeis*.

Ll
HEVOV TQV QUPTTIUATY TU vpmnmﬁou: ouvdpdou 1BA nuauvpum 48). Autd 1a aumwuum £low Ty
A0 VO €IV EVTOVGTE KQTA TV EvapEf TG BEQANEAG KaL ) OUYVOTIT Kl ) BAPUTTA TOUG HEQVETQl
) ouveyo 6 Bepareiog, KatdBhun kat Beaou6c autoxToviac. To Rebif* pemet va yopnyeftal e mpoco-
X1 0€ Q0BEVEIG e TOYEVETTEE  €VEPYEQ KATABNITIKES DIOTADAES Kal TO OUYKEKPIHEVA OE QUTOUG e

Aarapayée tou fnato kau Tay xa/\nwaﬂmv

Tohd ouyveg: UYVEQ: Meya v

Oyt ouyvég: Hatida pe )(mplq lmpo” Indvieq: Hamin uvsnupmn* (BA.napdypago 4.4), autodvo-
on nrattude* . Yyaroueq darapaxée. Tuxved: KataBhyn, abnvia. Indvies: Andneipa qutoktoviag™.

Auatapay€q tou veupikou ouoTuarog. Tohy ouxve: Keparakyio. Oyt ouyveg: Inagol*. Zuyvémra i

Tiponyodeva eaoyiol autoktoviag (BA. mapypago 4.3). Eva yvuwotd dun auto-
KToviag eppavitovrat je augnuévn ouyvoTta oTov mnBuapd pe ZxAnpuvon katd AAKag Kat o€ oxgon pe m
‘XPon WTEpgepavG. FToug aoBeveis mou AayBavouy Bepaneia e Reml"g TIDETIEL Va YVOVTOL OUOTACELS VA

yvwor: Mapodikd veupohoyikd ouurtapata (L. unaioBnoia, puikos onaopdg, napaioénoia, Suokohia
010 010}, LUOOKERETIK aKayYia) 10U |TOpEd va npuuuumnlnuv e ££dpoeig mokAartkf akkpuvonG™.
00B0ALKEC O1aTapaxES. OX! OUXVEG: AYYELKES BlaTapayEs ToL

ec @

BaBEoteg TANPOROpIES Yia TIG EMIBPACEIS TG WTEPPEOVIG iTa-1a oV avdpik yovyoTTa.

6. OAPMAKEYTIKEE NAHPO®OPIEZ. 6.1 Karahoyog exddywv. Mavviréhn, Mohogauepés 188, L-MeBelovim,

Bev{uhi} akkodhn, 0o vitpio, OFx6 o€ yia puBon Tou pH, YBpogeidio Tou vatpiou yia puBpion Tou

pH, "Yowp yia evéaya

6.2 Aoupparemres. Aev epapudleta.

6.3 Mipkeia (wri. 18 wvec. [8A Evéowo Bidhuua oe guatyyio. Metd my ipam vear, xpnowonoriote
EVT0 28 ey

6.4 ioirepeg npoguhGEeis kard v puagn Tou mpoidvTog. dukdooere o€ Yuyeld (2°C-8°C), QTOQEVYETE
TV ToMoBE Mo} Tou KovTd 0T0 Tyijia- m KaTaUEEwS Tou: wwemu Ny KﬂmeElE Quhdooete oy apyi

‘OUOKEUQO{0 Y1 VO TIPOOTATELETAL A T0 gu. 1a 0 0KoNG TepmaTuiic xprong, o aoBevig umopet va

Bydhet 10 Rebif* anid o yuyeio kat va 1o anobkedoet 6yt ndve and toug 25°C yia pia pévo niepiodo mou de

6a unepBaiver 1 14 nuepeg. To Rebif* Enerra mpénet va enavatonioBemBe( 10 Yuye(o Kat va ypnoyoriol-

1Be{npw an Ty nepopnvia Mg,

['&A Evéowo Bidhuyia o€ puoiyyio. H ouokeu (Reb\Smaﬂ"n RebiSlide™) mou TIEDEXEL EV0 TIDOYEHLOWEVD

Quaiyyio Rebif” rpénet va gukdaetat 1o koutt @Uhakg g uokeug o€ Yuyeio (2°C-8°0).

6.5 duon ki IJWNIIKII Tou mepiékTn. AGB Evéoo didhua oe nmyeumuem alpiyya. Evég ml timou |

A w%m. BTauGsvu’Q ‘Tiou epgavifou katdbhiyn Ba npénet va napakohouBodvial otevd katd m didpketa
G Bepaneiag e Rebif® kat va AapBdvouv my katahknAn Bepaneia. Ba pénet va eEetdletal n dlakory mg
6epaneiag pe Rebif* (BA. napaypagoug 4.3 ka1 4.8). Alatapaxéc omaouv. To Rebif* ipéret va Yopnyettat e

fx.

Bonadeta, ekiBpwyata, andppagn mg nwxﬂmmpeuémnc QAéBag 1 apupiog)*. Ammneg
duarapaygc. Oyt ouxveg: BpoBoeiiBokikd enelo0dia™. AlQTapayeq Tou avanveuoTIKoU QUOTILATOS T0U:

00Ka ka1 TOU 1e006wpakiou. Oyt ouyveg: Adomvola*. AlTapayeq Tou YaoTpevTeniKoU. TUKVES: Amppmn

£J1eT06, vauria. Atarapayéc Tou Gépuatog kat Tou umoddpiou oTod. Tuxveq: Kmapdc, e&avenya, epudn-

e , 0€ QUTOUG. iaitepa
avn emngia Toug dev mvxnm mapxmq pe avneruhnmukd (B). miapaypdgoug 4.5 kat 4.8). Kapbla nd-
o, Ot aoBeve(S pe KapBlake< rabriges, Orws omBay, oupgopn T KapBiaxi avendpkeia i appuBia,
Bu TIpETEL va TiapaKohouBouvial oTevd yia EnBeivwon TG kAVIKAG KITGOTaoTiG TouS katd Ty Evapen Mg
Bepaneiag je wiepgepd Bfia-10. Ta OUMTIHATA Tou YPITTEO0US GUVBPGHOU Tou YETiovTar e T Be-
panem He Teppepow Bia-1a umiope va anoBetyBodv ayyoyva ia TouS aoBEVe(S e Kapdiakeg radrioe.
Nexgwon 1o aneio me évean Nexpuon 0o OTEi0 TG EVEDTIS el avapepBel 0¢ QoBevelS Tou ypnat-
Horotoov Rebif* (BA. mapdypago 4.8). T'a va ehayiotoniomBet o KGUVOG VEKPLNG 0T0 OME(D TG EVeaTg
01 a0Beveig Ba mpEMeL va: * pnaylonolodv domrm Teyvikn €veang, * evaAAGoo0LV T GTjeia TG EVeang 0
KdBe doon. H mummam QuToX0pAYNanS a6 Tov aoBevr Ba rpEret v enaveEeTaleral nepiodikd etdikd edv

patwdeg e&avenpa, knhidophatidwdes e&dvenua, akwnexia*. Oyt ouxveq: Kvidwon*. Endvieq: Oidnua Tou
Quincke (ayyetooidnya)*, noAUpoppo epuBnpa*, depuatikés aviidpdaelg Trou MoAUoppou epubrUatog*,
0UVPOHO Sevens Johnson*. ALQraayEq T0U JUOOKEAETIKOU QUOTTLQTOR KQL T0U OUVGETIKOU TO. SUYVES:
Muakyia, apBpahyia ZNIVIE\‘ Enayopevog ané edpuaa epuBnuatadng AUkog*. AiaTapayeq Twy veppwv

KQL TWV 0UD00GDWY 08GY. ITAVIES; Newpumm 0UvBpoyo*, ameipayatookhipuvan* (BA. mapdypago 4.4).
TevikéG dlatapayéc kat kataordoets e ofou xopryronc. MTohd ouyveG: Oheyiovi 1o neio m veang,
avidpa 010 gelo Mo aveunc YPUTGON OUMTQRATa. SUYvec;: ANYOG 0To aTjieio TG Eveams, komuan,
iy, TUPETOG. Oyt OURVEG: NEKpan 0To OTjeeio TG éveang, ud(a ot njeio TG Eveag, andomya o1
anueio Mg évsrmq, NolEe(g 0To oMeio TG éveanc*, augnpévn ewnﬁnmm’ ZIndvieg: Kuttapinida ovo on-
Helo TG évean*. Maidiatpikae rhnBuoude, sz £xouv entopieg KMVKES DOKIKES Ty gap-

£youv OupBel averBupTe aviibpdoelg To anelo mg Eveang. Edv o aoBevig Exet
00 BEQUATOR, 1) ol Mope va OYETICETat e 0iBnia ) NGPOXETeuan ypod aro To aneio g sveonc,
aoBevniq B mpénet va uuuﬁuuhsum 70 Bepdmovta latpd oy OUVEYioeL TIG. evwalq Rebif®. Edv 0 aoBewr

£yt ToMaméq akhowoeg, 1 xprion Tou Rebif® Ba rpértet v avaotaker €ug 6Tou enédet muu}.umn
AdBeveig e u:uovmuév:g GAA0IGOEIS TIopouv Va ouvex{oouv T ypia epdoov 1 vékpwa) Bev elval ok
extetapéw, Hrat Suoketroupyia. 3e KAVIKEQ BOKIEG e Rebif®, vnnp)(e 0UYvd aouprTLUaT aUEnon
ToV MIOTKOY TROVOAUVAOWY [IBIaTEPS TG auvoTpavagepdong me akavimg (ALT)] kat oto 1-3% Twv
‘aoBevev QuEBNKE 5 opéq v aro o avetato guatohoyks 6pio (ULN). Erti anouoiag kAKdv oupe-
Ty, Ta eninieda mg ALT opod ipériet va ENEYXOvTaL oW Tv £vap) g Beparie(ag, oTov Tpto, Toito Kt
£KT0 Jva TG Bepartefag Kat apydtepa oe Meplodikd dlaotiyara. Mpenet va sEcwmln Helwon mg ddang
Tou Rebif®* oe nepirmwon rou n 1y mg ALT augnBei ndv and 5 gopég mg ULN kat o ouvéxeta va yivetat
oadiax} abénon mg ddong drav Ta enineda Twv ev{Uwv oTaBeporoBoUY OTIG QUOIONOYIKES THEG. H Be-
paneia pe 1o Rebif* ipériet va Exivdet e ipoooy o aoBEVEiS ke LoTopikO aTUavIIKG TraTikg vooou, je
£VEDYO Tk V600 e KAk euphuata, e kadxpnon akkodh  pe augnuéwn T ALT 0pod (>2,5 00peg
G ULN). H Bepaneia e Rebif* mpémet va BlakdrmeTal oe mepirtewon epgaviong iktepou 1 AW kKAvKGV
ouprTTwdTwY RaTkiG Suokertoupyiag

To Rebif® nwg dhkeq wiepgepdveq pita, Buvtid umopel va mipokakéoet ooBapd mari BAdRn (BA.
Tapaypago 4.8) ouurepiaBavopévn g OEeiag NaTIKAG avendpkeias. O WXaVousS yia m omavia
OUUTTUATIK ATk duoketoupyia dev vl WaoTAg. Aev €xouv ipoodioploBel ouykexpigvol napd-
YOVTES KvBUvOU.

AiaTapayéQ Twv VEQ@V Kal TWV 0UPOQEPWY 0BGV Nswamum auvdpoio. Katd ) didpketa mg Bepaneiag
HE TIpoi6vTa iepgepow-BriTa, £40uV avagepBel MEPITTIITELS VEPPOKOU OUVGPGOU e BIOGOPETKES
UTOKEEVES VeqponGBEIEg, Mou ouuepaUBAvOUY QUPPKVATK] E0TIaKT TWTHATKY OMELpayarooKkA-
puvan (FSGS), vooo Twv ehayioTwv aMoiioewv (MCD),

X@huBa mou Tepiéxet 0.5
To Rebif* 22 Kt 44 JKpoYpadpia BiariBeTat urd Hopgr) pag ouokeuaoiag 1 3112 ouptyyav.
[&A Evéouo Bidhuua ot guaiyyio. duotyya (yuaki Tirou 1) e iapa ewoy@pnong (haoTiks) kat nepiBhrua
0UopiENG (ahoupivo kat ahoBoutukixd eAaoTikd) riou mepi€youv 1,5 mi eveaijiou BlaAGaTos,
MéyeBog ouakeuaoiag 4 12 guotyyiwv. Mropei va v kukhogopodv GAeS oL GUOKEUOOTE.
6.6 18iaiTepes npoguAdgeis andppiPng kai dAAog yeipiopds. ARB Evéawo Bidhuya oe mpovewouéwn oj-

ouya.

To evéayo Bidhupa o€ ipoyepiopéwn oUpIyya elval EToluo Yia xpron. Mropef ertiang va yopnynBel ke wa
Kkardhnkn ouokeur auto-yoprynong. Ma egdnag yprion povo. Mpénet va ypnotoroieitat povo dlauyeg wg
1piidov Bidhuya ywpic owjaTida Kat XwPIQ opatd oNueia ofopds. F&A Evéoo Bidhuya o€ guaiyvo. To
£VEOUO BIdAUL 0E TIDOYEJIOHEVD QUOIYYLO Eval ETOLO Yia Ypria e TV TAEKTPOVIK] OUCKELT XOpYIONG
RebiSmart™ 1) e ) xeipokivim niéva Eyyuang RebiSlide™. I'a m gUkagn TG auakeurc e o quatyyio, Bi.
Tiapdypago 6.4. Mriopei va v dlariBeviat dheg o ouaKeues Yopriyrong. I'a reManki yprion. Mperet va
Xenoyloroie{tat jdvo Blauyeq wg 1piditov Bidhuua xwpig owyaTidLa Kat Xwpig opata anjeia pBopds, Kdbe
TIDOIOV 1) UNONENA TIDETIEL VA MOPPITTETAL OUPWVA L€ TI Katd TOMoug

0
aopdhetag ota maidid kat oToug epiBoug (TAiag 2 €wg 17 £Tdv) mou: )\uu[!uvnuv Rebif* 22 pkpoypapydpia
1) 44 KDOYOy4IAI TPELS 9OPEQ EBBONTDIC ENVaL TADGOLO e EXEVO TIOU TAPATOEITaL OTOUG EVTAES,

Endpdoec kamyopiag. H yopfynon wrepgepoviv €yt ouvdeBe e TV eupdvian avopegiag, {dng, aw-
0uyiag, GpPUBIGY, OYYE10I00TONG, IOBAUATOG MANDY, ;mvnppuvmq Kat pepoppayiag. Kard m didpkera
G Beparteiag e iEppepow) Bta wriopei va repampnBei aUgan Tou OYTHATIOHO] QUTC-QVIIOWGTAN.
Avagopd mﬂuvu)\uyuu eV avemBUunTwy evepyelav. H avagopd mﬂuvu)\uvuuusvmv QvemBULTLY Evep-
velmv Hed and m xuprrmm aécm: xux)mopmq 0U QUPHAKEUTIKOU TIp0IGVTOG efval ampavu). Entipéner
TIpoidvroc, Zntefral ané Toug

1oylouoeg axsnxsq 6un €,

7. KATOX0Z THE AAEIAZ KYKAO®OPIAZ. Merck Serono Europe Limited, 56, Marsh Wal, London E14 9TP
Hvwpévo Baotkelo

8. APIBMOI AAEIAZ KYKAO®OPIAX. A. EU/1/98/063/001-003, B. EU/1/98/063/004-006, I EU/1/98/063/008,

018, A. EU/1/98/063/009, 019

9, HMEPOMHNIA IPATHS EFKPIZHE/ ANANEAZHS THE AAEIAS. Hw:pounvla A Eykpiang;: 04 Maiou
1998, Huepoynvia m o pdogamg avavéwong mg ddetag: 04 Maiou 200¢

10. HMEPOMHNIA ANAGEAPHEHE TOY KEIMENOY. Anipihiog 2014

wex
enuwax;m\wc 00 1040 mq uvewvnmmg TEpiBaAyIG va avapépowv

Neropepn d otoieia yia 10 mpoidv eival dioBéoya oy oTooekida Tou Eupwnaikod
0 it LEUIOPA.ey.

QVETUBUITIEG EVEDYEIES EOL T0U EBVIKOJ OUOTIHHATOG avagopdg mou avaypdgerat oTo Mapdpmpa V.
4.9 Ynepdogohoyia. Z¢ mepirwon uniepBooohoyiag ot aoBEVLS TpEMet va eldyovtal 08 VOUOKOuED Yia

Kat va Toug divetal katd
5. IKEZ IAIOTHTEZ. 5.1 Gappaxoduvapikeg |6um|lc§ OappaxoBepaneutiky kamyopia:
VtEpgEpOveS, kudikdg ATC: LO3ABO7. Ot Wiepgepove (IFNs) eivat i opdda evBoyeviv
OV TIOU €IVl DOIKIOUEVEG e QVTHIKEG KOl £ BI0MTES,
ToRebif* EeLy i He Ty evboyevt 6
wn Bita. Mapdyetat o€ ku (woBrim () Kat erope)

g Kat ) Quotki nipuwedv). Buokoywol Beikreg andkpiong (rLy. Bpuampwmm me2'5- OAS VEOTTEP
Kat o+ u\xpmwmvn) endyovial Qo mv Avmp«uspuvn prita-1a perd ano unioddpieq bmclq o )(oprwn
Bnkav oe uyiei eBeRovTE. 0 Ypovog LEXPL TIG KOPUGEG OUYKEVTDLOTG HETA and epdnaE urioddpia Evear
Qv 24 £ 48 @peg yia m veorepin, T BATa-2-4ikpoopapiv kat Ty 2'5'0AS, 12 wpeq yia To MXT
Kt 24 (peg yia v Eppaan Ty Youditov OAST Kat OAS2. ZuykeVpGOELG apajolou Gous Kat ypdvou

(MPGN) ka1 pepBpavadn oneipapatondBeta (MGN). ZupBavea €xouv avagepBei ae didgopa ypovikd onpeia

yatou and aurods Toug BeikTes PeTd and TV PG Kal Ty €T Yopr-

Navi) Ty

Rebif 22 MCG BT X 3 PFSYR X 0,5 ML: 208,79€
Rebif 44 MCG BT X 3 PFSYR X 0.5 ML: 241,62€

Rebif INJSOL 66 MCG / 1.5 ML BT X 4 CARTR: 735,73€
Rebif INJ.SOL 132 MCG / 1,5 ML BT X 4 CARTR: 879,05€

=
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=
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Boneriore va yivouy Ta
@dpuaka mo aogaki Kai
Avagépete
OAEE 1ig avemBGpnTeg
evépyeieg yia
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SupmAnpwvovrag TV
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HMEPEX KAINIKHZ NEYPOAQOIIAY 2014

Xalpeuopog

H NeupoAoyikn kAwkn tou evikod Noookopeiou Nikatag-Tetpatd “Ayiog MavieAenpwv”,
anoteAel pia and ug nahaidtepes veupoloyIkég KAWVIKES aTny ATtkh Kat voonAeUel kdBe xpovo
évav noAU peydAo apBud veupoloylkwv acBevay.

Eyw kat ot guvadeAgol pou Latpoi tng KAWVIKNAG, anopacioapie va 6lopyaviwooule Kat va npay-
HATONOIACOUKE QUTO T0 GUVEDPLO, HE OKOMG VA NAPOUCLATOUHE £VA GNHAVTIKG KOPUATL TNG
kaBnpepvng NeupoAayiag, ota nAaiota pidg kaBapd KAk akontdg.

Enné€ape U0 onpavikég vooohoyikeg evatnteg, tnv noAanin akAnpuveon kat v ofefa kat
xpovia gAeypovwdn anopueAlvwtikih noAuveupondBela, ot onoieg epgpavifouv peydin ou-
XvOTN1a, 1000 0€ VOOOKOWELaKS, 600 Kal o€ eEwVOTOKOWELaKS eNiNedo Kal elPavi{ouv MOAEG
blatepdInTeg..

Ot 600 auTtég ONPAVIKEG evatnteg Napoualadouv pla ouvexn eEENEN, 16ao doov agopd 11§
dlayvwotikég duvatdntes, 600 Kat doov apopd 1ig Bepaneutikég duvatdtnteg.

H ouvexng e€EAEN Kat oL yvwaelg nou npokUntouy, pag divouv tnv duvatdtnta va katavon-
ooupe KaAUTEPa T0UG PNXaviopoug, va kataAdBoupe KaAUtepa tnv vAao Kat va epapudaoupe
KawoUpyles Bepaneles, ot onoieg yivovial ouvexwE neplocotepo anoteAeopatikés. Eivat be
yeyovag 6t onpepa o veupoAdyog éxet atnv 61dBean tou NoAEG Bepaneieg kat pnopei va ent-
Aé€eLtnv neploodtepo KATGAANAN ya v KGBe nepintwan.

LKonog pag eivat va yivel pla peBodikn kat oAokAnpwpévn napouaiaon tng kdbe evotntog,
Kal gt0xog pag va entuxoupe tnv 600 1o duvatdv NANPETTEPN EVNUEPWON TWV LATPWVY. 110
onpelo auté BewpoUpe 61 NoAU xphatpn Ba eival kat n gudhtnan kat aviahayn andyewv
nou Ba yivel katd v napouciaon Twv NEPLOTATKWY Nou eNAEEapE va Napouctdooupe.

Ltnv npoondBeta pag auth Ba cupBaAAouv kaBoplatikd ot opAnTéG, ot onoiot elvat Eunelpot
Latpol, pe Hakpd voooKopelakn nopeia Kat heyaAn epnetpia 01a gUyKekppéva BEpata kat
T0UG €UXapLOTW Beppd yla TNV GUHPETOXA TOUG OTNV ENGTNHOVIKA auth ekdNAwan, aAAG Kat
OAOL 0L GUPIPETEXOVTEG LaTPO( e TNV OIKN TOUG yVWan Kat epnetpia.

TéAog, Bewpw unoxpéwaon pag va euxaplotnooupe dnpdata OAEG TS talpeieg, oL onoieg oth-
pt€av Kat xpnpatodétnaav v eNETNHOVIKA Pag auth ekbnAwan, xwp(g tnv BonBela twv
ono{wv dev Ba unopoloe va npaypatonotnBel.

lewpyio¢ kékag
Juvroviorri¢ AicuBuvinic
Neupoloyikng KAwvikng
Noagokopeiou Nikatag — lNeipaid
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18:00—20:45

18:00—18:30

18:30—19:00

19:00—19:30

19:30—20:15

20:15—-20:45

21:00

Neupoguatoloykn lpoaéyylon NeuponaBetwv

Mpoedpeio: 8. ABpapidng

HAektpopuoypagiknh / HAektpoveupoypagiki Atepedvnon povoveupitidwv
8. Kwvotavuviéng

HAektpopuoypagkn / Hektpoveupoypagiki Aiepelvnon noAuveuponaBelmv
A. Kwbolvng

Xudhtnon

Mapouadiaon evblapépoviog Neplatatikou

Mpoebdpeio: |. Muhwvag

Mapouatiaon: E. Kapapoudog, I". [kékag

Enionun évapgn

I". Tkékag, Luvtoviotng AleuBuving NeupoAoyikng KAvikAg Mevikol Noookopeiou

Nikatag-lTepata

8. ABpapibng, I'. Mpappatéag EMnvikng Neupooykng Etaipeiag, AteuBuving
NeupoAoyikng Khvikng Nogokopeiou “EpuBpdc 2taupdc”

Aesinvo




2TOUC aoBeveic ye NMoAAanAn ZkAnpuvon’

- Anoreheopankornra
AnodedeypEvn OE €va EKTETAUEVO
NPOYPAUHa KAIVIKWY MEAETWY '3

. Once-daily _~

- &iﬁiﬁbmplouém Kal NPoBAEYILO AU BAG I o
T Sotmat i ayoeic” (teriflunomide) &2

-~ Eukolia

AapBaveral ano 1o oropa, eva diokio
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AfyNg gaynrou’
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Once-daily =

AUBAGIO

(teriflunomide) ke

NEPIAHYH TN XAPAKTHPIZTIKON TOY NIPOIONTOE ) ) ) )
To @dppako autd TeAel und oupmAnpwuatiky mapakohoudnon. Autd Ba erutpéyel tov Taxl
TIPOODIOPION0 VEWV TIANPOPOPLOY AOQAAELAS. ZnTeital ano TOUQ EMAYYEAUdTiEG TOU TOHER

AVTIHETOMICOVTAV BEPATIEUTIKA PE TEPIPAOUVON(DN QVETITUEAV TNV TPOODOKWHEVT AVOOONOYIKI) AMavTnan
je eva eufohio katd TﬂﬁwEﬂQXlKﬂQ PG, OMw¢ avapevotav yia T dlatpnan g andvinang o€
avapvnoTiko eppoltacpd. Metd Tov epfoAacyid, ot aoBeveis avémtugav TITAOUS avTIOWHATWY 0€ EMMeda
Tou  Tiapg€xouv  oporpootacia. Aev undpxouv dlaBEowa KAVIKA OedopEva OXETIKA HE TNV
QMOTEAEOUATIKOTNTA KAl TNV AOQAAEId TwV ePBOMAOUGYV 000V a9opd TNV TIPWTOYEVH aVOOOAOYIKN
andvnon oe véoug naBoyovoug mapayovTeg. H xpran eupoAiwv e (WyTeg EEA0BEVNHEVOUG LOUG EVEXEL
; H'Xonon eufoniov e Gavtes e
TOV  K(VOUVO AOl@EEWV  Kal, EMOPEVWG, TIPEMEL va  anopelyetal.  AvooOKATAOTAATIKEQ 1
avoo0TpononoINTIkEG Bepaneieq Aedopévou OTU N Aehouvopidn amotehel TN ENTPIKR oudia tng
TePIPAOUVONIONG, O OUVIOTATALT) OUYXOPTyNon TEPIPAOUVORIDNG PE AEQAOUVOHIDN. auyxop'yHUn it
QVTIVEQMAAOHATIKES 1) AVOOOKATAOTAATIKEG BEpaneie mou XpnotHomolouvTal yia v aywyn me N dev
£xel atlohoynBel. Katd 1 dldpkea ks)\m‘w, A0QAAELAG, OTIC OTO(ES N TEPIPAOUVOLIDN XOPNYRONKE
TAUTOXPOVA IE l\nspwagoyn B 1 0EIKN YAQTIDAPEPN Y1 OLA0TNHA EVOG ETOUG, DEV TIDOEKUYAV OUYKEKPLUEVA
{NTRATa a0QAAELag, aANG nupuv]gn nke UYNAOTEPN OUXVOTNTA QVEUBUUNTWY QVTIBPAOEWY 08 OUYKPLON
1€ T povoBepaneia Tepiphouvoutong. H pakpoypovia aopdAeld aut@yv TV 0UVOUAOUGY 0TIV aywyr g

Y TG UYEIOVOHIKAG TiepBaAyng va DEPOL 0 1€ TBavoAoYOUp: unteg
Evs&)vmai. BA. n%)uxpu’ﬁozl. ¥1u10v1 onouvugopucBuvemeuunmvevepvslq}v. L )
1. ONOMAZIATOY ®APMAKEYTIKOY MPOIONTO2: AUBAGIO 14 mg erukaAuppeva pe Aemto upgvio dlokia
2. NOIOTIKH KAI MOZOTIKH IYNGEZH:; Kdfe erukahuppévo pE Aemto UPEVIO DLoKio Tiepiéxel 14 mg
TEPIPAOUVOpIDNG. EKDOYO LIE YVWOTES DpdoeL :Kuesétamonsglséawz mg’v?umoﬁn%(wc JovoUOpIKN). lla Tov
AP KATAAOYO TV ekOOXWY, BA. mapaypago 6.1. 3. ®APMAKOTEXNIKH MOPOH: Erkahuppevo e Aemto
UpEVIO Olokio (Blokio). ETkaAuppéva [e AEMTO UPEVIo OLokia, Xp®HATOG avolyToU UMAe €wg YaAallou,
oxnuatog nevmvmvou.ke anoTuinwua OIH';uu I'IASUé)u («14») Kal xapaypévo_To AoyoTumo g etaipeiag
0TV AAA Aeupd. 4. KAINIKEZ TAHPO®OPIEE 4.1 OcpancuTIKES v ufm To AUBAGIO evdeikvutal yia
myv aywyi svnMKmvaueev;bvueUnor{aonlulouuu6luAElnouaunoMun)\r10K npuvon (M2). (napakakeioBe
va avatpetete oty mapdypago 5.1 yla ONUavIKES TMANPOQOPIES Yla Tov MANBUGHG oTOV omoio 7
QrOTEAEOPATIKETNTA EXEL TEKUNP ). 4.2 Aogohoyia ka1 Tpénog opriynong H uvmvr’knpsnswu Eekva
Kal va ermBAEneTal anod atpo mou Exel sgmslgl'a 0TV QVTIPETWIION NG MOAAAMANG OKATIpUVOTG.
Aooohoyia: H uuvmm’)uavq\ 6608 Tou AUBAGIO eivat 14 mg dana§ nuspnu[mé. Ewdikoi nmAnBuapot:

(KwpEVOS mAnBuouog: To AUBAGIO pénel va xpnatpomnoleital e mpoooxn o€ aoBeveiq nhikiag 65 £Tav
Kal Qve, AGyw un enapk@v dedOpEV@V yla TNV QoQAAEld Kat TV QnoTeAeopaukotnta. Neppiki
6qustmué7yia: Hnpooappoyr g BuquoX{uq dev eival anapaitntn o€ a0BEVE(S e nrua, pETpLah oopapn
veoglkﬁ Uokettoupyia mou dev urmoBdAlovtal ge awokdaBapon. Ot aoBevel pe ooBapn_vegplkn
duoAettoupyia rou yriopdAAovTal o€ aipokdbapon dev agohoynbnkav. H tepiphouvopion uwgvém‘xvu;m

v
noMuuArlq OkAfpuvaong 0ev €xel Tekunplwbel. AAayn tng Bepaneiag and 1 oe AUBAGIrb Bdoel tov
KAWIKOV 0 OXETIKA |1 IV TAUTOXPOVN X0PNYNOT TEPIPAOUVOHIONG HE [VIEPYEPOVN BN ie OEIKN
yAaTipayépn, O€V analTE(tal Mep(o00G Avajioviig KAta TV EVapen TS TepLpAOUVORDIG HETA aTi6 XOpryRan
WTEPPEPOVNG B 1} OEIK%C YAQUpapePng, n katd v évapgn e vIepeepovng B 1 0&IkAg yAatip 3
JeTd arno TeplgAouvop(on. Adyw Tou peydhou xpovou nuiceag wig e varcb\t(ouuuunnq, EVOEXETAL VA
TIPOKUYEL TAUTOXPOVT EKBETN Kal, GUVETAHG, ruumz{ﬂovs aVOOONOYIKES EMOPATELS EWG Kal 2-3 |NVes
JETA T dlakorm g vqm)\llou%uur{nq £960ov 10 AUBAGIO dpx10e apeowg petd. Enopévac, anatteitat

npogoxn ahhayAg amé vatahioupdumn oe AUBAGIO. Bdusluxmq nuioelag lwréwng QLVYKOALUOONG,
xpewdcetar ddotnua 6 uadwv xwpig Bep POKEIY va emutevyBel kaBapon and v
KUKAOQOpia Kat iepiodog Téwg 2klﬂV0lV TIDOKEIUEVOU TA AEPPOKUTTANA VA EMAVEABOUV OE PUTLOAOYIKEG
TIUEQ [1€TA TN BlaKOTI TNG GVYKOAOdNG. H €vap€n xopriynang tou AUBAGIO ugoa ge auté To Xpoviko
dlaotnpa Ba £xel WG anoteAeapa v Tautéypovn EkBean ot IvyKoAddn. AUTo evOEXETal va 00nynoet
€ aBpOLOTIKT ENIOPAaT 0TO AVOOOTIONTIKG CUOTNHA KAL, EMOPEVWE, EVOEIKVUTAL ngoaoxr’]. 2 agBeveic pe
N2, 1 duapean tyn t, nrav nepinou 19 nuepeg petd ano enavaiappavopeveg 000€lG Twv 14 mg. Eav
AnoBei n andgaon vd*bakonei n aywyn ue AUBAGIO, puéoa og dldotnua (0g1wv (wov (tepimou 3,5
UNVEG, av kat evOEYETaL va givat Heyahutepo oe oglugsvuuq a0Bgvelg), n évapen dAAwv Bepartelwv Ba €xel
G _anotéheopa v Tautoypovn EkBeomn oto AUBAGIO. AutO evdexetal va 0dnynoel oe aBpoloTikn
£nidpagn 010 OINTIKO 0UOTIHA KA, ETO , EVOelkvyTal pooox. Aaktoln Agdopevou 6Tt Ta
Okia AUBAGIO mepiéyouv Aaktoln, ot aoBeveis pe omdvia_kAnpovoulka mpopARiata duoavegiag otn
YaAaktoln, EAAewn AaKJﬂchsLapp 1 Kaki unoppownuuh\/)}u»(o(nq- YaAakTo{ng deV MPEMEL VA TAPOUV QUTO
10 TIKO TIPOTOV. 4. a

070 OUYKEKPILEVO TANBUONO (BA. Ttapdypaqo 4.3). Hratikn duoAsitoupyia: Hipooapoyn g yi
dev_eival anapaim oe a0Bevels [l Hma kat ETPIa Nnatikn ouohettoupyld. H Tteplphouvopiion
avtevoetkvutal oe aoBevelq pe oopapn Mnatikng uu)\molé%lu (BA. mapdypago 4.3). [laidlarptkos
nAnBuopds: H aopdheta kat n anoteAeopatikotna tou AUBAGIO ge madid nAikiag 10 €we 18 et@v dev
£X0UV aKOUQ TEKNPLWBEL. AEV UNAPXEL OXETIKN XPNON TG TEPLPAOUVOMIONG 0€ maidld nAikiag ano
gsvvnon £WG_IkpoTepa Twv 10 £TGV yia TV QVTIHETOMION TG MOAAAMANG OKATjpuvanG. Aev undpyouv
LaBeotiia dedopgva. Tpomog Yoprynong: Ta emKAAUMPEVQ Je AETTO UPEVIO BLOKIA poopidovTal yia ano
TOU 0T6HATOG XPron. T OLOKIa TPETEL Va_KatartivovTal 0AokAnpa pe Alyo vepd. To AUBAGIO propel va
AnQBe( e N xwpI§ Tpogr. 4.3[Avnv6u$th YriepeualoBnoia 0Tn 0pacTIKY 0Uoia T o€ KATI0L0 amd Ta EkOOXA
ToU avaggpovral atnv napdypago 6.1. AoBeveig pe oopapn nmatiki duohettoupyia_(katnyopia C katd
Child-Pugh). ‘Eykueg yuvaikeg 1 yuvaikeg o€ avamapaywylkn nAikia, ol omoleq dev Xpnolpomolouy
QEI6TIOTEG HeBODOUG uvrlau)\)\nwnﬁ\mn Oudpkela g GV“)VBQ JLE TEPIOAOUVOR{ON KaL PETA TV OAOKATIPWOT)
G, €00V Ta ENINEDA TG 0T0 TAAOHa unepBaivouv ta 0,02 mg/l (BA. mapa ungo 4.6). H eykupoguvn
TIDETEL VA AMOKAELTTEL TIPWV a6 v vapgn g Bepaneiag (BA. apaypago 4. S) UVG(KEé Tou BnAd{ouv
([F)\. napaypago 4.6). AoBeveiq pe_oopapeq kataotdoelg avoooaverndpkelag, Ty AIDS. AoBevels e
onpavtik duohettoupyia Tou puehoU TV 0OTWY i goBapr avaiuia, AEUKOTEvia, OUDETEPOTEVIa N
Bpopponevia. AgBeveiq pe UUB(]DT;\ evepyn Aoipwén, péxpl autn va unoxmghuu (B)\. napdypago 4.4).
AcBevelq pe oopapn ve@pikn OUOAEITOUPYia MOV UTIOBAANOVTAL OE QIOKABAPON, KABWS OEV UMAPXEL
0l0BEOIUN_ €MAPKNG KAVIKN EUMEId VIO T OUYKEKPLMEVT OMAdA aoBevwv. AoBevelq e oopapn
UTOTIpWTEIVaLyLa, TLX. 0 00vdpoji0. 4.4 EIBIKE olr Kai Adgeig katd Ty XpRon
MapakohouBnan /oty név aywyn: Mpw 1nv,avup{rh1nc aywyng pe myv 1eplwxguvou15r_} nganm va
aglohoyoUvTal Ta akohouBa: @ H aptnpiakn nieon ® H apivotpavopepdon g aravivng (ALT/SGPT) e O
TIPS apBPog KUTTApV ToU aipdtog NepIAayBavoUEVOU Tou dLapopLkoy TUTOU TwV AEUKOKUTTAPWY ToU
aiparog Kai Tou aptBpol aioneTaivv. Kard 1y ordpKeta e aywyns: Katd m d1dpKela TG aywyng He TV
1£pl¢A0uvou16rénB£nal va aglohoyouvtal Ta akohouBa: @ H aptnplaki nieon @ H apvotpavopepaan mg
akavivng (ALT/SGPT) e H Uﬂmll\ﬂﬂ T0U MATPOUG APIBHOU KUTTAPWY TIPETIEL VA MPAYUATONOLE(TaL e PO Ta

Onpelakatta oypnTdpata (i.x. AOWEELS) KOTOU’;\@LGQKCLGU’[Q aywyng. Aladikaoia tayeiag anoudkpuve
H Teptphouvopion anopakpuvetat apyd dno o mAdajia. Xwpi§ Kanola dladikaoia Taxelas unopakguvunﬁ‘
anatroyyTal Katd PECO 6p0 8 Pveg WG 0TOU I GUYKEVTPWAT 0T0 MAGoHa va ¢BAoel katw ano 0,02 m/l,
av KatAdyw Twv 6luu>op0nolr}wuawv JETAEY TV a0BeVWY, 1| kABapan TG ouaiag arno to MAdopa evOEXETaL va
0lapkeael EwG ka2 xpovia. Mia dladikaoia tayeiag anopdkpuvang uropeiva & azpuome[ avd ndoa otiypn
ksm ) diakor) ANgng g tepiphouvopiong (BA. mapdypago 4.6 kal 5.2 yia TIG OAOKAOTIKEG
EMTOUEPELES). HMATIKES EMOpdoelg Mapatnpnnke algnon Twv EnEdWY Twv NNATIKOV eVCUPWV 08
a0BeveiS mou AduBavav mplqﬂ{ouvoulﬁqf (BA. nagavpaq)o .8). AUTEG 01 QUENOELG EKANAWBNKAY KUPiwG
EVTOG TOU PWTOU ng'vou ¢ aywyng. Ta emineda Twy nuatk@y eviipwy MPENEL va ﬂElOAOVGUVTGl Tipw
and v £vapn g Bepaneiag pe TepipAouvopidn - kABe dUo £BOOAOES KATA TOUG TPWTOUG 6 UAVES TG
Qywyng KaL TN ouvexela kabe 8 eOOUADES ) OTIWG EVOEIKVUTAL AN Ta IaPATNNOULEVA KAWVIKG OTjuEia Kal
OUUMTOUATA, GTWG _aveEnyntn vautia, €UETOq, KOIALGKO dAyog, komwom, avopegid, (KTepog m/kat
OKOUPOXPWHA 0UPa. Z€ QUENOELS TNG ALT (SGPT) HeTaty 2- kat 3-pop@v 1ou ﬂvdnepm{ wumo),gytkoq oplou,
Hidn npénel va

a P A, G pe @ IKEUTIKA TPOioVTa Kal_GAAEQ unplgéq
ahAnAenidpaong dapuakokNTIKES AAANAETIOPATELS AAAWY OUCLWV e TNV TEPLPAOUVOLIDN H KUpLa 006G
BlopeTaoynuatiopoU TG TepIYRQUVORIONG elvalT UBPOAUOT, iE DEUTEPEUOUOA 000 TNV 0EEIDWON. loxupol
ETIAYWYELS TOU KUTOXpwHatog P450 éCY ) Kat Twv peTagopewv: H cuyxopnvr&crbsnuvu)\auauvousvmv
000€wv (600 mg dnag npepnaiwg yia 22 nUEPES) PLOaTIKIVIG (enaywyéag twv CYP2B6, 2C8, 2C9, 2C19,
3A), kaBwg Kat VGG EMAYWYED TWV HETAQOPEWY EKPONG P-yAUKOTIpWTEIVN [P-gp] Kal TpwIglvn avtioTaong
070V kapkivo Tou pagtoU [BCRP], o€ ouvduaouo pe Tepphouvopidn (70 mg epdnag o6om) eixe we
anoTéAEOpa T peiwon e €kBeaNg oty TepLpAouvopidn katd 40% mepimou. H prpaprukivy kat aAkot
YV0OTO{ l0XUPO( EMAYWYEIG TOU KUTOXpWHATOC CYP kat enaywyeis petagopewy, onwg n kappayacenivn, n
wulvoﬁugﬂnam, 1) QaWVUTOLVN Kat To UTEPIKG (BAAgapio St. John), IPENEL va XpNOIHONOLOUVTAL JE TIPOOOXT
Katd 1 0ldpKeLa TG aywyng pe Tskup)\ouvom n. XoAeotupapivn 1 evspganomusvog avBpaxac Yuviotdral
ot aoBeveig mou Aagﬂavouv TEPIPAOUVONIDN Va PNV avTIHET®TICOVTal BEPAMEUTIKA e XOAEOTUPANIVN T
£VEPYOTIOMUEVO AvBPaka, BLOTL QUTO TMPOKAAEL TaXEla Kal ONUAVTIKN UE(WOT TG OUYKEVIPWONG 0T0
mAdopa, eKT6G edv emdLwKeTaL Taxeia anopdkpuvan. MioTedgTat 6Tt 0 pnxaviopog apopd otn dlakomr g
EVTEQONMATIKNG AVAKUKAWOTGTy/KaLaTn VﬂUTRSVIEleﬂ 0laniouon g TEPIPAOUVOLIONG. DAPUAKOKIVNTIKES
aMnAemdpdoel e Teptphouvopuidng pe AAAeQ oualeg Emidpaon g TepIpAOUVOLIONS 0TO UMOOTPWHA
Tou CYP2C8: penayAwvion Inuel@Bnke algnon g péong Cmax kat e peong AUC tng penayhwidng (katd
1,7 00opég Kkat 2,4 POpES, uvnumlxgg, £TELTA ano EMavaappavoueves 000€lg TEPLPAOUVOUIONG, YEYOVOS
TI0U UTtodNAWVeL 6TLN TEPIPAOUVOLION eival avagToAéag Tou CYP2C8 in vivo. EMOUEVKG, Ta pAPHAKEUTIKG
TpoioyTa mou petapoifovtat aro 1o CYP2C8, onwg n penayAwidn, n nakAtageAn, n moyAracovn i n
goqwhnu{ovn, TIPETEL VA XPNOLIOTIOLOUVTAL JIE TIPOOOXT KATA TN OIAPKELD TNG AYWYNG HE TEPLYAOUVOLIL r%

n0paon tne TEPIPAOUVOLIONG 0TO and Tou gTOUAToS avitauAAnmTiko: 0,03 mg atBvuAototpadtoAn kat 0,15
mg sBovogXWm;An Yrnp&e augnon me peang C . kal g Heang AUC U GlOlVUAQlUTpuﬁlol\qQ Katd
1,58 kat 1,54 popa, avtioToixa) Kabwg kat g & "*kat g AUC, ,, TNg Xé‘lipvop\i_lzomahnq (katd 1,33 kat
1,41 popd; avtioTotxa) £netta and enavarapBavoliEves d0aeig TEfiphovopidng. Mapd 1o y&yovog T auTh

aAAnAemiopaon g TePIQA J(ONG 0&V aVaNEVETAL VA EMNPEAOEL OUOLEVMG TNV ANOTEAEOHATIKOTNTA
TV artd ToU 0TGHATOS avVTIOUAANTITIKGY, TIPETEL va AN@BE( uroyn o TUTOG 1 N 500 TwV aTo TOU 0TOHATOS
QVTIOUAANTITIKGY  TTOU gpnmuonomuvml g€ 0UvVOUaOPG e TNV TepLphouvopion. Emidpaon 1ns
TEPIPAOUVOLIONG 0TO UMOOTPWHA Tou CYPIAZ: KGdDSan Ot enavahappavopeveg 60051§ TEéJNJ)\OUVDHlﬁT]C
enépepav pelwon e péong C_ . kat g péang AUC g kageivng (undatpwpa Tou CYP1A2) katd 18% Kat
55%, avTioTolya, yeyoveq rou Hodnhwvet 6Ti T TepipAouVopidN EVOEXETAL Va ival uostrﬁ enaywyeag
ou CYP1A2 in vivo. Emopéveg, ta OORpuKSUTlKG nipoidvta Tou petapoAiovtar and to CYP1A2 (0nwg 1
BOUNOEETIVN, 1) ANOOETPOVN, 1) BEOQUAAIVT Kat n gavidivn) né)s’npl Va XpnatponotodvIal e Tpoaoxr katd
1 01GPKELA TNG AYWYNG UE TEPIPAOUVORIDT, APOU UIOPEL VA 0ONYNOEL OE UEIWOT) TNG AMOTEAEOUATIKATNTAG
auTOV Twv TIpotovIWY. Enidpaon tng TepipAouvouions atn %apwapz’vn Ot enavahappavopeveg d00€I
TepLpAouvopiong dev eixav kapia enidpaon 0T QAPUAKOKIVITIKY mccvs-ﬁap%ap(vnq, YEYOVOG TOU
UTIODELKVUEL dnnp TEPIPAOUVOLION dev eival avaoToAéag i enaywygag tou GYP2CY. NoT000, napatnpnénke
peiwon kard 25% tng PEyloTng TIUng g dleBvolg oparomompevng uxe’olgq (INR) dtav n tepipAouvoptdn
ouyxopnynénke pe Bapgapivn oe 0UYKpON e 1 Bapeapivn povo. Emopvwg, dtav E Bapgapivn

il

g TIapakoAouBnon TPEMEL Va paypatornole(tal | 5 a JE TEPLPAC
LakonTeTal edv unapyel unoyla NATIkAG BAGBNG TPEMel va e&eTdleTal 1 dlakomn g ] le
TEPLOAOUVOLION £AV EMIBEBALWBOUV QUENUEVA ETIMEDA NIATIKWY EVCIUWV (TIHEG UUNAOTEPES MG 3 POPES
10 ULN). Ot agBevelq pe mpolindpxousa nratikn vooo £V5£)S\ETOI va dlaTpEYoUV PEYAAUTEPO KIVOUVO
£AVIONG QUENUEVWY ETUMEDWYV TWV NIATIKWV EVIUMWV 0TV uup[uvouv TEPLPAOUVOION Kal TPEMEL Va
napakoAouBodvtal otevd yla IUéOV onueia nndtikAg vooou. To QAPUAKEUTIKO MPOIOV TPEMEL va
Ep%oluonmauut HE TIPOOOY1) 0€ A0BEVEIS, 01 OTIOI0L KATAVAAWYOUV HEYAAES TIOOGTNTES OVOTIVEUATWOMY.

£00JLEVOU OTL 1] TEPIPAOUVOHION 6eukxsuaml 0¢ peydho BaBuo 0TI MPWTEIVES Kal kaBwg 1 0EoeYon
£80PTATAL QMO TI GUYKEVTPWOELS TNG AEUKWHATIVIIG, OL U OEOUEVHEVES OUYKEVIPWOELS TEPIPAOUVOIONG
0T0 MAAOpA QVapEVETAL VA e(val AUENUEVES OE QOBEVE(Q [le UTOTIPWTEIVAINIA, TLY, 0€ TEPUTTWOELS
VEQPWOIKOU 0UVOpOpou. H TEpIpAOUVOLION BEV TPETIEL VA XPT|OLOTIOETAL OE uobsvetq JI€ KATAOTAOEIG
ooBapng uronpwteivapiag. Aptnplakn rieon Kata rrl\ﬁlupkslu mg 04vaflﬁ Jie TePIAOUVOpIdN evOEXETaL
va napampnBei avgnon g apmplakng mieong (BA. mapdypago 4.8). H aptnplakn mieon mpgnetl va
eA€yxetat mpw arné mv svug&n NG aywyng pe TEPIPAOUVONION KaL 0T OUVEXELA avd TaKTd 01aoTApaTa.
T600 TPV 600 Kal KATA TN OLAPKELD TNG AYWYNG HE TEPLPAOUVOION, N alEnon TG APTNPLAKNG TIEONG
TIPETEL VA QVTIHETWTI(ETAl KaTaAAnAQ. I\otgu’)galg gvap&n g Bepaneiag Ue TEPLPAOUVONIDN TPEMEL VA
KaBuotepel 0 aoBevels ue ooapn evepyn AOlMWEN, PEXPL TNV UTOXWONOT TNG. Z& EAEYYOUEVEG lE
ELKOVIKO pAPHAKO HENETEG, DEV MAPATNPABNKE QUENTT TwV 0OBAPWV AOLHOEEWV LIE TNV TEPLPAOUVORIDN ([5\.
napaypago 4.8). 101600, BedopEvng e QV00O0TPOTIOMIOMTIKNG dpagg Tou AUBAGIO, edy vag aueevﬂé
spwuvmzm}lzoﬂugﬁ}\oium N, 60 PENEL va EETAOTE( TO dlakorng g {ag pe AUBAGI
Katva aglohoyn

JOUV €K VEOU T 0QEAN EVAVTLTWV KIVOUVWV WY QM0 TNV eNavevapen e Bepaneiag. Adyw
™G MapateTapgvng Hulﬂ&lﬂ% (NG, pmopel va eEeTaote E Tayeld anopdkpuvon pe Tn Xopnynon
XoAegtupapivng 1 avBpaka. Ot aoBeveic mou AapBavouv AUBAGIO mpénet va kaBoonynbolv woTe va
QVaQENOUV_TUXOV_ oupnTwpata Aolpwéewv oe €vav 1atpd. Ot aoBeveis pe evepyee OLE(Eq 1 Xpovieg
AOLHOEELS dev TIpETEL VA ézquuv aywyn e AUBAGIO péxpt Tnv unox@pnan e Ao(uw rbq, TWV AOILWEEWY.
H aopaieta Tou AUBAGIO ge dtopa pe havBdvouoa gupativon dev elval yvwotn, Ka wg 0TIG KAWVIKEG
HEAETEG OEV MPAYHATONOBNKE CUOTNHATIKA MPOOUPTTWHATIKGS EAEYXOG YIa QUUATILOT. 3TOUC a0Bevelg
TIOU £ival BETIKOi Katd Tov npou%nrwuqmo s)\e‘&o ‘iLCl QUUATIWON, IPETEL VA £APUOTETALN KABLEPWHEVT
LaTPIKN TPAKTIKA Tply and In Beparteia pe AUBAGIO. AvTIdpaoelq amod 10 QVamveuoTIke 0UoTnua Aev
avagepBnkav meputwoelg diapeong nveupovonddetag (ILD) 0TIC KAVIKEG DOKIIES IE TEPIQAOUVOHIDN.
001000, nILD 1ou eivat pua duvnTikd Bavatnedépog dlatapayn, £xeLavapepBei katd m dapKeLd e aywyng
e Aehouvopidn, T pntpikn ouoia. H ILD evdgxetat va oupBel 0&€wg katd 1) didpketa e Bepaneiag o
K(vdUvV0G €lval_auEnuevog 0e aoBevelg, ot OToiol elxav 10TOPIKO ILD 0TQYV QVTIHETWTOTNKAV pE
Aeghouvopidn. MVEUUOVIKA oUNNT@UATA, OMWG EMUOVOG Er’]xuq Kat duomvola, EVOEXETAL Va AMOTEAECOUV
aitia dlakomng g Bepameiag kat MepaITEPw lspauvnoqg, 6nwg eivat katdAAnAo. AlpatoAoyike
emdpacelg Exet napatnpnBei pia péon peiwon Aydtepo ano 15% and n péTpnon £vapéng nou ennpeacet
TV apiBUo TV AEUKOKUTTAPWY (E)\. napdypago 4.8). O¢ pétpo MPoQUAAENG, TPV aNo TV vapen g
aywyng pe AUBAGIO mp€mel va undpyel 0laBgowun TpGo@atn yevikn £EETa0N aiparog, 0Ty ornoia va
TIEPIAAPBAVETAL AEUKOKUTTAPIKOG TUMOG KalaplBXUéaamnmuvamlvu BLSVEpYOUVTGIXEVIKéQEEETGUE[Q
aipatog katd m dapketa g Bepaneiag pe AUBAGIO, 6nwg evdelkvutal amo ta KAWIKA Onpeid kat
OUUTTOMATa (LY. _)\o;umialqr}. 0 KIvduv0G eugaviong aIaTOAOYIKGY dlaTapay@v eival augnuevog oe
aoBevels pe mpodnapyouod avawia, Aevkonevia n/kat Bpopomevia, KaBwg Kai 0 aobeveis pe
ﬁuo)\moup\émjou MUENOU TWV 00TWV 1] JE KiVOUVO KaTaoToANG TOU_HUEAOU TwV 00TWV. EGV EpQavioTolv
TET0LES EMOpdoels, Ba mpemnel va eEeTaotel n eng\upuovl ™G dadikaoiag Tayelag anopdkpuvong (BA.
napandve) yia T Jeiwon Twv emnédwy TEPIPAOUVOUIONG 010 TAdopa, S€ nspmw)usl% 00BapLV
QUIATOAOYIKAV avTi ?auewv,/ QUUMEPIAQPBAVOLEVIG TNG TIAVKUTTAPOMEVIAS, TPEMEL VA OLAKOMEL 1
Oepaneia pe AUBAGIO kal GAAWV HUEAOKATAOTAATIKOV aywy®v Kdl va €EETAOTE( N epapuoyn Hag
dladikaoiag taxelag amopdkpuvong NG TeNIPAOUVOIONG. Aepuatikée aviiopdoelq Aev avagepBnkav
00PaPEC  OEPUATIKES AVTIOPAOEIS OTIG KAWVIKEG OOKIMEG |IE TEPIQAOUVONION. e aoBeVels ToU
QVTIHETWTOTNKAV gs AEQAOUVOUIDN, TN PUNTPIKT) 0UCIA TG TEPIPAOUVOLIONG, avagEPBNKAV TIOAU OTIAVIES
TEPITTWOELG _ OUVOPOpOU  Stevens-Johnson 1 TOEIKAG €MOEPHIKNG VekpOAUaNG. H  xoprynan
TEPIPAOUVONIBNG TIpETEL va OlakoTTeTal 0 mepintwon eAkwdous otopatitidag. Edv mapatnpndolv
avTIopaoels 0To dEppa T/kat Toug BAevvoyovous, ot omoieq BETOUV umoyia yia 60PaPES_YEVIKEUUEVEG
OEPHATIKES uvnﬁpauslgr}uuvﬁpouo Stevens-Johnson 1 TO&IKN eMOEPHIKR vekpOAUON-0UVAPOpO Lyell), n
Ieplw)\ouvo%u'é Kat onotadnmote AAAn rubavov ust&duevn aywyn TPEMEL va dlakomel kat va apxioet
Gueoa pia owadikacia Taxeiag amopdkpuvong, e ﬂUIé% TIG TIEPIMTWOELS OL uaeavsié Oev MpENel va
enavekteBouv otnv Teptphouvopidn (BA. mapdypago 4. )\ eplpepIkn veuponaBela Exouv avagepBel
TIEPIMTWOELS TIEPLPEPIKTIC VEUPOTIABELQQ OE A0BEVEIQ TTOU duBavuv% ]EKG d ?X. napdypago 4.8). Xtoug
TiepL00TEPOUS a0BEVE(S onueldnke BeATiwon petd  diakorr Tou AUBAGIO. Natéoo, unrpée pua eupeia
TIOIKIAOHOPQ(a 0T0 TEAIKO AMOTEAEONA, ONA. O€ KAMOLOUS A0BEVELS 1) vEUPOIIABELD UTIOXWPNOE KAL KATIOLOL
a0Bevelg Efxav emipova oupnT@pata. Edv évag aoBevng ou Aappavet AUBAGIO akﬁuvwst empepalwpsvn
TIEPLPEPIKT VEUPOTIABELD, EEETAOTE TO EVOEYOUEVD BLGKQHHE e Bepareiag pe AUBAGIO kat epappoyng
mg Tayel 1¢. EUBOAlGOWOQ e Hia KAWIKY peA€tn, ol aobevelq mou

0UYX0PNYELTaL Pe TePLPAOUVOION, ouvioTdTal oTevn napakohouBnan kat Eheyxog tou INR. Emidpaon tne
TEPIPA uione ota T0U IETAPOPER OpYavIkwV avioviwy 3 (OAT3): YrpEe augnon tng pEang
G, Kal TG HEONG AU§ me KepakAdpnG (katd 1,43 kat 154 opd, UVTIUTOI)S\G £nelta arno
sﬁﬁvu)\auauvouevagr 000€1G TEPLPAOUVONIONG, YEYOVOS TIOU qnoSnAqual 0Tt 1 TEPIPAOUVOLIdN eivat
avaoToAeag Tou OAT3 jn vivo. EMOPEVWS, 0UVIOTATAL TPOCOYXT 0TAV 1 TEPLPAOUVOION ouvgopngsnﬂl e
unootpwpata tou 0ATS, oriwg n KeQakAopn, n BEVCUAOTIEVIKIAAIVT, 1) 0po@Aogaadivn, n voopebakivn, n
KeTonpogaivn, n q)oupouaﬁnﬁn T OLUETIOIVN, N peBotpegdn, n {1dopoudivn. Enidpaon ré]q rapgu)louw]yu ns
01a unooTpayiata e BCI Pn/xat TV MOAURENTIOMWY [IETAPOPAG opyavikwy avioviwy BT kat B3 (OATP1B1/
B3): Ynnpee avgnon g peong C . kat e peang AUC pouou%auwuqu (katd 2,65 kat 2,51 q)og)eq,
avtioTolya) £metta ano enavaAafpuvopeves d00€IS TEPLPAOUVOLL g:‘, 007000, O€V ONUEDBNKE EK rPn
enidpaon auig Tg auénong Te pocoupacTativng 0To n)\auga ur% pdon g avaywyaong HMG-CoA. Tia
T pooouBagtarivy, ouvioTdral pelwon g 600ng Katd 50% 0e TEPMTIWON OUYXOPNYNONG HE
TepLoAouvopion. Na dAka unootpwpata g BCRP gl.x, useorpsidrg, Tomotekdvn, ooukgaaahadivn,
1] POULTIKIVT, B0EOPOUNMIKIVY) Kal TNG olkoyevelag twv OATP, eldlkd Twv_avaoToAéwv Ing
avaywyaons HMG-Co (L. owacdtarivn, atoppactativy, mpapagrativy, pebotpefdm, vateyhwidn,
penayAwidn, plapmikivn), n Tautéxpovn xcgnynon TEPIGAOUVOUIBNG TPEMEL EMIONG VA YIVETAL pE
npoooxn. Ot aoBeveiq MPEMEL va mapakoAoudouvTal 0Tevd yla ONUEIQ KAl OUUMTOUATA UNEPBOAIKTG
£kBeang ota %u;l)yukaunmi TipoidvTa Kat va eEETAleTalL N Helwon TG H00NG TWV YAPUAKEUTIKWY QUTWV
nipoigvtwy. 4.6 TovipdtnTa, kKUnon kai yohouxio Xpron ge avdpeg O Kivduvog equuowElK(ﬂgmq
0QEINGUEVNG 0TOV Avdpa AGYw TG aywyng e TEPLPAOUVOHION Bewpeitat xuug)\dq (BA. mapaypago 5.3).
EFKU 000vn Eival mepLopiopieva Ta 9EDOUEVA ano T Xpan g TEPIPAOUVOLIONG OTIG EYKUES YUVAIKEG.

ENETEC O (Wa £X0UV DE(EEL avanapaywyikn ToEkATNTa (BA. tapdypago 5.3). H 1eptoAouvopidn evoeyetal
va TIPOKAAEQEL ooBugz; OUYYEVE(Q uvu}uu)\lac)\ otav_xopnye(ta katd 1 oapkela g konong. H
TEPIPAOUVOLIDN aVTEVOE(KVUTALKATA TRV K,UHOTB(B X nupavpu;{o 4.3). Oyuvaikeg o€ avanapaywykn nAikia
TIDEMEL Va XPNOLIOTIOI00V ATOTEAEOHATIKES HEBOBOUC OVTIOUAANYIG KaTd T SldpKeld Kat IETA TNV qugn,
£(O00V Ta EMIMEDA OUYKEVTPWONG TNG TENIPAOUVONIONG 0TO MAATHA eival mavw and ta 0,02 mg/l. 210
dldoTNya auTo, OL YUVAIKES TIDEMEL VA 0UCNTOUV |1 T BENATOVTA 1aTPO TUXOV TPOBETEIS dlakomnig 1
ahAayng g peBodou avtioUAANYnG Tou xpnotportotoly. H aoBeviig mpémel va mAnpogopeitat 0Tl o€
TIEPIMTWON kaBuoTéPNONG TNG EUUNVOU PUONG N OMOLAOOAMOTE GAANG aTiag Tou eyeipel unoieg
£YKUUOOUVNG, TPEMEL VA EVAUEPWVETAl AUEGA O ATPOG, TPOKEIMEVOU va dlevepynbei e&étaon
EYKUPOOUVNG, Kat eAv eivat BETIKT, 0 1aTPOG KAl ) a0BEVAG TIPEMEL VA 0ULNTNOOUV TOUG KIVOUVOUS Yia TV
kunon. H taxeia peiwon twv emumedwv TepIgAOUVONIdNG 0T0 aija PEoWw NG £papuoyng g dladikasiag
myz(aq amopdkpuvang Tou MePLYPageTal napakdtw, Katd Ty mpwIn Kaduateépnan g ePpnivou puogq,
&V

EXETAL VA IEIWOEL TOV KiVOUVO Y1a T0 EUBPUO. 2TIC YuvaiKeg TIou AapBavouv aywyr pe TEPLPAOUVOpLDN,
01010ieg emBupolv va Tekvonotmaouy, n Anyn Tou pappdkou MpEMeLva dlakOMTeETaL KAl ouvioTaTat va yivet
n dladikagia Tayeiag anopdkpuvang yla v taxutepn us[munﬁmq QUYKEVTPWANG NG ouaiag o€ enimeda
Katw Twv 0,02 mg/l (BA. napakdtw): Edv dev epaplooTel dladikaoia Taxelag anoudkpuvong, ta emnineda
TepIAouVOpIdNG 010 MAdopa avapévetat va unepBaivouv ta 0,02 mg/l yia €GO dLA0TNHA 8 UNVAY, w00,
0€ 0pLoPEVOUS aoBeveiq pnopei va anatrogvrat s’mﬁ Kat 2 xpovia yia tn peiwon g UyKEVIpwang me
ouglag 0to mAdopa o€ enineda KAw Twv 0,02 mg/l. TUVENWG, 0L CUYKEVTPWOEL rsptq;houvou[ﬁr]cAum
TAdopa péret va petpnBouv mpuv n yuvaika EEKIVAGEL TIG TPOOTIABELES YA sn[mucin £YKUPOOUVNG. AgoU
OlaMmOTWOEL 0TI N CUYKEVIPWON TEPIPAOUVOLIONG 0T MAdapa eival KATw Twv 0,02 mg/l, 0 EAeYX0G MPETEL
va enavaAneBei peta and eAayloto dldotnya 14 nuzgmv. Edv kai 0T1q ﬁuo#mpnoalq,n OUYKEVTPWOT 0TO
nAdopa elvat katw twv 0,02 mg/l, dev avaygvetal Kivouvog ya 1o £uBpuo. MNa neploooTepes MAnpogopieg
OXETIKA pe TN e&gTaon delyiatwy, areubuvBeite atov Kdtoxo TG Adelag KukAogopiag 1 aTov TOMIKO
avTnpdowro tou (BA. napdypago 7). Awadikaoia Tayeiag anopdkpuvong Metd t dlakorm 111'|Q aywyng pe
n:glq) 0UVO(dN: ® YoAeaTUpapivn 8 g xopnye(tal 3 gopeq nuepnolwg yia d1aotnua 11 nuepwyv, n
XOAEOTUpapivn 4 g, TPEIS POPES TV nglspu, £4V n 6007 TWV 8 g, TPEIQ @upagjrbv nuépa, dev eivat kahwg
QvekT, ® evalAakTikd, xopnyeitat 50 g méoiun_KOviG evepyoromuevou dvBpaka kaBe 12 wpeg yia
owdotnua 11 nuepay. 001000, aveEApTnTa and T dladlkacia Tayeiag anopdkpuvong rou Ba epapuooTel
00 TPETIEL 01T OUVEYELD VA YIVEL ETURERAIWAN e DUO XWPLOTEG EEETACELS e EAAXIOTO PECODIATTNUA 14
NHEPWY, EVE) amattertat negmBoq AVapovng EVAULOT Pnva aro TV TPt HETPNON OUYKEVTPWONS TG
oualag katw Twv 0,02 mg/l €wg T yovipomoinan. T000 1 XoAeaTUPap(vY 600 Kal 1) KGVIQ EVEPYOTIONPEVOU
(GvBpaka evOEXETAL VA ETNPEACOUY TNV ANoppdYnan 010TPOYOVWY Kl TIPOYETAYGVWY, UE ATOTEAEOHA VA
v £&aogahiceTat n aglomoTia Twv aro Tou 0TOMATOS QVIIOUAANITIK®V KATd TN Oldpkela TG dladikaoiag
Tayelag amopdkpuvong pe )S?)\Euwpuul'vn T _KOVL EVEPYOTIONUEVOU GvBpaKa. uviotatal 1 xpfion
EVAAaKTIKGOV peBGdWY avTioUAANYNG. Onhaouog MeA€Teq ag {wa £d€&av aneKkpLan NG TEPIPAOUVOHIdNG
QT0 UNTpIKG YAAa. Zuvenag, ot yuvaikeq mou_ BnAdlouv dev mpemel va AapBavouv TEPLYAOUVOHIDN.
Toviyotnta Ta anoteAgopata PEAET@V 0€ (wa dev katadelkviouv kapia enidpaon ot yoviudtnta (BA.
nuguvpuwu 5.3). Av kat 9€V UTdpxOUV OTOIXEID ATI0 HEAETEG OE QVBPWTIOUG, DEV QVANEVETALETIOPACT u1[||v
u\bé)uél? KQL0Tn Yuvaikeia yoviuotnta. 4.7 d OTNV IKAVOTATA 031YNONG KAl XEIPIOPOU unxnv;ﬁvzo

e

AGIO dev £xeL kapia ) £xel ApEATEQ EMdPAgN TNV (KAVOTNTa oéﬁvnonﬁ KaL X! Hnxavev.
TEPIMTWOn averuBupntwyv aviidpdoewv 6nwg 1 (aAn, n onoia exet avapepBel pe 0 AePAOUVORiON, ™



UNIPWKA ouoia TG TEPLPAQUVONIDNG, N LKaveTNTA GUYKEVIPWONG Kal 0pBig avtidpaong Tou_aoBevolg
EVOEYETAL VA EMNPEAOTEL 2€ QUTEG TIG MEPLTTWOELS, 0L AOBEVEIS TIPETIEL VA ATOYETYOUV TNV 0BT YNAT KAl
T0 XEIPLOUG ugxuvu’)v. 4.8 AvemBupnteg gvépyeleg Mepi 10U MPoik_a0OaAelag ZuvoAika 1.064
ao6evelg ektéBnkav oty TeptpAouvopidn (539 o€ TepipAouvopidn 7 mg kat 525 o TeptgAouvopion 14 mz%
pia Xogun £0N0(WS YA DIAHETO DIAOTNA 2 ETWV O€ OUO EAEYXOUEVES [IE ELKOVIKO PAPHAKO HEAETEG (4

kat 415 aoBeveig 0TiC opddes TepipAouvouioNg 7 mg kat 14 mg, avtioTolxa) kat pia HEAETN OUYKPLONG HE
a\kn 6puurl>gr'é ouoia (110 aoBevelq oe kaBepia AMoO TG 0UadES Bepaneiag pe Iapup)\ouvoulEH% oy
npayparoromenkav oe aoBeveis pe unotporudlouoeg pop@e moAhanAfg okAnpuveng (YMz). H
TEPIPAQUVOION £ival 0 KUPLOG HETABOAITNG TNG AEPAOUVONIONG. To PO A0PAAELAq TG AEAOUVOUIONG
0¢ a0Bevelq (e peuparoetdn apBpiTida N Ywplagikn apBpitida evoeyetal va €xel onuacia otav

Meptypaon emieyuévwy averuBiuntwv avudpdoswv AAwnekia H ahwriekia avapgépdnke wg AEmtuvon twv
TPI@V, HELWREVT TIUKVOTNTA TNG TpIX0QUIaG, andAela pahhiiv, OXETICOUEVN 1 OXt e Tnv akhayn rrbq%uwnn
TWV TpX@Y, 070 15,2% Twv aoBevav mou Aappavav Bepareia pe Tepiphouvopion 14 mg, Evavt 4,3% Twv
Q0Bevav Tou AduBavay 1o EKoVIKG @dpuako. Ot MEPIOOOTEPES MEPUTIOOELS MEPIYPAPNKAV WG DLAXUTES
n ‘ssvu(euue'vsq 0€ 0AGKANPO TO TPIXWTO TNG KEPAATS (BEV avapepBnke MANPNG anMwAela pa. dev& Kat
£KONAWBNKAV KUPIWG KATA TOUG TPWTOUS 6 LNveq kal umoxwpnaav atoug 57 and toug 63 aobeveis (90%)
TIOU QVTIUETWIIOTKAY Pe TEPLPAOUVOpidN 14 mg. Ta mooooTd dlakomig tng Beparneiag Aoyw ahwrekiag
nrav 1,4% otnv opada tepiphouvopidng 14 mg, vavtt 0% atnv opdda Tou eKOVIKOU pappakou. Emdpdoetg
0710 inap And EAEYXGHEVES L€ EIKOVIKO QGPHAKO HENETES TPOEKUYAY Ta EENG:

ouvTayoypagettat tepigAouvopidn oe aoBeveis pe M. H OUYKEVIPWTIKA AVAAUOT) TwV EAEYYOUEVWY UE o 2 -
sl,KOVIX(iqud;‘)ppaKo usgsﬁd)v pa%[aqnxa g 844%585\(5& e ,TI(}TD%HI(]ZQUG(],HD)R(]]TIM’\ ZK)Y%(pHvun b Augnan Tng ALT (Bdoe1 epyaotnp HEVWV) 0UpQwVa e TV KaTdoTaon KaTd TNV
AdpBavav TepLpAouvopidn pia gopd nuepnaiwg. Evidg autou Tou MANBUOHOU ag@AAElag, oL ouxvotepa elgaywyr - MAnBuopdg aopdAeing o€ EAEYXOPEVEG E EIKOVIKO PAPPAKO PEAETES
avapepopeves averuBupntes aviidpdoels 0Tous aoBevels mou Addppavav TeptgAouvopion frav ot &ng:
ypirm), Ao[pwEN TOU QVWTEPOU QVAMVEUOTIKOU OUOTNHATOG, oupoAoiuwEn, mapawonoia, didppold, £IKOVIKG QapPaKD TepipAguvopidn 14 mg
auénpeveg TS ALT, vautia kai ahwnekia. evikd, n 81appota, n vautia kai n ahwnekia nTav fruag éwg N=420 N=413
usrpﬁlag H0PQNG, TAPOJIKES Kal ﬁév odnynoav ouxvd ut:6 Lakor g uvmvnquam)\o 0G avereuuntwv (N=420) =413
QVTIOPATEWY 08 nivaka Ot averBupnTeq avtidpdoelg mou avapepenkav e 10 N
€EAEYXOHEVEG [IE EIKOVIKC OAPHAKO HEAETEG HélanUUIGZOVTgl nup%xdrm‘ 0t c‘ﬂ eo'lr]meq %pl’umxuv aupewva >1-<3ULN 124/420 (29,5%) 205{413 (49,6%)
Je TNV apakatw ouvenkn: moAu ouxveg (=1/10)° auxvég (=1/100 £wg <1/10) oxt uuxvé%(z1/1.0 0 £0g >3- <5ULN 15/420 (3,6%) 16/413 (3,9%)
<1/100)" ondvieg (=1/10.000 €wg <1/j.000§' TIOAU omavieg (<1/10,000) pn yVwoTeg (6€v Uropouv va
€KTIUNBOUV LE BAOT Ta DLABECINA DEDOEVQ). L€ KABE KATNYOPIa GUXVOTNTAG, Ol AVETUBULNTES AVTIOPATELS >3 ULN 26/420 (6,2%) 25(413 (6,1%)
TagivopouvTal jie 0€lpd pBivousag 6opapoTNTa. S5UN TI/420 2.6%) i3 2.2%)
Karnyopia/ Tokd >10 ULN 6/420 (1,4%) 4/M13 (1,0%)
l;%vﬂll]\al:: MoAu ouxvég Zuxvég 0x1 0uxvég | Zmdvieg TR >5- <20 ULN 9/420 (2,1%) 713 (1,7%)
Fr— >20 ULN 2/420 (0,5%) 2/#13(0,5%)
Fpim, NapappivokoATiTida, ALT >3 ULN kat TBILI >2 ULN 1 1
Nowageigkat | Aofuwgn Tou Oapuyyitda, Kuotitda, ., i . . ) L . .
. . ‘ P Hrueg auénoelg g tpavoapvdong ALT of TipEG xaunAdtepeg 1 ioeg pe 3x ULN mapatnprBnkav o ouyvd
napaotT@oels |avitepou - floyeviiq yaoTpevtepitida, TG 0PAdES TIoU Adppavay TepIOAOUVORID] ar’ X oTIQ ougﬁaq T0U EIKOVIKOU oapuﬂxouq-l OUXVOTNTa TV
(BA. QVAMVEUOTIKOU | ZTOMATIKGG €pTing, augnoewv dve Twv 3x ULN fitav nap6pold o€ 6Aeg Tig opddes aywyhg. AUTEG ol QUEROEIS OTIC TIHEG TG
napdypago 4.4) \puotiuaros, - QBovrih JofuEn 0 TOLON TS GHeNTe. 0 YPOVEC URoYopIO: UMVOIKE AT AMVEC S K Xoovid, EXSpAOERS BT
Oupohoiuwgn AGQUVW@'TD[XW’UM aPINPIAKT) TiEDT) 2€ a)\ap(dusvs e EIKOVIKG pAppako HENETEQ TEKUMPLOBNKAY Ta sEq’é: - T) OUOTOAIKT
TV 0BV appuakn mieon ftav >140 mmHg 010 18,6% Twv aoBevav Tou Adupavav tepiphouvopidn 14 mg/nuépa,
Avaul g€ gUYKPLOM pe T0 17,8% Twv aoBevav rou Aaupavav To eikovikd ApUaKo® - n GUOTOAIKT) apTnpLakT Tieon
AlaTapayes Tou Avaiula, gmv >160 mmHg 070 4,1% TV a0Bevav o AduBavav Tepphouvopidn 14 mg/nuépa, oe OUYKpLON e T0
. Hruag ,6% TV 0BgVAV ToU AauBavav To eIKoVIKG wdpglum' -1 dla0TOAIKT) apTNPLaK” maor_}ﬁmv >90 mmHg a10
aoroumtkoy Oudeteporevia (BA. HOPONG 20,3% Twv a0Bevav ou AdpBavav tepiphouvoptdn 14 mg/muépa, o€ oUYKpLon pe 10 17,1% twv aoBevav oy
Kat tou 106000 4.4 BoouBomevia Adupavav to EIKOVIKG Qdpu ,Ko.Amuw{ethauaharsqghawousvac £ £LKOVIKO OGppaKo, devapatnpibnke
AEHQIKOU napdypago 4.4) poup Tevt uugnun TV 00Bap®OV AOILOEEWV HE TNV TepLPAOUVOpiON 14 mg (2, %& 0€ 0UYKPLOT] IE TO EIKOVIKG QAPNAKO
GUoThNaTo (awpometdhia 2,1%). 20BapES EUKAPLAKES NOWEELS auveEBnaav 1o 0,2% Tng Kdbe ouuéug. AuatoAoyké emopaoeis
votnuatog <100 6/l) Mia pgon pelwon nou ennpedlel 1ov aptBpo Twv Aeukokuttdpwy (WBC) (<15% amd ta enineda kata v
£VapEN, KUPIWG HEiwON TV OUDETEPOQIAWY Kal TwV AEUPOKUTTAPWY) TapatnpriBnKe € EAEYXOUEVES
p 0 \ i 0 i
Awatapay€g tou H Iy ‘ HE EIKOVIKO @apuako 0oKIES e To AUBAGIO, av kat peyahltepn pelwon mapatnprénke oe KAmooug
QV000TIOWNTIKOU TUES AAAEDYIKEG a08eveic. H [eiwon 0To €00 apiBud ané Ty Evap&n ouvéRn katd T DIGPKELD TwY PO TV 6 EBOOUAdWY,
. avtiépdoelg peta muﬂsponongenks JAE TNV TIGP0J0 TOU XpGvOU KaTa T dLdpkela TG aywyNg, ahhd oe uslmg.wva enineda
guotnparog (uledrsé)n ano 15% petwon and my évap rQ H enidpagn oTov apiB6 epuBpokuTTdpwy (RBC) (<2%) Kat
WuyaTpiké aTov aptBpd Twv aponetaAivy (<10%) frav lVﬁISPOéKﬁHM]‘.FK I | Ze eAeYXOpEVEQ PE
A AyxoQ £1KOVIKO OAPHLAKO [IEAETEC, r]ﬁ n TEpL HEVIG TIG OAUVEU( KTl
dlatapaxég H0VOVEUPONABELaG (TLy. UVOPOLO Kapriaiou owhiva), avagepBrke ouxvoTepa o€ a0Beve(s mou Aappavay

loxwahyia, Z0vdpopo

Awatapay£g tou Kapruaiou owAfva,

VEUPIKOU Napawodnoia | Ynepawodnoia,
OUOTARATOG Neupahyia, Mepipepikn
veuponadela
Ayyelakég Ynéptaon (BA.
dlatapay€g napdypago 4.4)
Mwatapay€g tou
Fivre
Tou B@paka Tveuo-
vonadela
Kattou
pecoBwpdxiou
Awatapay€g tou |Adppota, ‘Epetog, ’
yaotpevtepikou | Nautia 0dovtahyia Maykpeatinda
Awatapay€q Tou
0€ppatog kat . Egdvenua,
TOU UTdOpPLOU Aonekia Ak
10T0U
Awatapay£g tou
HUOOKEAETIKOU MuookeAeTIKGG
0uoTHHATog Kat movog,
TOU OUVJETIKOU Muahyia
10100
Awatapay€ég Twv
VEPPOV Kal TV MoAuoupia
0UPOYAPWY 0DV
Aatapayég Tou
avanapaywytkol .
0UOTANATOG Kat Minvoppayia
T0U paotol
TevikEg
dlatapay€eg
Katkatagtdoeg ‘Akyog
mg 0dou
Xxopriynong
AUgnon ™G Y-

yhoutapuAtpavagepdong

AvEnon (GGT) (BA. mapdypago
auwotpavoge- | 4-4), AUENON aoriaptikii
5 QuWVOTPa-vopePaans
paeng Mg .
Hupquvméq akavivng /(\[:1}\1» ;g&ugggg)&“"‘)'
e€etdoelg (ALT) (BA. Meitwon umaum]y
Tapaypago oudetepogilwv (BA.
44) napdypago 4.4),
Meiwon apiBuol
Aeukokuttdpwv (BA.
napaypago 4.4)
Kakwoelg,
onAnmplaoeig

Meta-Tpaupatikég

Kat EMUTAOKES nvog

Bepaneutikav
XELPLOPGY

TEPIPAOUVOUIDN 08 0{$0n Ji€ 0BeVELS Mou AApBavayv To EIKOVIKO PAPHAKO, 2TIG EAEYXOUEVES UE EIKOVIKG
gupuukq BAOIKEQ PEAETEG, N) ETIMTWON TNC MEPIPEPIK , OTWG Ut ano
OKIMAOIES aywylHoTNTag vedpou, frav 2,2% (15 arno toug 685 aoBevels) oty opada TepipAouvopidng
14 mg, o¢ 0UV7Kpl0I] Je 0,6% (4 arno toug 708 agBevels) aTnv opdda Tou ElKoVIkoU papudkou. H aywyn
BlakornKe 0 7 A0BEVEIS e MEPLYENIKT VEUPOTABELQ Kal 4 ard Tnv opdda teptphouvoptdng 14 mg. Meta
™ dlakomm g ava)vng, avagépBnke Bertiwon o€ 2 aré autolg Toug aueavai. NeorAdopiata kaAorén,
Kakon@n kat i mpoooloplojiéva (eptAauBavoviar kUgTe kat moAunodes) Aev gaivetal va undpyel
QUENHIEVOG KIVOUVOG KAKONBEOG e TNV TEPIPAOUVOLION aMG TNV EPTEIA TWV KAVIKGY JOKILGY. O
Kivouvog G, 1dla{tepa Aepgoi AaoTik@v olatapaywy, eivat augnue‘vog Jie T Xprion KAmolwy
a\wv mapayéviwv mou ennpsdﬁ)uv T0 avooomonTikd olugtnua (emdpacelg katnyopiag). Avagopd
uBavohoyouevwV_aveTBUUNTWY evepyeldv H avagopd muBavoAoyoUuevwy QVETBUUNTWY EVEPYELOV
MeTa and m xog\nvgun (8etag KukA0gopIag TOU GAPUAKEUTIKOU MPOIGVTOG lval ONpavTKn. Emutpenet m
Ouvex1 apakoAouBnan g oxEanNg 09EAOUG-KIVEUVOU TOU GAPUAKEUTIKOU TPOIGVTOG. ZNTE{Tal and 1oug
£MAYYEAUATIES TOU TOPEX TNG UYELOVOUIKIIG MiEPIBAAYNG va avuwégouv oToLeadnnote mbavohoyolpeveg
avameUpmacBevé vsw%us’um T0U €BVIKOU 0UOTARATOG avagopdg EAAGda EBvikdg Opyaviopdg dappdkwv
Megoyelwv 28 0ag: + 30 21 06549585 lotdtonog: http://www.eof.gr. 4.9 Ynepdooohoyia Zuuntwuata Aev
Undpyet epmeLpia OXETIKG pe TV unepdooohoyia 1j T ONANTNEIaoN arnd TepIpAoUVOLIdY o ave pwnoug.
TepupAouvopidn 70 mg nuepnoiwg Xopnynenke yia peyoto diaotnua 14 nuepdv oe uyn atopa. Ot
uvemeukmeq avTIdpAoelg ouppwvoUoav [ie To POYIA aopdAelag TG TepIAOUVOLIONG 0e aoBevels
pe M2, AVIUeTOnon e mepintwon ug(anmq urepdooohoyiag 1 Tu&lkomjum ouviotdrat ng(o nynon
XOAEOTUPAUIVG T} EVEPYOTOMNUEVOU GVBpaka yia Ty emTdyuvon g anoBoAng. H ouvigtdpevn dladikagia
arnopdkpuyong eivat r;\xopnvnunl XOAEOTUPAUIVNG 8 g, TPEIS ngqpe’q TV NuEPa, yia didotnua 11 nuepwv.
Edv quT dev elval kaAWg avekTo, Umopel va xpnatuorotnBel 0601 xo)\emupuuwné 4 g, TPEIG POPES TNV
nuépa, yla didotnua 11 nuepwv. EvahakTikd, 6Tav n xoAeaTupapvn dev eival dlabgatun, propel emiong
va XREUIUOHGIHW evepyoroimuévog avBpakag 50 g, dGo opeES TNV Nuépa, yia didotnua 11 nuepwv.
ErumAcov, n xoheatupapivn i 0 evepyoromuévog GvBpakag dev xpelaleTal anapaimra va xopnyouviai oe
010X IKES lklEgE , €4V anatteitat kAt €010 yla Adyoug avcxr’]ﬁ_l(ﬂ)\. napdypago 5.2).
6. OAPMAKEYTIKEZ NAHPO®OPIEZ: 6.1 KataAoyog ekdoxwv Muprivag dlokiou ® AakT6{n Hovoidpikn
® (uuho apaBOOITOU ® KUTTAPIVI WKPOKPUOTAAAIKT) @ AUUAO KupBroEupsquLmus'vo vatplolxo (turou
A) e UGOO%UHDOHU)\QKUTTQDIV © |10yVN010 0TEQTIKO ETUKAAUWN BLok(oy @ uripopeAloln @ Titaviou
0lo&eidlo (E171) @ TaAknge noAualBulevoyAukoAn 8000 e Adka apythoUxou Wotkokapuiviou (E132)
6.2 AgupBatoTnreg Aev gpapudletal. 6.3 Aidpkela {wig 3 xpovia 6.4 I3iaitepes mMpoQUAGEEIS
Kard TN @UAGEN TOU MPOiGVTOG Aev UTAPXOUV EIDIKEG 00NYIES DlATAPNONG Yid TO MPOIOV AUTO.
6.5 Ouon Kol ougTaTIKG Tou MEPIEKTN KUYEAEG MG AAOUNLVIO TOTIOBETNUEVEG OE KAPTENEG &14
KalL 28 £MKAAUPEV PE AETITO UMEVIO OLOKLA) KAl OUOKEUAOHEVA O€ KOUTIA ToU TiepLéyouy 14, 28,
84 (3 kaptéleg Twv 28) kat 98 (7 kaptédeg Twv 14) snma)\uxusva e Aemto upévio Olokia. Kabe
Kaptéla eivat mnoesrr(]lus'vn 0€ TIPOOTATEUTIKG TiepiBAnua. Alatpnteg Kupéleg, povadwv d6ang
ang ahoupivio, o€ KouTid rtou meptExouy 10x1 emukaluppeva pe Aemtd upévio diokia. Mmopei va unv
KUKAOQOPOUV OAeG 0L gUTKeUaales. 6.6 I1aiTepeg mpoguAdgels andppiyng Kabe axpnatpornointo
(PAPHAKEUTIKO TPOLOV 1) UTIGAELPPA TPETEL Va amoppinTeTal ouPQWva e TIg Katd Ténoug loxiouoeg
oxéukéq Blmditstg.
7. KATOXOZ THZ AAEIAZ KYKAOOOPIAZ
sanofi-aventis groupe
54, rue La Boétie
F-75008 Paris

[aAAia
8. APIBMDZ(OH AAEIAZ KYKAOOOPIAZ
EU/1/13/838/001

EU/1/13/838/005

9. HMEPOMHNIA MTPOTHZ EFKPIZHZ/ANANEQZHZ THZ AAEIAZ

Hgsﬁmnp/iu Tl L‘"ﬂﬁ EXKplU ¢: 26 AuyouaTtou 2013

}222015 OMHNIA ANAGEQPHZIHZ TOY KEIMENOY

EvdelkTiki Alavikn T 1347,95€

Agrttopepn TANPOYOPLAKA OTOLXED Yia TO TapoV q)c})uaksunkd TIPOiov eivat dlaBgatpa oTov SIKTUaKG
1610 Tou Eupwnaikou Opyaviopou dappdkwv: http://www.ema.europa.eu.

GR.TER.14.06.03

Bon6rjoTe va yivouv Ta pdppaka mo ag@ahr kai
AvagépeTe
OAEZ Tig avemBupnTeg EVEPYEIEG YIa
OAA Ta pappaka
ZupmAnpwvovTtag Tnv “KITPINH KAPTA”




HMEPEX KAINIKH2Z NEYPOAOT AL 2014

1aBBarto, 27 LentepBpiou 2014

09:30 — 14:30

09:30—10.00

10:00-10:30

10:30—11:00

11:00-11:15

11:15-11:45

11:45—-12:15

12:15-13:00

MoManAn IkAApuven

Moppéc — KAwvikn elkdva — Alayvwotikd kpunpla
Mpoedpeio: I". Mkékag
Opntng: B. XouAhdpa

MaBoguatoloyikol pnxaviopoi - MaBoAoyoavatopikég aAAOLMOELS
Mpoedpeio: A. Nanadnpntpiou
OpntAg: K. Kuhvtnpéag

Anewoviouka / Akuvopop@oAoyikd Xapaktnpiotikd atnv MoAanAh IkAhpuvan
Mpoedpeio: 6. Bwpaidbng
OpntAg: A. Koupouong

AwdAeppa

Noofpata nou pouvtat tnv MoAanAh IkAnpuven
Mpoedpeio: 6. Bwpaidng
Opuntng: K. BoupBoupdkng

Bepaneutikég apxég — Enhoyn Bepaneutikol Ixhpartog.
Mpoebpeio: |. Muhwvag
OpntAg: E. Aapbuwtng

Mapouciaon neplotatikwv — Lugatnon
Mpoedpeio — IxOAw: |. Mulwvdg, I'. Tkékag
Mapouaiaon: B. Koukouvn, |. zubakng, B. Xouhdpa
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fampyra 10 mg
AloKio TOpATETOpEVNC arroééopsuonqé

@aurnpidivn

To FAMPYRA® 6iatiBetal oto epndpio and v Biogen Idec International, GmbH, katéniv adeias and mv Acorda Therapeutics, Inc. kai napdyetal katoniv adeias

ano v Alkermes Pharma Ltd IpAavdias, xpnaiponoimvias v texvohoyia MatriX Drug Absorption System (MXDAS™) tns Alkermes. To FAMPYRA® eival onpa
katateBev s Acorda Therapeutics, Inc.®

la ouvtayoypa@ikés nAnpo@opies avarpé§ate otn oelida 11 tou eviinou. Mepaitépw nAnpogopies diatiBeviar and tn [€veois Odppa.

G E N E SI S A. Kngioias 274, 15232 XaAavépi, ABiva R . ‘
TnA.: 210 8771500, Fax: 210 6891918 b d
e-mail: info@genesispharma.com ‘ ] Oge n ] e C

p h darma www.genesispharma.com ‘




N vTo (dppaKo auto T{)\{I uno oupn)\npmunnkn napuxo}\ouenun Avto Ba znnpapsl Tov Tah mpoadloplopd véwv mnpogoplav acpdhelac. Znteitat amé Toug enayyeAarie Tou

fa m py r a ] O m g TOJIéa TG Lyelovoy Opnte evépyetec. BX. mapaypago 4.8 yia Tov Tpomo avagopdg avemBUNTLY evepyeliy.
- 1. ONOMAZIA TOY OAPMAKEYTIKOY IlPoIONTO): Fampyra 10mg ﬁwma nupumapsvnc anofrzuusuung 2. NMOIOTIKH KAI NOZOTIKH ZYNOEEH Kdbe diokio naparetapévng

QDiokia mapartetapévng ano&’cuw é Tepiéyel 10 mg Sivng. 3. GAPMAKOTEXNIKH MOPOH Atokio 0¢ ‘Eva umoheuko, £V0 1€ NETTTO Upévio, WOEIbES, appi-
Qaump o) [vr] KupTo dlokio, Slaotdoewv 13 x 8 mm e eminedo dkpo, jie yapaypévn Ty évdeién «A10» ot pia mheupd. 4. KAINIKEE TAHPO®OPIEX 4.1 Oepancutikég evdeieig To Fampyra
evdeikvutat yla  Pektiwon g Padlong oe evihikeg aoBeveic e okhjpuvan katd mhdkag, ot omoiot mapouatdlouv avikavdtnta Badiang (EDSS 4-7). 4.2 Aogohoyia Kat Tpémog

Yopriynong H Bepaneia pe 1o Fampyra meptopiCeta ané T ouvtayoypdenon kat umo Ty enifheyn latpev mov SiaBétouv epmelpia ot Slayeipton g okAqpuvang katd mhakag. Aosohoyia H ouviat@pevn 6oon eivat éva diokio Twv 10 mg, 8o popéc Ty npépa, kabe 12
@pec (éva diokio o mpuwi kat éva diokio To padu). To Fampyra Sev Ba mpénet va yopnyettat ougvGtepa rj oe ieyahitepeg dooeig amd g opevec (B. mapaypago 4.4). Ta diokia Ba mpémet va hapBavovrat xwpic tpog. Evapén kat AStohdynon g Bepaneia e Fampyra
« H apyikr} ouvayoypaepnon Ba mpénet va meptopiCerat o€ 2 eBSopddec Bepaneiag kaBig Ta kAWK 0géNn Ba mpémet yevika va ejipavioTody vidg 2 edopddwy petd and Ty évapén Myng Tou Fampyra « Zuviatdrat n dievépyeta ypovopetpnyiévng Sokipaoiac adiong, my.
Xpovoperpnpévn Badion 25 modiwv (8 mepirou pétpwy, Timed 25 Foot Walk, T25FW) yia v agtohoynon g Bektiwong petd and duo epdopddec. Edv dev napatnpnei kapiia Pektiwon, o Fampyra Ba mpénet va dtakdmetat. « To Fampyra 6 mpénet va Slakometal eav dev

avagepBei kdmoto dgeNog amd Toug aoBeveic. Ex véou alohdynan ¢ Oepanteiac e Fampyra Edv mapatnpnBei peiwon m tkavotnTag Badiong, ot latpoi Ba mpémel va e€etaoouy To evdeyojs 6youv T Bepaneia, MpoKelévou va f100uv Ta 09\ Tou Fampyra
(BA. mapandvw). H enavagiohdynon Ba mpémet va mepthapBavel ) Slakorm g Aqyng Tov Fampyra kat m dtevépyeta T dokipaoiag fddiong. H \qyn tou Fampyra 6a npémet va Stakomerat v dev undpyouv mhéov o@éhn yia Tou aoBeveic wg mpog T fadton. Adon mou
‘napaheipBryke Oa mpémel {tatndvia o advnBec Sosohoyikd ayijyia. Aev Bampémei va AapBdverar Sk doon), edv mapahetpBei ia S6on. Hhwiwpévot dvBpwriot H vegpiki Aertoupyia Ba mpémet va eNéyyetat atoug nhIKiwpié Jpcomioug mpiv and v vapén me
Bepaneiag pe Fampyra. Zuviotdrat n apakohovBnon g veppikric Aerroupyiag yia Ty avixveuon Tuyov vegpikiic 8 pyiag otoug nhiktwpeévous avBpamouc (B). mapdypago 4.4). AoBeveic e vegpikii Suokerroupyia To Fampyra avtevdeikvutal o€ aoBeveic pe fima, pétpia
Kat 0oBapr} vepiki} Suokerroupyia (kaBapan kpeatwivig <80 mi/min) (BA. mapdypago 4.3). AoBeveic 1 nmatikr) Suakermoupyia Aev anarreital mpocappioyr} T 60onG yia aoBevei e natikr uakerroupyia. Nadtatpikoc mnBuopdc H aopdheta kat n anoteNeopatikomTa
o Fampyra o€ maudid nikiag 0 éw 18 excov Sev éyouy aKouu TekpnpwBei. Aev undpyouv dlabéotpa Sedopéva. Tpdmog xopriynan To Fampyra mpoopiCetat yia xprion amo tou otopatog. To dlokio mpénet va katamivetat oAokAnpo. Aev mpémet v Slaupetat, v BpuppartiCetal,

3 (ot va paotétat. 4.3 tel jaom 5ivn 1 o€ kd 6 1a ékoya. Tautoypovn Bepaneia e dAa papy ampoiovra mou mepiéxou papmpidivn (4-ap ivn). AoBeveic pe OHEvo (0TOPIKO 1 TpéYouTa
epavion emAnmrikav kpioewv. AoBeveic e Ama, pétpia i copapn vz(pplkr] Guokertoupyia (kaBapon kpeamviviig <80 mi/min). Tautoxpovn xprion Tou Fampyra jie pappiakevTika mpoidvta ta omoia ivat uvaamhzl( Tov opyavikol Katiovikol petagopéa 2 (OCT2, Organic
Cation Transporter 2) ylanapddeiypa, oenidivn. 4.4 Ediké Ka NG kavd m xprion Kivduvoc epgdviong emnmukav kpioewv H Bepaneia e papmpidivn augavet tovki Jpaviong emnmikev kpioewv (BX. mapd 4.8).To Fampyra
Bampémet va Yopnyeitat e pocox] mapousia onolouiioe napdyova o omoiog, zvé{)(aawa Jeldoe1Tov 0udo Twv emAnTikav Kpioewv. H xopriynon Fampyra a mpénet 0 0¢ aoBevei¢ mov mapouold £ Kploeig evo Baovar oe Bepaneia.

Negpiki) duakeroupyia To Fampyra amekkpivetat kupiw apetaBhnto amo Toug veppolc. Ot aoBeveic e veppikii 8 Ipyia éouv UPNAGTEPEC UYKeVTpOEIC oTo MAGoHa Tov ayeTiCovrat e auénpéves avemBupnTeg evépyete, e1dikotepa veupohoyikés emdpdoeic. 0
KaBoplayidc TG vegpikiic Aetroupyiag mipiv amd ) Bepaneia kat n TakTiki mapakohoBnor g katd m didpketa g Bepaneiag ouviotdrar yia ohoug Toug aoBeveic (€1dikdTepa yia Toug nAIKIWHEVOUS avBpWITOUG, Twv omoitv 1 VepIKI Nettoupyia evaékeTalva eivat petwpiévn).
Hkabapon kpeatwivng pmopeiva smunesl Ypnotporolvrag Tov omo Cockroft-Gault. To Fampyra Sev 6a ﬂpEIIEl va Xopnyeitat us aoBeveic pe veppikr Suakeroupyia (kaBapan kpeatvivng <80 ml/min) (B, napuvpaq}o 43). Anunsnal TpoooyT K(lTﬂ TN ouvTayoypagnon Tov

Fdlnpym e papy (i mpoidva T omoia € pwpatatou 0CT2, ylanapad: 6 ivn. Aviidpdoeic unepevaiobnaiac Kata v eumelpia ped v (pop Qapy v ayopd, éy (pepBei dopapéc
p p i BV TG avag fic avtidpaonc), v 6T QUTGY TV ) IpOUOIAOTIKE VGG TG TpaTrg opiada Bepanciag. IStaitepn mpocoyr} Ba mpémet va divetar oe aoBeveic e mponyoljievo tTopikd
IMepyIk@v avribpdaewv. Edv map { kdmota avaguaktik 1} G\ copapr u)\}\zpvlkn uvnépuun, n Xopriynon tov Fampyra 6a mpémet va lakomTerar Kat va pny Savapyiler. AMeC npnzléonulnoelg Kat mpogudgelc To Fampyra 6a mpémet va yopnyeitat pe mpocoyl}

0y P

0¢ aoBevelc pe kapdiayy UTTOHATA KAPOIaKWY &V T0U PUBOU Kat TG ¢ (autég ot emBpdoei ¢ mepimwon umepdooohoyia). Yndpyouy ie¢ aopaleia yia autolg
Toug aoBeveic. H aunpévn emimtwon {ang Kat Slatapayric g Lopporiag mov mapatpeital e To Fampyra eivat Suvatd va mpokahéoel auénpévo kivbuvo meioewv. Zuvenag ot aoBeveic mpénet va )(pnmuonotouv Bon6ripata Badiong omwg amarteital. Ze KMVIKEC HENETES,
mapampriBnkav xapnAoi apibyioi Aeukokuttdpuwv 0o 2,1% Twv aoBeviv mou AdyBavav To Fampyra évavti 1,9% Twv aoBeviv mou AdyBavav eikoviko gdppaxo. Eyouy mapatnpnBei Noywéerg atic KNVIKEC peNteg, Omewg avagépeta mapadtw. Aev imopei va anokheloTei n
auénpévn auyvoTITTa AoHWEEWY Kat 1) Peiwon Trg avooohoyIKIlg amokplong.

Mehéteg eENeyXOpEVEC JIE EIKOVIKO Qdppako 202/203/204

Kmnvo?ia/opylltvmé choTpa Euoviko papparo (N=238) Fampyra 10 mg 8Uo popéc v npépa AZI]IG* e emimTwon 21'% 010 F'ampyra

Mponipwpevog 6po¢ (N=400) £VQVTLTOU £IKOVIKOY QapdKoy

Nooéei kat 00€1¢ (202/203/204) 59 (24,8%) 124 (31,0%) 6,2%

loyevij¢ yaotpevtepinida 4(1,7%) 6(1,5%) -

|Tpim 0(0%) 6(1,5%) 15%

Pwogapuyyitda 4(1,7%) 14(3,5%) 1,8%

| Mveupiovia 1(0,4%) 4(1,0%) -

Napapp i 8(3,4%) 6(1,5%) -

Noijiwén Tov aveTepou avanveoTiko ouoTApaTOC 15 (6,3%) 20 (5,0%) -

Oupohoipwén 20(8,4%) 48 (12,0%) 3,6%

loyevi¢ oipwén 1(0,4%) 6(1,5%) 11%

*AZNe - vpnta ZupBavra mou Mpoky and m Ogp

45 AMnAEm&paoﬂc pedia wa(;pununxa Tpoidvra Kat dAAe pop@é ok idpaong Mehétec alnhembpdoewy éyouv { j6vo oe evijhikeg. Avtedeikvutat n Tautoxpovn Bepancia e AA\a papyakeuTIkd mpoidva, Ta omoia EPIEYOLY papmpl-

Blvn (4-apvomupidivn) (BA. 43).H i BAMETat Kupie¢ Héow TwV VEPPGY, onou 7060% amoBaN\etat e evepyr VEq)len £xkpton. To OCT2 ivat 0 petapopéa mou €ivat umedBuvog Vlﬂ T €vepyr EKKpLON TG papmpioivng. Emopéveg, n Tautoxpovn

Xpiion divne e  mpoidvta ta omoia eivat avaotoheig Tou 0CT2, ya mapd noipendivy, i (BA. mapaypaqo 4.3) Kat n Tautoxpovn )(pnun VNG HE Papi ampoiovta, T onma eival pwpata tov 0CT2, yia

Kuszﬁl)\o)\n, TiponavohdA kat peTgopyivn Ba mpémet va vlvzml e mpoooyr} (BA. mapd 4.4). Ivteppepovn;: 1 papmpidivn éxet yopnynBei Tautoxpova pe Ty wieppepdvn ria kat dev i BpdaeC pie pappe G mpoiovra.
paivry: 1) papmpidivy éxet xopnynBei Tautoypova pe T Baxhopaivy kat Sev fiBnKav ¢ ¢ ah dpdoeiC e papy ( mpoidvta. 4.6 fovipdnTa, KUnon Kat yahouyia nyuuo n Aev dlatifeviat dedopiéva ayeTika pe T xprion e

apmpidivng oe éykueg yuvaikec. MeNéteg oe (wa katéderéav avamapaywyikr To€IkoTTa. Zav mpoNqITTK péTpo, elvat mpoTinTéo va amogedyetat ) xprion Tou Fampyra katd ) Sidpketa T eykuootvng. Onhaayoc Aev eivat yvwotd v n gapmpidivn amekkpivetat oto

avBpimvo r} oto {wikd ydha. To Fampyra dev ouviotdrat katd T didpkeia Tov Briacyiod. fovipotnta Te pehétec oe {oa, Sev napatnprBnke kapia nidpaon ot yoviudtnra. 4.7 EmSpaoceig tm|v IKavoTTa 051jynong Kat XEtpiopou pmxavev To Fampyra éxel pétpia

enibpaon oy lKuVOl'l]Tﬂ nénynonc Kal XEIpIOHOU pnyavay, neidri 1o Fampyra pnupu va ¢01(0\n. 4.8 v evépyetec H aogpdeta tou Fampyra éyet ynOei 0 KANVIKEG ui)\m;, € AVOIKTEC OVIEG peNéTeg, Kaew(
Katpeamy @apydxov. Ot 0 wmym( (pépBin i 4 Ba u.w.y.u.\.. Kpion, almvm avxog Slatapayr ¢ lopportiag, (M, Joia, Tpojo, €000 Toyeyovog auto oupg
e ™ gappakohoyikn Spdon e divne. Ta i 0 EVEPYELQV TIOU £YOUV QVayVWPIOTEl amo e 0 Qdppao dokiyiéc oe aoBeveic e akhipuvon katd mhkag, 6Tav To Fampyra xopnyrBnke otn ouvioTwyievn doon éxouv
avagepBei w¢ oupohoipwen (nepimov ato 129% Twv aoBeviv). O1 avemBipnTe evépyetes mapouatdlovial { dxamny ,' 6 oGotnpa kat andhutn ouyvomTa. O ougvetneg opiovrat wg e€ric: mohU auyvég (= 1/10), ouyvéc (= 1/100 éuwg < 1/10), 6y ouyvég
(= 1/1.000 ¢ < 1/100), omavie (= 1/10.000 éwg <1/1.000), mokd omavie (< 1/10.000), jn yvwotég (Sev punopoty in6ouv pe Buon Ta SlaBéotpa dedopiéva). Evro kabe opddag ouyvotnac, mapouatdlovial avemBipnTeC evépyeteg e oetpd pBivouoag copapotrac.
Kamnyopia/opyaviké svotnpa MedDRA AvemOupnm evépyeia Kanyopia suxvotnrag
Noiieic ka mapaortwoeic Oupohoipwén Tohu ouyvéc
Datapayéc Tov avogomountikoy ouoTAATOC Avaguhagia, Ayyetooidnua, YmepevaioBnoia 0yt ouyvéc
Yuylatpikéc Siatapayéc Aumvia, Ayoc Tuyvéc
Emnuikn kpion 01 ouyvég
Niatapayég Tov veupiko ouoTApATOC
1aln, Kepahahyia, Awatapayr} T toppontiag, MapatoBnoia, Tpopog Tuyvég
Ayyelakéc Slatapayég Ynotaon* 0yt ouyvég
Matapayéc Tov avanveuoTikol ouoTAUaTog, Tou Bpaka kal Tou pegoBwpdkiou Adomvota, Dapuyyohapuyyiko ahyog Juyvée
Diatapayéc Tov yaotpevtepikol Navutia, Epetog, Auokotvdtna, Avomeyia Tuyvéc
Marapayéc Tov Séppiatoc kat Tou umo§oplov 1oTol E€avenua, Kvidwon 0yt ouyvéc
Diatapayéc Tov uooKeNeTIKoU UOTHATOC Kal Tou ouvdeTIkoD 1ToU Oogualyia Tuyvéc
) ) ) o E¢aabévion Tuvéc
Tevikéc Siatapayég kat kataotdoei G 0500 yopAynang BupaKik] Suopapia” T—
*Ta ) i f maiolo g
Meptypar emheypévwv avemBopnTw evepyelov Emnaie kpion Ano Ty ejimetpia petd my Kukhogopia Tou pappakou, éyel avagepBei emhnmrikn Kpion, ) cuyvoTTa e omoiag ev elvat yvwotr (Sev pmopei va extiynBei e Bon ta 5109£c||.|a Sedopéva). la nzploumsps(
TANpOQOpieC OXETIK( 1€ Tov KivGuvo eupaviong zmhnmmmv Kpiogwv, avatpé€Te oTi napaypdgoug 4.3 Kat4.4. Ynepevaiobijoia Kava v epmeipia jietd mv kukhogopia Tou gapyidkou oty ayopd, éxouv avagepBel aviiopa p ] Hévne Mg
§iac) ot omoieg mapouoid ¢ ouvduaopO yie éva 1) MEpLoadTepa amo Ta mapakdrw: uomvola, Bwpakikr) Suagopia, umdtao, ayyetooidnpa, e§avBnpa Kat kvidwon. fa mep pe¢ Apoopieg OKETIKd e TI avriopd \oiag, avatpéCTe ot
Tapaypdqou 4.3 kai 4.4. Avagopd meavo).oyovuszv avemBUpnTw evepyeidv H avagopd mbavohoyodyievioy uvsmSuummv EVEpYEIY pfru ano xopnvnun dbelag Kux)\oq)opla( TOU (aPHAKEVTIKOD MpoidvTog eivat unuuvnkr] Empénel m auveyi} mapakohoubnon g
0xE0ng 0pENOUG-KIVOUVOU TOU QAP (0 mpoiovTog. ZnTeftal amé Toug mayyeharieg Tou Topéa g Ly OpnTeq evépyeleg péow Tou eBvikol suaTrpatoc avapopdc: ENNada EBvikoc Opyaviopd

Oapudkwy, Meooyeiwv 284, GR-15562 Xohapyoc, ABva, Tn\: + 30 21 32040380/337, Oaé: + 30 21 06549585, lotéromog: http://www.eofgr Kimpog Dappakeutikéc Ynnpwlsc, Yroupyeio Yyeiac, CY-1475 Aevkwoia, a€: + 357 22608649, lotéromog: www.moh.gov.cy/
phs 4.9 YnepSoaohoyia Lupmapata Ta ofa ouprmapata m unepdocohoyiag Tou Fampyra fitav oupBata e m diéyepon Tou Kevpikob veupikob cuaTrpiatoc Kat mephdpBavav abyyuan, Tpopo, epidpwon, emhnmrikn Kpion Kat apvnoia. Ot avemBUpnTes evépyetec oTo
KEVTPIKO VEupIKO aboTna o€ upnAéc 6oeic 4-apvomupidivng mepapBdvouv alyyuon, EMANTIKES Kpioeig, emAnmrik} Kammaun [smus epilepticus), axouoteq kat XopeloaBETwOIKéS KlVr]UEl( Ale¢

avemBupnTeg evépyeteg o uPnAéc Soaeig mepapBavouv MePITTRIOEIC Kapdiakwv appuBiav (yia mapadely Kat Bpadukapdia) Kat Koakr ia W BonBhote va yivouv

mbavi¢ napdraon Tou élamnumoc Q. Exouv AnpBei, emiong, avagopég yia undtaon. Avtytetamon Oa mpénet va napéyetal umooTpIKTIKT] ppovrida oe aoBeveic mov éyouv Adpel unepBohikr) 6oun a pappaka nio acpani Kai
Qappdkov. la v evn entnrrik SpaoTnpi6TTa, Ba mpémet va yopnyeitar Bepaneia pe Pev{odiadenivn, gawutoivn i dhn kataMnAn oeia avriemAnmrikr Bepaneia. 7. KATOXOZ THE Avagépete

ADEIAZ KYKNO®OPIAE Biogen Idec Limited, Innovation House, 70 Norden Road, Maidenhead, Berkshire SL6 4AY, Hvwpévo Baoideto 8. APIOMOZ(01) AAEIAZ KYKAO®OPIAE EU/1/11/699/001, OAEE us aveniBUUNTes EVEPYEIES yia
EU/1/11/699/002, EU/1/11/699/003, EU/1/11/699/004 9. HMEPOMHNIA NPQTHE EFKPIZHE/ANANEQEHE THE AAEIAZ Hytepopnvia npu’nncévxpwng: 201ouhiou 2011 Hyepopnvia teheutaiag ava- OAA ta péppaka

véwong: 25 loukiov 2013 10. HMEPOMHNIA ANAGEQPHIHE TOY KEIMENOY 5/2014I\zmu|.|£pn n)\npoq)opmku ﬂTDlXElLIVIu ToTPOi6v auTd iva Sladé 6 TomoTou Ey fikod Opya- Tupninpdvovias tv «KITPINH KAPTA»

o

viopod Qappdkuwv: hitp://www.ema.europa.eu Tpomog SidBzong: un LaTpIkiy yrj and (! (6o Katd m Sidpkela mgavwvr]g Evewrukn Tup (A.T.): 247.50€
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LaBBarto, 27 LentepBpiou 2014

13.00-13:45  Aopugopwi AdAe€n

Mpoedpeio: I'. [kékag

TECFIDERA: Evag Kavotdpog pnxaviopég dpdong
Opntng: E. Aapbuwtng

TYSABRI: MaBapata ané tnv MNaykéopia Epneipia
OpntAg: L. [kat{wvng

Me v euyevikn xopnyia g GENESIS PHARMA S.A.

13:45—-14:30  Aopugopkn AwdAe€n

NeupoekUAion kat Lkl —Eykaipn napépBaon otnv nopeia tng véoou
Mpoedpeio: B. Bwpaidng
OpntAc: . Kodtang

Me v euyevikn xopnyia tng NOVARTIS HELLAS A.E.B.E.

14:30—16:30 MeonpBpuvn dlakonn — EAappu yeupa

16:30—21:00:  Ofeia kat xpévia pAeypovwdng, anopueAivwukh noAuveupondBela

16:30—17:00  Mopoég kat kAwvikn ewéva AIDP / CIDP
KAk layvwatika kpunpla.
Mpoedpeio: A. Ltepavihg
Opntng: A. Kapdkahog

17:00-17:30  NaBoguaroAoyikol pnxaviopoi— MaBoloyoavatopikég aANOLDTELG
Mpoedpeio: I. Eubokipidng
Opntng: X. AAe€énouhog

17:30—-18:00 Neupoguatohoyka dlayvwotka kpunpla — EAeyxog ENLY.
Mpoedpeio: I. Eubokibng
Opuntng: E. Xpdvn

18:00-18:15  Ad\ewpa




HMEPEY KAINIKHZ NEYPOAOT AL 2014

LaBBaro, 27 LentepBpiou 2014

18:15—18:45 Bepaneutikég apxéc — Entoyn Bepaneutikol IxApatog.
Mpoedpelo: A. Manabdnpntpiou
Opntng: E. LtapnouAig

18:45—-19:30 Mapouciaon neplotatkwv — tuditnon
Mpoedpeio — IxoAwa: E. LtapnouAig, I'. Tkékag
Mapousiaon: B. KoukoGvn, |. Zubdkng, B. Xouhidpa

19:30—20:00 Yupnepdaparta — Ixoha
l. Muhwvdg, A. lManadnpntpiou, E. Lrapnoulag, . Mkékag

20.00—21:00  Aopupopwn AwaAegn

Néeg Bepaneutikég enthoyég atnv MoAAanAn IkAnpuven
Mpoedpeio: A. Manadnuntpiou

TepupAouvopidn: H véa per os Bepaneia 1ng ypappng otnv Ynotponialouaa
MoManAn LkAnpuvon
Opntng: B. Kwotabnpa

Alemtuzumab: H«enavekkivnon» tou avooonotntikoU cUCTARATOG Kal Ta KAWIKG ThG
anoteAéopata oty Bepaneia g evepyng Ynotpomidlouoag AtaAeinouoag MoAanAng
LKAApuvaong.

Opuntng: E. Avbpedbou

Epwthoelg- auntnon

Me v euyevikn xopnyia ng GENZYME A SANOFI COMPANY

21.00 Aeinvo




AAAGZoVTAG TNV ELKOVA TNG
MoAAanAng ZKAnpuveong

Evepyn vooog n... Evepyn gwn;

XNPavTikn peiwon twv unotponwy evavtl tng IFNB-1a SC*234

LNUAVTLKN Jelwon oTnv npoUnapxouca avannpia €vavrl Tng
IFNB-1a SC o€ 2 eykplTIKEG peAETEG! 24

GR.ALE.14.09.01

S LEMTRADA

A. Tuyypos 348 - Kripto A, 17674, KaA\Béa, TnA.: 210-9001830/888, Fax 210-994 4062 @ |em'|'u Zumd b]|\2/m9

www.genzyme.com
©2013 Genzyme Corporation, a Sanofi company. All rights reserved.

Coles AJ et al. N Engl J Med 2008;359:1786-801; 3. Cohen JA et al. Lancet 2012;380:1819-28; 4. Coles AJ et al. Lancet 2012;380:1829-39;
\\apBAVETaL OTLC NapaKaTw 0EALBES ToU EVTUnou.




LEMTRADA

alemtuzumaltoi

MEPIAHWH TN XAPAKTHPIZTIKQN TOY MPOIONTOZ

To pdppako autd TeAe( UNG oUKTANPWHATIKA Tap Autd Ba emutpéyet Tov Tayy.

vewv TATIPOQOPLAY 009AAgLag. stmn ano TUg enayyeAUaTies Tou Topea mq UYELOVOIKNG nspteuhwnc
VEPYELE. 8 ywa Tov Tpono

avugopﬁc QVETIBUUNTWV EVEPYELWV.

TIEPIMTWON, A9OU ANGBE( UTYN 1 KAWIKT KATAUTAOT TOU OUYKEKPIHEVOU a0BEVOUS, Ba TpEMeL va yivovtat
€Ee100€1G TG Aettoupyiag Tou Bupe0etdoug, OMwe HETPNOT TwV EMUEIWY BUPEOELOOTPGTIOU OPUGVNG, TPV
arno my Evapgn G aywyng kat oTn ouvexela kabe 3 pives, Hexpt va napgABouv 48 priveg and v tehevtaia
€yxuon. Metd ano autd 1o xpovikd 1doTnua, Ba Mpémel va yivovtal eEETAoeL e BAoT KAWIKG EupriuaTa Tiou
unodnA@vouv BupeoeldIkig duoAettoupylag. Hvooog Tou Bupe0edn 0UVIOTA L01aITENO KIVOUVO Yia Yuvaikes,
0l 0T0(eG €lval £YKUES gBA Tapdypago 4.6). Ze KAWIKEG BOKIHES, 1 KATAOTAON TWV QVTIOWHATWY EVAVTLTNG
Bupe0edikig unepogetodong (anti-TPO) Tou aoBevoug Tipwy amd Ty aywyn, v ATav eVEIKTIK ekdAwang
averuBuunTNG EVEPYELAG OXETICOHEVNS L Tov Bupeoetdn. Ot jiooi aobevelg mou eEeTdoTnav Kat Bpgbnkav
Beikol Tipwv T Bepareia Kal 10 Eva TETAPTO Twv A0BeVAY ToU EETATTNKAV Kat BPEBNKAV apvTIKOL T TN
Bepaneia 01a aviodpara anti-TPQ exkdrAwoav oupaa and tov Bupeoetdn. H ouvpintiky mAelowngia
(nepimou 80%) Twv agBeVAY Moy SKBEM)DDV 0UpBaa and tov Bupgoedn HeTd Ty aywyn fTav apvnTikol TLBIV
T Bepaneia oTa avriowpata anti-TPO. Tuvenag, ave§dptnta and my KAT4oTaom 1wV aVIowpdTwy anti-T
TP aN6 TV aywyr, ot aoBeveiq evoéxetat va ) eVEpY£L aT6 Tov Bupeoeldn Kat
TIPETEL VA KAVOUV TePLOBIKA oxsq w5 siemuuq omuq pLypagetal Kut

A TOY OAPMAKEYTIKOY MPOIONTOX LEMTRADA 12 mg mukvo didAupa yia aoKeur
ﬁlu)\uuuroq npoc ev)guu 2. MOIOTIKH KAl MOZOTIKH ZYNGEZH KdBe qualidio mepigxet 12 mg
akeproutoupdunng o 1,2 ml (10 mg/m\) H u)\euwu(ouuuunn £ivat€va HovokAwVIKO avTigwpa rou mapdyetat
néow texvohoyiag aAEpyelag, kuttdpwy Bniaotikou (QoBrkng
Kive{ikou Kpikntou) péoa o epammo UMKO I'la Tov n)\npn katdhoyo twv exkdoxwv, BA. mapdypago 6.1. 3.
OAPMAKOTEXNIKH MOP®H Mukvo didAupa yia napackeun dlakipatog ngoq £yxuan sunoors WHEVO TIUKVE
O1GAupa). Alauyeg, Gypwpo €wg era %mpwo TKVG diahupa pe pH 7,0 - 7,4. 4. KAINIKEE TIAHPOOOPIEX
4.1 Oepancutikég evdeifeig To LEMTRADA evdeikvutal yla evihikeg uoesvalc He urotpomudZouoa-
duakeinouoa moAarkn okAjpuvan (RRMS) pe evepyn vGoo mou opitetat and ta KAVIKG 1 QneovIoTiKa
eupruata (EBA napaypagou 4.4 kat 5.1). 4.2 Aogohoyia kai Tpémog xopynong H aywyn pe LEMTRADA
TPETEL va §ekivd kat va emBAENETaL ané veupohdyo e epnelpia 0TV QVTUET@OT) aoBevav pe NI. Oa
TIDETEL Va UTApXOUV DLABETLYOL 0L ELBIKEUPEVOL LATPOL KaL 0 EEOMALONGG TIOU AMALTOUVTAL Yia TNV Eykaipn
6IG‘$\VHJOH KL QVTIHETOMILON TV IO cuxévwv QVETUBUNNTWV eVEPYEL@Y, 1BIAITENQ TwV QUTOdvoOWY Mabroewy
KkatAodEewy. Oa ngenu Va unpxouv d1aBEaIa PECA AVTIHETAMIONG avTIBPAEWY UTepeuatoBnoiag f/kat
QVOQUAGKTIK@V QVTIOPAOEWY. 2T0UG A0BEVEIS Tou avTieTwniZoviat Bepaneutikd pe LEMTRADA mpérel va
divetar n Kdpta Mpoeboroinong AcBevouc xm 0 00nydq AoBevoug kat ot aoBeveig autol mpEeL va
EVNUEPLVOVTAL Yia TOUG Kivduvoug Tou LEMTRADA (BA. emtiong gUMho odnylav xpriong). Aogooyia H
ouvioTapevn don tou LEMTRADA eivat 12 mg/npépa, xopnyouueva e evﬁogksﬁlu vauun 0 2 0uvedpleg.
o Mot auvsﬁgtu 12 mg/nuépa yia 5 di uéoglxsqn spsq (ouvohikr 3001 £UTepn ouvedpia: 12
mg/Muépa yia 3 6LadOXIKES NUEPES (0UVOAIKR 0001 36 M), XopNyoUpEva 12 uiveq peTd v mpan ouvedpia.
Adoeig Tou €xouv mapakelpBei dev Ba mpémel va yopryouvtal Ty idla nuspﬂ us uMn npovpuuuunouavn

MBavok HeveS {0, awpohuTiki uvululu Kat
nuvxunuponsvtu dev Eyouv uvuospem cuxva oe Mwmsq DOKIPEQ YIa mv NZ. Ta anoteAéopata g yevikig
e€€taong aipatog (BA. mapandve oty evotnta mepi ITP) mpémel va xpnoworowolvial yia va
TiapakoAouBouvTar oL agBeveLS yia kuTtap LEdv (N napouoia KUt iag, Bampenetva
EeKWIN0EL QPEOWS KATAAANAN LaTPIKT) 3 Tou va Tepihappdvel mv i oe edIKG 1aTPo.
Avudpdoels_oxeutoueveg pe v eyyuon (AZE) Iug eheyyGpeveg thmc)‘ DOKIPES, wG avtidpaon
0XeTWGpevn pe Ty €yyuan (AZE) opio ’uxe KA averuupunT evépyela rou SKﬁg @Bnke Katd Tn didpketan
€V10 24 wpwv petd Ty éyxuon tou LEMTRADA. Ot ieploodtepeg amd autég evagxetat va ogelhoviav oy
EKAUOT KUTTQPOKWYOV Katd TV €yxuon. OL MepLoooTEPOL aNd ToUG A0BEVELS TOU QVTIETWIIOTIKAY g
LEMTRADA oe sAsv}ousvaq KAWVIKEG Dok yia Ty 2, exdnAwoav niag Ewg peTplag copapdtmrag AZE
katd  didpkela n/kat pexpt 24 wpeg petd m xoprynon tou LEMTRADA 12 mg, 0Tig oroieq ouxva
nepthapBavotav kegakahyia, eEavBnya, mupeéia, vautia, kvidwon, Kvnopdg, admvia, piyn, E8ayn, konwon,
duomvola, duoyeuala, BwpPakikn duagopia, YEVIKEUPEVD s{ave 0, Tayukapdia, éuonenvw iu}\n Kat dAyog.
Zopapég avnﬁpuostq £KkdNAWBNKAV 0T0 3% TV A0BEVAV KAl TIENL uuﬂuvuvnspmwumq nupetiag, kvidwang,
KOATIIKTG HapHApUYTG, vauTiag, Bwpakikig 5uopopiag kat unotaons. Ot KAIKES ekdNA@OELG avaguAagiag
EVOEXETAL VA HOIACOUV PE TIG KAWVIKEG EKOMAWOELQ TWV QVTIBPAOEWY TIOU OXETITOVTaL e TNV EYXUOM, GAAD
Telvouv va eivat o copap€q 1y evdexopévwg anelAnTikég yia  (wi. Indvia €xouv avapepBei aviidpdoelg
Tou arodidovral o€ avaguhagia, o€ avtiBean ye TIC avTIdpAoeLS Tou oXETilovTal ke Ty £yxuon. Zuviotdrat
) POKATAPKTIKT] QAPHAKEUTIKN aywyT TwV aoBeveV , POKEWEVOU 0L EMBPATELS and Tiq avTidpdoels aTnv
£yxuon va eivat nruotepes (BA. mapaypago 4.2). 0 TIEPLO0OTENOL A0BEVES 0TI SASVXDHEVEi KMVIKEE
OKIEG €AABaV_aVTUOTAPVIKG Ti/KAL QVTITUPETIKG TPV and Toukdyiotov pia €yxuon LEMTRADA, AZl

0dan. MapakoAoubnan acbevav H Bepaneia guviotaral wg 2
NG A0PAAELAG TwV aBeVAY ang v Evapgn g aywyng PeypLKat 48 unvsq uem mv te)\sumlu £yxuon ([3)\
napaypago 4.4). fpobepaneia Ou uoeevmﬁ n[genm va uroBathovtat 0 TPOBEPANEIQ PE KOPTIKOTTEPOEIDN
ukeomc TIpW ané m xognvnon Tou LEMTRADA o¢ kaBepia and 1ig 3 npwieg nuépeg kaBe ouvedplag. 2e
KAWIKEG DOKIPEG, 0t a0Bevel Ehapav mpokatapkTiki aywyn pe 1.000 mg peBuhonpedvigohdvng yia T 3
TPWTES NuEPeS kdBe ouvedpiag pe LEMTRADA. EmumA€ov, propel va €efeTagtel To evdexGpevo
TIDOKATAPKTIKNG AYNG QVILOTAUVIKWY KU/T QVTIMUPETIKOV Tpwv T Xoprynor tou LEMTRADA. Mpenet va
X0PNY&(tat ¢ 0A0UG TOUG A0BEVE(S QMG TOU UTGHATOG POPUAGKTIKI QYWYN KATd TG Amum&qq ano eprntan
oroia va Eamvu ano TV Mpwn Nuépa kAbe ouvedpiag kat va ouvexiteTat yia TouhaxioTov 1 piva peta v
ayoyn ga LEMTRADA (BA. ertiong v evotnta_«AopEeig» oy nupu\&puq)o 4.4). Ze KAWVIKEG BOKILES,
opnynonkav e uaezvslc 200 mg akukhoBipng 800 opeg TV nuepa 1} dAAN luoﬁuvuun aywyn, HAwtwpévol
LKAIVIKEG HEAETE BV TiepEAABav A0BEVELS Gvw Twv 55 ETAV. Aev Exel BlamoTwBEi edv 0 MANBUopGG aUTdg
QVTANoKpIvETaL BLaPOPETIKA ar” Ot oL vedtepot aoBevelS. Neppukij i nratiki) duoAettoupyia To LEMTRADA
Oev ExetuehenOeioe uuesve’ﬁj[.ls VEXDIKI]I] nuIlKrl_Iéuo)\s:Lmupvlu Nadiatpikd nAnBuopds H aopdaheta kau
Zunomacuumomm Tou LEMTRADA o€ nauotd pe N2 nikiag 0 €wg 18 eTdv dev éxouv. GKO}\JH TEKUNPLWOEL.
€V UTIAPXEL OXETIKT XN TG, uA&uTou{Suuuunnq 0€ Tadid nAikiag ané m yevvnon €ug lvmpo v 10
uwv vlu m eepunsunkn aywyn g noAAarAng okAfpuvang. Aev urdpyouv dlabeatua dedopéva. Tpomog
LEMTRADA mipémet va apawwBel ipwv v €yxuan. To apatwpiévo didAupa mpénet va yopnynBet

ue svﬁoqﬂ\sﬂm £yyuon Blﬂpksmq nspmou 4 wpwv. Ma 0dnyieg OXETIKA JE TNV APAILOT) TOU PAPHAKEUTIKOU
T(POIGVTOG TP ard T 3 AV {a 01N dpaoTik ouala
7 0¢ kIO NG Ta £K50YA TOU QVQQEPOVTAL OV TIapAYpago 6.1, AoipwEn ane Tov 10

va ekdNAWBOUY apd TV MPOKATAPKTIKI] AYwYN. ZUVIOTATaL 1) apakohouBnan Twv aoBevav ya
Y6V avuidpdoelg oty €yXuon, Katd T SLapkela Kat yia 2 wpeg peta my yxuon tou LEMTRADA. Edv
ekonhwBel AZE, 8a mpénel va nuguoxseun KQTGANAN OUPTTRUATIKY Beparteld, 6nwg anateitat. Ev n
€yxuon dev eivat Ku)\wg avekti, n 01dpkeld TG priopei va napatabel. Edv ekdnAwBolv aviidpdoels oopapns
HOPNG 0TV EyXuon, Ba MPENEL va eEETAOTE T0 eVdEXGHEVO Gueang dlakorig TG evdoPAERLAG EyXuamg.
ZTG KAIVIKES BOKIPEG, 1) avaguhagia 1} ot 0oBapég aviiopdoeig Tou ENEBaAav T dLaKOT TG aywyng frav
TIOAU 0Tidvieg. Otwatpoi npémel va yvwpiZouv T0 kapdLoA0YIKO L0TOPIKG TOU aoBevog, kaBg oL avTidpdoelg
TI0U OXETICOVTAL pe Ty £Y; )éuor] Hnopei va mepthapBavouv KapdLoAoyika ouprtdpata, 6nwg n mxukupém 6a
TIPENEL Va udpxouv Bl emuu HEOQ QVTIHETWIIONG avaQUAQE(ag 1 00BapLY VTIOPATEWV. onum§s C
Nowpagelg axérl/:\wenxuv 070 71% TV aoBevav oy avnuewnmr]mv Bepaneutika pe LEMTRADA 12 mg
gvavtt Tou 53% Twv agBevav mou €hapav wieppepovn B-1a [IFNB 1a] unodopiwg (44 pg 3 gopeg
€Bd0padIaiwg) o€ eAeYXOEVES KAVIKEG BOKIPES Yia TV M2 Pe dLdPKELa Ewg Kal 2 €T KALATAV KUPiWG fTiiag
£0G uarpluq 00BapdTNTag. OLAOWEELG TIou ekdNAWBNKaY L0 0uXVd 0T0UG agBeveiS und aywyr pe LEMTRA-
DA art ot Toug aoBeveig und IFNB 1a nepihdpupavav pvopapuyyitida, ouporoipwen, NoiHwen Tou avatepou
QVAMVEUOTIKOU OUOTNHATOG, KOATITIOA, OTORATIKG EQTINTA, YT Kau BoyXitioa. 20Bapeq AowEel
ekdnhwBnkav 010 2,7% Twv aoBevav nou aviipeTwniotkav pe LEMTRADA auykpivopevo pe 1% twv aoBevav
ou éhapav IFNB-1a oe eheyxGueves KAVIKEG DOKINEG yia TV M2. 0L 00Bapés AoWAEELS oty opdda Tou
LEMTRADA niepiAdyavav: OKWATIKOEDITIdA, YAoTPevIEp(TIda, Tveupovia, EprNTa (WOTIPA KL 0JOVTIKES
hoagels. OtAopEes eixav katd kavova T ouvien BlapkeLd kat UNox@enoav HETd and oUPBATIKI LaTPKN
aywyn. 20Bapéq AoMWEEG and (6 avepoBAoyidg-(woTipa, OUMENIA UEVNG NG

avoooavendpkelag (HIV). 4. 4 Eidikég mpogidonoioeig kai mpoguAdgeis kard 1 xpron To LEMTRADA dev
vdeikvutal yla agBevels e pn evepyd vo0o 1} yia ekeivous Tou eivat 0TaBepomotnuévol pe TV Tpéxouca
Bepaneia. Xroug aoBeveiq mou avtipetwnilovtat Bepaneutikd pe LEMTRADA mpénet va divetat 1o OGAAO
0dnywv Xpriong,  Kapta Mpogidonoinang AoBevoug kat 0 08nyds AoBevoug. Mpw Ty aywyi, ot a0Beveig
TIPETEL VA EVIUEPWVOVTAL YA TOUS KIVBUVOUG Kal Ta 0EAN, KABWG Kal yia T avayKn dEopeuans Tou oe
nupuxo)\ouenog yua 48 piveg petd y teheutaia yyuon tou LEMTRADA. Autoavooia H aywyn evdgyetat va
0dNYAOEL 07N dNULoUPYIa QUTOAVTIOWUAT®Y Kal va uugncsl OV KivOUV0 aUTOAVOOWYV MaBNoEwY, Onwg 1
autodvoor BpopBomevik Topeupa (ITP), 0t BUPEOEIBIKES O1ATAPAXES 1], OTIAVLA, KATIOLEG VEQPOTIGBELES (LY.,
V000G Katd TG Bagikiig PepBpavng Tou oTelpapatog). Anatreital Tpoooyr o€ A0BeVeis e TponyoUjeves
QUT0av00EC MadNoel ekTdg TG M2, mapoti ta dabeotua dedopeva deixvouv 01t dev undpxet emdevwon Twv
T(POUNAPXOUOWY aUTodvoowY Nafd %lcsu)v peTd n Bepaneia pe aheptoucoupdumn. Autoavoon Bpouponeviiy
noppdpa (ITP) Loapd ouppapata TP uvnupumﬁgeemo 1% 1ep(rou TwV A0BEVAV TIOU AVTIHETTIOTNKAY
BepaneuTika og EAEYXOUEVEG KAVIKES BOKIHEG e M2, Z¢ pia eAeyxouevn kAWK dokn o€ aoBeveis pe N,
£€vag a0Bevi avéntuge TP mou mapueve aoldyvwotn Mpw TV EQApHOYY TWV ANAtOEWY yia ur]vml’u
awpatohoyikn mapakohoulnon kau anefiwoe ang evdoeykepahikn awoppayia. H ekdihwon g ITP
TapatnpNBnKe Katd kavova petagy 14 kat 36 unvav petd ang Irg/ TpaT €KBE0N. Ta oupntdpata g ITP
UMopouv va mepthappavouv (wpis va neplopllilovml 0€) £0KoAN onjuloupyia HOAWNA, METEXELES, QUTONATY
BAevvoyovodeppatikn atwoppayia %n X- EM(OTAEN, QU6TITUON) KaL EuvPPOL EVTOVGTEPT QMG T0 KAVOVIKG
akavovioTn. H apémtuon evdexetal emiong va anotelei evdelgn vooou anti-GBM (BA. mapakdtw) kat 6a
TPETEL va Tpayuatonote(tar n katdAnAn olagopiii didyvwon. Qupiote otov aoBevi 61t Ba mpénel va
snugpunvm Y10 OUUTTTOHATA TIOU UITOPE( Va MAPOUCLACEL Kal OTL Ba MPEMEL Va avalnTHoEL GUea aTpiKy
ponBewa edv €xet omoladinote avnouyia. Mpénel va yivetal yevikn €£ETa0N aiuatog pe Blagopiko
T(p00BI0PLOHG AEUKOKUTTAPIKOU TUTIOU TIPWY TNV EVAPEN TNG QYWYIG KAl 0T1) GUVEEL 08 pnviaia Bdan, HExpt
KL 48 prveg petd and v teleutaia €yxuon. Metd ano uum N Xpovikn miepiodo, e&etaon Ba mpenel va
TIPAYATOTIOIE(TAL BATEL TWV KAVIKQV o ITP. Edv D uroyieg yia ITP,
TIDETELVA Y{VETAL APEOWG YEVIKN EEETA0N aipaTog.Edv ETIIBEBQIU)BSI n aKBnAmcn ITP, Ba mpénet va &sKlvnusl
QOGS KATaAANAN LaTpIKR napé%pucm TI0U va TepIhappavel Ty aueon aparoprt| o edIkG 1atpo. Ztolxeia
and KAWIKEG doKIHEG oTnv M2 €xouv deifel 0TL N OUMKOPPWON HE TG QMAWTOELS QUATONOYIKAG
TiapakokouBnang kat n eknaideuon oxeTka }[Je T oMl K Ta ouptdpata g ITP exouv odnynoeL oy
€ykalpn avixveuon kat avret@rion g ITP, e 10 MePLOOGTENA MEPLOTATIKA VA QVTATIOKPIVOVIAL 0T
QUPUAKEVTIKN Beparela mpwng ypapung. 0 6uvr|m<ug Kivduvog ané v enavainyn g aywyng pe LEMTRA-
DA petd ané my ekdhwon ITP elvat dyvwotog. Nepponddeies NegpondBeles, OUNMEPIAaUBavopEVNG g
v6oou katd g Buomnq i gﬁpavnc T0u oTelpdpatog (anti-GBM), mapatnpnenkav 01o 0,3% Twv agBevav oe
KAMVIKES DOKIUES yia TV M2 kat yevikd exdnAwbnkav EVTOQ 39 unvmv uetd ané mv m)\sumlu xopnvnon Tou
LEMTRADA. TG KAWIKES BOKIUES UMpEav 2 TEPUTTOELS vooou anti-GBM. Kal ot 5Uo mepmtwoels frav
00BAPES, aVayvwPIOTNKAV £YKAIPA HEOW KAIVIKEQ Kat £pyaotnpLakng napuko)\ouenmg; Kkat odfynoav oe
BeTik expaon petd ané Bepanevtiki aywyr. Ot KAMVIKEG ekONADOELS T 7 vegpondbelag evdexetat va
TIEPIAGUBAVOUV QUENOT TWV ETUMEDWY KPEATIVIVIG GTOV 0pG, utuuwugl’u N/kat mpwreivoupia. Av kat dev
TapatpPBNKe TG KAWIKEG BOKILEG, KUYEMDIKT QILOPPAYLa TOU EKONAGVETAL WG ALIOTITUON EVOEXETAL VL
£[QAVIOTEL [ T V000 anti-GBM. H apdrituon evoexetal emiong va anotehe( évdein ITP (BA. nupanuvwg Kat
6a npémet va npaypartonoteitat n kataAAnAn oiagopikn Sidyvwon. Ba Mpenet va urevBupi(etat atov aoBevi
6TLTPEMEL va enagpunvet Y10 GUUMTGRATA TIOU EVOEXETAL VA TAPOUCLATEL Kat 0TL Ba MPEMEL va avalnToet
dpeon wtpiki BonBeta edv £xel onowadijnote avnouxia. H véoog anti-GBM evoéxetal va 0dnynoet o€ veppiki

pKELd ou Xpricet pONG 1/kaL HeTaP6OYEVONG v DEV AVTIUETWILOTE YpRYOPa, EVE UNOPEL va
eiva ClT[ElM]IlKI] ya m (um av dev QVTIHETTIOTEL kaBohou. Mpénet va vweml uetpnon v mmEva
KpEQTIVIVNG 0TOV 0p6 TIPWY TNV €VAPEN TG AYWYNG KaL 0T GUVEYEL O pnviala Bdon, péxpLva 48

HoBAoydg kat g ¢ TOU 10U vepopAoYLag-(waTnpa, EkANAGBNKAY TLo ouxvd 0TOUg
aoBeveig mou €hapav LEMTRADA 12 mg (D 3%& 0T(G KAWVIKEG DOKIUES uuv 1k pe v IFNB-1a (0%). ‘Exet
avagepBel TpaxnAwki hoiiwen and tov 16 Twv BnAwpdtwy Tou uve OTou PV) ouprepihapBavopEvng e
duomaoiag Tou TpaxnAou, oe uueevempnouavnuammumkuv uaL MTRADA 12 mg }12%) Zuviotdratetotog
TIPOOUTTTWHATIKOG EAEYXOG Ya wv HPV g1ig Brikeig aobeveis. Exel avapepBei pupatiwon atoug aoheveiq
Tou avTipeteniotnkav e LEMTRADA kat IFNB-1a og eAeyyOueveq KAIVIKES 00KILES. Evepyn kat AavBdvouoa
Qupatiwon avapépBnke 010 0,3% TwV a0Bevwv TOU uvnusmmmnkuv pe LEMTRADA, e peyahutepn
OUXVOTITA O TIEPLOXES svénulkeq g vooou. Mpw ang I €vapEn G Bepaneiag, 6Aot oL aoBevels npgnet
va G€L0A0Y0UVTaL 1600 Yia £VepyS, 000 KL YLa QVEVEPYG (« uveuvouou»g Aoipwén gupativong, dnwg opicouv
0LKaTd T6TI0UG KateuBUVTApLES 00MYiEg. EMUTOAAG HUKNTIAOIKES AOWIGEELS, 1BIWG KaVTIVTiaon Tou 0ToudToq
Kat KOM‘[LKH Kkavrvtiaon, ekdnAwBnkav ouxvotepa atoug aoBeveig mou avtipetwmionkav jie LEMTRADA
(12%r)I art’ 011 07T0ug a0BeVE(Q Tou avieTwioTKay e IFNB-1a (3%) 0€ eAeYXOHEVES KAIVIKEG DOKIUES Yia
v M1Z. Ot watpoi Ba mpémel va eEETAOOUV TO EVOEXOUEVO Va KABUOTEPTIOOUV TV EVAPEN TNG XOPRYNONG
LEMTRADA o€ aoBeve(s pe evepyn holpwen péxpt va eheyxBel mijpwg n Aoluwgn. H pouakTikn aywyn pe
KdrnoLov and Tou 0T6ATOG MapayOVTa KATA TOU EpTTa Ba MpEMeL va EeKIVA and Ty MpwTn NuERa TG aywyns
pe LEMTRADA Kkat va guveyicetar yia ToukdytoTov 1 piva Petd ano kdBe ouvedpia. 2 KAVIKEG BOKILES,
xopnynenkav atoug aoBeveig 200 mg akukAoipng 5Uo gopeg v npépa 1j tooduvayn aywyn. To LEMTRADA
0EV €xel YopnynBel yla myv uvnuermmon e M2 mumxpova {e 1| JETd ano avTiveomAAOATIKES 1y
QVOOOKATAOTAATIKES Bep AeQ G, otav
e€etaceTat 10 evdeyGpevo xopnvnonc rou LEMTRADA ea TIPEMEL va AapBdvovia unown £VdEXOUEVES
0UVDUOOTIKES ETUOPATELS 0TO AVOOOTOUTIKG 0UOTNHA Tou aoBevoUs, H tautaxpovn xprion tou LEMTRADA pe
0MoLadNToTe and QUTES TIG BEPANEies Uopei va auENTEL TOV K{vdUVO VO00KATAOTOANG. Aev undp ouv
daBéatpa dedopéva yia In oxeon Tou LEMTRADA pie Ty eravevepyomoinon tou 1og g nratitidag B
170U 10U TG nartitdag C (HCV), kaBwg o1 agBeveis ue evdeitelg vepyng T xpoviag Aoiiwgng unm()\smmkuv
ang Tg KAWIKES ﬁumueq MNpénel va AapBdvetat urnoyn 1o evHEXOUEVO TIPOOUNTTWHATIKOU s)\sx 0U TV
0Bev@V e UPNAG kivouvo hoipwéng HBV f/kat HCV mipwv tv svag&n ¢ Xoprynang tou LEMTRADA, eve
anatte(1at npooox i Katd m ouvtayoypdenon tou LEMTRADA ge aoBeveig nou £xouv TautoromBei wg popeis
Tou HBV1/kattou HCV, kaBg autoi 0t aoBeveig evaexeTal va BLaTpEXOUV KIVOUVO Un-QvaoTpEYIING NIATIKAG
BAABNG oXeTI(OHevng e TuBavr snuvsvapvonmnun T0U 100 mq OUVETELD NG TPOUNAPXOUOA KATAOTATNS
T0uG. KakonBeia 0mwg % TIKEG {€G, QMAUTELTAL TPOOOX Yia TV
€vapgn e Beparneiag pe LEMTRADA oe aoBeveiq pem ounupxouou ﬂ/KQl £ e)\looousv KkakonBela. Emi tou
Tapoviog, Bev eival YVwoTo Katd nogo. 1 amnou ouuuunn QEPEL UPNAGTEPO KIVOUVO Yia avdrTugn

OV, apou n evdéxetal va anotehein idla mapdyovta kwvdivou
yla kakoriBeleq Tou eupeoslﬁouc vnou)\)\umn Metapopd dlapgoou Tou TAGKOUVTA Kal duvniki
Qappakooykr dpdon tou LEMTRADA €xouv napatnpnBel o TovTikoUg Katd T KUnon Kai Hetd Tov TOKETE.
Tuvaikeg o€ avanapaywytkn nAwia 6a npénet va xpnog.mnmouv QOTEAETHATIKE useoﬁouq avTioUAANYng
Katd T OLdpKeLa Kat PexpL4 pnveg petd my aywyn pe LEMTRADA (BA. napdypago 4.6). EuBohia Zuvigtdral ot
0BeVEIS v £X0UV 0AOK| P}gwaal TIG KaTd TOMOUS UNIoXpewOgLg avooomoinang Iou)\uxlumv 6 epdopddec mpwv
and my aywyn pe 10 LEMTRADA. H duvatdtnta avantugng avooohoyikig anavinang o€ onotodnmote eygoalo
petd my aywyn pe LEMTRADA dev €xel pehemBei. H acpdAeta g avogoroinong pe eppoAia pe (wvTeg oug
HETd ané a ouvedpia pe LEMTRADA dev Exet pehenBel emtionua o€ eAEYYOUEVES KMIVIKEG DOKILES Yio TV
N2 kat ouvenag autd dev mpereL va xopnyouvtal o€ aoBeveig pe N2 mou gxouy Adet npoo 10 jta ouvedpla
LEMTRADA. Eéetdgers aviiowpdtwy / epohiacuds katd tou 1o aveuoproyids-(wotnpa nmq Kal e kade
9QPUAKEUTIKG TPOIGV TIou TpoToToLel TNV aVOOOAOYIKT KATdoTaom, MPOToU EEKIV GOV ua ouvedpia e
LEMTRADA, ot aoBeveig xwpig 10T0pikG avepophoyidg 1 xwpig squMuouo £vavTl Tou Lou avepophoyldg-
{wotpa (VZV) l'lpEﬂEl va €EETATTOUV YIa TNV TIAPOUT{a AVTIOWNATWY KaTd Tou VZV. MpEel va e§eTaoTei 10

unveg and Ty TeAeuTaia €yxuon. Mpemet va yivetal avauon 0UpY e UKPOOKOTIK EEETAON TpWY TV svup{n
KaL 071 OUVEXEW € pnviaia dlaoTiuata, pexpL va mapehBouv 48 piveg and v teheutaia €yxuon. H
Taparpnon KAWIKog uvuavnmv akhay®v o€ OXE0N HE TIG TIEG avagopds 0Ta emieda kpeatvivng 0pod, n
uva&nvnm muumuplun kaun Mpwieivoupia mpémet va 0dnyouv 0 Mepattépw agloAéynon yia vegpondseleg,
oupmE| 0¢ £101K0 aTpd. H EYKaLOT VIXVEUOT) KOl QVTIETATLON TV
vegponadelwv svﬁsxstm V0 HEIOOUY TOV KIVdUVO dUopEVOUS EkBaaNG. MeTd armd auto To xpoviko BldoTnua,
TIETEL Va yivovTal eEETAOELS Pe BAon KAVIKG EUPKATA TIOU UTIOONAGVOUY, vamponuﬂmsc 0 duvnTikdg
Kvduvog and v enavdAnyn g Bepaneiag pe LEMTRADA petd and exdnhwon vepponabelwy eival
AyvwaTog. Bupeoeldtkés GlaTapayes Yno)\o\ﬁeml 0Tt auTodvooes BupeoeldIkES luwpu)g6 N nupun}pnenxuv
070 36% Twv aoBevav rou éhapav LEMTRADA 12 mg o€ KAWIKEG GOKIE ia T 12, 08 01a0TnHa 48 pnvav
peTd and my npwm ékBeon oo LEMTRADA. H entintwon oupBapdtwy ano Tov 8upgoetdn frav uynAdtepn oe
000gVe(g e LaTPIKO L0TOPIKO BupE0EIBIKAY dlatapaywv T600 0TV opdda aywyng pe LEMTRADA Goo kat omv
Eﬂéu uvD YIS He wiepepovn B-1a (IFNB 1a). Ze agBevels e eEeh
MTRADA rp&net va xopnyeitat edv o ubavo oos)\oq bmmo)\ova Toug meuvouc Klvbuvouq 0t uurouvousq
BUpe0EIBIKES BLaTAPaxES Mo Tapat ]
TiepLoooTENT uuuBu#mu fitav Aniag N peTplag aoBupommq MlpV an6 TV €ykplon, 00Bapd auuﬁauum
ekdnAwbnkav oe <1% va aoBevav, eve uovov n voouq Basedow (yvwotn kat wg vogog Tou Graves), o
0g TIEPLOOGTEPOUS and Evav aoBeveic. Ta
TIEPLOOOTENT UuuBﬂuum ano Tov Bupeoelon uvnusmmommv pe oupBatikn atpwkn Bepareia, woTO00,
KATI0L0 Q0BEVES YPELATTNKAY XEPOUPYIKT] EMEUBAOT. T KAIVIKEG ﬁomu9§ 0T0UG A0BEVE(S TIoU uvenw{uv
oupBdpata and tov Bupeoedn, emttpdrnke va Adpouv gava Bepaneia pe LEMTRADA, Av katn epnelpia eivau
TIEPLOPIOKEVT, 0L a0BEVE(S Tiou Ehapav £avd Beparteia, yevikd, dev ekdnhwoav emideivwon g oopapdtnTag
Twv Bupeoeldikwv datapaxwv. H mepattépw Bepaneia pe LEMTRADA Ba mpénel va efetaletal, ava

TV APVNTIKGV Y10 avTIo®PaTa aoBevav vavtLtou VZV mpwv Ty vapén aywyng pe
LEMTRADA. I'Ipoml#evou va uua otV mAfpn dpacTikéTNTA Tou 0 epBoAlaoHdg katd Tou VZV, avaBahete
v aywyn pe LEMTRADA yia 6 £Bdouddes petd tov eiBohaoyo. ZUVIoTOUEVES sgguomgtum’g s§e1dceng{ yia
v _riapakoloUBnon twv agBevev Epyactnplakéq efetdoelg Ba mpenel va diedyovial oe meplodika
daotApata ent 48 pnveg petd and v teAeutaia ouvedpia pe LEMTRADA ipokeévou va napakorouBolvra
01 0BeVe(g y1a M@l onpeia autodvoong vooou: e Tevikij e££Ta0N ailaTog e BLagopIkd MPOODLOPLOG
AEUKOKUTTAPIKOU TUTIOU (TTpWY TNV €VapEN TG ywYNS kat 01N GUVEXELD O€ pnviaia dlaoTipata) @ Emneda
KPEATIVIVIIG 0TOV 0p0 (TpLY TV €vapen TG aywyng KaL 0Tn GUVEXELD O€ Unviaia dlaotryata) ® Avakuon
0UpWV [ JKPOOKOTUKT €EETAON (TPWY TNV EVAPEN mqﬁuvmvnq KaU 0T OUVEXELQ O€ nviaia dlagTiuata) ©
‘EAeyxog g Bupeoetdikig Aettoupyiag, 0nwg enineda BUpeoeldoTpanou 0ppovig (Tpv Ty €vapen g
aywyng kat ke 3 pveq atn ouvéxela) Metd ané auto 1o Xpovikd didoTnua, TuxoV KAVIKG eupnuata nou
urodnAwvouv vepondabeteg 1 duoettoupyia Tou Bupeoeldolg Ba amattolv MEPATEPW EEETAOELS,
000pieg and T 01 T gptoudoupaunng rpw v ddeta kukAogopiag tou LEMTRADA oty ayopd
TIEPAV TWV JEReT@V UM Tn X0pNyia Tng eTaipeiag Ot mapakdtw averuBuunTes avidpdoeig avayvwpiotnkav
nipwv and v éykpton tou LEMTRADA, katd T rbmq akeuwulouuuunqivlu T Bepaneia g xpoviag
\epgokuttapikng Aevxatiag B kuttdpwv (B-Xi I\? kaBug kat yla mv aywyr alhwv dlatapaywy, ouvnbug og
DO0ELG UYNAGTEPES KaL OUXVOTEPa X0PNYOUHEVES (TLX. 30 Mg) NG QUTEC TOU OUVIOTOVTAL YLa TNV aywyR TG
NZ. Enewdn ot avudpdoeig autég avapepovtal aubopunta ano evav mnBuopd apepatou peyeboug, ogv eival
TIAVTOTE BUVATH 1) AEOTUOTY EKTUNON TNG OUXVGTNTAG TOUS 1 N TEKUNP{WON TG QTIOAOYLKIG OXEOTS TOUG He
v €kBeon otV akeptouloupdyr. Autodvoon véoog Ta autodvooa oupBapata mou €xouv avapepbei oe
a00evels uné aywyn pe aheptoutoupdprn mepthapBavouv  oudeteporevia, aiwoAuTKA - avaiia
(ouprepthapBavopevou evég Bavatmeépou MepLOTatikoy), eniktn apoppogihia, véoo anti-GBM kat voao
Tou Bupeoeldolg. ZoBapd kat eviote Bavagdpa autodvooa Gawopeva, OupMEPINAPBAvOpEVNS NG



UT0AV0OTS IONUTIKAG avauiag, TG autodvoong Bpoporeviag, TG GH)\GGIIKHQCIVGIIJIGQ TOU 0uvBpGHoy

Guillain-Barré kat g Xp6viag pAeYHOV®A0UG MOpUEAIVWTIKNG TIOAUPICOVE!
0¢ aoBeveig xwpic M2 und aywyn pe akeproufoupdurn. Eva BeTkd anms)\suuu om 60Kluuma Coombs
avapépBnke e €vav oykohoyikd acBevr und Bepaneia pe akeptouloupdun. Eva Bavatnedpo meplotatikd
VO00U-H00YEUNATOG-EVavVTI-EevIaTH, OXETI{GHEVNG e PeTAyYLon avagépBnke ae évav oykohoyiko aoBevr
ung aywyn pe u)\aktou(ouuc’lunn, AVTLOPAOELS OXETI(OUEVES E TNV EYXUOT Zoﬂcg)e’q Kat eviote Bavatnpopeg
AZE mou oupneptAapBavouv BpoyxGomaopo, UTog(a, GUYKOTI, TIVEUHOVIKEG

TIKG OUOXEPELDG, TIKT] QVaKOTIT, EUQPAYHA TOU LUOKAPDIOU, AppuBHiES, 0&eia Kapdakn
QVETIAPKELQ KAl KAPOLOKY) avakortj €xouv mapatnpnBei o aoBevelq xwpig M2 Mou avTieTwioTKav i
aAeptouloupdpr o€ 500€L UYNAOTEPES Kat uuxvmsg)sq Qo QUTEG ToU YprjatportotovvtaL atny M. ‘Exouv
uvawsgem €niong oopapn avapuragia kat dAAeg aviopdoelg G, Gupmept 16T
QVaQUAGKTIKIIG KOTATANE(GS Kal TOU QYYEI0OWBHHatoS. AoWGEE!S Kat NapaoiTaoels SoBapes Kal eviote
8avaneGpeg L0YEVEIS, BUKTNPLAKES, TIPWTOJWIKES KAL RUKITLAOIKEG AOWOEELS, OUNMEPIAQUBAVOUEVAV KAl
EKEVWV TTOU 0QEINOVTAL OE EMAVEVEQYOTIOiNOT AavBavouowv AolpwEEwY, EXOUV avagepBE o€ aoBeveig xwpiq
NZ nou uvnuarwmammv us u)\aumulouuuum} 0e 000€elg UYPNAGTEPES Kal OUXVOTEPES AMG AQUTEQ TOU

TIpoiouoa MOAVEOTIaKT AEUKOEYKEPaAOTIABELD g‘ll‘ll\) 0¢ 00BEVE(S

e £ B-XAA per xwplcﬁuvuyn e aAsumuZouuuunn Houxvétta mg MNA oToug aoBeveis ue

aheptouloupapmn Oev nTav peyahutepn uno m _ouxvétnta gtov urndhouto MAnBuopd. Awrapayés tou
KaiTou Agipikou apni HOPENS AILOPPAYIKES AVTIBPATELS EXOUV avagepBei oe

a06eveis xwpis M. Kapdiakes mampaxsq ZUPQOPNTIKT] KAPOLOKT QVEMAPKELQ, KAPOIOPUOTABEIA Kat

pEWwpEVO KAaopa eEwBnang €xouv avagepBel oe aobeveiq xwpis M2 und aywyn pe aAeptouloupdurnn rou

£(QV QVTPETOTIOTE( TPONYOUNEVAS WE BUVNTIKOG KAPOLOTOEIKOUS TapayovTE.

dzampa)ésq OyeTI(Opeves e Tov (6 Epstein-Barr AepgolnepriaoTikég dlatapaxég oxm{ouavsc He Tov 10
Epstem arr £X0UV TapapnBel 0€ a0BEVE(S MEPAV TWV PEAETV MG TN éopnvlu me etapeiag. 4.5
A pe GAAa npoidvTa ka1 GAAES popES aAAnAemi
enionueg PeAETeq pappakoroykwyv anAerudpdoewy pe 1o LEMTRADA ypnowonowvtag m d0on mou
0UVLOTATaL Yia Toug aoBeveig pe M2, Te pia eheyyouevn kAwikn dokiw yia my N2, aoBeveig mou eixav
TIPO0PATA AVTIHETWTOTEL PE B-VTEPQEPGVI KA O;IKH YAQUOQuEPN YPELGoTNKE Va Blukowouv rr]> aywyn 28
nuéPES mpwv ané myv svupgn g aywyng pe LEMTRADA. 4.6 Fovipotnra, kunon kai yohouxia [uvaikeg oe
avanapaywyiki nAkia Ot GUYKEVIPWOELS 0TOV 0p0 fiTav XAUNAES 1 un avixveuoules Peaa oe 30 Tigpiou
Nuépeq Letd ano kdBe ouvedpia. Katd ouvémelq, ol yuvalkeg 0€ avanapaywyli nhikia Ba mpénet va
xgnmuonﬂ&uuv unorﬁs)\suumlksq ueBoEéouq avnuu)\)\nmnq agogm piag queﬁé)mq e LEMTRAD{\EKMQTLF;(A%K
UAVeS et T ouvedpia yKuFoouvg {val ieplopiopiEva Ta SeBOUEVA OYETIKA e T Xprion Tou
0TIG £ykueg yuvaikes, To LEMTRADA Ba mpénet va xopnyneei katd m élﬂpKElﬂ g KUNang povov £av 1o
TiBavo 6perog dikatohoyel Tov TuBave Kivduvo yia 10 Eppuo. Eivat yvwato 6t n avbparwn IgG propel va
dlanepdoeL Tov MAGKOUVTIaKO ppayo n u)\suwu‘éouuuunn evdEXETaLVa dlanepdoet eniong 1oV MAGKOUVTIAKO
QPAYHO KA OUVENAG va AMOTEAETEL DUVNTIKG KIVOUVO Yia To EpBpuo. MeAETEG 08 (Ma €xouv Katadeitet
TogikdTnTa oIy YWyKn Kavotnta (BA. a 5.3). Agv givat yvwot6 £dv n akeptoutoupdpmn
propei va BAGYEL 10 €uBpuo Gtav yopryelta us vausq vuvulkeq g €qv jinopei va emnpedoet my
avanapaywyikn kavomta. H véoog tou A 0(aTapayes) ouvioTd
101{TepO KIVOUVO Y1a TIG YUVaiKES ToU £ival £YKUeS. Edv 0 unoeupaoetéwuoq eV QVTIHETOIIOTEL KATd TV
KUNan undpyet auénuevog kivduvog anoBoAig Kat EMUTTOOEWY 0T0 EUBPUO, OTIWG dravonTiki kabuatépnan
KQLVaVIopo. XTIS IMTEPES JIE VOO0 TOU Graves, Ta jTpIka avTIowuaTa Katd Tou unodoxea g BUPEOEd0TpOTIOU
0ppOVNG Uropouy va uemBLBuamuv 0T0 QVANTUOOGHEVO EUBPUO KAl UTOPOUY VA TIPOKAAETOUV TAPOBIKY
VEOYVIKN V600 Tou Graves. Bnhaouég H akeptououpdunn avixveUBnke 0To ydAa kai oTa veoyva BnAukav
TIOVTIKGV 10U Yahouxoyoav. Agv elval yVwaTd edv 1) GAEUTOUCOUNANTIN QrekkpiveTal 010 avBpwruvo yaa. O
Kivduvog aTo BnAdZov Bpegog dev propei va anokAeoTel, Katd ouveneta, o BnAaopdg npémetva dakomretat
Katd ) Oldpkela kABe BepaneuTikng cuvsﬁplaq jie LEMTRADA kat \ 4 urveg petd mv Teheutaia zyxuun
kBe ouvedpiag. 00T600, Ta 0pENY ANG TNV V0L T TIPOOBIBETAL KEOW TOU UNTPIKOU YANAKTOG EVBEXETAL
Va UTEPLOYUOUY TV KWBOVGY and v duvnuikn €kBean Tou BnAagovtog BpEgoug TNy aAeptouloupapr).
Toviwdnta Aev undpxouv enapki dedopéva KAVIKIG aopahelag oXeTIKa e Ty enidpaon tou LEMTRADA oty
govtuomm € |10 UTio-peREn e 13 avdpeg aoBevels mou éhaBav akeptoucoupdunn (gite 12 mg eite 24 mg),
£V TapatnpriBnke aomeppia, alwoomeppia, 01aBepd PeloUevog apiBPGG ameppatolwapiwy, Blumpuxsq
KIVNTIKOTNTAG 1 QUENON 0TI HOPOOAOYIKES avwpahieq Twv omeppatocwapiwv. Eivar yvwotd ot n CD52
anavrdtat oToug PaywY 10700 T0U IOV KL TGV TPWKTIKAV. Ta 0TOIg(a and ueAeTeg o8 {oa
KATEdELEQV EMOPATELS arn yovipdtta avBpwromnomuévey Toviikev (BA. mapdypago 5.3), woTo00 Wia
duVITTIKN €nidpaon omv avepwmvn YoviusTnta katd v nepiodo TG €kBeaNg eival Gyvwatn ke paon Ta
oTNV IKQV6TNTA 0BRYNONG Kal XEIPIOWoU pnxavev Aev €xouv
TipaypartorowBet ua}\amq VL(] g smépuustq Tou LEMTRADA otnv (kavtnTa odiynong kat Xeplopou
pnxavev. 0t neptoodtepot aoBevelq ekdnAwvouv AZE ot omoieg mapougtagovtal katd T oidpketa 1 evidg 24
wpwv usra v aywyn pe 10 LEMTRADA. Kdrtoieg and tiq avtidpdoeig mou oxeticovtat pe my gyyuon (AZE)
(TLx. (GAn) evoéxetat va ermmp pwva mv lKuvornm T0U 006eVOUS Va 0ONYAOEL 1] Va XELPLOTEL
HNXQVES KaL analte(tat npoooyy uexpt va £0iAnYN TOU MPOYIA
agodAelag Tuvohikd 1.188 aobeveiq pe unomomaZouua BluAsmouau ns (RRMSﬂ nou QVTIPETOTITTNKAV HE
LEMTRADA (12 mg 1 24 mg) anotéheoav Tov MANBUOUO a0QAAELNS 0€ Wia OUYKEVIPWTIKY avAAUOT Twv
EAEYXOUEVWV KAVIKGV PEAETWY, 1) OTIO( &X€ WG aNOTENEONA TV lapakoAoudnon g aogdhetag eni 2.363
£11)-008evwv kat €va ddpeco didotua nupaKo)\oqunq 24 pvav. O nm UI]LIOVTIKEQ averBupnTeg
svep £1EQ Tuv n autoavooia (ITP, , 0L AZE Kat ol
Aomw&em un:q Teptypdgoviat oy napdypago 4.4. Ourio ouxvec uvsmeuumsc svapvenec us 10 LEMTRA-
A (o€ 220% Twv a0Bevav) eival To eEavONua, n kepahakyia, N upeEia KaL 0t AOWWHOEELS TOU QVAMVEUTTIKOG
ouumuumq Katdhoyog avemBuuntwyv evepyeldv ae o nivaka 0 mapakdtw mivakag Baoicetal ota
OUYKEVTPWTIKA ésﬁoEeva aopdhelag yia didotnpa péxpt 24 pnvav andé aoBeveis pe RRMS mou
avipetwniotxav pe LEMTRADA 12 mg/nuépa eni 5 01adoxIkEQ nuEPES katd tnv eioodo o perétn kateni 3
diadoxkeg nuepeg katd tov 120 Mijva g MeAEng. Ot averuBupnTeg evepyeleg mou exdniwbnkav oe =0,5%
Twv a08evev napatiBevia katd Katnyopia/Opyaviké Zootnua (KOZ) ka kata Mpotapevo Opo (M0) tou
latpikou Ae€ikou yia Kavoviotiké Apaotnplotnes (MedDRA). Ot guyvotnteg opicoviat ouuwmvu ue mv
napuxarw OUVONK: TIOAU oUXVEQ (> 1/10) ouxvég (= 1/100 £wg < 1/10) dxt ouxveg (= 1/1.000 €wg <

mjvmﬁ MoAu ouyvég Zuyvég 0x1 oUXVES
. . Kvidwon*, levikeupévo edvBnua*, epubnpa, o "
Awatapaygg tou déppatog “ . i : OAUKTaWVE, VUKTEPLVOL
KaLTou unoddptou LoTol ﬁ%ﬁggﬁ' 2%[“1““’””' ahanekia, unepidpuoia, 16pTES
nBfoeLs, oGvdpoo ogeiag Awatapayég ou Mualyia, puikr aduvapia, apBpahyia,
HUOOKEAETIKOU OUOTHHATOG oaguahyia, dkyog dkpou, puikoi
Kat 10U 0UvBETIKoU 10T00 onaoyol, auxevakyia
Alatapaygs Twv veppav . o
XQLTV 0UpOgOpWY 050V Npureivoupia, ayatoupia
e&ﬂ;%%%ﬁvzggu Mnvoppayia, akavoviot €upmvog Auoriaoia tpayiihou
0UOTAIATOG KALTOU Ja0TO0 puon (wfitpa), aunvappota
XAA ou éhapav . . OuwpaKiKij duogopia®, piyn*, akyog*,

Eﬁzg‘ggdggmf“xgggg‘ Mupetia*, oidnua nepigepikd, e&aab: svwm

ot N KOMwon* YPN@dNS auvpopr, kaxouxia,
XopIYROnS ahyog g BEanc Eyxuong
NapakAvikeg eEeTaoelg TwHaTIkG BApog pelwpévo
Kakaoelg, SnAntnpidoelg
KQlL EMUTAOKEQ Mahwnag

paong Aev €xouv diegayBel OV XEIPLOHEV

aglyg 0N ETAEYUEVQY avsmeuunru)v evepyeldv Ot dpot rou Tat ge aatepioko (*) atov Mivaka

1 TeG EVEDYELEG TIOU AVAQENOVTAL WG QVTIdpAcelS OXeTI{OeveS |ie TV EYXUoN.

Ot AEE Tnepiappavouy. t:mcnq TV KOATUKT) Pappapuyn kaw my avaguhagia, ot onoieg ekGnAdvovialL og
TI0000T6 PKPATEPO NG TV oplakt] Ty 0,5% Yia Ta oyeTipeva ouppdpata (BA. mapdypago 4.4). Avagopd
Tuavohoyouuevuy _avemBuuntwy evepyelwv H avagopd mBavoAoyoUpevwy averbipntwy evepyelwv
petd ané m qunynun 010G KUKAOQOPIAG TOU QUPUAKEUTIKOU TPOIOVTOG Eivat oNUavTKN. Erutpenet m
0UVEXN TIAPaKoAoUBNaT TNG OXEANG 0QEAOUS-KIVOUVOU TOU QAPHAKEUTIKOU npowvroq Zteitat ang Toug
€NayYEAAT(EG TOU TOUEQ TNG UYELOVOYIKAG TiepiBakyng va avapep YOUpEVES
uvemeuumeq EVEPYELEG LEOW TOU €BVIKOU OUOTAPATOQ avapopds: Eevmoq Upvakuoq Oapudkwv
Meooyetwv 284 GR-15562 Xohapydg, ABriva TA: + 30 21 32040380/337 ¢ag: + 30 21 06549585 lototomog:
http://www.eof.gr 4.9 Ymepdooohoyia Ze eheyyoueves KAIVIKEG BOKIPEG, BU0 aoBevels e M2 Eapav Tuxaia
uexpl 60 mg LEMTRADA (dnAadn T ouvoikr) 5007 yla v mpwn ouvedpia) pe pia yxuon kat ekdiiwoav
Bﬂpsq avtidpdoels (kegahakyia, eEdvBnua kau eite undtaon &ite gAeBokoupikn taxukapdia). Adoeig
RADA LeYariTepeg and auteg mou dokIHAoTNKaY 0TIG KAVIKEG PEAETEG EVOEXETAL VA QUENTOUV TV
t:vmon fi/kat T BlapKeld TwV QVEIBUNNTWY EVEPYELWY TIOU o)ésn(ovmt JE TNV €YXUON T TIS QVOOONOYIKEG
€MdPAOEIS Tou, Agv UMAPXEL YVWOTG avTiBoTo Yia v unepoogoroyia g akeptouloupapmng. H aywyn
anoteAeitat ano dlakort T?]Q XOPYNOTG TOU QAPUAKEUTIKOU TPOIGVTOG Kat UMOOTNIKTIKT Bepaneia.
5. ®APMAKOAOTIKEZ IAIOTHTEZ 5.2 wn%unxnxlvqmsq 1316TT1e¢_H pappakokwnuiki tou LEMTRADA
GEQO)\OVT]BI]KE 0¢€ 216 ouvohikd aoBeveis pe RRMS, ot oroiot e)\u[!uv £VO0QAEPLES EYXUOELS ElTe 12 mg/mpépa
4 mg/nuépa yla s §G NUEPES, QKOA i ané 3 £ NUEPES 0T0UG 12 iveg petd v
upxlm 0Uvedpia. 0L OUYKEVTPWOELG 0TOV 0pA QUEGVOVTAV UE KABE ETIOUEVT XOPNYIOT JAG OUVEDPIT, e TIG
UYNAGTEPES OUYKEVIPWOELS VA TAPATNPOUVTAL HETA TNV TEAEUTaia EYxuor kaBe ouvedpiag. H xoprynon 12
mg/nuépa anédwoe peon Cmax 3014 ng/ml v Huépa 5 ™G mpwng ouvedpiag kar 2276 ng/ml v Huépa 3
G deutepns ouvedpias. 0 xpdvog npioelag (wiig a fitav nepirou 4-5 nuépeg Kat frav UUVKDIUI&IOQ HETagl
WV 0UVEDPLAY, Kum)\nvovmg 08 XQUNAES T} U QVIXVEUOLIES OUYKEVTPWOELS 0oV 000 péoa o€ 30 mepinou
TUEPES UETA and kdBe ouvedpia. H aAePtouloupaunn elval MPWTElvN yia TV omoia n avapevopevn 0d6g
JETABOAIOKOU Eivatn umlkoéounun 0¢ |IIKpG TIENTIOIa KAt PEPOVWUEVA AIVOEER QNG EUPEWS DleaTIapUEVT
TIPWTEOAUTIKG Ev{upa. Aev €Xouv OleaxBei KAAOOIKEG PEAETES BlopeTaoynuatiopoy. Ané ta dabeoa
dedopeva dev pnopoly va egaxBouv OUNMEPGONATA Y@ TV eMiBpaon G QUANG Kal Tou gUAou oTn
?GQMUKDKIVT}TIKH Tou LEMTRADA. H pappakokwntikr tou LEMTRADA dev £xel pehenBel o aoBeveig nAwkiag
5 £T0V Kat avw. 5.3 MpokAivikd dedopeva yia Tv ao@dAeia Kapkivoyeveon kat gsru)\)\uglyavsog Aev €xouv
dletayBel PEAETES yla TV EKTIUNON TOU Kapkwvoyovou T HeTaARagLoyovou duvapitkod Tng aAeNToUCoupauTING.
Tovipotnta kat avanapaywyn H aywyn pe evdoghépia akeutouZoupapnm oe dGoeig pexpt 10 mg/kg/muépa,
XopnyouUpeveg eni 5 dladoxikég nuepes (AUC 7,1 pop€g peyakutepn and v ékBeon tou avlpanou 0T
OUVLOTGREV nuepg’olu 0dan) dev eixe kapia emépuon 0Tn YOVIHOTNTA Kat 0NV avanapaywylkr anédoan
QPOEVIKGY DLaYOVIDLAKGV TOVTIK@V P avBparuvo CD52. 0 aptBudg Twv puULoAOYIKGY unspuuroéwaptwv
TTQV ONUAVTIKA PELWREVOG (<10%) OE OXEOM e TOUG HAPTUPES KAl T TIO00TTH AVAHAAWY OTIEPHATOLWapiwV
(ue anoonaon 1 anouoia KEQaANS) Tav oNuavTKA auENEvo (uéxpt 3%). A0T000, oL aAAayeq autég dev
£TNPEQOav TN YOVIHOTNTA Kal ouvenwg dev BewpriBnkav duopevelS. Ze Bnhukolq movTikoUg mou €hapav
£vd0gAépLa akeptouCoupdpmn péxpt 10 mg/kg/nuepa éAUC 4,7 9opég peyahutepn and v €xkBean tou
avBpWTIOU TN OUVIOTGHEVN Neprola 00T) EML 5 OLADOXIKES NUEPES TIPV TN OUVUTAPEN e APOEVIKOUG
TOVTIKOUG GYPLOU TUMOU, 0 HEOOS aPIBUOS WXPGV OWHATIWV KAl TWV ONUEWV EUPUTEUONG VA TOVTIKO
TTav OMUAVTIKA HEWNEVOS OE OUYKPLOT e Ta Telpauatélwa nou €Aapav gopea Jovo. 2e OXEON HE TOUG
HApTUPES TIoU EAABAV POPE, 0L KUOYOPOUVTES TIOVTIKO{ Ttou EAaBav 10 mg/kg/muépa mapouaiaoay pewwpgvn
auénon Bapous katd Ty kUnon. Mid ueAET) avanapaywyikig TOEKGTNTAS OE KUOPOPOUVTES TIOVTIKOUG MOV
€KTEBNKAV 0€ EVDOPAEBLES DOUEIG AAENTOUTOUNAUTNG pEXPLTA 10 mg/Kg/nuepu (AUC 2,4 gopég peyakitepn
and v ékéeon Tou uvegmnou 0T oUVOTOEVN D00 Twv 12 mg/nuepa) eni 5 d1ad0, IKES NUEPES KaTd
TV KUNoT Eixe WG AMOTEAEOKA T ONUAVTIKY QUENON GTOV APIBUO TWV UTEPLY TV OMOLwWV OAA Ta EuBpua
VEKP@BNKAV 1) anoppoerinkay, pe mapaAnAn pewwon otov apiBud Twv UNTEPWY K Blooa Euppua. Aev
apatnpriBnke kapia duonihaoia 1j napaAhayn Twv eEWTEPKOY BOP@Y, TWV HAAGK®Y HOPIWV 1) TOU OKEAETOU
oe 0doelg péypt 1a 10 mg/kg/nuspa Metagopd dlapgoou Tou mAakouva Kat Tudavr gappakoroyiki dpaan
g akeptouloupd at 0€ TOVTIKOUG KaTd TNV KUNom Kat Petd Tov TOKETO. Xe PEAETEG OE

1/100). & kabe oudda oUXVOTITWY, OL QVETUBUWNTES svep¥stsq napatiBevtat katd oelpd ¢
oopapdtntag, Mivakag 1: AvemBupnTes evépyeies otn pehémn 1, 2 kar 3 mou mapatnpriBnkav og >0,5% TV

aoBeva@v mou av Nkav pe LEMTRADA 12 mg
Katnyopiu/opyaviké < P <
stoTnua Moy ouyvég ZUXVES 0x1 OUXVES
. NowwEelg Tou Kuuinspuu
i Q‘?&“I"E’EEJOU QVanVEUOTIKOU OUOTAATOS, 0BovTiki AofwEn, £prng
RowoEets kat avanveugtikos | EPNG 00TIRAG, YAOTPEVTEDTIdA, |, YEVVNTIK@V 0pYQvaY,
TapaocThoeg ; OTOUATIKGS EPTING, KAVTIVTiaoNTOU ° g
gﬂugagf“gg‘ ot6jatog, Kavuvtiaon,
POROTHOSN | ypimnn, Nowgn Tou wrdg
N Autodvoon BpopBorevikr
Aatapayés Tou " o .
QLIOTOMTIKOU KAl ToU ng"l.?fm]u Nepgadevonddela g&%%%‘ipmoﬁgﬁlmﬁ

Aejigiko ouoThaTog QUUATOKP(TNG PEIWpEVOS

Z0vdpopo aneheuBEpwang
KUTTApOKIVAV

Ndgog Tou Basedow,

unepBupeoeIdIopdg, autodvoon

eupaomﬁméu uno upeomﬁluuuq,
OKnAN, e€ETaon yla

avn upeoslﬁlkuuvrmwumueenm

Awatapayég Tou
QV0OOTOTIKOU OUOTAUATOG

Awatapaygg Tou
£EVOOKPIVIKOU 0UOTANATOS

Wuylatpikég dlatapayég Aunvia*, dyxog KmueMwn

Dwatapay€ég Tou veupikod Keoahahyia* Yrotporm g Mz, {dAn*, ( JukéTTag,

0UoTAPATOg i v napalodnoia, Tpépog, ﬁuuvsumu* unspameqmu

0gBal ‘Opagn Bapnn Emnequkitida

Aatapayég Tou wTég Kat r

Tou AaBupivlou hiyyog

P—— Toguabi fpauapbi, oo

Ayyelakég dlatapay€sg ‘E€ayn* Yndtaon*, unéptaon

Awatapaygg Tou

QvanveuoTikoy Avonvowa*, Brixag, eniotagn, dAyog igﬂm“{mvumnuﬂ

0uaTANatog, Tou Bipaka otopatopdpuyya

xal 1o h £peBLopdg Tou Aapol
Auvokoiétnra,

Awatapaygg tou Nautia* Kothiakd dhyog, épetog, didppota, YaoTPO0LO0PAYIKT

YAoTPEVTEPIKOU duomeyia*, oTopatitida nakwvdpépnon,
ouoppayia, dugpayia
Aomaptikn

Aatapay€g Tou fnatog kat
wv Gpwv

augnuévn

TIOVTIKOUG nupumannKuv LETARONEG 0TOV APIBUO TwV AEPPOKUTIAPWY € VEOYVA TIOU EKTEBNKAY 0TV
u)\e T0UGOUNdpTI katd T Bidpkela TG kUnang, o€ d00elg 3 mg/kg/mugpa eni 5 dladox kes nuepeg (AUC ion
,6 Qopég T €kBe0N Tou avBp@Mou 0N OUVIOTGHEVN BG0M TwV 12 mg/npépa). H YVWOTIK, N OWUATIKT
K(ll n 0€€0UAAIKT QVATTTUEN TWV VEOYVWV TMOU EKTEBNKAY KATA TN su)\ouxla 0€ 000€1G ahepTouoUpduNG PEXPL
10 mg/kg/nuépa dev emmpedotnkav. 6. OAPMAKEYTIKEE TAHPOOOPIEX 6.1 Kardhoyog ekdoxwv ® Awdtplo
WOPOPIKO, DWBPIKG (E339) e ABUNEVODLOUIVOTETPAOEIKG BIVATpLO GAag, Bldpik e Kakio yhwplouxo
TESOB) ® Kdho 0wopopikd 810680 (E340) e Mohugoppukd 80 (E433) e Ndtpio yAwplouxo @ "Yowp yia
€véouyia 6.2 AoupBatornreg EMeipel ua)\awv OXETIK@V JE TN 0UPBATOTNTA, TO TIAPOV QUPHAKEUTIKG MPOLOY
eV TIpENELVa uvuustvvusrm ie ARG QAPUAKEUTIKG IPOTOVTA EKTOC UTGY TIOU QVAPEPOVTAL 0TV Iapdypago
6.6. 6.3 Aidpkera (wng Mukvo didhupa 3 xpovia Apatwpévo d1ahupa Xnpikn Kt QUOIK 0TaBENOTNTA KATA T
dudpketa g xpriong Exel Kumﬁslxem Y 8 wpeg otoug 2°C - 8°C. AN pikpoBlohoytky droyn, ouviotarat
QUTO T0 TIPOIGV va xpraluonoteital auéows. Edv dev xpnotponownBel agsowq 0)p6vog pUAAgNS katd tn xprion
Katot cuvenxsg TIPLV Q10 T Xprion arnoteholy eueuv T0U XPI0TT KaL O€ Ba TIPETELVa UTEPBAIVOUY TIG 8 WPES
ToUg 2° , UNd TipooTacia and 10 9w, 6.4 Ioiitepes mpoguAdZeI katd Tn gUAagn Tou mpoidvTog
Mukvd Bidhupa GuhdooETe oe Yuyeio (2°C - 8°C).Mnv katayuxete. QUAGOOETE To PLAAIDIO OTO ECWTENIKO
KOUTC Y10 va mpooTatevetal ane 1o gwg. Ma ug ouvenkeq d1aTipnong HeTa TV apaiwan Tou YappakeuTikol
TpoiévTog, BA. mapdypago 6.3. 6.5 déon kai guoTarikd Tou mepigkTn To LEMTRADA datiBetat og dlauyeg
VAo QLaAIDI0 TwV 2 ml, je TOA EWOXDP! nar]q and eAaoTikd Boutuhiou kat U$pdv|on aopakeiag ano
ahoupivio pe MAQOTIKG AMOOTIHEVD nwuu?fllp off).MéyeBog auokeuaaiag: kout( pe 1 glahidio. 6.6 13iaiTepeg
npo@uAdgeis andppigng kar dAAog xeipiopag To neptexopevo Tou plahidiou Ba npénet va egetaleTal mpwv m
X0PTIYNaT Y1 TUXOV apouaia owpatidlakou uAikod 1 aAhoiwon Tou xpwpatiopod. Na un xpnotuoron el edv
UNApYEL 0WPaTIDLaKG UAIKG 1) £V T0 TIUKVO BLdAupa €xel unoaTel aAhoiwon Tou xpwpatiopou. Mnv avakweite
Ta guahidia mpw m xprion. la evéogrépua xopnynon, avappogriote 1,2 ml LEMTRADA ané 1o uahidio oe
Jua oupryya, soup )%vmq donnm 1a§vu<r] Eyxuote v noodtnta auty oe 100 ml dlakupatog xhwplouyou
vatpiou 9 mg/ml ( 9%) yia éyxuon i LO)\UUOYOQ YAUKO(NG (5%) Yia €yXuan. AUTO T0 QUPAKEUTIKO TIPOLGY
dev pgnel va apaldvetal pe alhoug dlahuteg. 0 odkog Ba MPENEL KATGMY va avaoTpagei pakakd yia va
avapxBei 1o didhupa. To LEMTRADA dev mepiéxel avyukpoBiakd ouvInpnTika Kat Ouvenag anartefrat
TIPOOOXT] Y1 va BlaoeaMOTEL N A0T)Pia TOU TAPACKEUATKEVOU HLAAUNATOG. 2UVIOTATAL TO APALWEVO TPOIGY
va xopryeitat apéows. Kabe plakidlo mpoopiZetal yia pia povo yprjon. Kabe uxpnaluonommgzapuaksunko
npotov rs(unomguu TPETEL VA GH%)SIITIETOI 0UHOWVA fig TIS KATa TOMOU I &uouoeq OXETIKEG DIATAEEIS
IAZ KYKAOOOPIAZ Genzyme Therapeutics Ltd, 4620 Kingsgate, Cascade Way, Oxford
Busmess Park South, Oxford, 0X4 25U, Hvwpévo Baaikelo
8. APIOMUZ§0I) AAEIAZ KYKAOOOPIAZ
EU/1/13/869/001
9. HMEPOMHNIA NPOTHX EFKPIZHE/ANANEQZHE THE AAEIAZ
HHEﬁIvam oG € prgc 12 Zameug(plou 2013

b EPOMHNIA ANAGEQPHZHX TOY KEIMENOY
BBkt havik i 7.239,06¢. | BONBAOTE va yivouv Ta pdppaka mio acpalr
Kai
AvagpépeTe
OAEZ Tig avemBupunTeg eVEPYEIEG Yia
OAA 1a pappaka

ZupmAnpwvovTtag Tnv “KITPINH KAPTA”
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HMEPEY KAINIKHZ NEYPOAOT AL 2014

Kuptlakn, 28 LentepBpiou 2014

09:30—11:00  Exnawbeutkd Lepvdpio Khvikng Neupoguatooyiag

09:30 - 10:00 Ewoaywyn kat Baowkég apxég HAektpopuoypagpiag
I". [kékag

10:00-10:30  Ewaywyn kat Baoweg apxég HAektpoveupoypapiag
E. Xpévn

10:30—11:00 Ludhtnon
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for benefits that last * £
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INTERFERGN BETR-1b

Turpa Emomuovkis Eviugpwons
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¢ ) BETAFERON".....

INTERFERON BETA-1b
MEPIAHWH TON XAPAKTHPIZTIKQN TOY MPOIONTOX

1. ONOMAZIA TOY ®APMAKEYTIKOY MPOIONTOZ
Betaferon 250 pg/ml, kovig kat SIGAITG ia evéopio didAupa
2. MNOIOTIKH KAI MOZOTIKH ZYNOEZH
Avaouvduaopévn ivieppepdvn Brta-1b" 250 pg (8,0 exarop. IU) avd ml, petd my avaouotaon.
To Betaferon repiéxet 300 ug (9,6 exarop. IU) avaouvduaopévng vtepgepdvng Brita-1b avd plaAidio.
["a Tov YN KataAoyo Twv exddxwv, BA. apdypapo 6.1
3. PAPMAKOTEXNIKH MOP®H
Kdvig kat Slahimg yia evéaipo Sidhupa.
2relpa AsUKr| £0G UMOAEUKN KOVIG,
4. KNINIKEZ MAHPO®OPIEZ
4.1 OeparneuTIKEG EVOEIEEIG
To Betaleron evdeikvutal yiam Beparteia
*  aoBevadv e éva Kal POVO ArOHUEAVWTIKG OUMBAY e avspyr] (p?\syuovwén dladikaoia, epdoov elval aprolviwg Bapy, wote va xpriZel Bepartelag pie evOopALBIa KoanOOTspann £poooV
£X0UV arOKAEI0TE EVAMAKTIKEG DIAYVWIOELS, Kal epA00OV KOIVETA GTL oL ooeavaq Bmpsxouv UPNAG KiVOUVO aVAITIUENG KAVIKG BsBomq TIOMarAig orkArjpuvong (BA Tapdypago 5.1).
*  aoBevadv e urotporidlouoa-dlaAeiouoa no)\)\ctn)\n oK puvon pe dUoT nsplocorspsq unmpor[sq evIoG TV TeAeUTaiv dUO ETGV.
aoBevav pe deUTEPOYEVT] TIPCIoUOA LOPQT| TG TIOMNAMAYG OKAYPUVONG e EVEQYT] VOOO, N ortoia arodeikvUETAL ard UNOTPOTTES,
4 3 AVTEVBEIEEIG
‘EvapEnmg Sspcmaluq Kard my kunon (BA nclpuypqcpo 4.6)
* AoBevelg pe (OTOPIKO UMepeuaiobnolaq ot QUOIKY 1) OV avaouVOUAOHEVN IVTERPEPOVN BT, omv avBpwrivn AeUKwuaTivn 1) 0e kdrmolo arné Ta €kdoxa Tou avagepovtal oy
Tapdypago 6.1.
*  AoBevelg e mapoloa Bapeld kardBAn rykat aUToKTovIKG Beacud (BA. Tiapaypddoug 4.4 kat 4.8).
*  AoBevelg pe U aviipporioUpevn nricronddela (BA. riapaypdgoug 4.4, 4.5 kau 4.8).
4.4 EIdIKEG TIPOEISOTIOINOEIG Kal TIPOPUAGEEIG KaTd T Xprion
AITaPaXEQ TOU QVOOOTIOINTIKOU CUOTUATOG
H xoprjynon Kutokiviv oe aoBevelq e Tpolndoxouoa LOVOKAWVIKY] YaUUATIABeia €Xel OUOXETIOTEL e TNV EUPAVION OUVOPOHOU CUOTHATIKAG TOXOEDIKIG JIAUYAG, HE OUMITIOMATA
TIOPEUPERN TG KATAMANE(Ag (shock) kat Bavammpopo éxBaor.
Aaray TOU YAOTPEVTEQIKOU
€ OTIAVIEG TIEPITTTOEIG, TIapaTmENBNKe Taykpeattuda pe m xorion tou Betaferon, ouxva ouoxeTcpevn pe ureptotyAukepidaiuia.
Alarapaygq Tou vaugtxou ouoTuaTog
To Betaferon mpénet va xopnyeftal pe mpoooyr} oe aobevelq e TIPoUNApXOUOES 1) IapoUoes KATABNITIKEG dATAPAxES, (Blatepa oe autols e TIPoNYNBEVIA QUTOKTOVIKO 13eaoud (BN
Tapdypapo 4.3). Eival ywwoto 6t 1 katdOAn Kat 0 QUTOKTOVIKOG (9eQopOG eppaviCovTal e QUENIEVN ouXvOTTTa otov TIANBUOHO Twv aoBevav e TIOMArAY) okArjouvarn, kabig Kat oe
OUOXETION e T Xpriom vteppepovav. Ot aoBeveig iou AauBdvouv To Betaferon mipérel va oupBouledovtal va avapépouy oroladimoTe OUMIMTTMHATA KatdBAIYNG /KAt AUTOKTOVIKOU 90Oy
oto Bepdnovta yiarpd Toug apéowg. Ot aobeveiq mou exdnAdvouv katddAn mpénet va rapakoouBouvial oteva katd ) didpkeia g Beparteiag e To Betaferon kat va toug xopnyeftat n
KOTAANAN aywyr). Mpéret va eEeTaoBel 1o evdexdpevo TG JIAKOTG TG aywyrg He Betaferon (BA. eniong napaypdgoug 4.3 kat 4.8).
To Betaferon mpértel va xopnyeftal [e ipocoyy| 0e AoBeVE(G e I0TOPIKO ETIANTTIKAWY KOIOEWV Kall O ekeivoug rou AapBavouv Beparteia pe aviermAnTTikd gAppaka, diaitepa edv n eninyia dev
eAEYXETAL ENAPKMOG Ue QVIETIANTTIKE pdppaka (BA. Tiapaypdgoug 4.5 kat 4.8)
Auto o &pdév TIEPIEXEL AVBPWTTIVI ASUKWHATVT, Kal OUVETTWG SUVITTKA EUIMEPIEXEL KVDUVO HETAB0ONG loYeviv vOowv. Aev UMOPEL va arokAeloTel o kivduvog petddoong mg vooou Creutzfeld-
Jacob (CJD).
Epyaompiaxdq éeyyoq
ZUMOTAVTAL TAKTIKOL EAYXOL TG AeToupyiag Tou Bupeoeidols adeva, oe aoBevelq e IoTopikd QUOAETOUPYIag Tou Bupeoedolq 1) drou evOekvUTAL KAVIKA.
Extdq and Tiq epyaompiakég eEETAOEIG TIOU anarrouvTal Kavovikd Yia T TapakoAoUBnarn aoBevav e TIOMNATTAY) OKAPUVOT), CUMOTATAL TIAYPEG AODIGYPAWA KAl ASUKOKUTTAPIKGG TUMOG,
HETENON TV QLOTETANWY Kal BIOXNIUIKEG avOAUOEIG QlaTOG, OUHMEPAUBAVOpEVLY TwV SOKILAOIOY TG NaTkiq Aetoupyiag (rux. AST (SGOT), ALT (SGPT) kat y-GT), ipiv TV évapén
NG Bepaneutikng aywynq He To Betaferon, kaBg kat oe TaKtd xpovikd dlaotmjuara katd T SIdpKeia TG Bepartelag, Kat ot oUVEXELD TIEPIODIKA, EPA0OV Sev UMIAPXOUV KAVIKA OUMITIMATA.
e aoBevelq e avaiia, Bpoportevia, AsUkortevia (aréAuT 1 oe orolovdroTe ouvdUCOHO) TIBAVAG Va ATTAITELTAL EVIATIKGTERN TIAPAKOACUBNON e AT N ALpOdIAYPAHCTA, [UE ASUKOKUTTAPIKO
TUMO KAl PETPROELG Twv aporetaiwv. Ot aoBeve(g rou ekSnAdvoUY OUSETEPOTEVIa TIPETTEL val TIapakoAouBouvTal oTevd yia Ty TufavéTra ekdNAwong UPEToU 1) AouwEng. ‘Exel avagepBel
BpopBorevia, e oNUAVTIKEG HEWDOELS TOU ApIOUOU TWV QIOTETANWY.
AITapaYEG TOU ANATOG KA TwV XOANPORwY
Karrd m didipkeia Kvikav JeASTav e aoBevelg ou ehdpavav Betaferon mapatnoriBnke oAU ouxvd QOUMIMTwHATIKY AUENON Twv TPAVOapIvVaowy Tou 0poy, TIOU OTIG IEPICOGTENEG TIEPITIWOELS
rrav rra kat mapodikn). Onwg kat pe AAeS B-Ivieppepoves, coBapr Nramikr} BAARN, CUHMEPABAVOHEVIV TwV TIEQITIWOEWV NTATKIG AVEMAPKEIAG, ONAVIa EXelL avapepBel oe aobevelq
TIoU UMoBAriBnkav oe Beparteia pe Betaferon. Ta o cofapd oupBduata eugaviomray ouxvd oe aoBeve(q Tou extéBnkav oe GANa ApHaKa 1) ouoieg TIou eival YWwoto Tt OxeTidoviatl e
NATOTOSKATTA 1) AGYW OUVUTTIAPXOUOWMY TIABHOEWV (IETAOTATIK| KAKor NG voog, coBapr) ASUwén kat orjymn, Katdixpnon ovorveUpaTog).
O aoBevelq Tpénet va apakoAouBolvial yia onueia nratkrig BAARNG. Edv o aoBevriq eppavioel auEnuéves TIEG TV TPAVOOUIVACWHV OTov 0pd, TOte Ba TEENeL va Tebel und otevr)
TIapaxkoAoUONon kat dlepedvnon. Mpgnel va AapBdvetat undgn n dlakorr g Xoprynong tou Betaferon, edv ta enineda augGvovial onuaviikd 1) v OUOXETICOVTAL e KAVIKA OUMITIAATA OTIG
{ktepog. EGv dev urdpyouv KAVIKEG evOelEeIq Nramikrg BAGRNG Kal agoy OL TEG Twv NITATIKWOV eviUpwy enavéAdouy oe GUOIOAOYIKA eireda, TATe Jnopel va AngBe{ unén 1 enavaxoprynon
TOU POPHAKOU pie TN BEouoa MapakoAoUBnaon TG NIATKG ASToupyIag.
Neppwotko Svdpouo
"Exouv avagpepBel meprmaoelg NeppwokoU ZUv3pGpoU e SIAPOPETIKES UMOKEIUEVES VEPPOTIABEIES, OUUMEPINALBAVOEVNG TG OUMITIWTIKIG EO0TIAKY|G THNUATIKIG OTIERAWATOOKA|OUVONG
(FSGS), enaxiomg petaBoNig aoBeveia (MCD), pepRpavolrepraotikr| onelpapiaroveppmda (MPGN) kal pepBpavadn orelpapiatornddeia (MGN) katd ) didpkeia Bepaneiag pe mpoiovia
wreppepdvng Brita. Ta oupBavia avaggpBnkav oe AApopa xPovika onpeia Katd m didpkela g Bepartelag Kat Unopel va eupaviotolv ETA ard ApKETA xpovia Beparteiag e vieppepdvn Brita.
ZuvioTdTal TIEPIODIKAG EAEYXOG TWV TIPWIWY ONUEIV 1) CUMITIWUATWY, TLX. 0dNnua, mpwteivoupia kat dlatapayr) TG Veppikrig Asroupyiag, diaitepa otoug acBevelq ou elvat oe uPnAdTepo
KivBUVO veppIK|G aoBEveIns. Anarteltal Eykapn BEpaTteia Tou veppwoikoy OuvdpGHoU Kat Ba Tpgre: va AapiBdvetal undyn 1) Siakortr Mg Bepartelag pe Betaferon.
AQTOPAXEG TWV VEPOWY KALTWY 0UPOPEPWY 056V
H xopnvr]cn Mqu;epovr]q Brira oe aoBevelq e coBapr VEPPIKT| QVETIAPKELD TIPETTEL VA YIVETAL e TIPOCOXT| KAl UTTO OTevr) TIapakohouBnon.
Kapdiakéq dlarapaye
To Betaferon mperet emiong va xopnyeftal e Tpocoxr) 0e acBeve(g TTou UMoPEEOuV ard MEoUNAp)0UOeS KapJIOKES SIOTAPAXES. ACBEVE(G e TTPOUTIAXOUOA ONUAVTIKT KapdIakr) vOoo, 6Mwg
OUMPOPITIIKY] KAPDICKY) QVETTAPKELD, OTEpaVaiic VOO0 1) appuBia, TIPETTEL va TapakoAouBoUvVTal wa Tipog Ty emideiviarn TG Kapdlakrig Toug Katdotaong, eidikd katd my évapén mq Beparteiag
e Betaferon
Ev 10 Betaferon dev €xel ywwotr) dueorn kapdiakr] TOEKSTTIA, Ta YPUTIdN CUMITIWHATA TIOU OXETICOVTAL e TIG IVTEPPEPOVES B Ta ropel va €x0Uv OTPECO0YOVO eridpaon oe aoBevel e
TIPOUMGEXOUCA CNIAVTIKY| KAPJIaKY) v6oo. Katd T dAPKELX TG GAPHAKOENaypUrvnong, avapeptnke oAU oravia emideivworn TG KApdIaKT |G KATAoTaong Oe AoBeve(q e TipoUrdpxouoa
ONUAVTIKI KAPAIAKN VGO0, 1 OMo{a CUOXETIOTNKE TIP0G OTyUrV e v Evapén g Beparteiag pe Betaferon.
“Exouv avagepBel ordvieq mepirmtwoelg uokapdiondbelag;: Edv rapouoiaote! puokapdlorndBela kat UndpEet uroia oUoxETIong e T xeron Tou Betaferon, téte n Bepareutikr} aywyr| megrnet
va dlaKortel.
Cevikéq Slarapaxgéq Kal KATaotdoelq TG 0doU XoErynong
Eivai ibavé va napouaciactolv coBapsq aviidPAcElq UnepeuaioBnoiag (oridvies, aMA coBapéq oEaaq qvnépucalc; Srwg BpoyxdoTacpog, avapuAagia kat kvidwon). Edv ot aviidpdoelg eivat
00BaPEG, TIPEMel va dlakoTtel 1 xopnvr]on Tou Betaferon kaiva xopn\mea KOTEGMNNAN (papuaKsunm Qywyr.
AoBevelq ou AapBdvouv To Betaferon €xouv avapépel eugpAavian VEKpwaong oto anueio g éveong (BAETe mapdypagpo 4.8). H vékpwon Jrnopel va enextabel kat va ouprepAapBavel kat my
TiepTovia MUY, KaBwg Kat AMog Kat Mope! yia To AGYo autd va €xel WG ArOTEAEOUA TO OXNUATIONO OUAWV. 2€ UEUOVIHEVES TIEPITILOEIG UMOPEL VA XPEIOTE! XEWOOUPYIKOG KaBapIopdg,
oravidTePa HETAPGOXEUON TOU SEPUATOG KAl ) EMTOUAWOT HMOPE( va SIapKETe! Ewg Kal 6 prjves,
Edv 0 aoBewriq epgavioer Alon Tou Séppartog, n ornoia propef va ouvodeUetal aro oidnua 1) Slaguyr) Uypou and To onuelo TG éveang, 0 aoBevig MPEMel va 0UBOUAEUBEL To Yiarpd Tou TV
ouvex(oel TG evéoelg e Betaferon.
Edv 0 aoBewriq rapouoidoel BAGRN oe meploodtepa onuela, Téte N xopriynon Tou Betaferon mpénet va diakorel £wag étou enouAwBolv Ta onpeia autd. AoBevelq rou eudaviCouv VEkpwon oe
HELOVWHEV OMUE(d Lopolv va ouvex{oouv T Beparteia e To Betaferon, pe v mpoUnéBeon ot vekpwon Sev Exel erextadel katd MoAy, kaBkixg oe 0pIoHEVOUG aobBevelg emouldinkav ta
onela autd eva ouvexZav Ssp(msu‘nm aywyr pe To Betaferon.
Mava sAaxlOTor(omSSI o Klvéuvoq VSKDU)OT]Q ota onpeia mg éveang, Ba mpégnet va rapéxoval odnyieg otoug actevelq kote:
£ VaLXENOWONOIOUV T GONITIN TEXVIKI] TG EVEOTIG




¢ va evaMAGooouv To onpelo g éveong oe K&Be doon

H enirttoon Tewv avidpdoewy OTo Onueio TG €veong UMopel va Hetwdel Je T XOr1on QUTGHATOU eyxuT. ZTm BOOIKI| HEAET aoBeviv pie €va Kol IOVO KAVIKG GUPBGY evBeIKTIKO TIOMATIANG
OKNOUVONG, XONOIOTIOMBIKE QUTGUATOG EYXUTNG OtV MAEIoyn@ia Twv aoBeviv. AVIBPACeIS OTo Onpeio TG EveanG KaBia Kal VEKDWOELS 010 OMuUE(D TG éveong napampriénkav Ayotepo
OUXVA O OUYKEKQIEVT usAsm and 6, ong ON\E‘J: BQOIKEJQ EAET

I'Iapxoélm 0 aoBewriq Ba TPETel va eAéyxeTal doov agopd m Slodikacia Xopriynong e éveon ard tov idlo, eidikd Gtav TapouciacTolv avertiBUUnTes aviidpdoelg Oe KArola and Ta onueia
xopriynona.

Avoooyovikétma

‘Onwg e 6Aeg TG TIPWTEIVEG TIOU XPNOIHOTOUVTAL YIa BEPAreuTikoUq OKomous, UMAPXEL TIBAVGTITIA QVOOOYOVIKATITIAS, Z& eAEYXOHEVES KAVIKEG EAETES, DlevepyrBnKe CUNOVT Setypdtwy
0poU KdBe 3 Urveq yia v apakoAoutnan mg avartuéng avilowpdrwy évavil Tou Betaferon.

>& DIAPopeg ENEYXOHEVES KAVIKEG OOKIES, Eva TIO00OTO HETAEU 23% Kat 41% Twv aoBevav pe unmponldlouca—ém)\sinouoa TIOANAr\ okNjpuvon Kat ésurapoysvri TipoioUoa TIOAATTAY
OorArjpuvon avsrrru&av sEouésrspwnm SPaONPIGTITIA TIPOG TV IVTEPPEPGVI Br]m 1b otov opd, n oroia smBsBotwenKs e TOUAXIOTOV BUO DICDOXIKES esnqu HeTProeg TiAwv. Ard ToUQ
aoBevelg autoUg, oe éva TIoo00TO LETAES 43% Kal 55% apamoriENKe UETCTOONT oe OTabepd apVITIKT YA VIOWHATA KATAOTaT), (e BAoT T aroTeAEoHATa aro SU0 OUVEXOHEVEG OPVITIKEG
TIAOTIONOEIG) KATd T SIGPKEIA TG EMAKGAOUBNG TEEPIGEOU TIAPATTENONG TG AVTITONXNG HEAETG.

H avdrmuén eEoudetepwtkriq dpaomEITTAS Oe AUTEG TIG HEAETEG OUVDEETAL e Heiworn TG KAVIKIG ArOTEAEOUATKATITIAG UdVO OE OXEDM e T dpaompidtra mg urotpormg. Oplopéveq
QVOAUOEIG UNOSNAGVOLV GTL T eMiSPaon auTr) evBEXETAL va elval eyaAUTepn o aoBeve(q e uPnASTePa enieda Tithwv EE0USETEPWTIKIG SPAoEISTITAG,

> MEAEM Oe aoBeVE(G e €va Kal VO KAVIKO OUHBAY eVOEIKTIKO TTIOAAAIG OKATPUVONG, Iapamor|OnKe eE0USETEQWTIKT SPACTNEIGTITA LETPOUKEVN KABE 6 |rveq TOUAGXIOTOV [ia popd OTo
32% (89) Twv aoBevav Tou EhaBav apgowa Betaferon. Aré autoug, To 60% (53) ermaviddav 0e apviikr| kardotaar He Bdon v Teheutaia daBéoiun agloAdynon evidg mg Teplddou 5 eTav.
Evtdg aumg Mg XPovikig Teplodou, N avarttuén eEoudeTepwTKiG SpaotnEIdTTaG OUCXETIOTNKE e |La ONUavTIky) augnon oe pdoparta evepyeg BAAREG kat T2 BAGRN Gykou oe anekévion
HayviTiikoU cuvtoviopou. Qotdoo, auto dev el Ve Va OxETICETAL e T Helwon omy KAVIKI aroteAeopatikdta (AapBavovtag urdyn To Xpovo HéxL TV KAVIKA BeBalal TOAAATAY) OkAYjpuvon
(Clinically Definite Multiple Sclerosis - CDMS), To xpdvo péxpl v erBeBawpiévn erideivwon omv kAuaka EDSS kat T ouxveT i UnotpoTav).

Aev €XOUV QKGN OUOXETIOTE! VEEG QVETIBULITIEG EVEPYELEG e TNV EUPAVIOT EEQUDETEPWTIKIG dPAoTEIOTTAG,

‘Exel anodelytel in vitro éti 1o Betaferon eugavidel dlactaupolpevn aviidpaon pe my evdoyewr| vieppepdvn Brita. Qotdoo, dev €xouv dIEEaxOel €peuveq in vivo kat N kKAVIKY) onpacia Tou
yeyovétog autoU dev xel emiBefawbel.

“Exouv avagpepBel pdvo omopadikd Kal n odnyoviag oe ouprepdopara Sedopéva aré aobevelg, ol oroiol avermuEay eE0USETEPWITIKT SPAoTEIGTITIA KAl oL ortofot oOAoKAjpwoav T Bepareia
e Betaferon.

H andgaon va ouvexiotel 1) va diakorel n Beparteia gt va BaoiGetat HEAOV 0To 0UvoAO Twv TAEUPWY NG KATAOTAONG TG V00U Tou aoBevoug Mapd 0y KATGoTaoT) TG e50USETEPWITIKIG
Spaompiemrag HOvo.

4.8 AvemeupnTeg svapvalaq

Svoyn Tou PO a O

ZmV apxX TG aywyrg oL avertBUHITES evEpYeleq elval oVNBIOHEVES, GG YEVIKG UTIOXWPOUV HeE ) QUVEXION TG aYwyriG. Ot QVEriBUHITIES EVEDYEIEG TIOU OMUEIDVOVICL TIO OUXVA elval TO
ouun)\swa YPUTIWOWY OUUITIWUATIV (nupsroq Pplkia, apBpaiyia, KCIKOUXLCI a(plépwcrn K&IPG)\O)\\AG 1} LUOAYLQ), Ta ortola OQ)E‘A)\DVT(H KUPIWG 0T PApaKOAOYIK) dpdon Tou (papuaKeunKou
TIPOIGVTOG Kall oL avTIBPACEG OTO onusno ™mg éveang. AvIdPAoEG OTO ONUeio MG svaonq r[apouoxccrmmv ouyvd HETd T xopriynon tou Betaferon. Epuepomm Olénua QAMOXPWHATIONAS,
PAeyHOWN, novoq unepeuaiotnola, vékpwan, Koewq Kal n eidIkég aviiSpAoelq ouoxmlmr]mv oe cnpovnKo Babuo pe ™ Bepaneia 1 250 Ukpoypapudpla (8,0 E)KGTOMJUQLO 1U) Betaferon.
[evikd, ouviotdrat Trr?uar[omcrn g ddong Katd v Evapen Mg espanstaq e oKorté v alEnon g avoxyg oto Betaferon | B/\sns napaypmpo 4.2).Ta ypu'lr[cuén cuurrrwpcrra unopouv eriong
va pelwBouv He T Xopriynon pn ompos@wv aww?\sypovwéwv Pappdkwv. H enfrmaon Twv avidpdoewy OTo OnEd NG EVEONG MMOPEL va LEWBE L T XOr0n QUTOHATOU EYXUT.

Kardhoyog averuBuunTwy evepyelmv oe IopN Tivaka

O napakdw KaTGAOYoG Twv averiBUHITTaY evepyeiby BaolGetal 0e avagopes and KAVIKEG LENETES (TTIvakag 1, QveriBUUITes eVEDYEIES Kal i GUOIAOYIKES E0YQOTNOIGKES THEG) KAL N6 TV
Qappcmsnaypunvnon Hetd mv KUKAquoplc Tou Betaferon omv ayopa (/‘ﬂvaxaq 20 wxvommq driou elvar yworteg — eival fdoel oustvrpwanv orolxeiwv and KAVIKEG SOKILES (oAU
OUXVES = 1/10, ouxveg = 1/100 €wg < 1/10, xt ouxveg = 1/1.000 Ewg < 1/100, oravieg = 1/10.000 ewg < 1/1.000, moAU onidvieg < 1/10.000). H meipa e To Betaferon oe aoBevelq pie OAArTY
OKAPPUVON Eival TIEPLOPIOHEVT, KA EMOUEVG OL QVETIBUUINTEG EVEPYELEG OL OTTO(EG ONUELOVOVTAL TIOAU OTIAVIAL MOPEL VA NV €X0UV akOpa rapamenel:

[ivakag 1: AvernbuunTeG evEPYEIEG KAl Un PUOIOAOYIKEG E0YQOTNOIOKES TIUEG E OUXVATITA = 10% Kal TQ QVIIOTOXA TTO000Td |UE TO EIKOVIKO PAPpUAKO (placebo), onuaviikd oxendoueves
averuBuunTeg evepyeleg < 10% (e Bdon avagpopEs aro KAVIKEG OOKILEG

“Eva kai pévo ouppav poyevrig Tpoioyaa popery iouoa poperi | YrotpomaZouoa-diakeimouca
Kamyopia/opyaviké ovomua T &MﬁEGFKleg me IE?MO‘W_]Q ,OPKN IPU‘)'WIQ mg HOMN'WIS oxArjpuvong Hop@r MG moMarrig
AvemBUpnT evépyeia Kai Betaferon Betaferon Betaferon Betaferon
Mn QUOIONOYIKEG EPYAOTNPIAKEG TIHEG 250 pg (Placebo) 250 pg (Placebo) 250 pg (Placebo) 250 pg (Placebo)
n=292 (n=176) n=360 (n=358) n=317 (n=308) n=124 (n=123)

NoIpwEeig kal Tap q
Noluwin I 6% (3%) I 13% (11%) I 11% (10%) I 14% (13%)
Andomua | 0% (1%) | 4% (2%) | 4% (5%) | 1% (6%)
A £G TOU U Kal TOU A U ouoTjpaTog
MS‘“‘)US}!OQ APIBSG AepporuTTGEwy (<1.500/ 79% (45%) 53% (28%) 88% (68%) 80% (67%)
MelwpéVOg ardAUT 16) OUBETEPODAWY o/ (00, 0/ (50, o o o/ (59,
(<15%0/n$m) 110G 0pIBoS P 11% (2%) 18% (5%) 4% (10%) 18% (5%)
m%;)uf\*/qq aPIOUAG AeUKV aipoopaipiov (<3.000/ 1% (2%) 13% (4%) 13% (4%) 16% (4%)
AepgpadevordBea 1% (1%) 3% (1%) 11% (5%) 14% (11%)
Aiarapayég Tou peTapohiopol kai Mg OpEPng
Meiwpév YAUKOZ Tou alartog (<55 mg/dL) I 3% (5%) I 27% (27%) I 5% (3%) I 15% (13%)
Katdoyn I 10% (11%) I 24% (31%) I 44% (41%) I 25% (24%)
Ayxog | 3% (5%) | 6% (5%) | 10% (11%) | 15% (13%)
AiaTapaygg Tou VEUPIKOU GuaTrpaTog
Kepahahyia - 27% (17%) 47% (41%) 55% (46%) 84% (77%)
Z6\ 3% (4%) 14% (14%) 28% (26%) 35% (28%)
Alnvia 8% (4%) 12% (8%) 26% (25%) 31% (33%)
Hywpavia 2% (2%) 4% (3%) 5% (4%) 12% (7%)
Mapaodnoia 16% (17%) 35% (39%) 40% (43%) 19% (21%)
o , -
Enmequiuda I 1% (1%) I 2% (3%) I 6% (6%) I 12% (10%)
Mn puolohoyikr} dpaon - | 3% (1%) | 11% (15%) | 1% (11%) | 7% (4%)

PAXEG TOU WTGG Kal Tou AaBupil
Quakyia I 0% (1%) I <1% (1%) I 6% (8%) I 16% (15%)
Alofa m)\pwv I 1% (1%) I 2% (3%) I 5% (2%) I 8% (2%)

KEG laTapaysg

Awaoélacrrom I 0% (0%) I 6% (4%) I 13% (8%) I 18% (17%)
leapwcn | 2% (0%) | 4% (2%) | 9% (8%) | 7% (2%)

PaXEG TOU 1] jHaTOog, TOU BWP! Kal Tou HECOBWPAKIOU
NOUWEN TOU QVUTEPOU QVANVEUOTIKOU 18% (19%) 3% (2%)
MapappvokoATiida 4% (6%) 6% (6%) 16% (18%) 36% (26%)
AUENEVOG Brixag 2% (2%) 5% (10%) 11% (15%) 31% (23%)
Adorvoia * 0% (0%) 3% (2%) 8% (6%) 8% (2%)
AlaTapaygg Tou yaoTpevTEPIKOU
Adppoa 4% (2%) 7% (10%) 21% (19%) 35% (29%)
AUOKONGTTI 1% (1%) 12% (12%) 20% (24%) 24% (18%)
Nautia 3% (4%) 13% (13%) 30% (30%) 48% (49%)
‘Euetog* 5% (1%) 4% (6%) 10% (12%) 21% (19%)
Konakég névog 5% (3%) 11% (6%) 18% (16%) 30% (24%)
AiaTapayég Tou HIaTog Kal TwV XOApopwv
éﬁ%@f&’?&mﬂ%\mﬁmﬁpﬂw (SaPT> 18% (5%) 14% (5%) 4% (2%) 19% (6%)
é%gmzﬂggggmﬁ%ﬂ;ﬁ%@amm (seot> 6% (1%) % (1%) 2% (1%) % (0%)

IPAXEG TOU SEPPATOG KAl TOU pIOU I0TOU




“Eva Kai pévo oupBav popory | A pOYEVI|G TIpoiolca popery |  YrotpomdZouca-dialeimouca
Kamnyopia/opyaviké otomua amirg okArjpuvong ™me noMunAn: mnpuvonc G noMarrig okAjpuvong Hopgr} TG TToMarArig
(BENEFIT) £ (Eup(unulKn peh:m) (MeAém Bop A ) Anp 1S
Avem@upnm evépyeiakal Betaferon Betaferon Betaferon
Mn QuUOIOAOYIKEG EPYACTNPIOKEG TIHEG 250 pg (Placebo) 250 ug (Placebo) 250 pg (Placebo) 250 g (Placebo)
n=292 (n=176) n=360 (n=358) n=317 (n=308) n=124 (n=123)
Asppamki dlatapax 1% (0%) 4% (4%) 19% (17%) 6% (8%)
EEGvOnua® 11% (3%) 20% (12%) 26% (20%) 27% (32%)
IPAXEG TOU HUOC y JHATOG KAl TOU C j 1oTOU
Yreprovia® 2% (1%) 41% (31%) 57% (57%) 26% (24%)
Muahyia * ° 8% (8%) 23% (9%) 19% (29%) 44% (28%)
MuaoBéveia 2% (2%) 39% (40%) 57% (60%) 13% (10%)
Paxahyia 10% (7%) 26% (24%) 31% (32%) 36% (37%)
Mdvol ota dkpa 6% (3%) 14% (12%) 0% (0%)
AlaTapaygg TwV VEPPWY KAl TwV OUPOPOPpWY 03wV
Kamakpdmon olpav 1% (1%) 4% (6%) 15% (13%)
Oupa Betikd yia Aetkwua (>1+) 25% (26%) 14% (11%) 5% (5%) 5% (3%)
Suyvoupia 1% (1%) 6% (5%) 12% (11%) 3% (5%)
AKOCTEI 0UPWV. 1% (1%) 8% (15%) 20% (19%) 2% (1%)
‘Eneifn yla olpnon 1% (1%) 8% (7%) 21% (17%) 4% (2%)
Payég Tou PaywyIKoU HATOG Kal TOU pacTou
Auopnvéppola 2% (0%) <1% (<1%) 6% (5%) 18% (11%)
Aiarapaxr] Tou KUkAou * 1% (2%) 9% (13%) 10% (8%) 17% (8%)
Mrrpoppayia 2% (0%) 12% (6%) 10% (10%) 15% (8%)
AVKQVOTITIa 1% (0%) 7% (4%) 10% (11%) 2% (1%)
levikég IPaxEQ Kai G TNG 030U xopriynong
Aytidpaon oto onpizio T éveans (Biapdpwy e6v) 52% (11%) 78% (20%) 89% (37%) 85% (37%)
Néxpwan ato onpeio g éveong *° 1% (0%) 5% (0%) 6% (0%) 5% (0%)
pIrrddn ouprrdpara 442 44% (18%) 61% (40%) 43% (33%) 52% (48%)
MupetégL* ° 13% (5%) 40% (13%) 20% (24%) 59% (41%)
Mdévog 4% (4%) 31% (25%) 59% (59%) 52% (48%)
Quwpakikdg révog ° 1% (0%) 5% (4%) 15% (8%) 15% (15%)
Mepipepikd oidnua 0% (0%) 7% (7%) 21% (18%) 7% (8%)
Aduvapia * 22% (17%) 63% (58%) 64% (58%) 49% (35%)
Dplkiat*° 5% (1%) 23% (7%) 22% (12%) 46% (19%)
Eqidpwon * 2% (1%) 6% (6%) 10% (10%) 23% (11%)
Kakouia * 0% (1%) 8% (5%) 6% (2%) 15% (3%)

M PUOIOAOYIKY| £0YAOTNPIAKY) YT

NG €veang, KAl aTpOQIa OTO ONEId TG Eveong

LInuavikd cuoXeT{Spevn pe aywyr e Betaferon oe aoBevelq pe mpwto oupBdv evOeIKTIKO TTIOMANAYG okAjouvong, p < 0,05
* INUAVTIKG OUOXETICOpEV U aywyr pe Betaferon yia RRMS, p < 0,05
° SNHAVIIKG CUOXETILOHEVN HE aywyr] e Betaferon yia SPMS, p < 0,05
§ H avtidpaon oto onueio mg éveong (Slagpdpwv eiddv) ouprephapBdvel GAeg TG averifupnteg aviidpdoelg oTo onueio TG éveong, SnA. TiG akGAoUBES: aioppayia oto onueio g éveang, urepeuaiotnaia
OTO ONUE(0 TG €veang, PAEYHOWY) OTO ONEld TG Eveang, HAZa OTo Onueio TG €veang, VEKPWOT) OTO ONe(o TG Eveong, TOVOg OTo OnNUeio TG €veong, avTidpaan oto Onueio TG éveong, oldnua oto onueio

& «FUpMAEYHA YPITTwdWY OUMITTW ATV UMOSNADVEL YRITIWOES OUVDPOHO 1/Kat ToV GuvAUAoHS TOUAAXIOTOV U0 avertBUUNTwy aviidpdoewy ard Ta: TIUPETO, gpikia, HUakyia, kakouxia, epidpwan
# Kard m Sidpkela g peAémg rapaxkoiouBnong BENEFIT, dev mapampriBnke petafol| oto ywwotd Tipodi\ kivduvou Tou Betaferon.

Xpnotuoroleftal o katahnAdTepog 6pog MedDRA yia TV Teptypagr] A CUYKEKOIEVNG QVTIOPAONG KAl TA CUVAIVUA TG KA TV OXETIKWV KATAOTAOEWV.

/71\/(1;«192 Avsmeuurrrsq avidpdoE 0To PAOUAKO roU avavaplomKa\/ Kard m AIPKEIQ TG PAPAKOENAYPUITVINONG ETA TNV KUKAOQOpIQ ToU papuidkou oty ayopd (0l OuxvoTnTes — drou
elval ywwoteg — eival UoAoyiopgveg Bdael OeDOLEVWY Ao OUYKEVIDWTIKEG KAVIKEG DokiEG, N= 1093)

Kamyopia/ . : Zuyvég (°1/100 | ‘Oxi ouxvég (*1/1.000 £wg Znavieg (°1/10.000 £wg . .
OpYaVIKG oUGTHa MoAG ouxvés (110) ' |20 21/10) T | <1/100) ' <1/1.000) * Zuyvémra i yvworr
Aiarapaygg Tou KkaiTou Avapia OpopBorevia
ZUVBPOLO TOIXOEIDIKTG
IPAXEG TOU avC JTIKOU CUOTIHaTOG AVOPUACKTIKEG avTISPAoEG Blapporg oe nEoUndpxouoa
OVOKAWVIKY) YapandBelo?
. . . YriepBupeoedioudg
IPaxeq Tou P 1HaTog YnoBupeoediousq AcTapayéq Tou Bupeoeidoug
Aiarapayég Tou peraBohiopoul kai TG 8péYng Qﬁﬂﬁgg %g%g% AUENUEVa TotyAUKeQIdIA OTO aljuat Avopeta?
. Andreipa autoktoviag (BA eriong
: : Suyxunk h
Wuyiarpikeg diarapayeg A Tapdypapo 4.4),
karactaon SuvalobnpaTkr aotdlela
éeTou . >naopol
PAXES P 1HaTog
Kap3iakég Siatapaysg Taxukapdia MuokapSiondeic?
[ '|‘(a'| 7733 4KIOU uarog, Tou BpoyxGoraopoc?
PaxEG Tou vuo-rpsvr:pmoui Maykpearuda
| ) | Augnpevn AUENHEVT YaUHa-YAOUTOUA- Hrawa) pAGRn
Aiarapayég Tou AaTog Kai Twv XoAneopwy XoAepuBpiv TPQAVOPEPAON, (ouprephapBavopvng
alparogq Hnartnda nranindag), Hromkr avendpkeia?
Kvidwon,
Aiarapaygg Tou SEPHATOG Kal TOU UTTod6pIou 1I0ToU ﬁ)\vr]u)ouo’g, ATOXPWHATIONEG ToU S€PHaTog
Tiexia
' Tou b 1HaTOG Kall ApBpakyia
. R R Neppwaikd auvdpoLo,
glsau'{'epuxaq TWV VEPPWV KaI TWV OUPOPOPWY onepapaTooKkATpVaT (B
nopdypago 4.4)°
Toupaoog waTes vt Mnvoppayia

< 1/10.000)

2 Avernbunreg avidpdoeig 0To pApUAaKO IToU MPOEKUAV LIOVO ETA 1V KUKAOQOpIa TOU papdkou oty ayopd.

T OrouyxvaTieg givat BAoe! OUYKEVIDWTIKWV OTOXEWV o KAVIKEG SOKIUEG (oAU 0UuxveG = 1/10, ouxveq = 1/100 €wg < 1/10, Oxt ouxves = 1/1.000 wg < 1/100, ondvieg = 1/10.000 Ewg < 1/1.000, oA ondvieq

Xpnoworotetat o karaMnAGTepog dpog MedDRA yia Ty Teptypagr| LIAG OUYKEKOILEVNG QVTIBPAONG KOl TA OUVAVULA TG KOL TWV OXETIKWV KATAOTACEWV.

Avagopd BavoAoyOUEVWY QVETIBULITIWY EVEQVEIV
H avapopd ribavoroyoUpevwy avertiBUpITwy eVEpYEIDV LETA ard T Xoprynaon Adelaq KUKAOPOPIag TOU GAapUAKEUTIKOU TTPOIGVTOG fval OnuavTky). ETITPENEL T ouvexy) apakoAoUBnon
MG OXEONG OPEAOUG-KIVDUVOU TOU PAPHAKEUTIKOU TIPOIOVTOG, Znreftal ard Toug emnayyeNUATES TOU TOMEA TNG UYEIOVOUIKG TepIBAAYNG va avapépouy onoleodrote TiOavoAoyoUpeves

QVETIOUHINTEG EVEPYELES,
EMGSa:

EBvikdg Opyaviopds Gappdkav
Meooveiwv 284
GR-15562 Xohapyog, Abriva



Tn\ + 30 21 32040380/337

®ag: + 30 21 06549585

lotérortoq; http:/Avww.eof.gr

Kimpog:

DAPHAKEUTIKEG YTNpeoieq

Yroupyeio Yyeiag

CY-1475 Neukwoia

Qg + 357 22608649

lotérorog: www.moh.gov.cy/phs

6. PAPMAKEYTIKEZ MAHPO®OPIEZ
6.1 KardAoyog ek86xwv

DLOABIO (KOvews ia DIGAUUA KAl éveon):

AvBpdTTIv AsUKwpaTiv

Mawttoan

Ao\ (Sidhupa xAwpiolyou varpiou 5.4 ma/ml (0.54% wiv)):

XAwplolxo vdrpio

“Yowp yia evéoa

6.2 AoupBarémreg

AUTS TO PAPHAKEUTIKO TIROIGV Sev TIPETTEL VA QVaENVUETAL LE GAA (PAPHAKEUTIKA TIDOIOVTA EKTOG AUTHV TIOU QVAPEPOVTAL 0TV TIApdypago 6.6.
6.3 Aidpkeia Lwiig

2 xpovia.

META v avaoclotaar), OuMOTATAL GUEDT) XProm ToU TPoidvTog. QoTd00, TO QVOOUSTAUEVO SIGAUA TIOpouidlel otabepdia yia 3 dpeg otoug 2-8°C.
6.4 151aiTepEG TIPOPUAGEEIG KATA Tr) PUAGEN TOU TIPOIOGVTOG

Mn puAdooete e Beppokpacia peyadtepn Twv 25°C

Mnv kataUxete.

[MaTiq ouvBNKeg dlariENONG TOU QVAOUCTAREVOU (PAPUAKEUTIKOU TIPOIOVTOG, BAEME Tapdypago 6.3

6.5 DUON KAl CUCTATIKA TOU TIEPIEKTT

DIONBIO (kévewq via evéallo BIGAUMA):

dlapaveg PIANSIo (YUaN TUrou 1) Twv 3 ml e eAaoTiKG Tiwpa eloxwpnong ard BoutUo (turou ) kat erogpdyton arnd apyiNo.

AlaAJmNg (e Siéua xAwpiouxou varpiou 5.4 ma/ml (0.54% wiv)):
TIPOYEULOLEVN ouplwc Twv 2,25 ml (yuaN tdrnou |) e 1,2 ml SioAdm).

ngs@ ouokeuaolag

2uokeuaoia pe 5 psuokusvaq OUCIKSUGO]SQ, TI0U N KaBepia napxaxa 1 pLoAdIo Kovswq 1 r[poysulopqu ouplyya e diaATm), 1 rrpooapuoysa PIOAB(OU e Behdva, quunov He owonvsuua il
Zuom:uuom e 15 JEpOVWHEVES OUOKEUAOIES, TIOU 1 kaBeia Teplexel T PLaNBIO kdvewg, 1 TIPOYEOUEVN oUptyya pe SIaAUT, 1 TpooapHOoYEQ PIANS(OU e BeAdva, 2 Taprov pie ovomnveupa

n
ZUOKEUQOIat He 14 LEHOVIHEVEG OUOKEUAGTES, TIou 1) KaBepia TEpIEXEL 1 PIaADIO kSvews, 1 TpoYepopEVn oUptyya e BIaAUT), 1 mpooapHoyEa pondiou pe BEAOVa, 2 TAMGV He Ovenveupua
n
Zuomuaoia e 12 pepovVwpEVES OUOKeUaoieg, Tiou n kaBepia eplexel T PLaNdIo kdvewg, 1 TIPoYepopEVN oUptyya pe SIoAU), 1 Tipocappoyéa plakidiou pe BEASvA, 2 Tapmév e ovorveupa

n

SUOKeUaoia 2 pnvav Pe 2 x 14 pepiovapéves OUOKEUaoies, Tiou 1 kaBeia riepiexel T pIaBIo Kdvewg, 1 Tipoyeopévn olptyya pe S, 1 Tipooappoyea plandiou pe BeAdva, 2 Taurnov
e owvdrveupan

ZUOKeUaoiat 3 UNVbv pe 3 X 14 HEUOVWHEVEG OUOKEUAOIES, TIou 1 KaBepia TEPIEXEL T PIOABIO KOVEwS, T TIDOYEUOHEVN 0UPIYYa e SIGAUT, 1 TO00aPUOYER PIONDIOU He BeASva, 2 Taprov
e ovdnveuparn

2uokeuaoia 3 mvwv e 3 X 15 Pepovwpéveg OUoKeuaoieg, Tou N kaBepiia reptéxet 1 PLOADIO kdvewg, 1 poyepopévn olptyya pe oAU, 1 TIpooappoyea GLandiou pe BeAdva, 2 Tapmdv

e ovoTveupar
*  JUOKeuaoia TTAomonong yia TrAornoinorn 36ong e 4 apIBUNUEVES TPIMAEG OUCKEUAOIEG SIAGOPETIKOU XPWHATOG:
- Kitown, pe Tov aplBpd “1” (nuépeg Bepartelag 1, 3 ka5, évdelen ouptyyag 0,25 mi),
- KOKKIVI, e Tov apiBd “2” (uepeg Bepareiag 7, 9 ka 11, évdeign ouptyyag 0,5 mi)
- Tpdovn, e Tov apiBpd “3" (Nuepeg Beparteiag 13, 15 kat 17, évdelen ouptyyag 0,75 mi)
- MITAg, He Tov apiBpd “4” (nuepeg Beparteiag 19, 21 kat 23, évdelen ouptyyag 0,25, 0,5, 0,75 kat 1 mi)
KdBe toimhr} ouokeuaoia miepiExel 3 PIONDIAL KOVewG, 3 TIPOYEUIOUEVES OUPLYYEG He SIaAUT, 3 TIPOOAPHOYEG PIONSIOU e TTPoToroBeméVn BeAdva kat 6 TaUrOV e OVOTVEUpA Yid ToV
KaBapIopd Tou SEPUATOG KAl TV PIOASIV.
Mriopel va pnv KUKAO(POPOUV GAEG 0L CUOKEUQOIES,
6.6 I31aiTepeg IPOPUAGEEIG aTTOPPIYPNG Kal AANOG XEIPIOHOG
Avaouotaon
IMa mv avaototaon ™G AUOPINOTTONUEVNG IVTERPEPAVNG Brta-1b Tou TIPoop(CeTal yia EVear), CUVDEDTE TOV TIPOCAPHOYEQ BEAGVAG He TNV PooapTévn BeAdva oto GIOADIO. ZUVDEDTE TV
TIPOYEULOUEVN OUpLyYa e TO JIAUTT OTOV TIPOOaPHOYEA Praidiou kat petagépete Ta 1,2 ml tou SlcAdm (Bidhupa xAwptouxou varpiou 5,4 mg/ml (0,54% wiv) oto plaAidio e To Betaferon.
AlaNJoTE TINPWG TO PAPHAKO XWPIG VA QVAKIVIOETE.
Metd mv avaodotaon, aviAriote 1,0 ml ard 1o GLaAdlo péoa ot odptyya yia T xoprynon 250 pg Betaferon. Ma my trhortoinon mg déong omy apxr) Mg Bepartelag, aviNiote Tov aviiotolo
ByKo, drwg divetal omy Mapdypapo 4.2.
APQIpEOTE TOV TIPOOAPHOYEQ LIE TO TIPOOOTNIEVO GIOADIO, Artd TNV TPOYEIOUEVT OUPLyYA TV TV EVEa)
To Betaferon unopa’ £riong va xopnynPe! e KaTAMNAo autéuaTo evetrpa.
‘EAeyxog o m xprion
EEetdorte ortrkd 1o avaouotabéy T‘[pOlOV TPV T0 xpr]omonotnosra To avaouotaBév Tipoidv eival axpwHo £ EAAPPIG KITPVWINO Kat EAappd oraiZov €wg onaAilov.
Na pn XpY]OluOT[OL&TS TO TIPGIGV €4V TEPIEXEL OWHATIOIA T 8AV EXEL AMOXPWHATIOTEL.
Ao,
Kdbe axpnonuonotmo PAPHAKEUTIKO TIPOIOV 1) UMTOAEIUA TIOETTEL VA ANOPPTTTETAL OUPPVA e TIG KATA TOTIOUG, IOXUOUOEG OXETIKEG DIATAEELS.
7. KATOXOZ THZ AAEIAZ KYKAO®OPIAZ
Bayer Pharma AG
D-13342 Berlin
leppavia
8. APIOMOI AAEIAZ KYKAODOPIAZ
EU/1/95/003/005
EU/1/95/003/006
EU/1/95/003/007
EU/1/95/003/008
EU/1/95/003/009
EU/1/95/003/010
EU/1/95/003/011
EU/1/95/003/012
9. HMEPOMHNIA NPQTHZ EFKPIZHZ/ANANEQZHZ THZ AAEIAZ
Hugpopnvia mpaymg €ykplong: 30 NoepBpiou 1995
Huepopnvia teAeutalag avavéwong: 31 lavouapiou 2006
10. HMEPOMHNIA ANAGEQPHZHZ TOY KEIMENOY
Mdiog 2014
Neropepn} TANPOPOPIAKA OTOKE Y1 TO TIAPOV PAPHAKEUTIKG TTPOIOV elvat SlaBeatua aTov SIKTuakd oo Tou Eupwridikol Opyaviopol Sappdkwv: hitp:/mww.ema.europa.eu.

BonBrioTe va yivouv Ta @dppaka mo aoali Kai
AvaggpeTte
OAEZ 11§ avemBupnTeS EVEPYEIES Yia
OAA Ta pdppaxa
ZupmAnpwvovrag v «KITPINH KAPTA»



HMEPEX KAINIKH2Z NEYPOAQOT AL 2014

OptAntég - Mpoebdpeia

6. ABPAMIAHX
AteuBuvtng Neupohoyikng KAvikng Nogokopieiou
“EpuBp6g Ltaupdg”

X. AAEZ0TMOYAOQZ
NeupoavoaoAdyog, Movdda Neupoavogohoyiag,
Epyaatiplo MaBoAoyikng Guatoroayiag, latpikh Lxohn EKMA

E. ANAPEAAQY
Enikoupn KaBnyntpla Neupohayiag, Maveniotpio ABrvag

K. BOYMBOYPAKHL
AvanAnpwtng KaBnyntng NeupoAoyiag, latpikng ZxoAng
EKMA, B” NeupoAoykn KAwikn Atk Noookopeio

L. TKATZONHZ
NeupoAdyog, AvanAnpwthg KaBnynthg NX KAwikng
latpikAg IxoAng ABnvav

I. TKEKAL
Zuvtoviotng AteuBuving NeupoAoyiking KAvikng IMevikou
Noaookopeiou Nikatag Metpaid

E. AAPAIQTHX
Enikoupog KaBnyntng Neupohoyiag latpikng IxoAng
Beooaliag

. EYAOKIMIAHY
KaBnyntng Neupohoyiag latpikng ExoAng EKMA,
A" Neupohoyikh Khwvikn, Atywvntelo Nogokopeio

0. B0MAIAHY
Zuvtoviothg AteuBuving NeupoAoyikou Tpnpatog Noooko-
pefou "EpuBpdg taupdg’, "Kopylaévelo-Mnevikelo”

A. KAPAKAAOL
NeupoAdyog, AteuBuving Neupohoyikng KAwvikng
Noagokopeiou “Euayyehopog”

E. KAPAMQOYZ0L
Ewdikeudpevog latpdg Neupohdyog NeupoAoyikng KAwikng
I"evikoU Noookopeiou Nikatag Metpatd "Aytog MavieAenpwy”

B. KOYKOYNH
EnweAntpla B Neupohoyikng KAwikng INevikou Nogoko-
peiou Nikatag MNetpatd

A KOYPOYIHX
T AleuBuving E.L.Y., YneuBuvog Tunpartog
Neupoanewkoviong "EYPQIATPIKH'

I". KOYTZHL
Aéktopag Neupohoyiag EBvikou kat Kanodiotplakou
Mavenotpuiou ABnvav, Atyvatelo Nogokopeo.

K. KYAINTHPEAX
Avaninpwing KaBnynthg NeupoAayiag latpikng IxoAng
EKIMA, A" Neupohoyikn Khwikn, Atywvntelo Nogokopeio

A KOAOYNHZ
AeuBuving NeupoAoyikng Khwvikng 251 Nogokopeiou
Aeponopiag

8. KONITANTINIAHY
Mpoéedpog EMnvikng Etaipeiag KAwikng NeupoguatoAoyiag

B. KQITAAHMA
AeuBovtpla Neupohoyikng Kwvikng M.T.N. lwavvivawy

[. MYAQNAL
Opdupog KaBnynthg NeupoAayiag latpikng IxoAng
Apiatotéhetou MNMaveniotnplou Beaoalovikng

I. =YAAKHEL
EnpeAntng NeupoAoyikng Khwvikng Nevikou Noookopeiou
Nikatag Mepatd

A NANAAHMHTPIOY
Opoéupog KaBnynthg Neupohoyiag latpikag EXoAng
Begoahiag

E. LTAMIMOYAHY

KaBnynthg Neupoloyiag latpikng IxoAng EKIIA,
AeuBuving A” NeupoAoyikng KAvikng Atyviteto
Noagokopeio

A LTEQANHZ

KaBnyntng Neupohoyiag kat NeupoBloAoyiag,

AweuBuvtng B' NeupoAoykng Khwvikng, Attikd Nogokoyeio,
latpikh IxoAn EK.ITA.

B. XOYAIAPA
EnweAntpla A NeupoAoyikng KAvikng evikou
Noagokopeiou Nikatag Metpatd

E. XPONH
KaBnyntpla NeupoAoyiag latpikng IxoAng Matpav,
Mavenwotnpiakdé Noagokopeio Plou
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1. NOVARTIS HELLAS A.EB.E 5. GENESIS PHARMA S A.
2. PHARMATHEN HELLAS 6. TENIKH XHMIKQN NMPOIONTON A.E.
3. TEVA PHARMACEUTICALS S.A. 7. BAYER EANAL AB.E.E.

4. MERCK AE. 8. GENZYME A SANOFI COMPANY
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Xopnyoli
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ONE TO ONE A.E.

Ni{knc 16, 105 57 ABrva
TnA.: 210 7254383-385-386 « Fax: 210 7254384
E-mail: info@onetoonesa.com <http//: www.onetoone-congress.gr



MIEPIAHWH TON XAPAKTHPIZTIKQN TOY 1IPOIONTOE WTo QGpHOKO QUT6 e

uno cu%nﬁnpmuqum napakoflouBnon. Auto Ba enitpéyer 1ov 1axy Npoadiopioo

véwv NAnpoopIdy aopaneias. Znteftal and tous znayyzﬂpm\’satou OpEa s
niave

uyelovopikfs - nepiBariyns v avagépouv

€NapKAs XpOV0s yia Ty ENavagopd ato guaiofioyikd s Aenoupyias 1ou avoconointikod. Oi iatpof npénel va agiodoyolv K4Be
€ ovu)rsvn NEPINTLON (OOTE va nﬁoué\o 70UV KOTO 11600 UNGPXOUY OTOIXEl avodokataatoffis Mpiv ano Ty €vapén Bepanefas e
'SABRI (BA. napdypago 4.3). Ze krivikés Gokipés Odans 3 yia v ZKM, n 1autoxpovn Bepaneia unotpondv e Bpaxuxpovia xopiynan

v eV { Ve auénpévo nocootd AOIMEEWY. GViEs XopnyNaels OV pnopouy va

QUENIBULINTES evey g\& . n%:dvpuq;o ZES 10 TV P00 OyaQOpds QVENIBULNTY
evepyeiov. 1. ONOMAZIA TOY ®APMAKEYTIKOY MPOIONTOE TYSABRI 300
® rﬁ\g,zﬂuxvo 6lumg€z 10 nopaokeun biaiupatos npos éyuon. 2. MOIOTIKH KAI

. OTIKH YN KaBe ml nukvou dianuparos nepiexel 20 mg natalizumab. To
natalizumab eival éva ovaouvbuaopévo e§avBpwnionoinpévo aviiowya ave-od-
nG G IZU I I IG Wieykpivns  nou nuﬁu’ 01 OE PId KUTODIKA OEipd puds péow texvorloyias
avaouvduaapou DNA. Otav %mmvam, 1) \dﬁuga 11pOS €yXUON NEQIEXEI Mepinoy
2,6 mg/ml natalizumab. To TYSABRI nepiéxel 2,3 mmol (n 52 mg) vatpiou avé
aidio guguuksuuxou’ npoiovios. Otav Siadetar ot 100 ml xiwpiouxou varpiou 9 mg/ml (0,9%) 10 pappakeuTIKG npoidv nepiexel 17,7
mmol (1 406 mg) varpiou. 3. ®APMAKOTEXNIKH MOP®H Mukvo Siaiupia yia napaokeun Siofupiatos npos éyxuan. Axpwio, Siauyes
€ws eflagpas 106izov bi6Aupo. 4. KAINIKEE TAHPO®OPIEX 4.1 Bepancutikés evbei€els To TYSABRI evdeikvutal ws povoéspona’u
pononoiNTikn s vooou o€ uynfns evepyotias unotponiazousa diareinouoa okAnpuvan katd nidkas yia ts axérouBes opades
agBevov: » Eviflikes aoBeveis nflikias 18 etwv kal vw pe uynins Spactkatnias voao napd i Bepaneia pie pia ﬁr‘vm—\vtzpo;eﬁdvm fi osm
yAaupapépn. Autol ol aoBeveis Unopei va npoadiopiatoly ws exefvol nou dev avianokpiBnkav oe éva nAnpn kai enapkn kUkAo (ouvnBuws
GXIOTOV €val €105 Sepunsiusrﬁ', gepovns h ofjkns yilaupapépns. Or aoBevels Ba npénel va eiav ouddxiatov 1 unotponn evids
10U MIPONYOULIEVOU E10US Kal €V fitay unio Gsfunau, K0l 01 0roiol Mapoucidzouv touridxiotov 9 unépukves BdBes T2 ot payvntikn
YK ( X G ‘ 1apn. Evas «pn ¢ Igvos aoBeviis» pnopei enions va
MpOCOIOPIOTel s a0BEVNS e otaBepn N AUENKEVN GUKVOTNIA UMOTPONGV 1 LE OUVEXIZOEVES GOBOPES UNOTpONES, OE GUYKPION Ve 10
nponyoUpevo €10s. M ¢ Eviflikes aoBevels nAikias 18 ety kar Gvw pe Taxéws ooPaph f
okdnpuvan katd nAdkas, n onoia opizetal and 2 f NEPICOOTEPES UNOTPONES NOY npoKuﬁoUv avannpia péoa oe éva €105, kal Pe 1 h
nepioodtepes Gd npooniapPavouces PAGRes ot payvnukn touoyzpuq;io aLksqgcﬁou fi onpavukd adénon oto goptio Prafav T2 oe
OUYKION g MponyoUpevn Mpoopam KO nuK 1opioypagia. 4.2 A Yia kai 1pdnos ons H £vapén kai n ouvexns
napakolouBnan s Bepaneias pe TYSABRI Ba npénel va yivetai ano eidikeupévous atpols pe epinelpia ot didyvwon kai Bepaneia
ve%poﬁoym V KOTAOTGOEW, OF KEVIDQ IE Eykaipn npoogoon,oe aynuKkn Topoypagia. Ltous aoBeveis nou Aaupavouv Bepaneia ve
TYSABRI nipénel va xopnyeital n kapta npogidonoinans aoBevods kai autof Npénel va evnpepVovTal yia 1ous Kiviuvous tou TYSABRI (L#L
enions 10 @uAAo odnyidv xphans). Metd and 2 xpdvia Bepaneios, o aoBevels Npénel va evnpENOVOVTaN €K VEOU Yia TOUS KIVOUVOUS ToU
TYSABRI, 1Blaitpws yia tov au§npévo kivduvo ts MpaioUoas Moueatakiis AeukoeykepanondBeias (PML) ka npénet va tous bivovial
obnyies, kaBas enions kal 0 AUTOUS MOU TOUS GPOVEIZOULY, ws 1Pos ta Mpdiua anpeia kal oupmidpata ts PML. Ba npénel va undpxouy
biaBéaipia péoa yia v avupetdnion avibpacewv unepeualodnaias kal npdofaon e payvntkn topoypagia. Or aoBevels pnopody va
nepacouy kateudeiav and m Pta QEPOVN N TV OFKA épn 010 GpKel VO NV UNGPXOUV ONLIEID OXETK@V
avwpadidv nou oxetzovial pe t Bepanela, n.x. oudEEponevia. Av unugxouv onpeia avwpaidv ou oxetzovial pe T Bepaneia, Ba
npénel auta va enavéABouy ota puaionoyika enineda npiv v évapgn tns Bepaneias pe natalizumab. Mepikol agBevels evdéxetar va éxouy
ekteBel 0 QVOOOKATAOTAMTKG PUPUAKEUTKA MPOIOVIa (1.X, ptogavipdvn, KukAopwogapidn, azaBeionpivn). AUTd T0 GOPUOKEUTKG
npoiovia éxouv T duvatdta va £ napatetapevn i, akGpN Kal Hetd T diakonn s xoprynans H60ewv.
Enopévws, mpiv Eexivicel n Bepaneio pe 10 TYSABRI, 0 iatpds Ba_npénel va eniBefaioer 6u of ev Adyw aoBevels Oev eival
avoookateatanévol (Bl enions napdypago 4.4). Aoconoyia Evirlikes To TYSABRI 300 mg xopnyefial uéow evoopreRias eyuans pia
gopo Kabe 4 eBdopades. H ouvéxign s B0 npénel va €NoVeEETaoTel NPOCEKTKG Ot aoBevels rou O Beixvouv onpiia
E0ANEUTIKOU 0QEROUS Népav Ty 6 pnvidv, Acbopéva yia v aogdrieia Kol v anotereapoukotta tou natalizumab ota 2 €ém
MPOEKUYaY and sﬂsgé()uevss, i wres penétes. Metd ang 2 € n guvéxion ts Bepaneias Ba npénel va enoveCetazetal HOVo LETG and
enavatiofdynan evdexouevou ogéous kal kivdUvou. Or aoBevels MpEnel va EVNIEPVOVIa EK VEOU YIa T0US NAPAYOVIES KOUVOU Yia
PML, énws n Biapkeia ts Bepaneias, n xphon avoookatactaiukdv npiv t xopnynon tou TYSABRI kal n Napoucia aviowpatwy Katd
Tou 100 JC (B nugbypo(po .4). Enavaxopriynon Aev éxel anodeixBei n anotefeopiaukomia ms snovaxoghynons Tia v aopdneia BA.
nopaypago 4.4. Hikiwpevor To TYSABRI Gev ouviotdta yia xpnon oe aoBeveis v v 65 ewbv Adyw eAfeIyns otoixeiwv anb authv Ty
opada ninBuayiol. Neppiki kar nnauki duaneroupyia Aev éxouv BIEEaXBET PERETES yia va eEetaotoly of enibpAcEss TS VEQPIKAS 1 TS
nnakis éuoﬂatoug\(iqs O pnxaviods yia v anoBofin kol @ anoteAégpata ané T gApyaKOKIVNTKNA tou NANBUaLIU Unoderkviouv
6un gueulcm docorioyios bev Ba fitav anapaittn o aoBeveis e vepikn h nnaukn duorieitoupyia. Maidiatpikds nAin6uods To TYSABRI
aveevbeikvutal oe naidid kar epnBous nikias katw twv 18 ey Fﬂﬁ. napaypago 4.3). Todnos xogn%ncns EvoogAEBia xpnan. ia obnyies
OXEUKA € TV gpaiwon 10U PapAKEVTIKOU MPOIGVIOs Mipiv ané T xophynun,ﬂéﬁénz napdypago 6.6. Metd tw dpaiwon, n éyxuan npénel
va yiverar yia bidompa nepinou 1 @pas kai of aoBevels va napakoouBolvtal Katd T HIGPKEID Ts Eyxuons Kal €ni 1 wpa Petd v
oflokAipwon s yia Txov anpeia kar cupmipata avibpdoewv unepeuaioBnaios. To TYSABRI Bev npéne! va xopnyeitar ws ouypioia
(bolus) evean epodou. 4.3 Avieveigeis Ynepeuaiobnaia oto natalizumab 1 e kanoio and ta ékoxa Nou avagépovial oY Nopaypaeo
6.1. Mpoioloa noflugataxh AeukoeykeparonaBeia (PML). AcBeveis e augnpevo Kivbuvo EUKaIpIaKAY NOIGEEWY, PETAEU WV onoiwv

xpnaiporioinBolv oe guvduaapd pie o TYSABRI. Avocoyovikomia MapogGvaess s vogou N oUUBAVIa MOU OXEUZOVIQI HE TV éyxuon
evbéxeal va 0 v avanwgn Gy Evavi 10U e utEs Ts nepint@oes, Ba npénel va agonoynbel n
110POUOI AVIOWHATAY Kal, av AU nlapapévouy BETKd katd v e€étaon eniPefaicoons petd and b eB6opabes, n Bepaneia o npéne: va
diakontetal, kaBaws N ENILEVOUCT NOPOUCIA AVIOWUATAV OXETIZETaI PE NUOVTIKA LEIWON OtV ANotENEauaTikotta tou TYSABRI kai e
augnuévn €ninwon aviopacewv unepevaiodnaias (BA. napaypago 4.8). KaBas o aoBeveis Le apxikn ikpns diapkelas ékBean oo
ABRI, axofouBoUpevn ané napatetapévo Xpovikd didatiia xwpis Bepaneia biatpéxouv LeyanUtepo KivOUVo eipavions
unepeuaioBnoias katd v enavaxopiynon twv d0cewv, Ba npénel va agiofoyeital n Nopoudia avioWHATwWY Kal, Qv QUTd Napapévouv
Beuka katd mv efétaon sngzﬁuimom et ano 6 sﬁéoﬁdﬁss, bev Ba npénel va yivetal é s Bepanelas. Hnauka nepiotaukd
ZoPapes auBpuntes aveniBupntes evépyeies nnatkns BGBNS avagépBnkav katd t eaon Ts KUKAOPOpIas Tou MPCIBVIOs otnv ayopd.
Autés o nnotkes BdBes evbexetal va eppavigtoly onoiadnnote atiypi katd t didpkeia ts Bepaneias, aKOa kar gad T XOpAYNON TS
np@ms 68ons. e karoles (OESs, N avtibpaon i Kata Ty enavévapgn s Bepaneias pe TYSABRI. Mepikof aoBeveis
gg IpONYOULIEVO IGTPIKO IOTOPIKG pn QuaIofoyikns Sokiacios s nnaukns Aertoupyias napouaiaoav enibeivean s un uoIooyIKAs
KIliaoias s nnatkiis Aetoupyios evoow Aauavav Bepaneia pe TYSABRI. Or aobevels Ba npénel va napakodouBolveal katadinia
QVOQOIKG PE DIOTOPOXES Tis NNGTKAS AEToUpyias Kai va AaBAVOUY 0BNYiEs val ENIKOVGVODY i ToV YITpO TOUS O MERIIoN Moy
EUQQVIoTOUV aniela Kar cupmm'gum nou unodnAdvouv nnatki BAARN, Onws iKtepos kai Eyetos. Ze nsémmu’mz\s ONPAVTIKAS NNATKAS
gﬁoﬂns, n xopfiynon tou TYSABRI Ba npénel va biakontetar. Aakonn ts Bepaneias ue TYSABRI Av AngBei n andgaon va otopatiger n
EQONEIQ L 10 Natalizumab, 0 10Tp0S Mpénel va ywpizel 61 T0 natalizumab nuf{auuéva ) u\'ﬁu KOl €XE| QaPHAKOBUVOIKES ENDPATELS
(n.x. aunpiévo apiBO AepigokuTdpwv) yia nepiniou 12 eBBopiades Letd v tereutaio 66on. H évapén dridwy Bepaneiwy péoa o autd
10 bi6otna B Xl ws anotéfleayia T TauToxpovn kBean 0t natalizumab. M1 GApHAKEUTIKG MPOIGVT ONwS N NTEDQEDOVN Kai N OEKA
yAaupaiepn, tautoxpovn €kBean auths s BIGPKEINS OEv OUOXEUOTNKE e KVBUVOUS ws Npos Ty aogdreia aus KAIKES GoKIpés. Aev
unapxouv bioBeaia bedopéva oe aoBevels e KT oxeuka e v toutoxpovn ékBean pie avoookataotantukd eappaka. H xpnan v
gupuumumv npoioviwv_ autdv Aiyo petd t BiakonA tou natalizumab evbéxetal va obnynge! oe eninpooBem avoooxataotartuk
pdon. Auté Ba npénel va fAapBaveral npooexukd undyn katd nepimwon ot kGBe aoBevi kal Evdéxetai va eival anapaitn pia nepiodos
ékniiuans tou natalizumab. Boaxuxpovies xopnynaEls GTEPOEIB@YV MOU XpNOIYONOIOUVIGI Yid TV GVIPETNION TwV Unotoonav Oev
QUOXETIoTNKaY E aUENaN Twv floiidEewv Katd us kvikés Gokipés, Mepiexopevo tou TYSABRI oe vatpio To TYSABRI nepiéxel 2,3 mmol (n
52 mg) varpiou avd piaidio wuepuKsunKpU npoiovios. Otav 6[0%05@ o 100 ml xwpiolxou vatpiou 9 mg/ml (0,9%) autd
(PUPHAKEUTKO ngow‘o’v nepiéxel 17,7 mmol (i 406 mg) vatpiou ova doon, Na AapBavetal unc\’y‘n ano aoBeves O diora eleyxopEvou
vapiou, 4.5 AdnAeniGpaoels gs anfa pappakeutka npoiovia kai dAdes poppés afndenidpaons To TYSABRI avievdeikvutal
0€ 0UvBuQOpO e Brita-viEp@epOves A ofikn yaupapépn (BA. napdypago 4.3). AVOGONOINGEIS Z¢ i TXTIOMOINLEVN, QVOITH pefet
60 aoBevav pe unotponiazouaa IKM bev unApEe onuaveikn Hiapopa atn Xup YK 0 L3 6 eyBoniacpd
(mﬁcaéés TETAVOU) KOl NOPATNPABNKE POVO pia NP KaBUGTEPNEVN KOl PEIWHEVN XURIKN QVO00A0YIKA GVIANGKPION OTO VEOVTYOVO
KLH (keyhole limpet haemocyanin- tv aipokuavivn ano netadides Megathura crenulata) oe aoBeveis nou unofnBnkav oe Bepaneutikn
aywyn (e o TYSABRI yia 6 [ifves oe oUykpion pe tv oudda eféyxou nou bev éfae aywyn. Aev éxouv peemBei zivia epponia. 4.6
Tovipétnta, kunon kai yaiouxia Eykuuioovn Aev UNGpxouv ENApkh OTOIXEID M6 T XpAN Tou Natalizumab e €yKUES yuvaikes.
Meretes ot 200 KaEdeEaV TEKGTa otV avanapaywyikn IKavetta. O evexopevos kivbuvos yia tov avBpwno eival Gyvworos. To na-
talizumab Gev npénel va xpnoiponoleftal kata m OiGpKeIa s sgkuuoouvns K105 €6V n kAVIK Katdotaon s yuvaikas anaite aywyn pe
10 TYSABRI. Av pia yuvaika Xa’va £ykuos evid AapPaver o TYSABRI, Ba npénel va efetaotel n nepintwon diakonns ts Bepanefas pe o
TYSABRI. Enflagucs To TYSABRI anexkpivetal oto avBpdnivo yana. H enibpaon tou natalizumab ota nAdzovia veoyéwnta/Bpéen efval
ayworn. O BnAaopos npénel va Siakometal katd mv diapkela s Bepanieias pe 1 TYSABRI. [oviudtta Meiwon s vowrom(us wv
Oniéwv voikav xoipibiwy napatmpABke o pia Lefém e dOoes nou unepéBanvav T doon yia tov Gvbpwno. To natalizumab bev
EMNPENCE T YOVILOTTO Twv appévav, Bewpenial paifov aniBavo 6u 1o natalizumab Ba ennpeaoe us eNBOCESS Ts YOVIOMIaS ToV
AvBpwnio peta ané m péyiotn ouviotopevn 6oan. 4.7 Enidpdoels otnv Ikavotnta obhynans Kai XEIPIOHOU PNXavav Aev £xouv
npaypatonoinBei penétes oxeuka e v enidpaon tou TYSABRI atnw ikavotnta 0driynans kai xeipiopod pnxavav. Qotoao, Gebopiévns s
26iins nou éxel avagepBei ouxva, or aoBeveis nou egavizouv auth v aveniBipnTn avtibpacn Ba npéne va cupBouriedovial va pnv
0dnyoUv f va XeIpiZovial PNXavés Péxpl auth va unoxwpnoel. 4.8 AVEnlel'JKnlES evépyeies LOvoyn Tou npogil acareias Te
ENeyXOpEVES LE EIKOVIKO QapHaKO Gokies oe 1.617 aoBevels pe IKIT nou unoBrinBnkav oe Eé)cma’o Ve 10 natalizumab yio Sidotnpa
VEXDI 2 €TV (EIKOVIKO QpaKo: 1.135), epgaviotnkay aveniBUpNTes evépyeles nou odnynaav oe diakonn ts Bepaneias o Noooato 5,8%
WV aoBevav nou éﬂu%av Bepaneia e natalizumab (ekoviko oapuiaxo: 4,8%). Kata t Oidpkela ts OIEtoUs NepIobo v Penetdv, 1o
43,5% 1wv aoBeviv nou unoBAnBnkav oe Bepaneia EQep( 0 EDYEIES TOU QAPHAKOU (EIKOVIKO PAPLTKO:
39,6%)". H uyndtepn ouxvotta aveniBUpNTwy eVEPYEIOV MU MPOEKUYAY Qo BOKILES ENEYXOLIEVES LE EKOVIKO QAPLKO OE Q0DEVEs
e okAnpuvan katd nidkas otav ftal 6o, J s zain, voutia, wi’ﬁqu Kal piyos
b 3

oxeuzopeva pe v éyxuon. Katadoyos aveniBopntav iV AVeniBUPINTES EVEQYEIES NOU d e © i
€ninwon katd 0,5% Heyanltepn ano exeivn nou cvuwépangz LE T0 EKOVIKO QGPUKO NAPOUCIAZOvIal Napakdtw. O1 aveniBupntes
sve%swss QVOQEOVIaI |IE TOUS MIPOTIPGOLEVOUS 6poUS tns auvBiikns MedDRA aljigwva e t kupia xamﬂm 0DYAVOU GUOTALATOS s
MedDRA. Oi ouxvotntes opizoval ws e&hs: Zuxvés (= 1/100 éws < 1/10), oxi ouxvés (2 1/1000 éws < 1/100). Evios kaBe kamyopias

quxvOTIas Eipavians, o aveniBpNTes evépyeles napatiBevial kata eBivousa oeipd coPapdtntas. AOIGEEIS kal NAPQCIGIOELS TUXVES:
Qo , « 3 8

Kal 01 aoBevels p €KiV nou AapBavouv avooOKaTOOTNTKES BEDMEIES T QUYKEKQILEVN
nepiobo h ekelvwv nou elval o€ Adyw 0 Bepaneldov, n.x. prtofavipovn h Kukopwoapidn, BA. enans
napaypagous 4.4 kai 4.8). Tuvbuacyos e B KA TVaatés evepyés kakofiBeres, niny twv aoBeviv pe
BePPaTKO PaOIKOKUTIAPIKO Kuﬁk(vau I'Eléld Kal €pnpol katw s nrikias v 18 etv. 44 Eibikés 0 Kai

npoguidgeis katd t xphon Mpoiouoa Mofueouakn AgukoeykegaiondBeia (PML) H xpAon tou TYSABRI éxel GUOXEUOTE e QUENpEvO
Kivouvo PML pis eukaipiakiis A0iwENS nou 0geifetal atov 16 TC, n onoia Hnopa va anodeBef Bavampopa f va npokaréoel oofopn
quikavetnta. Ayw autol tou cué@mou KivoUvou avantugns PML, ta opérn Kai o Kivuvol ts Bepaneias e 1o TYSABRI Ba npénel va
fapBavovtal ex véou unoyn yia kaBe nepintwon and tov eibiké 1atpo al Tov ibio tov aoBevi. Ba npénel va divovial odnyies otov agBevi
Kkabi@s enions kai G€ AUTOUS MOU TOV GPOVEIZOUY, WS MPOS 10 NP@ILA onpld kal aupmidpata ths PML. O napakdw napayovies Kvbivou
ouoxetizovtal e auEnpiévo kivduvo s PML. ¢ H napousia aviowpdtwy kata tou 100 JC. ¢ Aidpkeia ts Bepaneias, idiaftepa petd and 2
€. H epneipia oe aoBeveis atous onoious xopnynBnke Bepaneia e 1o TYSABRI yia nepiog6tepa and 4 m eival MepIOpIOpEVN, ENOEVES
Bev efval pos 10 napov Buvato va unoroyiotei o kivbuvos yia PML e autols 1ous aoBeveis.  Xpan avoooKataotaftk@v npw m
xopfiynan tou TYSABRI. Ta ovuud)%?m Kata tou 100 JC anotefiodv éveitn biagopeukav ennéSwv kvoUvou yia PML o€ aoBeveis atous
oroious xopnyeital Bepaneia e to TYSABRI. AaBeveis Beukol yio avuotpata katd tou 10U JC diatpéxouv aunpevo Kivbuvo avanteéns s
PML oe aykoion gt aoBevels Mou €ivar apvnukol yia avioWHaTa katd tou 10U JC, Or aaBevels nou éxouv Kai Tous Toels Napayovies
KivbUvou yio PML (dnd. ival Beukol yia aviiopara katd tou 100 JC kar éxouv AdBer Bepaneia e TYSABRI yia nepioodtepa and 2 € Kat
éxouv AdPel nponyolpevn SEpunsio e avoookataotartuka) diatpéxouv anpaviika uynibiepo kivbuvo yia PML. Ze aobeveis nou éxouv
KaI ToUs Tels napayoves kivovou, n Bepaneia pe TYSABRI Ba npérel va GUVexizetar ovo EpO0OV 1a OPEAN UMENTEPOLV TWV KIVOUVWY.
Tla my noooukonoinon tou kvbUvou tns PML ous didpopes unoopades aobeviov, avatpette ous Trinpogopies yia latpous kar us

&, Pivogapuy 1 AIgTapaXés 10U avoconointkou cuatuatos Zuxves: Kvibwan, Oxi cuxves: YnepeuaioBnoia Alatapaxés
M;wmtuxvs Kegoraryia, Zaiin, Oxi ouxves: MpoioUoa nofueauakn AeukoeykeparondBeia (PML) Aiatapaxes ou
QOTDEVIEDIKOU OUOTAVATOS TUXVES: Epetos, Nautia AIOTODOXES T0U JUOCKEAETKOU OUGTNATOS Kal ToUOUVBETKOU I0T0U LUXVES:
ﬁgpuﬁwc Tevikés_Biatapaxés kal kataotdoess tns 0bod xopnynons Luxvés: Pyn, Mupetia, Konwon Mepiypaod enideyuévwv
QUENIBULINTWV EVEQVEIGY ﬁw@dum oty s'%xuon L€ EfeyrGpeves gIEKEiS Krlvikés Bokipés oe aoBeves e KT, opiotnke ws avenBopnn
EVEYEID OXEUKN LE TNV €yXUON pia aveniBopntn E\SE&VEIG nou aupBaiver katd t BiGpKeia s Eyxuans N evids pias Gpas ano v
ofokAfpwon ts. Autés cuvéBnaav ot 23,1% twv aoBevv pe IKM nou unofAnBnkav oe Bepaneia e natalizumab (ekovikd gufgmam.
18,7%). Tus aveniBUpNTES EVEPYEIES MIOU QVAGENOVIAV IO OUXVA L T0 natalizumab and 6u e 10 ekoviké Qapuako nepiiapBavoviay
26rin, vautia, kvibwon Kai piyn. Avubpdoess unepeuaiobinaias Te Oieteis ENEYXOEVES Killvikes BoKipés Ot aobevels pe IKTI, avubpaoers
UNEPEVaIOBNOIS EUPAVITKOY GE N0C0CTO WY AOBEVAV €ws 4% /ovaguilaktoeBels avudpacess ¢ 0 3
Aiyotepo and 1% twv aoBevav nou AduPavav TYSABR. Avubpdoeis unzgeumoﬁnoms ewuvwzovmv ouvnBaws Kata T didpkela s
£YXUONS N €VIOs XpOVIKOU A 1 (dpas petd v fpwon s (BA. napa ). Katd i euneipia petd mv kukdogopia
T0U NPOIGVTOS, UNAPEQYV OVOPOPES a ol oroies onpeiwbnkav L éva h 0 10 NAPAKATW
ouoxeuzopeva oupndpata: undtaon, unéptaon, Buwpakikd afyos, Bwpakiki duagopia, GUonvoia, ayyelooidnpa, ennAgov nio
ounBiopevey oupmupaty onws efavlnuia kar kvidwon. Avocoyovikdtnta Y& n000otd 10% twv a0BEV@V QVIXVELTIKAY QvIoQUaTa

KateuBuvtipies Onyies Aioxeipions EEBs(doas Y10 aviopata katd tou 100 JC napexouv ies OUDIENS yio T on
T0U KIVBUVOU s Bepaneios e 1o TYSABRI. Zuviotdtal e6étaon aviowpatev kata tou o JC atov opo npiv ano mv évapén ms Bepaneias

e TYSABRI 1 o€ agBeveis nou AapBavouv TYSABRI Le ayvwatn Katdotaon aviowiatwy. Or aoBeveis riou elval apvntkol o n
kata tou 100 JC evbéxetal va Siatpexouv akopia kivuvo ejgavians PML, yia Adyous onaws pia véa Aoiiwén and tov 16 JC, kupavopevn
KQTGoTaon avIowpaTtwy h Yeudws oj)vm\mu anoteféoyiatos €gétaans. Luviodtal snuvsigmon KkaBe 6 pnves wwv aoBevav nou eivar
apvnkof o€ avuowiata katd tou 100 JC. H doxipasia aviowpdtay katd tou 100 JC (ELISA) bev NPENEI Va XpNOILONOIERaI \gc n digyvwon
s PML. O €etaoels avuiowpatwv kata tou 100 JC bev npénel va npaypatonolovial Katd  Siapkeia N yia ouiaxigtov 0o eBbopades
petd and nilaopagaipean e§aitias s agaipeans v aviowdtwv ano tov opo, Mpiv my évapén s Bepaneias e 1o TYSABRI, Ba npénel
va eival GiaBéaiun pia np6agat poyvnukn topoypagio (MRI) avapopds (nou éxel AnpBel auviBuws evios twv tedeutaiwy 3 pnviv), kal
npéne va enavaiapBaveral eni enoios Baons yia evnpépwon auths ts avagopas. Or aoBeveis Ba npénel va napakofouBoivial o€ Kkt
xpovikd biaotipata kaB’ ofin t Bepanefa. Metd ano 2 ém 6ol of agBeveis npénei va evnpepdvovtal €x véou yia tov Kivuvo yia PML pe
0 TYSABRI. Av undpxouv unévoles yia PML, n nepaitépw xophynon d0cewv npénel va Slakontetal éws 6tou anokAgiotei n
PML. O «dwikos 1atos Ba npéner va' agjofoynoel tov aoBevn yia va kaBopioer av 1@ cugnm’)uom eivar evbeKTka veuponoyikis
Buoreroupyias kai, EpOOOV I0XUE! KT TETOIO, OV 0 CUPMTGMOTA AUTA lval ik s IKIT A niBavoy unodniwuka ts PML. Av unapxel
onoiadrnote apgifonia, Ba npéne va eEetazetal 1o EvOExo d lordynans, n onoia G NUKN T0poypagia

0 ¢ et IEVO MERQNEN ans, n or 0
K(]!R nppj%mon e aviiBEan (QUYKpITIKN U T HayvuKi topoypagia npo ts Beparteias), e6E1aon tou eykepaovwuaioy uypod ENY) yia
100 JC kot

DN; v loyIkés atjofoynoeis, OUPpWVa piE Ts ﬂﬂn&owop\es yia latpous kai us KateuBuvinpies Qonyies
Dloxeipions (Egﬂz Mofis 0 kAvikés (atpo: ioen v PML (av eivar anopaftnto, pe tw enavainyn kAvIKoy
etetdoewy, EGetdoewy aneikovians AVKal EpYOOTNIOKGY EEETEwV EGV NAPapEVOL KAAIVIKES UNBVOIEs), n xopfynan b0cewv Tou natali-

zumab pnopei va Eavapxice!. O 1atpds Ba npénel va eival oe Peydrin eypAYOpoN ws npos TV EVIONICIO CUPNTWUATWY UNoBNAWTKGVY
PML, ta'onoia 0 aoBevns evbéxetal va Lnv ndpatpnael (.. WWoTkd A YUXIaTpIkG oUpMpaTa). ©a npénel Enions va evneGVOVTaI of
0Bevels NPOKEEVOU vl NANPOPOPROOUY OXEUKG HiE T BEaNElQl ToUS T JUVIDOQO N Ta Gtopia nou elval neuBuva yia TV Napoxn
g&ovx\éos. KBS QUTOl EVOEXETaI v NAPATNPAGOUY OUNT@UATA ta onoia Bev éxer avaringBei 0 aoBevns. Exouv avagepBel nepiotatka
L katoniv diakonns tou TYSABRI o€ agBevels or onoior dev eixav euphpata nou va unodnfdvouy PML katd t Xpoviki auypi s
Biakonns. Or agBeveis kar ol iatpof Ba npénel va ouvexioouv va elval oe z{;\er’\xﬂpon Y10 TUXOV VEQ ONpiela i oupmdpaTa nou pnoga’ va
unodnadvouv PML, yia didotnpia nepinou €& pnucv petd t diakonn tou TYSABRI. Av évas aoBevns avartdgel PML, n xopaynan Sooewv
TYSABRI npénel va biakonel povipa. MEtd v anokatéotaon 1ou avooonointkoy GUOTANATS OE aVOOKATESTaRLEvous aoBeveis e PML,
éxel napatnpnBel gsﬂuwué\/n ekPaon. PML kai RIS (Oreypovides Tvdpouo Avocoroyikis Anokataotaons) To aivdpopo RIS
nopouaiazetal oxedov oe Grlous tous aoBevels nou avantiodouv PML evd AapPavouv TYSABRI petd t diakonh n tv agaipeon tou
TYSABRI, n.x. pe nilaopagaipean. To alvdpopo IRIS Bewpeital ou eval 3 s G ns yikns Aertoupyios
0 aoBeveis pe PML, nou pnopel va odnynael o coBapés veupooyikés eniniokés kar propel va efval Bavotneapo. AoBevels pe PML nou
efaupavav Bepaneia e to TYSABRI npenel va napakofouBolvtar yia v avantuén tou ouvbpdpou IRIS to onoio napouaidotke evids
NpEP@V €ws Kal PEPIK@V EBBOPAdWY PEWd v nﬂaopu@ai%un Kai va npaypatonoieital n katdAdndn Gepaneutkn ovuperonion s
QUOXEUZOpEVNS gﬂzvpovr'vs Kt TV avékapyn ané v PML (yia nepicodtepes nAnpogopies, BA. us Minpogopies yia latpols kar
an ipies Obnye Add AoluEess Afires eukaipiakes AOIIMEES Exouv avagepder e t xphnan tou TYSA-
BRI, Kupicws o€ aoBeveis pe v600 tou Crohn, o1 onoiol fitav uvooomrzomr'g.&évol 1 MU UNNPXE onpavekn ouwoonpdtnta. Qatoco, o
augnpévos kivbuvos aRAwy EuKapIaKOY oam')&smv e T xphon tou TYSABRI o aoBevels xu)ﬁ\'s QUIES US OUWOONPOTNTES eV UNopel va
anokAeioTel €ni Tou NopOVIos. Eukaipiakés AolpmEess avixvetkav enians oe aoBeveis He IKIT nou unofaidoviav oe povoBepaneia pe
TYSABRI (BA. napaypago 4.8). Or auvtayoypagoUvtes npénel va wawpizouv Ot undpxel niBavotnta va Ov Gifes £
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£0vU ToU nata KAVIKES BOKIES 2 €1V nou éyivav ot aoBeveis pe KT Em;juévov[u avt-natalizumab aviopata
(p(;% Beuxn eCétaon nou avanapdyetal katd tov navéfieyxo touiidxiotov 6 eRBopades apydtepa) avantixBnkav oe nepinou 6% twv
aoBeve)

e IXVEY VO OE Hm MEPIMWON € €va eninfiéov 4% twv aobeviv. H eniévouga napousia aviowudtwy
QUOXETIOUKE LE ONLAVUKN LEION 0TV anoterleoyatikatta tou TYSABR] kal e augnpiévn enimwon twv avibpaoEwy unepeuaioinos.
Tus eniNAgov avidRAGEIS NOU OXETZOVIAY e T EyXUoN Kal gz TV Enipé napouoia atwy, a iyn, vautia,
éetos kai eGayn (BA nnpu’xpumo 4.4). Av, petd ano nepinou b pives Bepaneias, unapxer unoyia yia ENIPEVOUCA NPOUSIA QVIOWHATWY,
€lte Adyw %z\mutvns anotef i 4 A 4 i

, \eopaTKOTIOS €fte Ayw sgtgnkuns OUBAVILY OXETKGV e TV yXUaN, QUTA PnopoUv Va QVIXVEUTOUY Kal va
eniBefaiwBolv e pio EFIOgJEVH eteoon 6 Egﬁouo

0 3 €5 PETG TV npdmn Beukn efétoon. Aebopévou Ou pnopel va peiwBe n
anoteAECpaTKOTTa h va auEnBi N ninwon s unépeuaioBnaios A v avubpAoEwV Moy Oxetizovid! e TV éyxuon oe évav aoBevi L
€nipévovia oviomuoto, n Bepaneio Ba npénel va OlokontEwal ot aoBevels nou 0 i napouoia a
/\or}%’ 15 ouunepinauBavougvns ts PML kar eukaipiakés Aojucéeis Te Oietels eneyxopieves kivikes dokipiés oe aoBevels pe IKT, 10 nocoat
Aolpwens Atav nepinou 1,5 ava aoBevi-€tos 1oo atous aoBevels nou éﬁugov 10 natalizumab 600 kai atous aoBevels TOU elkovikoU
Qappakou. H puon wv AoidEewy nav yevika napépoia atous aoBevels nou éAafav 1o natalizumab kai owous acBevels nou élafav 0
EIKOVIKO Qdppako, Mia nepimwaon bidppolas and kpumoanopidio avapépBnke oe kAvikés dokipés TKM. Te AARes kivikés GokiEs, Exouv
avopepBEl NEPINTQOEIS ENMPOOBEWWY EUKIPIOK@Y AOINMEEWY, PEPIKES anb TS onoies Atav Bavatngopes. Le kiivikés dokipés, AopdEess
and €nn (16s avepopfoyids-zwatpa, 165 tou anilou epnnta) eupaviotnkav eagpds ouxvtepa o aoBeveis nou eAduavav to natali-
zumab an’ ou o€ aoBeveis nou eﬂaubgvuv 10 EKOVIKO pAPUAKO. KOTd TV EUNepia petd v Kukilogopia Tou Npaiovios oty ayopd,
unfpgav avagopés 0oBap@v MepINToEwY, C ias i ns EpNNTKAS i .
nopdypago 4.4. O aoBeves, otnv nAgioyngia tous, dev diékoyav n Bepaneia pe natalizumab kata T BidpKeia WV AOIGEEWY Kal
uniy zg avappwon pe tv kataAAnAn Bepaneia. AvagépBnkav nepintiaels PML and kvikés dokipiés, napatnpnukés Pengtes petd my
Kukogopia ot ayopd kar and v nabinukA napakoriodBnon etd v kukAogopia amv ayopd. H PML ouvnBiws odnyei o coaph
avannpia f Bavato Yﬁ napaypago 4.4). Hnatkd nepiotatikd AuBoppnta nepiotatika coBapdyv nnatikdv BaBav, auEnuévwy nnatk@v
vz, unspxoﬂg)uep\vmwus €0V aVaEPBET KATa T @aon s Kukrlogopias 1ou Mpaiovtos otv ayopd (BA. mapaypago 4.4)
KaoriBeies Katd th Bidpkela twy 2 xv s Bepaneias dev napatnphBnkav Sopopés ata nooootd enimwons i ot (Uon Twv KakonBeIdy
petg0 wv aoBevay nou unopAnBnkav o Bepaneia e o natalizumab kai exeivwy nou éAaBav ekovikd gapiako. QOtéoo, anaeftal n
nopatpnan peyaniepwv diaonpdiwv Bepaneias npiv va eivar Suvatov va anokAeiotel onoiadAnote nidpaon tou natalizumab oe
KakonBeies. BA. nagagpuqzo 4.3. Emibpdais o€ epyaotnpiakés e€erdoeis Le Oietels eleyxopieves kvikés Bokipés e aoBeveis pe KM, n
Bepaneia pe 1o TYSABRI ouoxetiomke e QUERCEIS 0ta KUKAoOpoUVIa AEupokUTIapa, JovoKUTapa, nwanopiia, Eoosoqnﬁu Kal
eunupnva epuBpokitiapa. AuEhaers twv oubetepoiiwv dev napampnBnkav. Or QUENCES TwV OPXIKGY THGV Yia 1 AEUQOKUTIOPG,
ovokUTiapa, nwovoina kai facedgifa kupaivoviav and 35% £ws 140% yia PENOVWpEVOUS TUNOUS KUTIGPWY, 0AAG Of PECES TPES
napépenav evios 1wV puolofoyikav eninédwv. Katd  diGpkeia tns Bepaneias Le TYSABRI napamphBnkav pIKpEs HeIhaess oty
a\#ocgumpivn (uéan peiwon 0,6 g/dl), otov O;Eatogpim (uéon Lieiwon 2%) kal tov apiB6 twy epuBpokuTIdpwY (%JEGI‘\ foon 0,1 x 107).

Orles or pewafonés ous apatorioyikés petaBintés eneatpeyav ous npo s Bepaneias upés, ouvnBws evids 16 fbopadov and v
Tefeutaia 660n tou TYSABRI kal of petaBoriés Sev ouaxetiomkay pe KAk oupmtpata. Kata my euneipia petd mv Kukdogopia tou
npai6vtos, unipav enions avagopes nwanvogiias (apiBuds nwaivogiiwy > 1.500/mm?) xwpis kA oupMIGATa. TS NEPIM@OELS
6énou n Bepanela pe TYSABRI biakonnke, 1 auénpéva enineda i 0 . Ave a U QveniBupnIwY

el H avagopd niBavoroyoUpevwv aveniBUINTwV evepyeldv PEtd and T Xopiynon Gbeias KUKAOGOPIAs 10U GUPHAKEUTKOU
npoiovos efvar anpavaki. Ennpénel  ouvex ! OXEONS OQEAOUSKIVOUVOU TOU PAPAKEUTKOU MPOIOVIOS. ZNTEital
0 10U TOLEQ TS UYEIovoLIKS nepiBadyns va avagépouv

Aoipdess kata t bi6pKeia s Bepaneias pe TYSABRI us onoies Ba I}Q(EFIE\ va oupnepiAdBouv ot diagopika Siayvwon twv AouwEEwy
nou epigavizovial oe aoBeveis nou unoBaniloviar oe Bepaneia pe TYSABRI. Av unGpxel unoyia eUKaIpIoKAs ol'mens n xopfynon
660V TYSABRI 60 npértel va HIakOMTETal €s O10U TE0IEs AOIUGEE!s VO POpEf va ANOKAEICTOUV ECW NENAITtED aGionoyACEWY. Av
évas aoBevns nou_AapBaver TYSABRI avanti€el eukaipiokn Aoipwén, n xophwon 600ewv TYSABRI npéner va diakonei opiotika.
Exnaibeuti kaBodhynan Oioi ol iatpol rou NPOKEITal va ouviayoypagnaouy to TYSABRI npénel va e§aoparizouy 6u eivar eviEpol v
Minpopopicv yia latpous kai twv KateuBuvtpiwv Onyidv Alaxeipians. O Iatpo Npérel va ouzntoLy e 1ous aoBevels 1 0gédn kai tous
KkivdUvous tns Bepaneias pe TYSABRI kai va tous epodidzouv pe pia Kapta Mpogidonoinans AaBevols. ©a npénel va napéxovial odnyies
atous aoBeveis Gote, av avantugouv kanoia Aoiuwen, va (HOOUV 10 gmﬁb T0US 6T Urop o€ Bepaneia pe o TYSABRI. O
atpoi npénet va oupBourtetouv tous aoBevis oxeukd He T onpacia s adiGAEMS xopriynans 66ewv, 16IAITEPT KOTA T0US MPGTOUS
pnves s Bepaneias (BA. unepevaioBnofa). YnepeuaioBngia Avubpdoers unepeuaioBnaias éxouv ouoxetotel pE 10 TYSABRI,
oupnepifapBavopévay coBapdv UaKchy avaBpdoeC napdypogo 4.8). O1 avudpagels autés eupavizoviav ouvBws katd
6\06)52\0 s EyxUons N péxpl 1 (pa petd v oflokAnpwan ts. O KVBUYOS unpeuaioBnaias Ntav pevoﬂumé)o; JE TS OPXIKES EYXUOESS,
Kabis kal oe aoBeveis ol onoiol, nera and  pia apxikn, u\xéms didpkelas ekBean (uia n 600 TEXXUOEIS) akoflouBoUievn and NopaTeTapevo
Xpovik6 didotnpa_ (tpers pnves i xwpis Bepaneia, £ o0 TYSABRI. Qotooo, o kivbuvos avibpaoewy
unepeuaioBnoias Ba npénel va AapPavetar UFIOISH yia v kaBe xopnyoUpievn éyxuan. Or aoBeveis npénel va napakofouBolvial katd
Bidpkeia s éyxugns Kai yio 1 (pa pewd v onokAnpwan s (Bpﬂ, nupd%/\eozo 4.8). Ba npénel va undpxouy diaBéaia péoa yia v
avpergnion avubpdoewv unepeuaioBnaias. Aiakoyte T xoprAynon tou TYSABRI kai Eexivnote y katandnin Bepaneia pe ta npdta
qupm@pata i ongeio unepeuaiobnaias. Le aoBevels nou eupavioav aviidpaan unepevaioBnaias Ba npénel va HIaKOME OpIoTKA N
Bepaneia e 1 TYSABRI. Tautoxpovn n neoyzvéngn Bepaneia ye 0 Aev éxer ninpws anodeixBei n aogdieia kai n
anotefeatiatkotta tou TYSABRI oe ouvduagpé pe aAdes avoookataotartukes kar avaveont és Bepanies. Tautoxpovn Xxpnon
QUIGY_Twv napayoviwv pe to TYSABRI evbexetal va augnoel tov kivbuo Aoi@Eewy, oupnepiialBavopévoy v EUKTIDIKGY
AopEewy, kai avievdeikvutar (BA. napdypago 4.3). AoBeveis L 1010pIkG Bepaneias pe avoookataotantuka GAPHAKA OVULETWNIZOUV
uug:vuévo Kivbuvo yia PML. Ba npéner va AapBavetar pépipva pe aoBeveis nou énafav npoopata ovogokataotarukd (ote va nepce!

Us enayyedaties to QUENIBULINTES EVEDYEIES
Léow 10U £BVIKOU ouaTpaTos ovagopas: EARGBa: EBvikos Opyaviouos (Dap%dkmv Meaoyeiwv 284, GR-15562 Xorlay yn}g, ASr’\vu%nﬂ,
+30 21 32040380/337, ®at; + 30 21 06549585, lotdtonos: http/Awww.eof.gr Kunpos: appakeutkés Yanpeaies: Ynoupyeio Yyeias,
CY-1475 Aeukwoia, OaE; + 357 22608649, lototonos: www.moh.gov.cy/phs 4.9 Ynepboao o'xiu Aev avagépBnke Kapia nepinwon
unepbocorioyias. 7. KATOXOZ THE AAEIAE KYKAO®OPIAT B\o)-gen \gec Limited, Innovation House, 70 Norden Road, Maidenhead,

L6 4AY Hvwpévo Baoideio 8. APIOMOZ(OI) AAEIAZ KYKAO®OPIAL EU/1/06/346/001 9. HMEPOMHNIA MPQTHE
ErKPIZHZ/ANANEQEHE THE AAEIAL Husp%nw’u n&d}ms evawons' 27 louviou 2006 Huepopnvia tefeutaias avavéwans: 27 louviou
2011 10. HMEPOMHNIA ANAGEQPHEHE TOY KEIMENOY 10/2013 A\entopepi nAnpo@opiaKa OToIXeld yia 10 NGOV QOPUAKEUTKG

npoiov eivar iaBéaiua gtov Sikiwakd 1o tou Eupwnaikol Opyaviopoy Gapudkwy: http:/Awww ema.europa.eu. Tpdnos didBeons:
€ NEPIOpIOPEVN IaTPIKA cuvméh Movo \ﬁu NOGOKOLEIKN X&hon ano gmp pe katdnnAn ebikeuon kar epneipia. EvBeikukn upn
(N.T.): TYSABRI CS. SOL.INF 300MG/15ML VIAL BTx1VIALX15ML:1190,27€

' Mia aveniBupntn evépyeia kpivetal 6t elval oxetkn pe T Bepaneio and 1o yiato nou ekteel v épeuva
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