ITAPAPTHMA I

IEPIAHYH TON XAPAKTHPIZTIKQN TOY ITIPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

AUBAGIO 7 mg emkaAvppéva pe AemTd LUEVIO dloKio
AUBAGIO 14 mg gmicodoppéva pe Aemntd vpévio diokio

2. ITOIOTIKH KAI TOXOTIKH XYNOEXH

AUBAGIO 7 mg smkoioupévo pe Aentd vpuévio diokio

Kda0e emxaivppévo pe Aemtd vpévio diokio mepiéyel 7 mg TEPUPAOVVOUIONC.

Exdoyo ue yvwarn dpdon
Kda0e diokio mepiéyel 77 mg Aaxtodlng (og povoidpikn).

AUBAGIO 14 mg smkolvppévo. pue Aemwtd vuévio dioKio

Ka0e emkaivppévo pe Aemtd vpévio dtokio mepiéyetl 14 mg tepipAovvouiong.

Exdoyo ue yvwarn dpdon
Kda0e diokio mepiéyet 72 mg Aaktodlng (og povoidpikn).

IMa tov TAnpn katdroyo TV ekddywv, PA. Tapdypoeo 6.1.

3. DAPMAKOTEXNIKH MOP®H
Enucoloppévo pe Aemtd vpévio diokio (S1okio).

AUBAGIO 7 mg emkoioppévo pe Amtd DUEVIO OLoKIO

EmkoAoppévo pe Aemtd vpévio dtokio v 7,5 mm ypdHOTOC TOAD avoryTov TPactvemov-yarlalnmol
YKPL £OC 0VOLYTOD TPAGIVOL-UTAE, CYNIATOG EEAYDVOV, LE OAMOTOMO GTT pio TAEVPA («7») Kot
YOPAYUEVO TO AOYOTLTO TNG ETALPELNG OTIV GAAT TAELPA.

AUBAGIO 14 mg smkoivuuéva ue Aemtd vuévio dioKio

Enucodoppévo pe Aemtd vpévio diokio Tov 7,5 mm, ypdUATOG avolyToD UTAE £ YOAGLIO0V, GYNUATOG
TEVTUYMDVOV, LE OMOTOTOO 0T fia TAeLPA («14») Kot xapaypévo To AoydTuTo NG eTapEiog oTnyv
AN Thevpa.

4. KAINIKEX ITAHPO®OPIEX

4.1 OgpamevTiKég evocitelg

To AUBAGIO gvdeikvotat yio v ayoyn eVAMK®V achevav Kot TadloTptkdv achevav nAtkiog

10 etddv ko v pe vwotpomialovoa dtudeinovca tolhanin okinpovon (I1X) (tapakaieiche va
avatpEEETE TV TAPAYPOEO 5.1 Yo GNUAVTIKEG TANPOPOPIEC Yio TOV TANOVGUO GTOV 07010 1
OTOTEAECUATIKOTNTO £XEL TEKUNPLOOET).

4.2  Aocoloyio Kol TpOTOC yopynons

H ayoyn mpénet va Eekva Kot va emPBAETETAL 0O 10TPO TOL EXEL EUTELPIA TNV OVILETMTIOT TNG
TOALOTTANG GKANPLVOTG.

Aocoloyia



Evijlixec
2TOVG EVIAIKEG, 1| GUVICTOUEVT] 000N TEPLPAOVVOUIONG elvarl 14 mg dmaé nuepnoimg.

Taudrazpiros minBoouog (nhixiog 10 etadv ka1 dve)

e moudratpikovg acbeveig (Mhiog 10 etdv Kot Gvm), 1 GLVIGTOUEVT 00T eapTdTat 0md TO
ocopatikd Bapoc:

- Howdworpikol acbeveig pe copotikd Bapog >40 kg: 14 mg draf nuepnoing.

- Moudratpikoi acBeveig e copatikd Bapog < 40 kg: 7 mg dma& nuepnoiog.

O taudroTpikoi acBeveic mov enttvyydvovy otabepd copatikd Bapog avo tov 40 kg Ba tpénel va
petafoiv oe 14 mg dmoé nuepnoing.

Ta emucodoppéva pe Aentd vuévio diokia pmopovy vo AneBovv pe 1 xwpig Tpoen.

Ewwoi tAnbvcpuoi

Himawuévos tinboouoc
To AUBAGIO mpénet va ypnoiponoteitan e mpocoyn o€ acbeveig nikiog 65 etov kot dvo, A0y un
EMOPKAOV OEGOUEVAOV Y10, TNV ACPAAELN KOL TV OTOTEAEGLATIKOTNTA.

Negpixn dvaleitovpyio,

H mpocapuoyn g d6ong dev eivar amapaitntn o€ acbeveic pe Nma, pétplo | cofapn veppikn
dvodettovpyia mov dev vrofdAilovtol o€ apokabapon.

Ot acBeveic pe coPapr| veppikn duvciertovpyia Tov voParliovtal 6€ apokdbopon dev
a&loroynOnkoav. H tepiplovvouion avievdsikvotor 6to cuykekpipuévo mAnbooud (BA. mapdypago 4.3).

Hrotikn dvalerrovpyio

H mpocappoyn g d6ong dev eivar amapaitntn o€ acheveig pe Mo Kot LETPLOL NTTOTIKY
dvoiettovpyia. H tepiplovvouion avievdsikvotor oe acheveic pe cofapn nratikn dveiertovpyio (PA.
nwapdypago 4.3).

Houdrarpixoc ninBvouog (nhixiog kdtw twv 10 etmv)

H acpdleia kot 1 amoTeEAEGHATIKOTTO TG TEPLPAOVVOLIONG 6 TodLd NALKioG kGt TV 10 eTdv dev
&yovv akopo TeKpnpLmOet.

Agv vtapyovv dabéciua dedopéva.

Tpoémoc yoprynong

Ta emkaivppéva pe Aemtd vuévio diokia Tpoopilovtal yio amd Tov otépaToc Ypnomn. Ta diokio tpémet
Vo KaTamivovtol oAOKANpa. Le Aiyo vepo.

4.3 Avtevosigelg

YrepevoioOnoia 61 dpactikn ovsia 1| 6 KAmolo amd To £KO0Ya TOV AVOPEPOVTOL GTNV
Topaypopo 6.1.

Acbeveig pe copopn nrotikn Svciertovpyia (kotnyopia C katd Child-Pugh).

"Eykveg yovaikeg 1| yovaikeg o€ avamopoy®ytkn nAtkia, ol omoieg dgv ypnoiponolodyv a&ldmioteg
peBO30VG AVTIGOAANYN G GTN SIIPKELN TNG AYWYNG LE TEPLPAOVVOLIOT KOl HETA TNV OAOKANP®ON NG,
€QOCOV 10 eMMEdA TNG 0T0 TAAG e vepPaivovy ta 0,02 mg/l (BA. Tapdypao 4.6). H eykvpocivn

TPENEL VO, ATOKAEIGTEL TPV 0o TNV évapén ¢ Bepameiag (PA. mapdypago 4.6).

IMvvaikeg mov OnAdlovv (BA. Tapdypao 4.6).



AcBeveig ne coPapéc KATAOTAGEL AVOGOAVETAPKELNG, .. X0vOpouo Eniktntng AvocoavemdpKelog
(AIDS).

Aocbeveig pe onuavtikny dSucAertovpyio TOL LVEAOD TV 0GTMV 1) GoPapn avaipio, Agvkomevia,
ovdeteponevia 1| Opoppomevia.

Acbeveig pe coPapn evepyn Aoipwén, péxpt avtn va vroywpnoel (PA. mapdypapo 4.4).

Acbeveic ue copapn veppikn dvciettovpyia Tov vofdrioviat og opokdOapon, kabdg dev vdpyet
Slobéoin ETapKNG KAVIKY EUTELPiO Y10 TN CUYKEKPIUEVT] OUAdO 0oOEVAV.

Acbeveic ue copapn vronpwteivalio, .y, VEPPOGIKO GOVIPOUO.
4.4 E101kéc mPoELdOTOMGELS KOl TPOPVAAEELS KATA T1] Y p1on

ITopaxorovOnon

Tpwv v aywyn
Ipwv v évapén g ayoyng Le TNV TEPLPAOVVOUION TTPEmel Vo aloloyouvTal To 0KOAOLO:
. H apmnproxn nieon

. H apwvotpavopepdon tng aAavivng/yYAOUTOUIVIKN-TUPOGTAPLALKT TPAVGAUIVAGCT] TOV 0pOD
(ALT/SGPT)
o O TAPNG ap1BoG KVTTAP®Y TOL OipLaTOg TEPIAAUPAVOUEVOL TOL SLOPOPLKOD TOTTOV TOV

AELKOKVTTAP®OV TOV GLOTOC Kot TOV aplOpoD aUOTETOAM®Y.

Kaza tn diapxreio e oywyns
Kotd m didpkela me oy@yng Ue TV TEPLPAOLVOUIOT TPl va. a&loAoyodvTal To akOAovOaL:
. H aptnproxn mieon
o EAéyyete meprodika
o H apvotpavepepdon tng alavivig/YAOUTOUIVIKN -TUPOGTAPVALKT TPOVGAUIVAGCT] TOV 0p0D
(ALT/SGPT)

o Toa eninedo T@v nratik®v vV Tpénet vo aloloyovvtal To AyOTePo Kae
Té€60ep1g BOOAdES KATA TOVG TPADTOVG 6 pUives TG Bepameiog Kot LeTENELTA GE
TakTIKn Pdon.

o Ilpénerva e€etdletal To EvOeXOUEVO GUUTANPOUOTIKOD eAEYyov dTav To AUBAGIO
yopnyeiton o€ acheveic pe TPO-VTAPYOVGEC NTATIKEG TOONGELS, YOPNYOVUEVO UE GALQ
mOové nratotolikd eappaka, OTMG eVOEIKVUTOL Ad T TOPATIPOVUEVO, KAVIKE
OMNUELN KOl CUUTTOUOTA, OTOC ovVEENYNTN VAVTIO, ELETOG, KOIAIOKO GAYOC, KOTMON,
avope&ia, iktepog /Kot okovpoypoua 0vpa. Ta nratikd Evivpo Oo tpémet va
eléyyovtar Kabe dVo gfdoradec KT TOVG TPAOTOLG 6 UNVES TNG AYWYNG KOt TO
Alyotepo Kabe 8 eBOoUddEg OTN GUVEYELD Y10 TOVAGYIGTOV 2 YpOVia-omd TNV Evapén
g Oepameiog-.

o Zeavénoeig g ALT (SGPT) peta&d 2- kot 3-popadv Tov avAdTEPOV PVGLOAOYIKOD
opiov, n TapaxorovBnon mpénet va mpayparomoleitot efdopadiaio.

. H pétpnon tov minipovg apBpod Kuttdpwv tpénetl va mpaypatonoteitol pe Baon to kKAvikd
OMNUELN KO TOL CUUTTOMOTO (7). AOUDEELG) KATA TN OAPKELD TNG AYOYNG.

Awodkocio Toyslog OmoudKpLVeng

H teprprovvopion amopokpovetor apyd and 1o mAdoua. Xwopig kdmoila dtadikacio tayeiog
UTOUAKPLVOTG, OTALTOVVTOL KOTA HEGO OpO 8 UNVEG E®MG OTOV 1 CLYKEVTP®GT GTO TAAGUA Vo pOdcEL
Kkéto omd 0,02 mg/l, av Kot Aoym TV dopoporocemv PeTasd TV acbevav, n kaBapon tng ovciag
omd 10 TAAG O EVOEXETAL VO O10pKEGEL £G KoL 2 ypovia. Mia dtadikacio Tayelag amopdkpuvong
umopel va epapuoctel ava Tdoo oTIyun LETA TN SLOKOT ANYNG TNG TEPLPAOVVOLLONG (PA.
TaPaypAEovg 4.6 Kat 5.2 yia TG S1001KACTIKEG AETTOUEPELEC).

Hratwucéc emdpdoeic




ITapanpndnke avénon tov emmédmv Tov Nratikdv eviOUmV oe aobeveic mov AduPavay
teprprovvopion (PA. mapdypapo 4.8). Avtég ot avénoeig exkdniodnkoy Kupimg eviog Tov TpmTov
6pNVoL TG aywYNGS.

ITapanpndnkav meputtdoelg papuakoyevong nratikng PAaNG (DILI) xatd ) ddpkeia Oepomeiog pe
TEPLPAOVLVOUION, HEPIKEG POPEG amelAn Tk Yia T (o). O tepiocdTepeg nepintoelg tng DILI
EUPAVIOTNKOV ETEPOYPOVIGUEVE OPKETEG EBOOUAdEC T} APKETOVG UVEC METE TV Evapén g Bepomeiog
ue tepipAovvopuion, opmg 1 DILI umopei va eupovioTel Kot Le TOpATETAUEVT XPNON TNG.

Aocbeveig pe Tpo-vmapyovcsa NraTiky Tdlnon dtotpéyovy VYNAGTEPO Kivouvo abEnong TV NTATIKOV
evOUOV KOl ELEAVIENC QopuaKkoyeEVoDg NraTikng PAGPNg (DILI) ue tepipAovvopion, € GuVILOGUO

podi pe Ao NToToToSIKA QAPHOKO 1)/KOL HE KATAVAAMOT] HEYAANG TOGOTNTOS OVOTVELUAT®O®V. Ot
aoBeveig Oa mpémel va maparkorlovBovvtar 6TeVA Yo TuXOV onpeio KoL CUUTTOHOTO NTATIKNG PAGPNG.

H Oepancio pe tepiprlovvopidn Tpénel va SI0KOTTETOL QUECH [LE GTAOIOKT UEIMON EGV VGPYEL VTTOY i
nrotikhg Prapne. Edv emPefoarmbodv avEnpéva enineda nratik®dv evOpmV (TES vynAoTepes amo

3 popég to ULN) n Oepameia e tepuprovvouion o mpémet vo S1aKoOmTETAL

Ye mepintwon dtakonng e Bepaneiog Oo mpémel va yivetal nratikog Eleyyog £mG 6TOV TO NTATIKA
évlupa vo pTAGoVY GE PUCIOAOYIKA ETIMEDAL.

Yronpotgivouuia

Agdopévov 0t 1) TEpLPAovVOLIdN deapeveTal oe PeYdAo Babud oTig TpwTeiveg Kot Kabdg 1 0EGEVOT
e€aptdTot amd TIG CLYKEVIPADGELS TG AEVKMUATIVIG, Ol 11 OEGLEVUEVES GUYKEVIPDGELS
TEPLPAOLVOUIONG OTO TAAG A avopéveTal va eival avénuéveg oe acbeveic e vTonpaTteivalia, T.Y. o€
TEPMTOGELG VEPPMSIKOD cuvdpopov. H tepipiovvopidn dev mpémet va ypnoponoleitol o acheveic e
KaTOoTAoELS GoPapng VITOTPMOTEIVOLOG.

Aptnploxn mieon

Koatd ) didpreto TS aymyng Le TEPLOAOLVOLION evOEyeTal va mapatnpnOel avénomn g apTnpLaKng
mieong (PA. mapdypaeo 4.8). H aptnplokn mtieon mpénet vo eAéyyetal Tpv omd Ty Evopén e aywyng
LE TEPLPAOLVOLION Kot 6T GLVEXELD ava TakTd dactipata. Tdso mptv 660 Kat KaTd TN O1dpKeLa TG
OYOYNG LE TEPLPAOVVOLLION, 1 VENGT] TG APTPLOKNG TTECTG TPETEL VO, AVTILETOTILETOL KATAAANAQL.

Aowdéelg

H évapén g Bepaneiog pe tepiprlovvouidn npénel va kabvotepel o€ acbeveig pe coPfapn evepyn
Aolpwén, péypt TNV vIwoYMPNON TNG.

Y€ eAeYYOUEVES LE EIKOVIKO PAPLLOKO LEAETES, OV TOpATNPNONKE aENGT TV GOPUP®Y AOUDEEWDV L
™V 1EpLPAoVVOLIdT (PA. Tapdypao 4.8).

"Exovv avaeepbel mepimtdoeig AOU®EE®V 0o TOV 10 TOV £PTNTO, GUUTEPIALUPUVOUEVOD TOV
emyeiMov épmmra kot Tov Eprnto. (oothpa, L TeptAovvouidn (PA. Tapdypao 4.8), pe optopuéveg
amo avTéC Vo, gival coPapés, GUUTEPIAAUPBAVOUEVNC TNG EPTINTIKAG UNVLIYYOEYKEPAAITIONS KoL TNG
Sl0oTOPAg TOV £pTNTa. MTOpEl Vol ELPAVIGTOVY OTOONTOTE GTIYUN Katd T didpkela tng Oepaneiog.
A€gSOUEVIC TNG OVOGOTPOTOTOWTIKNG dPACTC TNG TEPLPAOVVOLIONG, EAV Evag 0.oOEVNG ERpavVIcEL
omotladnmote coPopn Aoiuwén, Oo Tpénel va e€etaotel T0 evogyOUEVO dlokonng TG Bepomeiog pe
AUBAGIO «xot va a&toioyn8ohv ek vEOL Ta 0PEAT EVAVTL TOV KIVOOVOV TPV A0 TNV EXAVEVAPEN TNG
Oepaneiog. Adym g TopateTapévng nuicslog Long, propel vo e£eTooTel 1 Taygln OTOUAKPLVOT LE TN
YOPMYNOT YOAEGTLPAUIVIC | GVOpOKQ.

Ot acBeveic mov Aappdvouy AUBAGIO 0a mpénet vo kaBodyouvTal vo avagpépovy TuyovV
ocvpmtopata Aotpuméewv otov Bepdmovta watpd. Ot acbevels pe evepyés ofeieg N xpdvieg AoudEets dev
npénel va Eektvoov ayoyr pe AUBAGIO péypt v voydpnon g Aoipméng/tov Aotudiewmv.

H aocpddeia g teprorovvopuiong o atope, pe Aavidvovoa euuatioon dev ival yvmoTr, Kadmg oTig
KAviKég Heléteg Ogv Tpay LATOTTOONKE CLGTNLLATIKG TPOCVUTTMHATIKOG EAEYYXOG Y10 pupoTicon. Ot



aoBeveic mov etvar BeTikol GTOV TPOGVUTTOLATIKO EAEYYO YO PUHATIOOT, O Tpémel va Adfovv
Oepameio cOLPOVA LE TNV KABLEPOUEV LOTPIKT TPAKTIKN TPV amd T Oepameia.

Avtidpaoeic and To OVOTVEVGTIKO GUGTNLLO

Alqpeon mvevpovordOeta (ILD) kabmg eniong mepuTTOCELS TVEVHOVIKNG DTEPTACTG EXOVV avapepbel
LE TEPLPAOLVOUIOT atd TNV KVKAOPOPI TOL POpPUAKOoD.
O «ivduvog pmopet va etvar avénpévoc o aobevel, pe 1otopikd ILD

H ILD pmopei va gpoaviotel 0&€wmc omoladnmote oTiyUn KoTd T didpkela g Oepaneiog pe
HETAPANTY KAVIKY| Tapovoioon.

H ILD pmopsi va. givat Oavatnedpa. Néa euedvion 1 EXOEiVOOT TOV TVELLOVIKOV GUUTTOUATOV,
OTMG eMPOVOG PG Kot SOOTVOLA, EVOEXETAL VO ATTOTEAEGOVV Ol SLaKOTNG TNG Bepameiog Kot
TEPOULTEP® SlepevvNoNg, OTWG gival katdAinio. EGv 1 dtakomr] Tov @apuoKevTikod Tpoidvtog elvat
amopaitntn, 0o mpénel va e€etactel | évopén Uiag ETLITOYLVOUEVIC SLOSTIKOGIOG OTOUAKPLVOTG.

Ayotoloyikéc emOpAoELC

"Eyer mapatnpnOet pia péon peiwon Atydtepo amd 15% oand ) pétpnon Evapéng mov ennpealet v
apBpd Tov Aevkokuttapav (BA. Tapdypapo 4.8). Q¢ pétpo TpoPOAacne, Tpv amd v Evapén g
AYOYNG TPEMEL VoL LITAPYEL SBEGIUN TPOCPOTN YEVIKT EEETOOT OULATOG, GTIV OTOia VOl
TEPIAOUPAVETAL AEVKOKVTTOPIKOG TUTTOC Kol aPIOLOC OLOTTETAAI®Y KOl VO, OLEVEPYOVVTAL YEVIKEG
e€etdoeic aipatog katd T ddpKela TG Bepaneiog, OTWS EVOElKVUTOL ad To KAVIKA onpeio Kot
ocuunTOpOTO (T.). AOUDEEL).

O «ivéuvog EPEAVIOTC LULUTOAOYIK®Y dlatapaydv ivol avénuévog oe acheveic pe Tpobmdpyovoa
avaipio, Aevkomevia 1/kot OpopPonevia, kabdc kot o€ acbevelg pe duchettovpyio ToL LLEAOD TOV
00TMV 1 e KivOuVvo KOTAGTOANG TOL LLEAOD TV 06TMV. Edv eppavictoy tétoteg emdpdoets, Oa
npénel va, EgTaotel N epapuoyn ¢ drodikaciog tayeing amopdkpuveng (PA. mopomavm) yio
LEI®OT TOV EMTEIDV TEPLYAOVVOUIONG 6TO TAGGHLA.

Y& TEPIMTAOGELG GOPAPDV AULATOAOYIK®DY OVTIOPACEMY, GUUTEPIAAUPBAVOUEVNG TG TOVKVTTAPOTEVING,
npénel va, drakomel 1 Oepomeio pe AUBAGIO kot GAA®DV HDEAOKATUCTOATIKMY 0yOYDV KOl VO,
e€etaotel N epapuoyn pog dladikaciog Tayeiog amoudKpuVeng TS TEPLPAOLVOLIONG.

AepLoTIKEC OVTIOPUGELC

"Exovv avapepbel coPfapic deppoticég avtidpaoelc amod tnyv yopnynorn tov AUBAGIO, kdmoieg popég
Bavatnedpec, cupmeptlopfoavopévev to cbvopopo Stevens-Johnson (SJS), n To&ikn emdepkn
vekpoAvon (TEN) kaBdg Kot o1 QoPROKEVLTIKES OVTIOPACELS LE NOGIVOPIMO KOl GUUTTMLOTOL
ovotnpKon cvvdpopov (DRESS).

Edv moapoatnpnfodv avtidpdoelg 6to 6Eppa 1/Kot Toug PAEVVOYOVOLS (EAKDONG oTONATITION), Ol OTTOIES
0¢touv voyia Yo GoPapég YEVIKELUEVES OEPUATIKES OvTIOpaoElg (cVVOpopo Stevens-Johnson, To&kn
emdepUIKN vekpOAvon-cvvdpopo Lyell 1 avtidpaon 610 @appoKo pe Noctvo@iAio Kot GUGTH KA
GUUTTOLOTO), 1] TEPLPAOVVOUION Kol 0To10dNTOTE GAAT TOAVOV oYeTI{OLEVN YT TPETEL VoL
dtakomel Ko va apyicetl Gueca o Sadkosio Tayelog OTOUAKPUVONC. X€ OVTEG TIG TEPITTMOGELS Ol
acBeveig 6ev Tpémel va enovektefovv oty TEPLYAovVOuIoN (BA. Tapdypapo 4.3).

Koatd ) didpreta TN ypnomg TePIPAOVVOLIONG £xouy avapepBel meptoTaTikd epedvions ywplaong
(mepriapBovopévng TG GAVKTAIVOI0VE YmPINoNS) Kot EMOEIVOGTG TPOVTAPYOLGUS YOPIAoNG.
AvdLoya g T1 VOO0 KOl TO 10TPIKO 1GTOPIKO TOV 0oBevong umopel va eEETAoTEL TO EVOEYOUEVO
drakomng g Bepameiog kat Evapéng piag dtadikasiog Tayeiog amoudKpuveng.

AgppoTicd AKT KoL LEIWUEVT] ETOVAMOT] TPODLOTOC EVOEYETAL VA ELPOVIGTOVV 0 00OEVEIG KATA TN
duapketa g Oepamneiog pe to AUBAGIO. Edv vrdpyet vroyio deppaticod EAkovg mov oyetiletan pe
10 AUBAGIO, €dv ta deppotikd EAKN extuévouy Tapd Ty KatdAAnAn Oepomeio, 1 €6v vdpyst
VYNAOG KivOuVOog HEIOUEVNG ETOVAMGTG TPADUATOG LETA OO XEPOVPYIKN eMEUPac, eEeTdoTe TO



gvdeyopevo drokomng tov AUBAGIO kot epappoyng dtadikaciog tayeiog amopdkpuveng tov
oapudakov. H andgaon yia enavévapén oo AUBAGIO Ba npénel va Baciletor otnv KAVIKA Kpion
mepl EMAPKOVG EMOVAMONG TOV TPAVIOTOG,

TIepupepikn vevpomdosio

"Eyxovv avaeepbel mepimtdoeig mepupepikig vevponddetog o acbeveig mov Adupavay AUBAGIO (BA.
mapdypaeo 4.8). X1ovg meplocdTePoLS acbeveig onpelmdnke PeAtioon LeTd T SOKOTH TOL
AUBAGIO. Qot660, vmpée o evpeio TOIKILOLOPQI0 6TO TEAIKO AMOTEAEGLLO, ONA. GE KATO0VG
acBeveig n vevpomdbelo vToydpMoE Kot Kamolol acheveig eiyav enipova countopata. Edv évog
aocBevng mov AapPaver AUBAGIO gppavicet emPeformpévn meprpepicn) vevpomddeia, Bo mpémel va
g€etdleton To evdeyduevo dtaxomng g Oepaneiog ue AUBAGIO kot epopproyng g Stodtkaciog
taxelag amopdKkpuvong.

EupoMacpodg

AVO KAMvIKEG peréteg £06€1EaV OTL 0L EUPOAIOCLOL LE LT EVEPYOTIOINUEVA VEOOVTLYOVA (TPMTOG
guPoAlacudc) N He avapvnoTikd avtiydva (emovEKBeon) NToV AoPAAEIG Kol AmOTEAECUATIKOT KOTE TN
dapketa g Bepaneiag pe AUBAGIO. H ypiion tov e£acbevnuévov epPorinv evéyel kivouvo
Aotpméng kot yio avtd T0 A0Y0 Bl TPETEL VO ATOPEDYETAL.

Av0G0OKOTOGTOATIKES 1] VOGOTPOTOTTOMTIKES Oepameiec

Agdopévov OTL 1| Ae@AOLVOLIOT OmOTEAEL TN UNTPIKT OLGIO TNE TEPLPAOVVOUIOTG, OE CLVIGTATOL 1)
GLYYOPNYNOT TEPLPAOLVOUIING [LE AEPAOLVOLION.

H ovuyyopiiynon e ovTiveomAUCHOTIKES 1) AVOGOKATUCTOATIKEG Bepameieg TOV YPNCLOTOIOVVTAL Y10
v ayayn g X dev €xel a&loroynel. Katd t didpkeio HeEAETOV aoPAAELOG, OTIC OTOIEG M
TEPLPAOLVOUION YopNYNONKE TovTOY POV e VTEPPEPOVN B 1 0&IKT| YAUTIPAEPT] Y10 S1ASTNO EVOG
£100¢, gV TPOEKVY OV GLYKEKPLUEVE, CNTAUATO ACPAAELOG, AALL TopaTnPNONKE LYNAOTEPT GLYVOTHTO
avemBountov avtidpacewy o cuYKpLon Ue T povobepameio teprprovvopione. H poakpoypovia
AGPAAELD OVTAOV TOV GLVOLACUAOV GTNV AYWYN TNG TOAAATANG CKANpUVENG Oev EXEL TEKUNPLODEL.

Alayn e Oepaneioc omd N oe AUBAGIO

Béioetl tov KAMVIKGOV 0£00UEVOV GYETIKA LE TV TOVTOYPOV] XOPNYNOT| TEPUPAOLVOLIONG e
wtepeepovn B N pe o&ikn yAatipapépn, dev amotteitol Tepiodog avapovig KaTa TV Evopén g
TEPLPAOVLVOUIONG LETE 0 YOp1YNoT WTEPPEPOVNG B 1 0EIKNG YAATIpOUEPTG, 1 KOTA TV Evapén Tng
wTePQEPOVNG B N 0EIKNG YAOTIPOUEPTG, LETA OO TEPIPAOVVOLION.

Abdy® ToV peYdrov ypovov Nuicelag (Mg TG VOTAAILOVHAUTNG, EVOEYETOL VO TPOKVYEL TOVTOYPOVN
£xBeom Ko, GUVETDC, TAVTOYPOVES OVOGOLOYIKEG EMOPACELG £MG Kot 2-3 PUNVEG UETA TN SLOKOTT| TNG
vatoMlovpaunng, epocov 1o AUBAGIO Gpyioe apéomg petd. Eropévac, anotteitol Tpocoyn
oAhayng oo vatailovpaunn oe AUBAGIO.

Béaoel e nuicelog {ong g vykolMpuodng, ypeldletor didotnua 6 efdouddwmy ywpig Oepameio
TPOKEWEVOL Vo, emttevydei kabapon amd v kKukhogopio Kot tEPiodog 1 Emg 2 UNvaV TPOKEEVOD Ta,
AELPOKVTTAPO VO ETOVELDOVY GE PLGIOAOYIKES TIUEG PETA TN JLKOTN TNG vykoAMpuoong. H évapén
yopnynong tov AUBAGIO péca og autd 1o xpovikd Sdotnuo Bo (el oG AmOTEAEGLA TNV TOVLTOYPOVT
éxbeon ot EvyKoAUOd™. AvTtd EVOEYETOL VO 0O YNGEL G€ 0OPOICTIKT EMIOPACT] GTO LVOCOTOMTIKO
GUGTNHO KO, EMOUEVAMS, EVOEIKVLTAL TPOGOYN.

e aobeveig pe T1Z, n dudpeon Tyun ti, Nrav mepimov 19 nuépeg HeTd amd emavorlopuPavouevec d0GELS
tov 14 mg. Edv Anebel n andeaon va diaxonei  ayoyn pe AUBAGIO, péca og didotnua 5 nuiceiwv
CLowmv (tepimov 3,5 piveg, av Ko evogyeTal va tval LeyoADTEPO GE OpIGUEVOLS 0oDEVELS), I Evapén
AoV Bepameidv Ba £xel mg amotédecpa TNV Towtdypovn EkBeorn 6to AUBAGIO. Avtd evoéyeton va
00MNYNoEL G€ 0BPOIGTIKY ENXIOPOCT GTO OVOCOTOINTIKO GUGTNLO KoL, ETOUEVWGS, EVOEIKVLTAL TPOGOYN.



TTopepPorn otov Tpocdloploud TOV ETMEOMV 1OVICUEVOL 0cBEoTion

Koatd ™ dudprela g Oepaneiog pe AepAlovvopion ko tepipAovvouion (Tov dpacTikod PeTaforitn
NG AEPAOVVOLIONG) EVIEXETOL VO, TPOKVYEL ECOOAUEVT LEIOT) KATH TN LETPTOT TOV EMTEIWDV
OVIoUEVOD aoPBeoTiov avaAoya [LE TOV TOTO TNG CLOKELNC AVAALONG acPecTiov Tov Ba
ypnopomomOel (1.y. cuokevy avdAvong aepiwv aipatoc). g ek TOVLTOV, EKEPAGTNKAY AUPLPOAIES
GYETIKA UE TNV 0EI0TIoTIO TOV PEIOUEVOV ETTESWDV 1OVIGHEVOD 0GPECTION TOV TOPOTNPOVVTNL GE
acBeveic mov axoAovBolv aymyn ue Ae@AOVVOUION 1 TEPIPAOLVOLIOT. TNV TEPITTOON
QUPIOPNTOVUEV®V LETPTGEDV, GUVIGTATOL O TPOGIOPIGUOC TNG GUVOAIKNG GLYKEVTPMONG TOV
emmédwv acfeatiov opov SopHOUEVEOV MG TPOG TN AEVK®UOTIVY.

Todrorpikde TANOvoudS

THaykpeotitido

TNV TOdTPIKN KAMVIKN HEAETN, £XOVV TTopatnpn0el TEPTTOCELS TOYKPEATITIONS, OPIOUEVES EK TV
omoiwv o&elag, o€ acbeveig mov Elafav tepiprovvouion (BA. mapdypapo 4.8). Ta KAVIKE GupTTOUOT
nepledufovay Koako aiyog, vavtio kKo éueto. Ta eximeda tng apvidong Kot TG Mmedong opod
Nrav avEnpéva oe avtovg Toug asbeveic. O ypdvog Emc TV epedvion kKoudvOnke and peptkod Pveg
¢wc tpia €11, Ot acbeveig Ba mpémet va, eviUEPDOVOVTAL Y10 TO. YOPUKTNPIOTIKA COUTTMUOTO TG
TOYKPEOTITIONG. € TePinToT oL Thavoloyeiton Taykpeatitida, o TpEmeL vo, LETpOVTOL TO
maykpeotikd Evluua kat ot oyetilopeveg epyaotnplakéc Tapdustpot. Edv emPefoiwbdei moykpeatitido,
1N TEPLPAoVVOUION Ba Ttpémel va dtakomel Kot va Egkvioet dtadikacio Tayelog amopdkpuveng (PA.
TapAypoeo 5.2).

Aoaxtdln

Agdopévov 61t ta diokic AUBAGIO mepiéyovy Aaxtoln, ol acbeveig pe omdvia kKAnpovopukd
mpofAuata dvsavesiog ot YoAakToln, oMk EAAEYN AOKTAGN G 1 KOKT Omoppoenon
YAUKONG-yohakTOlNg OEV TPEMEL VO TAPOLY ALTO TO PUPHOKEVTIKO TPOIOV.

Ndrtpro

To @appako ovtd mepiEyel Arydtepo amd 1 mmol vatpiov (23 mg) avd diokio, givarl avtd wov
ovopalovpe «ehevBepo vatTpiovy.

4.5 Aliemopdosic pe GAlo QUPRIKEVTIKA TPOIOVTA KO GALES pOPPES aAAnAemiopaong

DapuokokvnTikEc dAANAETIOPACELC GAAMY OLGIAV LE TNV TEPLPAOLVOLIOT

H «dpro 006G POopETOSYNUATIGHOD TS TEPLPAOVVOUIONS EIvVOL 1) VOIPOALOT, LLE dEVLTEPEHOVGA 0d0 TNV
okeldwon.

Ioyvpol eraywyeic tov kvtoypwuotos P450 (CYP) kot twv ustapopéwv

H ovyyopnynon enovorapfovopevav docemv (600 mg droé nuepncing yio 22 NUEPES) PLPAUTIKIVIG
(emayoyéag tov CYP2B6, 2C8, 2C9, 2C19, 3A), kabhg kol VG ETAYMYEN TOV LETAPOPEDY EKPOTG
P-yAvkompwrteivn [P-gp] xon mpoteivn avtiotaong otov Kapkivo tov pactov [BCRP], 6e cuvdvacpo
ue tepiprovvopuion (70 mg epanal doom) eiye w¢ amotéreoua tn peimon g ékbeong oty
teprprovvopion katd 40% mepimov. H prpapmikivn Kot dAL0L YvooTol 16)Y0Pol ETOyYElg TOV
kutoypopatog CYP kot emaywyeig petapopéwv, 6mwg N koppapalenivn, n eowvopapPidin, n

QoL TOivN Kot 70 LVTePIKo (PdAcapo St. John), TPETEL va YPTGILOTOLOVVTOL UE TPOGOYT KATE, TN
SLAPKELD TNG AYDOYNG UE TEPLOAOVVOUIDON.



Xolearvpauivy n evepyomornuévog avlpokag

Yuviotdrot ot acBeveig mov AapBdvouy TepLPAOVVOUION VO UV avTILETOTILOVTOL BEPATEVTIKG, Lie
YOAEGTUPAUIVY 1] EVEPYOTOINUEVO AVOpaKa, O10TL 0VTO TPOKAAET TaXElD KOl OCNUOVTIKY HEIOT TNG
GLYKEVTIPMOT|G OTO TAAGHA, EKTOG GV EMODKETAL TaEln amopdkpuvor). [Tiotedeton 6t1 0 punyoviopds
aQOPA TN JLOKOTN TNG EVIEPONTATIKNG AVOKVKAWMGONG 1)/KOL GTI) YUGTPEVIEPIKT| SLOTIOVLGT TG
TEPLPAOLVOUIONC.

DapuokokvnTikéc aAANAETIOPAGELC TNE TEPLPAOVVOIONC UE AAAEC OVGIEC

Eridpoon ¢ teprplovvouions oro vmoarpwua tov CYP2CS: perayivion

Inpendnke avEnon g pnéons Cmax Kot g péomng AUC g pemayAvidng (xatd 1,7 popég ko

2,4 popég, avtiotorya), £metta, amd emavOAAUPavOIEVES 0OGEIC TEPLPAOVLVOUIONG, YEYOVOC TTOV
VTOONA®VEL OTL 1 TEPLPAOVVOUIOT] glvan avacTtoréag Tov CYP2CS in vivo. Eropévamg, ta
QOPUAKEVTIKG TPOTOVTa oV petaforilovror amd to CYP2CS, 6mwg 1 pemayAvion, 1 mokATa&EAN, I
moyAtalovn N n poostyMtaldvn, TPETEL VO, XPNCYLOTOIOVVTOL LLE TPOGOYN KOTA TN SLAPKELN TNG
AYOYNG UE TEPLPAOLVOLIOT).

Ernidopaon ¢ tepiplovvouions ota amo tov orouotog aviicviinmuxa: 0,03 mg arbivoloiotpodioin kai
0,15 mg Aeflovopysotpéln

Ymipée avénon g pEong Cmax kot tng péong AUCp24 TG 0Btvorototpadtoing (katd 1,58 kot

1,54 popd, avtiotorya) Kabmg kot TG Cmax kKot TG AUC.24 TG Aefovopyeotpéing (katd 1,33 kot
1,41 popd, avtictorya) énctta and enavaropuPavopeveg d0oelg tepipiovvopiong. Iapd to yeyovoc 6Tt
VT N CAANAETIOPOOT| TNG TEPLUPAOVVOUIONG OEV OVOUEVETAL VO, EXTPEAGEL OUGUEVAOG TNV
OTOTEAECUATIKOTNTO TOV OO TOL GTOUOTOG AVTIGCLAANTTIK®V, Oa Tpémet va Aapfdavetor vadyn dtav
emAgyetan 1| mposoapudletor ) Bepaneio TV 0md TOV GTOUATOG AVIIGVAANTTIKAOV TOV
YPTOLLOTOLOVVTOL GE GUVOVAGHO UE TNV TEPLPAOVVOLIO.

Eridpaon ¢ tepiplovvouions oto vmootpwua tov CYPIA2: kapeivny

O1 emavarapfoavoueveg 00GELC TEPLPAOVVOUIONG emépepay peimomn TG HEGNG Cmax Kot TG péong AUC
g kaeeivng (vtootpopa tov CYP1A2) katd 18% wat 55%, avtiotorya, YEYovog mov vodNADVEL OTL
1N TEPLPAOVVOUION eVOExeTON Vo Elvan aioBevng emaymyéag Tov CYP1A?2 in vivo. Eropévag, ta
QoPUOKEVTIKA TPo1dvTa TTov petaforilovrot amd 10 CYP1A2 (6nwg 1 dovAoetivn, n aloceTpdv, N
Beo@uArivn ko 1 Tiavidivn) TPEMEL Va, XPNCILOTOIOVVTAL LLE TPOCOY KATA TN S1APKELN TNG OLy®YNG
LE TEPLPAOLVOLIOT, 0ol UTOpEl VO 00N YNOEL O€ UEIMON TNG OMOTEAESUATIKOTITOG OVTMV TOV
QOPUOKEVTIKMV TPOIOVIMV.

Eridopoon e tepipiovvouions atn Poppopivy

O emavarappovopeveg 60GELG TEPLPAOVVOUIONG OV elyav Kapio ETIOPOCT) OTI PUPUOKOKIVITIKY] TNG
S-Bapeapivig, Yeyovoc Tov VTOJEIKVDEL OTL 1] TEPLPAOVVOLION dEV EiVOL AVACTOAENS 1) ETUYDYEAS TOV
CYP2C9. Qotéco, mapoatnprinke peioon katd 25% g LEylotng TIng g d1evong opoAoTOtIEVNC
oyxéong (INR) 6tav 1 tepiprovvopidn cvyyopnyndnke pe Bapeapivn oe cuykpion pe T Pappapivn
uévo. Eropévaog, dtav n Bapeapivn cuyyopnyeitol pe TEpLOAOVVOUIOT, CUVIGTATOL GTEV
napakolovOnon kot Eaeyyog tov INR.

Ernidopoon ¢ tepiplovvouions ota vmooTtpmuota tov HETOPOPED. opyavikmy ovioviwy 3 (OAT3):
Yrip&e avénon g uéong Cmax kot g néong AUC ¢ kepaxhopng (katd 1,43 kot 1,54 @opd,
avtioTorya) ETEITO A0 EMAVOAAUPAVOUEVES HOCELS TEPLPAOVVOLIONG, YEYOVOC TOV DTOINAMVEL OTL |
Teprprovvopion givar avacstoréag Tov OAT3 in vivo. Emopévmg, cuviatdtol Tpocoyn 6tav n
TEPLPAOLVOLION cuyyopnyeital pe vrooTpdpato Tov OAT3, dnwg N KePakAOPN, M
BevluiomevikiAdivn, n cumpopro&acivn, n vdouebakivn, 1 KETOTPOPAiv, | POVPOCEUIOT, 1
oetdivn, n uebotpegarn, n {idofovdivn.

Ernidopaon ¢ teprplovvouions ota vwootpauota s BCRP /Kot 1wV moAvaentidiny ustopopos
opyovikwv ovioviwv Bl ko1 B3 (OATP1B1/B3)

Ympée avénon g péong Cmax ko tng péong AUC g posovPactativng (katd 2,65 kot 2,51 popég,
avtioctorya) énetta amd emavolapfavoueveg 006elC TeEpLEAOLVOUIING. 26TOG0, dEV oNUEIOONKE
£KONAN emidpaoT OVTAG TNG AVENCTG TG POCOVPACTATIVIG 6TO TAGGH GTN dPACT TNG AVAY®YACTC



HMG-CoA. I'ix ™) pocovPactativn, cuviotdtot peimon g 66ong katd 50% oe mepintwon
ovyyopnynong pe teprpAovvopion. I'ia dAia vrootpmpata tng BCRP (m.y. pebotpe&drn, tomotekavn,
covApacaralivn, daovvopovumikivr, doEopovumikivn) kot tng owoyévelog tov OATP, elducd tov
avactoAémv g avaywydong HMG-Co (m.y. cyuPactativn, atopPactativn, tpafactativn,
peBotpeldrn, vateyAvion, pemayAvion, proaumikivn), 1 TauTtoOY POV YOPYNON TEPLPAOVVOLIONG
npémel emiong va yiveton pe mpocsoyn. Ot acBeveig mpémetl va mapakolovBodvtor 6tevd ylo onpeia kot
ouumTOpOTE VIEPPOAIKNG £KBEONC 0T POPLOKEVTIKA TPOTdVTO Kot Vo e&eTaleTon 1) pelwomn TG dOoMS
TOV POPUOKEVTIKOV QVTMV TPOIOVTOV.

4.6 Tovipétra, kONoN KM yorovyio

Xpnon og Gvdpec

O «ivévvog epPpuoToSIKOTNTOG OPELOUEVIC GTOV GVOPO AOY® TNG Oy®YNS UE TEPLPAOVVOLION
Bempeiton younAoc (PA. mapdypago 5.3).

Kvnon

Eivow mepropiopéva ta dedopéva amod T xpnon g TEPLPAOLVOUIONG OTIC £YKVEC Yuvaikes. Meléteg o
Coa &yovv dei&el avamapaymyikn to&ucotnta (BA. Tapdypago 5.3).

H tepiplovvopion evdéyetar va TPOKOAEGEL GOPAPEG GVYYEVEIG AVOUAAIEG OTAV YOPTYEITAL KOTA TN
ddpketa g kKomong. H teprorovvopion avtevosikvoton katd tnv konon (BA. mapdypapo 4.3).

O1 yovaikeg 6€ avomopay®yikn nAKio TPETEL VO, XPTGLLOTOL00V OTOTEAEGHUOTIKEG HeBddoLVg
AVTIGVAANYNG KOTA TN SLAPKELR KO LETA TNV OY@YT, EPOCOV TO EMIMESN CLYKEVTPMONG TNG
TEPIPAOLVOUIONG 0T0 TAGo U ival Thve amd ta 0,02 mg/l. Xto didotnua avTd, 01 YOVOIKEG TPETEL VO,
ou{nTobv pe to Bepdmovia 1Tpd TVYXOV TPOBESELG dLoKOTNG 1) dAloyNG TG HEBOSOL AVTIGVAANYG
7ov ypnoiponoovy. To Onivkd modid 17/kat o1 Yoveig/ppovTiotég Tov OnAémv Ttaudimv Ba Tpénel va
EVILEPOVOVTOL Y10, TNV OVAYKT ETKOWV@OVIOG Ue ToV Bgpamovta 1tpd LOALS 610 ONAL Toudi V7o T
Oepaneia Tov AUBAGIO enéAdfer Epunvoc pdon. O mpénet vo TapEYETOL GUUBOVAEVTIKT] GTOLG VEOLG
aoBeveig o€ avamapay@yiki NAKIo GXETIKA HE TNV AvTIGOAAN YT Kot Tov TBavo Kivouvo yia To
éuPpvo. H mapamopnn o€ yovatkoroyo Oa mpénet va e&etaleta.

H acBevig mpémel va minpogopeiton 011, o€ TePinTOOT KABLGTEPTONG TNG ELUITVOL PUOTIC T
0mo10.60MTOTE GAANG OLTiog TOV YElPEL VITOYIEG EYKVUOGVUVTG, TPETEL VO, dlakdmTEL T Oepameial e
AUBAGIO «xo1 va evUeEPOVETOL AUEGH O 1UTPOG, TPOKEWEVOL Vo dlevepyn el e€€Taon eykvuHocHvIG,
Kot gdv givan BeTikn, o 1Tpdg Kot 1 acBevig Tpémnel va culntioovy Tovug Kivdvvoug yia tnv kbmon. H
tayeio peimon Tov EMTEd®V TEPUPAOVVOUIONG OTO aiplo LEGH TNG EPAPLOYNG TNG dldtKaGTog Toyelog
UTOUAKPLVGTG TTOL TEPLYPAPETUL TOPUKAT®, KATA TNV TPDTY KaOLGTEPTION TN EUUVOL POOTG,
EVOEYETOL VO, LEIDGEL TOV KIVOLVO Y1al TO EUPPuo.

2116 yuvaikeg Tov AopPAavouy aymyn| Le TEPLOAOVVOLLIOT, 01 0Ttoieg EMBLUOVY VO, TEKVOTOLGOLV, 1|
AWM TOL EUPUOKEVTIKOV TPOTOVTOG TPEMEL VO, SLUKOTTETOL KOl GLUVIGTATOL VAL YiveL 1) dladikacia,
ToyElOg ATOUAKPVVOTG Y10 TNV TOYVTEPT] LEIMGT TNG CLYKEVTPMGNC TNG OLGING GE EMIMEDQ KAT® TV
0,02 mg/l (BA. mapoKdtm).

Edv dev epappootel dtodikacio Toyelog amopdKpuveng, To ETimedo TEPLPAOVVOUIONG G6TO TAGGHA
avapévetror va vrepPaivovv ta 0,02 mg/l o péco didotnua 8 pnvodv, ®eTdG0, GE OPLGUEVOVS
aoBeveig pmopel vo amaitodvtor Emg Kot 2 ypdvia yia T Peimon TG GLYKEVTIPMONG TG OVGINg 6TO
T dopa o€ eminedo kato TV 0,02 mg/l. uVETMG, 01 GLYKEVIPDGELG TEPLPAOVVOUIONG GTO TAGGLLA
pénel va, peTpnBovv mpiv 1 yovaika EEKVGEL TIG TPOoTAdElEg Yia enitevén eykupooHivine. Apod
Swmotwbel 6T1 1 cLYKEVTP®ON TEPLPAOLVOUIOTG 6TO TAdGpa elvar kdtw Tev 0,02 mg/l, o éleyyoc
npénel va, emavoineoel petd and eldyioto ddotnua 14 nuepmv. Edv kot 6T1g 000 peTpnoeig n
GLYKEVTPMOT 6T0 TAGGHO givar KaTo Tav 0,02 mg/l, dev avapévetot kivouvog yio to Eufpuo.

INa meprocdtepeg mANpoeopies GyeTiKA pe v eEétaon detypdtov, ansvbuvieite otov Kdtoyo g
Aderog Kvkhogopiag 1 otov Tomikd avtirpocond tov (PA. mapdypago 7).

Arod1xacio Toyeiog OTOUAKPOVONG

10



Metd ) d10KoT| TNG AYWDYNS LE TEPLPAOVVOLLON:
. yoAeotupapivn 8 g yopnyeiton 3 opéc nuepncing yio dtdotnua 11 nuepdv 1 yolestupapivn
4 g, TPEIG POPES TNV NUEPT, €AV 1 dOON T®V 8 g, TPEIS POPES TNV MUEPA, OEV EIVOL KOAMG OVEKTT,
. EVOAAOKTIKE, yopnyeitan 50 g mOoun KOVIC evepyomomuévon dvBpaxa kdbe 12 dpeg yia
dwwonua 11 nuepdv.

Qot660, aveEaptnto amod ) dlodikacio Tayeing amopdkpuveng mov Oa epoapurootel, Oa Tpénel ot
ouveyela vo, yivel emPePaimon pe 600 yopiotéc eetdoelg e eEldyioto pecodidote 14 nuepmv, evad
amoLTEiTOL TEPLOSOG AVALOVIG EVAULOT] UVA otd TNV TPAOTN UETPNOT GLYKEVTPOONG TNE 0LGING KATM
tov 0,02 mg/l éog ™ yovipomoinom.

To660 1 yoreoTupapivy 660 Kol 1 KOVIC EVEPYOTOUNUEVOL AvOpaKa EVOEXETAL VO, EXNPEAGOLY TNV
amoppOPNCN OLGTPOYOVMV KOl TPOYESTUYOV®V, LE AMOTEAEGHE Vo UnVv e&acpaliletor 1 a&lomiotia
TOV 0710 TOV GTOLOTOC UVTIGCVAANTTIK®VY KATH T1) O1APKELR TG SLOOTKOGTOG TOYELNS OTOUAKPUVONG UE
yoresTUPOLLVY 1] KOVL gvepyomopévon GvBpaka. XuvicTtdtor 1) ¥prior EVOAAAKTIK®OV pefddwv
aVTIGOAANYTG.

Oniooudg

Meléteg oe {da £de1Eav amékkplon e TePLAoLVOLIONG 6To YaAa. H Tepiplovvouion avtevdeikvotan
KaTd TN O1dpketa tov Onracspov (PA. mapdypago 4.3).

Tovipdémra

Ta anoteréopota peretdv oe {ma dgv KoTadekvoouy Kapia exidpact ot yovinotnta (BA.
Tapdypoeo 5.3). Av kot dgv vrdpyovv otoryeio and peAéTeg o€ avOpMTOLS, dEV avVOUEVETOL EMIOPAON
GTNV aVOPIKN Kot 6TY| yuvatkeio yovipdtnto.

4.7 Emodpaceig 6TV IKEVOTNTA 001]Y1|61G KOl YEIPICHOD U OvLdTOV

To AUBAGIO dev £yet kapio 1 £xel aueAntéa eMidPAcT GTNV IKAVOTNTO 00N YNONG Kol XEIPLGLOD
pnyovnuaToy.

Xe mepinton avembountov avidpdoemv o0mmg 1 {aAn, n onoia £yl avapepOel pe T Ae@Aovvopion,
TN UNTPIKN 0VGia TNG TEPIPAOVVOUIONC, 1) IKAVOTNTA GLYKEVTPMGNG Kal 0pO1g avTidpaong Tov
0o0gvoNg eVOEYETAL VO EMNPENCTEL. X€ OVTEC TIC TEPUTTMGELS, Ol 0COEVEIG TPEMEL VA, ATOPEVYOLY TNV
001 YNGOT KOl TO YEPICUO HNYOVIHLAT®V.

4.8 AvemOOunTESG EVEPYELES

TIepiinwn tov TPOOIA AGOAAELOC

Ot o ovyvd avaeepoueveg avemBounTeg avTdpioelg otovg acbeveic Tov AduPavay TEpIPAOLVOUIOT
(7 mg ko 14 mg) Nav ot e&ng: movoképaroc (17,8%, 15,7%), duappora (13,1%, 13,6%, , avénuévecg
Tipég ALT (13%, 15%), vowrtia (8%, 10,7%) kot adorekia (9,8%, 13,5%). ['evikd, o movoképarog, 1
d1appota, 1 vouTio Kot 1 GA®TEKia fTay NG G LETPLOG LOPENS, TOPOOIKES Kot OEV 001 ynoav
GLYVA GE OLUKOTY| TG Oy®YNC.

H tepiplovvopion givar o koprog petaforitng e Aeprovvopione. To mpo@id acedieiag tng
Aeplovvouidng oe acbeveig e pevpatogidn apbpitida 1 yoplacikn apdpitida evosyetar va Exel

onuacio 6tav cuvTayoypapeital TEpLPAOLVONIdT o€ acbeveig pe T1X.

Katdloyoc ovemfountomv avtidpaocemy o€ LopQen TivoKa,

H teprprovvopion eEetdoke oe £va ohvoro 2.267 acBevdv mov ekTéONKOV GTIV TEPLPAOLVOLLION
(1.155 o€ teprprovvopion 7 mg ko 1.112 o€ tepiprovvopion 14 mg) pio eopd nuepnoing yo
dldpeco ddotnua 672 NUEP®V G TEGOEPELS ELEYYOUEVES LLE EIKOVIKO (Aappako peréteg (1.045 kot
1.002 acBeveic otic opdoeg TepipAovvopiong 7 mg ko 14 mg, avtictoya) Kot pio evepyn peAén
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ovykplong (110 acBeveig oe kabepio amd T opddec Oepameiog e TEPLPAOVVOLIOT]) TOV
TPOAyLOTOTOMONKAY GE eVAIKES a60eVELS e VTTOTPOTIALOVGEC LOPPEG TOAAATANC GKANPLVOTG
(YIIZ).

Avagépovtot mapakdT® ot avemBiunteg avtidpdoelg mov avaeépnkay pe to AUBAGIO og
eAeYYOUEVES e EIKOVIKO PAPUOKO LEAETEC GE EVIAIKES aGOEVELS, OC TPOC TNV TEPLPAOVVOUION 7 mg 1|
14 mg amd Khvikég peléteg oe evihikeg aoBeveic. Ot ouyvoTNTEG OPIGTNKAY COUP®VA LE TNV
TopakdTo cuvinKn: ToAD cuyveég (>1/10)- cuyvég (=1/100 éwg <1/10)- 6yt ovyvég (>1/1.000 €mg
<1/100)- omdvieg (>1/10.000 £ém¢ <1/1.000)- woArd omavieg (<1/10.000): un yvootéc (dev umopolv va
extiunBovv pe Paon ta dbéoiua dedopéva). Xe kaOe Katnyopio cuyvoTNTOG, Ol AVETIOOUNTES
avTdpdoelg tagvopovviol pe oelpd edivovoag cofapodtntag.

Koatnyopia oAV Yoyvég O ovyvég Xrévieg IToAv Mn yvooTtég
/opyaviko oVYVEG OTAVIES
oVoTNUO
Aowdéelg I'pinnn, YoBapéc
Ko Aolpwén tov | Aodéel,
TOPOCLTOCE OVAOTEPOL cuumepAOU
1 OVOTTVELOTIKO | Poavouévng
0V CLGTNUATOC, | TNG
Aolpwén tov | onyorpioc”
OVPOTONTIKO
U CLOTAUATOC,
Bpoyyitida,
[Mapapprvoko
Amitida,
dapvyyitida,
Kvoritioo,
Toyevng
YOGTPEVTEPITL
da,
Aoméelg
oo TOV 10 TOV
épmnrol,
Odovrtikn
Loipmdn,
Aoapoyyitida,
Tpiyoovurtia
TOV TOSUDV
Awotapoyé Ovodetepomevi | ‘Hmiog
TOV OHLOTOC of, HOpPONS
KOl TOV Avopio Opoppomevia
AepQKoD (opomeTaMa
GLGTHUOTOC <100 G/1)
AwotapoyEc "Hmieg Avtidpacelg
TOV OAAEPYIKEG vepevancon
OVOGOTOLNTL OVTIOPAGELS olog (dueoeg
KOV N Oy1uec)
GUGTNLOTOG CLUTEPIAOLL
Bavouévav
mge
avaguiaiog
KOl TOV
OYYEL00ON U
0TOg
Yoyrorpikég Avyyog
SLTapoyEC
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Katmyopia IMoAv Yoyvég ‘O ovyvég Yravieg oAV Mn yvootég
/opyaviko ovyvég OTAVIEG
oVoTNHO
Awrzapayéc | Keporoiyi | IMapoioOnoia, | YrepoaioOnoi
OV o Ioyoyia, a,
VELPLKOV 2Hvopouo Nevparyia,
GUGTNOTOG KopmTLoiov [Teproepicn
ocwAva vevporadeia
Kapdrokég AtoOnpa
droTopayéc TOAUDV
Avyyeroxéc Ynépraon®
SLoTapoy€C
AvamvevoTt Algpeon [Tvevpovikn
k&G, TVELLLOVOTA VIEPTOOT)
Bopakikég CEAT
SloTapoyéC
Ko
dtoTopoyEg
puecobwpoki
oV
Taotpeviept | Adppora, Hoykpeatitd | Ztopatitida
KéC Nowtia abr KoAtida
SloTaporyéC AAyog dvo
KOWMOKNG
xADpag,
"Epetoc,
Odovtaryio
Hratoyolk | Avénon AvEnon g y- Oéela
éc OUVOTPOVG | YAOUTOUVATPO nratitido DoppoKELTIKE
dwtapoyéc | peplong vopepdong EMAYOLEVT
™me (GGT)¥, nrotikn PAGPN
adoviving AvEnon (DILI)
(ALT)? AGTOPTIKNG
CLUIVOTPOVOPE
péong’
Mertapoiiké Avolmdot
G Ko o
STPOPUKEG
SLTapoyEC
Awrapoyéc | Ahomexio | EEavOnua, Awotapoyé
TOL Axpn oviy®v,
d€pHOTOG Ywpioon
KOl TOV (mephappav
VTTOAOPLOV OULEVTG TNG
1GTOV QAVKTOLVOO
ovg
yopiaong)®?
YoBoapéc
OEPUATIKES
avtpdoeic”
Awtopayéc MvoockeAeTicd
oV ¢ Tovoc,
LVOCKEAETL Mvayia,
KOV ApBparyio
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Katmyopia IMoAv Yoyvég ‘O ovyvég Yravieg oAV Mn yvootég
/opyaviko ovyvég OTAVIEG
oVoTNHO

GUGTNOTOG

KOl TOV

oLVOETLKOV

LGTOV

AwotapoyEc [MoAvoupia

TOV VEQPOV

KO T®V

oVPOPOPWV

000V

Awotapoyé Mnvoppayio

TOV

AVOTOPOY®

YKo\

GUGTNLOTOC

KOl TOV

LOGTOV

evucég AAyog,

dtoTapayéc E&acOévion

Ko

KOTOOTACEL

¢ ot Béon

xopnynong

Haparivik Andlewn

¢ eEetdioelg Bapovc,
Meiwon
aptBpon
0LOETEPOPIA®
VB,
Meiwon
aptOpon
AEVKOKLTTAP®
VA,
AbvEnon mg
KPEATIVOPOGP
oKwvAaoNg
aiplotog

Kokooelg, Metatpovpo

oninpildc TIKOG TOVOG

€1 Kot

EMMAOKEG

Bepamevtik

)Y

YEPIOUDV

o avatpEETE OTI AETTOUEPT] TEPTYPOPT TAPUKAT®
B: BA. mapdypapo 4.4
v: M ovyvoTNTO EIVOL GTNV KATNYopia «oLYVES) 0T ToudLd e Pdomn pia eAeyyOUeEVT KAVIKT PEAETN oF

modlatpukcovg acbeveic. H cuyvotnta givotl oty katnyopio «oyl cuyvég) 6TOVG EVAAIKES

Ieprypaon emieyuévov ovemfoUNTOV avTdpacE®V

Alwrekio

H olonexio avagépnike wg AETTUVEN TOV TPLYDV, LEIWUEVT] TUKVOTNTO TNG TPLYOPLING, OTDOAELN
HOAA®V, oxeTILOUEVN 1 OYL LE TNV OAAAYT TNG VPTG TV TPLYY®V, 670 13,9% TtV acbevodv mov
Adppavay Bepaneia pe tepiprovvopion 14 mg, évavtt 5,1% tov 0c0evdv mov AuPavoy To EIKOVIKO
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@appoko. O1 TeEPIOCOTEPEC TEPUTTOCELS TEPLYPAPNKAV MG SIAYVTEG 1] YEVIKEVUEVEC GE OAOKANPO TO
TPYOTO TNG KEQUANG (0eV avapépOnke TANPNG OTOAELN LOAAIDV) Kot EKONAMON KOV Kupimg Katd Toug
TPMOTOVG 6 PNveg Ko vroyd@pnoay otovg 121 amd tovg 139 (87,1%) acbeveig mov aviyetonictnKoy
ue tepipAovvouion 14 mg. Ta mocootd dakonng tng Bepanciog Adyw aAwmnekiag rav 1,3% oy
opada tepiprovvopiong 14 mg, évavtt 0,1% oy opdda Tov EIKOVIKOD QAPUEKOV.

Emidpaoeic oro nrop
AT ELEYYOUEVEC UE EIKOVIKO PAPULOKO PEAETEG O€ eVIMKES acbeveic Tposkuyay ta eENG:

AvEnon ™c ALT (Paosr epyasTnploK@y 0£00uéVMY) CORQP®MVA HE TNV KATAGTOO KOTA TV

gloaymyi] - IA0vopnds aoc@arelas o€ EAEYYOUEVES HE EIKOVIKO PAPROKO NELETEG
EKOVIKO QaplaKo Teprprovvopion 14 mg
(N=997) (N=1002)

>3 ULN 66/994 (6,6%) 80/999 (8,0%)

>5 ULN 37/994 (3,7%) 31/999 (3,1%)

>10 ULN 16/994 (1,6%) 9/999 (0,9%)

>20 ULN 4/994 (0,4%) 3/999 (0,3%)

ALT >3 ULN xon TBILI >2 ULN  5/994 (0,5%) 3/999 (0,3%)

"Hmieg avénoeic g tpavoapvaong ALT og tipég youniotepeg 1 ioeg e 3x ULN mapatnpninkav o
oLY VA GTIC OUAdEC TOV AQuPavay TEPLPAOVLVOUION o’ OTL GTIC OPLAOES TOL E1KOVIKOD Qapudkov. H
oLuyvoTNTA TOV avENcewv ave Twv 3Xx ULN ftav mapdpota e OAEG TIG ORLAdES aymYNG. AVTEG oL
aLENGELG OTIC TIHES TNG TPOVOUUIVACTC ELPAVIGTNKAY KUPIMG KOTA TOLG TPMTOVS 6 UNVEG TNG AY®OYNG
KO TOV OVOGTPEYIUEG LETA TNV TTooN TNG oywyng. O ypdvog vroymdpnong Kopdavonke omd pves £mg
KoL (povia.

Emidpdoeic otnv aptypioxn wicon

Y& ENEYYOUEVEC LLE EIKOVIKO QAPLOKO LEAETEG G€ evVIIMKEG aoBeveic Tekumplodnkay To e€Nc:

- 1 GLGTOMKN apTNPLoKT Ttieon frav >140 mmHg 6710 19,9% TV 0cbevdv Tov AduPavoy
teprprovvopion 14 mg/muépa, oe ovykpion pe to 15,5% tov acbevov mov Adppavay to
EKOVIKO pdpLoKO-

- 1 GLGTOAMKN apTNPLoKT TTieon frav >160 mmHg 610 3,8% TtV aclevav mov AduPovay
teprprovvopion 14 mg/muépa, og ovykpion pe 1o 2,0% tov achevdv mov Aapupavay 1o eikovikd
PAPUOKO*

- 1M SWGTOAKN aptnplaky mieon Ntav >90 mmHg 610 21,4% tev acbevdv mov AauPavoy
teprplovvouion 14 mgMmuépa, o€ odykpiomn pe to 13,6% tov acbevov mov Adupavay to
EIKOVIKO QAPLLOKO.

Aowawéerg

e peAéTeg EAEYYOLEVEG LE EIKOVIKO PApLOKO o8 eviilkeg acBeveis, dev mapatnpndnke adénomn twv
cofapdv AoudEemv pe Ty tepiprovvopion 14 mg (2,7%) o€ cOYKPION HE TO EIKOVIKO PAPLOKO
(2,2%). ZoPapég evkaiprokéc Aouméelg cvvéPnoav ato 0,2% g kabe opddoc.

Yofapég Lopmdéelg meprhapfovopévng g onyoatpiog, Hepikég opég Bavatneopeg Exovv avapepel
LETE TNV KuKAOQOpPia TOV PAPUAKOL.

Aroroloyixés emidpaoers

M péon peiwon nov ennpedlet tov apBpd tv Asvkokvttdpov (WBC) (<15% and ta eninedo Kotd
v €vapén, Kupiog LElDOT TOV 0VOETEPOPIA®V KOl TOV AEUPOKVTTAP®V) TapatnpiOnKe o
gleyyoueveg pe ekovikd eappoko dokiuég pe 1o AUBAGIO og evijhlikeg acBeveic, av kot peyolotepn
peimon mapatnpndnke oe kdmolovg acBeveic. H peiwon oto péco apBuo and v évapén cuvePn
Katd T d1dpKeln TV TPOTOV 6 fdouddmv, petd otabepomotdnie pe TV TEPOdO TOL XPOVOL KT
T S1ApKELN TNG AY®YNG, 0ALA o€ pelopéva enineda (Lkpotepn amd 15% peiwon arnd v Evapén). H
enidpaomn otov apfuod epvbpoxvttdpwv (RBC) (<2%) kot otov apBud tov aponetoriov (<10%)
NTav Ayotepo EKONAN.

THeprpepixn vevporddeio
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Y€ eAeYYOUEVEG LE EIKOVIKO QAPLLOKO LEAETEG O EVIMKEG 00OEVEIC, 1) TEPIPEPIKT VELPOTADELD,
TEPIAOUPOVOLEVIC TNG TOAVVELPOTADELOG KOl TNG LOVOVEVPOTABELNG (T.). CVUVOPOLO KOPTLOIOL
COAVA), avapépbnke cuyvotepa o acbeveig mov Adufavay teptpAovvopidn oe oxéon pe aobeveig
OV AGUPovaY TO EIKOVIKO PAPUAKO. XTIC EAEYXOUEVES e EIKOVIKO QAPLOKO PUCTKEG LEAETEG, T
EMMTOON TNG TEPLPEPIKNG VELPOTADELNG, OTTMOC avTN eMPEPadONKe ad SOKIUAGIESG AYOYIUOTNTOG
vevpov, ftav 1,9% (17 and tovg 898 acBeveic) otnv opdda tepiprovvouiong 14 mg, oe ciyKpion Le
0,4% (4 acBeveic amd Tovg 898) otnv opdda Tov glkovikov pappdkov. H ayoyn dwaxonnke og 5
acBeveic [e TepLpepikn vevpomadeia amd TV opada tepipAlovvouiong 14 mg. Metd ™ dtokom g
ayoyns, avoaeépbnke fertioon oe 4 and awtovg TV aobeveic.

NeomAdouaro kadonlny, kaxondn ko un mpoodiopiouéva (Tepitlopfavovior kKOOTEIS Kol TOADTOOES)
Agv paivetar va vdpyel ovENpéEvoc Kivouvog KoKoNOELOg e TNV TEPLPAOVVOUION ad TNV EUTELPIN
TOV KAMVIKOV doKipdv. O kivduvog kakon0etog, 10taitepo AEUPOVTEPTAACTIKOV JATUPUYDV, EIVaL
aLENUEVOC LE T YPNON KATOI®V GAADV TOPAYOVI®V TOL EXNPEALOVV TO OVOGOTOINTIKO GUGTI LA
(emdpdoeic katnyopiag).

20Lopéc deploTiKeS aVTIOPAoELS
"Exovv avaeepOei cofapéc depUOTIKES AVTIOPAGELS UE TEPLPAOLVOUIOT LETA TNV KVKAOQOPIiD TOV
eapuaxov (BA. Topdypago 4.4).

ElacOévion

2T1C ELeYYOUEVES LE EIKOVIKO QAPLOKO UEAETEG € EVIIMKEG AGBEVEIG, 01 GLUYVOTNTEG Yo TNV
e€acBévion Mrav 2,0%, 1,6% xat 2,2% 610 e1koviKO PAPHOKO, TNV OLAda TEPIPAOVVOLIdNG 7 mg Kot
oTNV opada TepLpAoVVOUIdNG 14 mg, avticTorya.

PYwpioon

211G EAeYYOUEVEG LLE EIKOVIKO PAPUOKO HEAETES, OL GLYVOTNTES Yo TNV Yopiaon ftav 0,3%, 0,3% kot
0,4% otV opdda TOL EIKOVIKOD PAPLAKOL, TNG TEPLPAOVVOIONG 7 Mg Kot TG TEPLOAOVLVOUIING

14 mg, avtictouyo.

A1070p0YES TOV YATTPEVTEPIKOD

Meteykpitikd, Toykpeatitido £xel avapepel omdvia e TepIAOVVOUION 68 EVIIAIKEG,
GUUTEPTAAUPOVOUEVDY TEPITTOCEDY VEKPMTIKNG TAYKPEATITIONG KO YEVSOKDGTEDV TOV TAYKPENTOC.
Sopupdvta and 1o TAYKPENS UTOPEL VOL ELPAVIGTOVV OTOLAONTOTE GTLYUN KOTA TN SIUPKELN TNG
Bepamneiog pe TepLAOVVOLION, Ta oToin EVOEXETAL VO 00N YGOLY GE voonieia kaun va ypniovv
StopOoTiKng aymyng.

Iowdwarpikdc TAnbvoudc

To mapatnpovpevo Tpoeik acedielag o madlatpikovs acbeveic (nAkiog amd 10 €mg 17 etdv) mov
NUEPNCLOC YOPNYOVLEVT] TEPIPAOVVOLLOT TAY CLVOMK( TOPOLOLO LE TO TPOPIA TOL £YEL
nmapatnpndei oe evihikeg aobeveic. Qotdco, oy Toudtotpikn perétn (166 acbeveig: 109 oty opdda
NG TEPLPAOVVOUIONG Kot 57 oTNV OUAS0. TOV EIKOVIKOD PAPUAKOD), TEPIMTOGCELG TOYKPEATITIONS
avapépnkav 6to 1,8% (2/109) tov acBevov mov EAafav TepLPAOVVOUIdN G GUYKPLON UE KOVEVAY
0o0evi 6TV OUAdN TOL EIKOVIKOD QOPUAKOV, 6T SITAG TVQAN edon. Eva and avtd ta cuoppdvia
odnynoe og voonieia kat £xpnie dopBmTikng aymync. Xtovg toudtaTptkovs acbeveis mov Elafov
TEPLPAOVLVOUION GTNV AVOIKTH PAGT TNG LEAETNG, aVOQEPONKAY 2 EMTAEOV TEPUTTMOGELS
maykpeotitidoag (n pia avaeépbnke mg cofapd copPdv, n GAAN g un coPapd cupPdv Nmiag Eviacnc)
Kot pio Tepintmon oéeiog Taykpeatitidog (Le yevdo-Ampa). Xtovg d0o amd ovtovg Toug 3 acbeveic,
N moykpeatitida odynoe o€ voonieia. Ta KAVIKA copntdpoto TEplEAdUPavay Kotlokd GAyoc,
vouTtio KovT ELETO, EVO TO EMIMEDA TNG APVAACTG KAl TS AITAOTG OPOL NTAV QLENLEVO GE OVTOVG
tovg acbeveic. Olot o1 acBevelg avékapyoay Hetd tn SlKom TG aywyns, TNV évapén draditkaciog
tayetog amopdkpovong (BA. mopdypago 4.4) kot tn yopnynon dpbwtikng Bepamneiag.

Ta akdlovba avemBounto cvuPavto avaeEpnkay To cuyvd oTov TadlaTPIKd TANOLGUO oF
oVYKPLoN UE ToV TANBLoUO TV VAiKoV:
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. Alonekia avapépbnke oo 22,0% 1oV acbevdv Tov Elafav tepiprovvouion, évavt 12,3% twov
acBevav Tov EAafov EIKOVIKO PAPLLOKO.

o Aoadéeg avaeépniay ato 66,1% tov acBevov Tov Ehafav tepiprovvouion, Evavtt 45,6%
TV acfevov mov Ehafayv EIKOVIKO PapproKo. MeTa&d outdv, prvoeapuyyitida Kot AOUMEELG
TOV AVATEPOL OVOTVEVGTIKOD GUGTNLOTOC OVOPEPONKAY TTLO GLYVE LLE TEPLPAOVVOLIOT.

. AvENon e CPK avaeépbnke oto 5,5% tov acBevav mov éhafav teprtprovvopidn, évoavtt 0%
TV acevodv Tov EAafov eikovikd edapuoko. H mAsioyneio outdv Tov TEpmTtOoeny
GLOYETIGTNKE LE TEKUNPLOUEVT] COUOTIKY AOKNON.

o HopoareOnoio avaeépbnke oto 11,0% tov acbevav mov Elafav teprtprlovvouidn, évavtt 1,8%
TV acfevodv mov ELafav EIKOVIKO QAPLOKO.
. Kot\axo dhyoc avapépOnke oto 11,0% tov acBevav mov érafav tepiprovvopion, évavtt 1,8%

TV aclevodv mov Ehafav EIKOVIKO QAPLLOKO.

Avopopd mBavoAoyOLUEV@V OVETBOUNTOV EVEPYEIDY

H avoapopd mBavoroyoduevemy avemiBountmy evepyeumv HeTd amd T Yop1yNnom Adeluc KuKAoOPopiog
TOL QPOPUAKEVTIKOD TPoidvTOog elvan onpavtikn. Emtpénet ) cvveyn mapakorovdnomn e oyéong
0PEALOVC-KIVODVOL TOV QOPHOKEVTIKOD TPOTOVTOG. ZnTeital amd Tovg enayyeAIaTieg vyEing va
AVOPEPOVV OTTOEGONTOTE THAVOLOYOVUEVEG OVETIBVUNTEG EVEPYELEG LECH TOV EBVIKOD GLUGTNLLOTOG
avopopds Tov avaypdeeton oto [Hopdptmua V.

4.9 Ynaepoooolroyia

ZOUTTOUOTO

Agv vrapyet epmelpio oXeTIKA (e TNV VTEPOGOAOYIN 1] TN dNANTNPioon omd TEPLPAOVVOUION G
avOpomovs. Tepiprovvouion 70 mg nuepnoing yopnyndnke yia péyioto diotnua 14 nuepdv o vy
dropa. Ot avemBOUNTES AVTIOPAGEIS GUUPOVOVCAY LE TO TPOPIA ACPALELNG TNG TEPIPAOVVOLIONG OE
aoBeveic pe T1Z.

Avtyetomion

e mePIMTOOoN OYETIKNG VIEPOOGOLOYING 1] TOEIKOTNTOC, CUVICTATAL 1] YOPNYNOT YOAEGTUPOLIVIG 1
gvepyomomuévou dvBpaxa yo Thv enttéyyvvon g amoBoins. H cuvietdpevn dadikacio
ATOUAKPLVOTG EIVAL 1) YOPTYNOT| YOAESTLPAUIVIG 8 g, TPEIS POPES TNV NUEP, Y10, S1ACTN LA

11 nuepdv. Eqv ot dev givor KaAdg avekto, pmopel va ypnoiponombei d6om yohestopapiving 4 g,
TPEIC POPEC TNV NUEPQ, Vi Staotnua 11 nuepdv. EvaAloktikd, dtav 1 yoleotopopivn dev eivat
dwabéoun, pmopel emiong va ypnoyomombei evepyomompévog dvBpakag 50 g, 600 opéc tnv nuépa,
v dtdotnua 11 nuepdv. EmmAéov, | yohestupapivi 1 o evepyomompévog avOpakag dev ypelaletan
OTOPOLTITO, VO YOPTYOUVTOL GE OLAOOYIKEC UEPES, EAV amaLTEITOL KATL TETOL0 Y10, AOYOLS ovoync (PA.
Tapdypoeo 5.2).

5. OAPMAKOAOI'IKEX IAIOTHTEX

51 @oppokodvvoptkES 1WO10TNTES

dapuaxobepansvtikn katryopic: AvocokataoTaATikd, AVAGTOAELG TNG S1HOPOOPOTIKNG
apudpoyovaons (DHODH), kwdwkdc ATC: L04AKO02

Mnyoviopdc dpdonc

H teprprovvopion ivai £vog avosoTpOTOTOINTIKOG TOPAYOVTOS LLE AVTIPAEYHOVAOIELS 1O1OTNTEC TOV
EKAEKTIKA KOl OVOGTPEYILN OVOGTEALEL TO ITOYOVOPLOKS EVELLO STHOPOOPOTIKY APLOPOYOVACT|
(DHO-DH), t0 omoio Aettovpyikd GUVOEETAL LIE TNV OVOUTVEVGTIKN 0ALGIdA.. QG GUVETELN TNG
OVOGTOANG, 1 TEPLPAOVVOUION YEVIK( LEIDMVEL TOVIIOAALUTAAGIOGUO TOV TOXEMG OLOPOVUEVDV
KUTTAp®V Tov e€aptdviol amdTnV de novo ohivheomn g mupyudivig yio va erektadovv. O axpipnig
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UNYXavio oG e ToV 0moio 1 TepLpAovVOUIdN aokel T Bepamevtikn ¢ dpdomn otny I1X dev givar
TAPOS Katavontds, aALd Stopecorafeital amd Eva LeElOpUEVO aplBpd AEUPOKLTTAPMV.

Dapuokodvvakic EmOPAUoELS

Avocomomtiko obotnuo.

Emdpdoeig atov apfud Tmv KuTTapmy TOU 0VOGOTTOMTIKOD GTO OliploL: XTIC EAEYYOUEVES LIE EIKOVIKO
QapLoKo LEAETES, 1 TEPIPAOLVOLION 14 mg pio opd TNV NUEPO 001)YNCE GE NI LEIWGT TOV LEGOL
aptdpol TV AEpPoKLTTAP®YV, THE TAENC Tov 0,3 X 10%/1, 1 oMol oNuEIDONKE KATE TOVS TPHOTOVE

3 UNVEG TNG ay®YNG KOl TO, EMITEDO, AVTA dlaTnprOnKav PEYP T TEAOG TG Ay®YNC.

Avvorotna mwopatacnc tov oaotiuotoc QT

e o eAeYYOUEVT LLE EIKOVIKO (APLOKO eVOEAEYN UEAETN ToL SuoTipatog QT ov
TPOUYUATOTOONKE GE VY] ATOWO, 1] TEPLPAOVVOUION OE PHEGEG GVYKEVIPAOCELS oTafEPTC KATASTAONG
dev £de1&e duvatoTTO TOPATacNS TOoV dlaothuatoc QTcF oe chykplon pe 10 EIKOVIKO APUOKO: M
UeYOADTEPN UEGT SLOPOPA LETAED TEPIPAOVVOUIONG KOl EIKOVIKOD QUPLAKOD LETO OO YPOVIKT
avtiotoiyion Ntav 3,45 ms, pe to avatato opto tov 90% CI va Ppioketorl ota 6,45 ms.

Ernidopoon oty deitovpyio twv veppikwv owinvopionv

2116 eELeYXOUEVES IE EIKOVIKO QAPLOKO LEAETEG, LEOT] PEIDGT) TOV OLPIKOL 0EE0G TOL OPOV GE UM
KMpoka 20% £mg 30% mapatnpndnke og acbeveic mov Adpfovay TeptpAovvopidn EVavTt Tov
gKoviKoD eoppakov. H péon peimon tov pocpopov opovd ftav kovid oto 10% oty opdda
TEPLPAOVVOUIONG CUYKPLTUKG LLE TNV OUAS0 TOV EIKOVIKOV Qapudkov. Ot emdpdoelg autég Bewpeitan
ot oyetiCovran e TNV aENCT GTN VEPPLKT COANVOPLOKT OTEKKPLoN Kal Ogv oyetiCovtan e
UETAPOAEG 0T AELTOVPYIO TG OTEPAUATIKAG dtONomG.

KAwum amoteleouotikdTnTo Kot acOAsLn

H anoteleopaticotnta tov AUBAGIO katadeiytnke og 600 pehéteg eAEYYOLEVES LE EIKOVIKO
oappaxo, otn perétr TEMSO kot tv TOWER, ot omoieg a&todloynonkav ol arna nuepnoieg 60oe1g
teprprovvopidng 7 mg kou 14 mg og evihkeg acbeveic pe YIIX.

Xvvolka 1.088 acBeveic pe YIIZ tuyatomomOnkay ot perétn TEMSO va Adfovv 7 mg (n=366) 1
14 mg (n=359) teprprovvouiong 1 eucovikol eoppdkov (n= 363) ywo didotnpa 108 efdopddwv. Olot
ot acBeveig eiyav emiPeParopévn ddyvoon IZ [Bdoel tov kpienpiov McDonald (2001)],
mapovcialav vVToTpomalovco KAWIKY mopeia, Le 1 xopig eEEMEN ¢ vOoOoV, Kot elyav ppavicet
TovAdYIoTOV 1 VITOTPOT KATA TO £T0C TPV TN dle&aywyn TNG SOKIUNG 1] TOVAGYIGTOV 2 VITOTPOTEG
Katd to 000 £t Tpv T deEoywyn g dokiung. Katd v €i60d6 tovg, ot acbeveic elyav Pabuoroyia
<5,5 ot Aevpouévn Khipaxo Katdotaong Avaanpiog (EDSS).

H péon niia tov mAnBucpod g peléne nrav 37,9 £tn. H mietoymoeia tov acbevav elyav
VROTPOTIALOVGA-OlaAEimovoa TOALATAY okANpuveT (91,5%), adlAdd pio vtoopdda acBevav giye
devtepevovoa eerocouevn (4,7%) N e&elocduevn votponidlovoa moAlomAn ckinpovven (3,9%).
O pécog apOpog LVTOTPOTMY EVTOS TOL £TOVE TPV TNV ELGOY®OYN 6T HeAétn ftav 1,4 pe 36,2% tov
acBevav va &xovv PAaPec mov tpociapPavovy yadorivio katd v évapén. H didpeon Babporoyia
EDSS xota v apyikn a&lohdynon ntav 2,50, eved 249 acbeveig (22,9%) iyav pabuoroyia EDSS >
3,5 xotd v apykn agloddynon. H péomn didpketa tng vosov, amd o Tp@Te GUUTTOUNTA, TOV

8,7 ém. H mietoymoia tav acbevav (73%) dev elxe Aafet Oepaneio tpomomomtiky g vOooL Kotd )
duapkela TV 2 eTdv Tpy and TV elcaywyn otn peAé. Ta aroteléopata tng HEAETNG
napovctdlovion otov [Tivaka 1.

Ta pokporpdBeopa anoteAéspaTo TapakoAovdnong and  pakponpodecun enéKTaon TG HEAETNG
TEMSO (cvvolikn péon didpketa Oepomeiog mepimov 5 £, puéyiom didpketo Oepameiog mepimon
8,5 €1n) dev TapoVCINGY KATOL0 VEX 1) U] AVOUEVOUEVO EVPTLOTO UCPOAELNS.

Yuvolika 1.169 acbeveig pe YIIZ toyaronomOnkav ot pekétn TOWER va AdPovv 7 mg (n=408) 7

14 mg (n=372) teprprlovvopiong 1 eucovikol eoppdakov (n= 389) yio petafAntd StdoTna oywyng Tov
oAokANpdONKe 48 £fdounddeg petd tnv Tuyaomoinon Tov televtaiov achevovs. Ohot ot acbeveig
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glyav emPefoaropévn ddyvoon IIX [Baoel tov kpitnpiov McDonald (2005)], tapovcialav
vroTpomidlovca KAMVIKN Topeia, pe 1 yopic eEEMEN T VOGO, Kal lyav eLPovIicel TOLAN IOTOV

1 vroTpomn KATA TO £T0C TPV TN d1e&oy@Yn TNG SOKIUNG 1 TOLAGYIOTOV 2 VTOTPOTES KATA T, OVO £TN
wpwv 1t deEaymyn g dokyng. Katd tnv €ilcod6 toug, ol acbeveig giyav fabuoroyia <5,5 ot
Atevpopévn Kiipaka Koatdotaong Avannpiog (EDSS).

H péon nikia tov mAnBuouon g pekétng ntav 37,9 ét. H mieoynoio tov acbevov lyov
VROTPOTALOVGO-OlAEITOVT A TOALOTAT GKAN pVVoT| (97,5%), ahAd (o vtoopdda acBevav giye
devtepevovoa eEehocdpevn (0,8%) 1 eEelMocdpevn vrotpomalovso moAlamAn oxAnpuven (1,7%).
O pécog aptBpoc VIOTPOTMY EVIOE TOL £TOVE TPV TNV EIGUYWYN oTn ueAét ftav 1,4. BAaPeg mov
TPOSAOUPEVOLY YASOAIVIO KATA TNV apytkn a&loAdynon: ywpig dedopéva. H didpeon faduporoyio
EDSS xotd v apyucn a&loldynon nrav 2,50, eved 298 acbeveig (25,5%) elyav Babuoroyioa EDSS >
3,5 xotd v apykn a&loldynon. H péon didpkeio tng vosov, amd o TpdOTE GUUTTOUNTA, TTOV

8,0 ¢tn. H mieroymoio tov acBevav (67,2%) dev giye AdPel Bepaneio TpomomomnTikn TG vOoOoU KOTd
T S1apKELN TOV 2 ETMOV TPV amod TNV Elcaymyn ot peétn. Ta amoteléopata tng pehétng
nmapovotdlovion otov [Tivaka 1.
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Hivaxag 1 - Kopro amoteréopata (Yio TNV YKEKPLUEVY] 0061, TANOvepog ITT)

Mehétn TEMSO

Megiétn TOWER

Tepuprovvopion Ewkoviko Teprprovvopion Ewkoviko
14 mg QOOPLAKO 14 mg QOPLAKO
N 358 363 370 388
Khvikég ExBaosig
Emociomompévo mtococto 037 0.54 0.32 0.50
VIOTPOTIMDV ’ ’ ’ ’
Mapopd. krvovvoo (Closs) -0,17 (-0,26, -0,08)"*" -0,18 (-0,27, -0,09)"**
Edzobzpot vrotpomiry 56,5% 45,6% 57,1% 46,8%
gBdopado 108
Aobyog kvduvov (C195%) 0,72, (0,58, 0,89)*" 0,63, (0,50, 0,79)
3unvn Atatnpovuevn
E&EMEN Avammpiog 20,2% 27,3% 15,8% 19,7%
£fdopada 108
Aoyog krvovvoo (Closy) 0,70 (0,51, 0,97)" 0,68 (0,47, 1,00)"
6unvn Awatnpovpevn
E&EMEN Avanmplog 13,8% 18,7% 11,7% 11,9%
gBdopddo 108
Aoyog krvovvoo (Closy,) 0,75 (0,50, 1,11) 0,84 (0,53, 1,33)

Tehka onueio MRI
Mertafoin oto BOD
gBdopddo 108(1) 0’72 2’21

Meroflorn oe a),(éaﬁ UE TO 67%"

EIKOVIKO (QOPUOKO

Mécog Ap1Buog Prapav
OV TPOGAQUPAVOLY
yadoAivio tnv efoopdda 0,38 L8 ,

108 Agv petpnnke
Metafolrn o ayéon ue to .

e1koviid pépuaxo (Closs,) -0.80 (-1,20, -0,39)
Ap1Bu6g pHovadtkmv
EVEPYOV 0,75 2,46

Brafav/amecdvion

Metafolrn o ayéon ue to 69%. (59%: T7%)"**

etkovikd pépuoxo (Clyss,)

*AEE p<0,0001 *** p<0,001 ** p<0,01 * p<0,05 CLYKPIVOUEVO LLE TO EIKOVIKO PAPLOKO
(1) BOD: goptio vécov: cuvolikdc 6ykog PAafav (vrdmvkveg otig T2 ko T1) og ml

AmotelecpoTikOTNTO 68 acOeVEiC Pe VYA SPACTNPLOTNTO THG VOGOL:

ITapanpndnke (o otabepn enidpacn e oy®yNg OTIC VTOTPOTES KOl TO ¥POVO EmG TNV 3Unvn
dtnpovuevn e&EMEN g avannpiog oe po vroopada aclevav oty TEMSO (n=127) pe vymin
dpaoTNPLOTNTA TNG VOGOL. AOY® TOV GYESIOGHOV TNG LEAETNG, VYNAN dPACTNPLOTNTA TG VOGOL
opiomke ®¢ 2 M TEPLOGOTEPES VITOTPOTEG GE Eval £TOG KoL e pia N TEPLocoTEPEC PAAPEC TOV
npoclouPavouvy yadorivio e MRI gykepdiov. Agv mpoyotomot|0nKe mopoUoLe, avaADGT) VITOOUASOC
omv TOWER apov dev eMepbnoav dedopéva MRI.
Agv vrdpyovv dabécipa dedopéva og aohevelg mov AmETVYOV VO, AVTATOKPLOOVY GE EVal TANPEG KO
EMOPKEG oMLl (KOVOVIKE TOVAGYIGTOV £va £T0C AyMYNS) VTEPPEPOVNG B, £YOVTAG TOLAGYIGTOV pin
VTOTPOTY TO TPOTYOLLEVO £T0G EVM NtV 6€ Bepameia Kot TovAdyiotov 9 vtomukveg PAdPec otig T2
oe MRI kpaviov 1} TovAdyiotov 1 PAGPN Tov Tpociapfiverl yadoAivio 1| acBeveig mov Exovv Eva pun
petafAn0év 1 avénuévo T0606TO VITOTPOTMV TO TPOTYOVUEVO £TOG OTTMOC GLYKPIVOVTOL LE TO.

ponyovUeVa 2 £1).

H perém TOPIC ftov pio SumAn TogAY|, EAEYXOLEVT LE EIKOVIKO QAPLOKO HEAETN TTOVL 0ElOAOYOVCE
TIG Gmaé nuepnoleg dOGEIC TEPIPAOLVOUIONG 7 mg Kot 14 mg Yo €mg kot 108 efdopadec o€ acbeveig
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HE €Va TPMTO KAVIKO EMEICO010 amopverivmong (Lécog 6pog nAtkiag 32,1 £tn). To mpwtedov
KOTOANKTIKO onUelo NTaV TO ¥POVIKO JAGTNUO LEXPL TNV ERPAVIOT EVOG OEVTEPOL KAVIKOD
enelcodiov (votpomn). Lvvoiikd 618 acbeveig Tuyoromombnkay yio va Adfovv 7 mg (n=205) 1\

14 mg (n=216) teprprovvopidng 1 eucovikd edpuaxo (n=197). O kivouvog yia £va 6g0TEPO KAVIKO
enelc6010 og ddotnua 2 etadv Mrav 35,9% oty opdda Tov gikovikod eappdakov kat 24,0% otnv
opada g teptprovvopiong 14 mg (amAiko kwvdvvov: 0,57, 95% dudotnua epmotosvvng: and 0,38
¢wc 0,87, p=0,0087). Ta anoteréopata g perétng TOPIC emPefainoay v anotehecpotikdTnTo
NG TEPLPAOVVOUIONE TNV LITOTPOTLALoVGa SloAEiTOVGO TOALUTAT ckAfpuven (RRMS)
(mepriappavopévng kot g apyouevng RRMS pe mpdto kAvikd amopveMVOTIKO ETEIGOS0 Kol
PAdPec otnv MRI pe draomopd 6To ¥pdVo Kot GTO YDPO).

H amoteleouatikdma ¢ TEPIOAOLVOUIONG CLYKPIONKE UE ovTh TG VITOSOPLUG VTEPPEPOVNIG B-1at
(o1 cvvicTopevn 060N TeV 44 ng Tpelg Popic TV Rdoudda) o 324 Tuyatomompuévoug acbeveic, og
po perétn (TENERE) pe eldyiot didpketa aymyns 48 efdouddeg (uéyiotn dudpketa 114 efoopnddeq).
O «ivévvog amotuyiog (emiPePatmpévn vTOTPOTN N UOVIUN SLAKOTH AY®YNG, OO0 ATd Ta. 6V0
TPOMYELTAL YPOVIKA) NTAV TO TPOTEVOV TEAMKO onueio. O apOpog Tmv acbevav pe poviun StoKomn e
aymyns otnv opdada tepiprovvopiong 14 mg rav 22 amd tovg 111 (19,8%), pe artie va givon ot
avemBounteg evépyeieg (10,8%), EMderyn amotelecpatikotntog (3,6%), dArog Adyoc (4,5%) wan
eykatdienymng tng Oepanciog (0,9%). O apBpog tov achevav pe LoV SloKom g oyowyng otnv
opada vteppepovng B-1a nrav 30 amd tovg 104 (28,8%), pe Tig arties va glvar avemBountes evépyeteg
(21,2%), eéMherym amotedeospatikotnrag (1,9%), aGihog Aoyog (4,8%) Kot xaunAr cupudpeoT| Tpog
10 TpOTOKOALO (1%). H Tepiprovvouidon 14 mg/muépa dev NTav avatepn o€ GYEom UE TNV
wteppepovn B-1a ©g TPog To TPMTEVOV TEMKO GNUELD: TO EKTIUDUEVO TOCOGTH TV AGHEVAOV e
amotuyio aywyns otig 96 efdopddes pe yprom e pedodov Kaplan-Meier fitav 41,1% évavt 44,4%
(teprprovvouion 14 mg évavtt vtepeepovng B-1a, p=0,595).

Howwapikde TAnbvoudc

oo kou épnPor (nhikiog 10 éwg 17 etcrv)

H EFC11759/TERIKIDS ftav pio d1€0vig, Sumhd TopAn, EAeYYOUEVT LLE EIKOVIKO QAPLOKO UEAETT GE
modtotpikovg acbeveic nAkiog 10 émo¢ 17 etdv pe vrotpomialovca-dtareirovoa ITX, oty onoia
a&loroynOnkoy dmoé NuepNoime YopyoVUEVEG dOGEIS TEPIPAOVVOLIONG (TPOCUPUOGHEVES Y0 TV
emitevén €xbeong 10o0dHvaung pe ™ d6on TV 14 mg og evijlikeq) yia pia wepiodo 96 gfdouddowv
akoAlovBovpevn and pio avorktn tepiodo enéktacns. Olot o1 acbevelg elyav eppavicel TovAGIGTOV

1 vrotpomn to TedevTaio 1 £10G 1] TOVANYIGTOV 2 VTTOTPOTEG T, TEAEVTAIN 2 £T1) TPV OO TN UEAETN.
Nevporoyikég a&loA0YNGEL TPAYLOTOTOON KAV KATE TNV TPOKOTAPKTIKY a&loA0YNoT Kot KAOE

24 gfdouddeg £mg TNV OAOKANPMOT, KAOMDC Kol GE (U] TPOYPOUUUOTICUEVES ETICKEYELS G TEPITTMONG
mhavoroyoduevng vrotponng. Ot acbeveic pe KhMviky vrotponn 1 vynAn evepydtta oty MRI ue
TovAdyiotov 5 véeg N av&avopeveg oe péyebog T2 PAAPec o€ 2 1000y IKEG TOLOYPOPIEG, LETATHONGOAV
7PV omd TIC 96 €Bdouddeg GTNV OVOIKTH TEPI0O0 EMEKTOONG TPOKELUEVOD Vo Slac@atoTel 1) Oepameia
ue dpacTikd Qapproko. To KOPLO KATOANKTIKO GNUEID NTAV 0 ¥POVOC £MC TNV TPMTI KAVIKT VTOTPOTN
petd v tuyoonoinom. O xpovog £mg TV TpdT EMPERAUIOUEVT] KAVIKT DITOTPOTN 1) TV DYNAN
evepyotnra oty MRI, avoloymg e to TL cuvEPN Tp®To, giye Tpokabopiotel oG avaivon
gvoioOnoiag, eneldn meptiapPavel 16c0 Tig KAVIKEG TpoiTobécelg 660 Katl Tig Tpovmobicelc otV
MRI yo tn petamdnon oty avowkti mepiodo.

Yuvolikd 166 acBeveig ToyotomomOnkay pe avaloyia 2:1 og Afyn teprprovvouiong (n=109) 1
gKovikoD eappakov (n=57). Katd v gicodo, ot acleveic tng pelég eiyav Ppabuoroyia EDSS <5,5,
N péon nikia nrav 14,6 €1, 10 péco copatikd Papog frav 58,1 kg, n péon ddpreta tng vocov amd
T Sdyvoon frav 1,4 £t kat o pécog apdpog T1 Prapav mov npocrapfdavovy Gd fitav 3,9 PAdPec
avd topoypagio MRI katd v évapén g uerétng. Orot ol acbeveic glyav vrotpomalovoa-
dwreirovoa I1X pe dapeon Babporoyic EDSS 1,5 oty évapén g perétng. O pécog ypovog
Bepamneiog Nrav 362 nuépeg pe eucovikd edpuaio kot 488 nuépes pe tepiprovvopion. Metommdnon
oo TN OITAG TVEAT TNV avolyt Ttepiodo Bepameing Adym vynAng evepyotntag otnv MRI
TPAYUATOTOONKE O GLYVA A0 OTL OVAUEVOTAY, KAODG KOt TO GLYVA KO TTLO VOPIg 6TV OPLAda TOL
ELKOVIKOV QOPHAKOV GE GUYKPIOT| HE TNV OHAdn TNG TEPLPAOVVOUION (26% Y1 TO EUKOVIKO QAPULAKO,
13% y1o. Vv tEprpAovvouion).
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H 1eprprovvopion peimwoe tov Kivovvo kKAvikig vtotpont|g katd 34% og oyéon e TO EKOVIKO
Qapuako, xopig emitevén otatiotikng onpavtikotntog (p = 0,29) (Ilivakag 2). Xtnv apokabopiopuévn
avéivon evaicnciog, 1 TEPLPAOVVOION TETVYE GTATIOTIKA CTLLOVTIKY LEIMOT TOL GLVOVAGUEVOD
KWOUVOL KAWVIKNG VTOTpomi g 1 vynAng evepydtnrag otnv MRI katd 43% o€ oyéon e 10 €1KOVIKO
oapuoxo (p = 0,04) (ITivaxag 2).

H tepiplovvopion peimwoe onuavtikd tov aptdud tov vémv kat avéavouevav o péyeboc T2 rafav
avd topoypagio kotd 55% (p=0,0006) (post-hoc avéAvon TPOGAPUOCUEV ETIONG OC TPOG TIG OPYLKES
T2 perproeig: 34%, p=0,0446) kot tov apBuod tov T1 PAafodv mov Tpocrapfdvovy yadodivio ava
Topoypapio kotd 75% (p <0,0001) (ITivakoag 2).

Mivakag 2 - Kiaviké aroteléopata ko aroteréopata MRI g periétng EFC11759/TERIKIDS

I0vopéc ITT g EFC11759 Tepuprovvopion Ewoviko
(N=109) Qappoxo
(N=57)

Klviké katoinktikd onpeio

Xpovog £mg TV TpdTN EMPEPOIOUEVT] KAVIKT DTOTPOTN,

[MBavomta (95%CI) emPeParopévng vroTponr|g v 0,39 (0,29, 0,48) | 0,53 (0,36, 0,68)
EBdopada 96 0,30 (0,21, 0,39) | 0,39 (0,30, 0,52)
IhBavornra (95%CI) emfeforwuévng vroTpomhg v

Epdoudoo 48

Avoroyia kvdvvov (95% CI) 0,66 (0,39, 1,11)»

Xpovog Emg TV TpdTN EMPEPUIOUEVT KAVIKT DTOTPOT
1 Ty vynAn evepyomnta omv MRI, 0,51 (0,41,0,60) | 0,72 (0,58, 0,82)
[MBavotnta (95%CI) emPePoropévng vroTponng 1
vynng evepydtntog oty MRI v EBdopdada 96
gl n/g Py :1 > ot 11 Poow . , 1 0,38(0,29,0,47) | 0,56 (0,42, 0,68)
IiBovotnra (95%Cl) emiPefoimuévng vwoTPOTHS 1§ VYHARG
evepyotnrag oty MRI v Efdoudda 48

Avaloyia ktvdovoo (95% CI) 0,57 (0,37, 0,87)*

Kopwa katoinktikd onpeio otnv MRI

[Ipocoappocuévog aptBpog vémv 1 avEavOoIEVaY o
péyebog T2 Prapov, 4,74 (2,12, 10,52 (4,71, 23,50)
Extipmon (95% CI) 10,57) 5,37 (2,84, 10,16)

Extiunon (95% CI), post-hoc avéioan mpocopuoaouévy 3,57 (1,97, 6,46)
emions w¢ mpog Tis opyixés 12 uetpnoelg

2yetucog Kivovvog (95% CI) 0,45 (0,29, 0,71)**
Yyetucog xivovvog (95% CI), post-hoc avatvon 0,67 (0,45, 0,99)*
TPOTAPUOGUEVY ETIONS G TIPOG TIG opyikés T2 uetpnoels

[Ipocappocuévog apBpdc T1 Brafov mov

mpociappavovy Gd, 1,90 (0,66, 5,49) | 7,51 (2,48, 22,70)
Extiunon (95% CI)

2yetucog Kivovvog (95% CI) 0,25 (0,13, 0,51)***

p=>0,05 og cVYKpLoN e TO glKoVIKO pdpuako, * p<0,05, ** p<0,001, *** p<0,0001

H mBavotmra Paciotnke og extipnorn Kaplan-Meier kot ) EBdopdda 96 tav 1o téhog g
Bepamncioc g perétne (EOT).
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O Evponaikég Opyoviopoc Oapudkmy el dMGEL OTAALNYT OO TNV VTOYPEMOT| VITOPOANC TOV
omoteleopdtov tov peretdv pe o AUBAGIO og modid nikiog omd tn yEvvnon Toug Em¢ LKpOTEpa,
TV 10 ETOV OTNV AVTILETOMION TG TOAAATANG oKANpLveng (PAETE mapdypapo 4.2 yio TANpoPopies
oTNV TOOLUTPIKT ¥Pp1oN).

5.2 @oppokoKivnTIKEG 1O10TNTEG

Amoppdonon

O d1Gpecog xpoOvog £mG TNV EMITEVEN PEYIOTOV GUYKEVIPMOGEWDY GTO TAACUA Kupoivetal and 1 €mg
4 dpec Petd TN 0601, EMELTA A0 EXAVOAAUPAVOLEVT] OTO TOV GTOUNTOG YOPTYTON TEPLPAOVVOUIONG,
pe vymAn Prodwabecipdtnta (nepimov 100%).

H tpoon dev £xel KMVIKOG ONUAVTIKT ENIOPACT] GTN POPUOKOKIVITIKT TNG TEPLPAOVLVOLIONG.

SOHQoVa e TIC LEGEC TPOPAETOUEVES TTAPOUETPOVS PAPUAKOKIVITIKAG TTOL VITOAOYIGTNKAY 0td TNV
mnBvopakn eappaxokvntiky oviivon (PopPK) pe ) ypnon dedopévov amod vyeig eBeloviéc Kot
acBeveic pe IIZ, n ovykévipmon otabepnig katdotoong tpoceyyiletor apyd [dnAadn mepimov

100 nuépeg (3,5 unveg) uéypt v enitevén tov 95% TtV cLyKeVTpOGE®Y oTobepnC KatdoTaong] Kal o
EKTILOUEVOG AOYOG dBpotong g AUC eivan mepinmov 34 popéc emmAéov.

Koatavoun

H tepiplovvopion deopevetal o peydlo fabuod o mpmteiveg Tov mAAGHoTOS (>99%), mbavotata ot
AevK@UOTIVY Ko KatavépeTon kKupimg oto mAdoua. O 0ykoc katavoung eivai 11 1 petd and pio
evdopAEPLa (IV) yoprynon. Qotdc0o, avtd amoterel TBovOTOTO VITOEKTIUNOT, 0S0UEVOL OTL
TopoTNPNONKE EKTETAEVT] KOTOVOUN GTA OPYAVO OPOVPOIMYV.

Bulougtooynuatiopde

H tepiprovvopion petaforiletar og pétpro Pfabuod kot amoTeLel TO LOVO GLGTATIKO TTOVL AVIYVEVLETOL
oto TAacpo. H kdpla 080G PLOHETAGYNULOTIGUOD TNG TEPLPAOLVOUIING givar 1) VOPOAVGT, LIE
devtepevovca 006 TNV 0&eidmon. Ot devtepevovaeg 0doi eival 1 0Egidwon, 1 N-akeTvAimon Kat 1
ovlevén pe Beuka.

Amofoin

H tepiplovvopion anekikpivetal TN YAGTPEVIEPIKT 030, KUPIOG LEGM TNG YOG, MG AUETAPAN TN
dpaoTikn ovcio Kot whavotata e dupeon Ekkpion. H teprplovvopion eival éva vmdcTpopa Tov
petapopéa exkpong BCRP, o omoiog mbavdv va cupfdriet otnyv dueon £kkpion. Le S1dotnua

21 nuepav, to 60,1% g yopnyobuevng d6onc amekkpivetat e ta koémpava (37,5%) kot ta 0vpa
(22,6%). Metd tn dradicacio Toyeiog amopudKpuveng Le YOAEGTUPALIVT), AVOKTHONKE EMTAEOV
1060070 23,1% (xvping oto KOTpava). Bdoetl pepovoudvng tpdpreyns tov QupuoKoKvnTik®v
TOPUUETP®V UE XpnoT Tov povtéov PopPK g tepiorovvouidong oe vyleig eBeloviéc kot og acbeveig
ue I1X, n d1dpeon tun tiz, oy mtepimov 19 nuépeg uetd omd emavaiapfoavoueveg 06celg Tmv 14 mg.
Metd amd epamas evooAEPia xoprynon, n cvvoAlkn kabapon g tepiprovvouiong ivor 30,5 ml/h.

A1001€0010. TOYEIOS OTOUGKPOVONS: YOAECTUPOUIVY KOI EVEPYOTTOLUEVOS AVEOPOKOS

H amofoin g tepiprlovvopiong amd v Kukloeopia pmopel va emtayvvOel pe tn yopnynon
yoleoTupapivng N evepyomompévou avBpaka, mhavotato HEGH TG SIUKOTNG TV d1adIKUCIOV
EMOVOTOPPOPNONG GE EMMEDO EVIEPOL. Ol GLYKEVIPADGELG TEPLPAOVVOUIONG TOV HETPHONKOY GTO
mlaioto pog dtadtkaciog 11 Nuep®@v e GKOTO TNV EMLTAXVVOT TG ATOUAKPVUVONC TNG
TEPLPAOVVOUIONG UE 8 g YOAEGTUPOUIVIG, TPEIC POPEC TNV NUEPT, 4 g YOLEGTUPOUIVIG, TPEIC POPEC TNV
nuépa 1 50 g evepyomompévou avBpaia, 600 POPES TNV NUEPA, ETEITO GO OLOKOTN TNG OLY®YNG UE
TEPLPAOVLVOLION KATEDEIEOV OTL TOL GUYKEKPIUEVO SOGOAOYIKA GYNLLOTO T)TOV TOTEAEGLOTIKG GTNV
EMLTAYVVOT] TNG ATOUAKPVLVONE TNG TEPIPAOVVOUIONG, 00N YDVTAS 6€ TAV® 0o 98% peioon Tov
GUYKEVIPMGEMV TEPLPAOVVOUIONG GTO TAACLLO KoL [LE T1 YOAECTUPOUIVY VOl EMOEUKVVEL TAYDTEPT
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dpdon amod Tov dvBpaxo. Metd 1 SLOKOT TS TEPLPAOVVOLIONG KOl T1 YOPNYNOT| YOAESTLPAUIVIG 8 g
TPELS POPES TNV NUEPW, 1) CLYKEVIPWOOT] TEPLGAOVVOLLIONG 0T0 TAdG O petdOnke katd 52% oto TEAOG
g uépag 1, xatd 91% oto téhog g nuépog 3, kKatd 99,2% oto téhog T nuépag 7 Kot Katd 99,9%
pe v odorAnpwon tng nuépog 11. H emioyn petald tov 3 diudikaciov anofoing e&aptdral and
™V avoyn Tov acBevoug. Edv n yopriynon yoiestopapivig 8 g, Tpelg popég nuepnoing, ogv gival
KOAMG avekty|, pmopel va yopnyndei d6om yorestvpapivie 4 g tpelc popég v nuépa. Evailaktikd,
umopel va ypnoyomroindei evepyomomuévog dvBpakag (o1 11 nuépeg dev yperaleton amapaitnta va
glvar d1od0yIKEG, EKTOC eV EMPAALETAL 1 TOEIN LEIDMOT TOV CLYKEVTPDOGEDY TEPLPAOVVOLIONG GTO
TAGG Q).

T'poppukdTnto/un ypouuKoTnTo,

H ocvotpatikn ékBeomn av&avetot avoroyicd pe T 600m UETA TNV ad TOL GTOUATOG XOPNYNOT
TeprpAovvopiong 7 éoc 14 mg.

X0opoKINPIoTIKG 0€ GLYKEKPLUEVEC OUAOEC acHevdv

Dolo Kot nlikiwuévol

Optlopéveg Tnyéc vooyevong LETAPANTOTNTOC avayvmpioTnKoy 6€ vy dtopa Ko o€ acteveig pe [IX
Baoetl g avaivong PopPK: nlikia, copatikd fapoc, puio, puAT Kot EXITEdD AEVKOUATIVNG KO
yorepuBpivnc. Evtovtolg, 1 enidpaor avtdv tov mapaydviov mapopével tepopopévn (£31%).

Hratikn dvolertovpyio

H Ao ko pétpro nrotikr) SucAeitovpyia dev giye EXOPAOT) GTI QAP UOKOKIVITIKT TNG
TEPLPAOVLVOUIONG. ZVUVETMG, OV TPOPAETETAL TPOSUPUOYN TNG dOOTG G€ acheveic e o Kot pétpia
nratikn dvcAettovpyia. QotdG0, N TEPLPAOVVOUION avTeVIEikvLTaL G 0.60eVEIG e Gofopn NTATIKN
dvodettovpyia (BA. Tapaypdeovg 4.2 kat 4.3).

Negpixn dvalertovpyio,

H cofapn veppikn dvcietrtovpyia dev giye EMOPUOT] TN PAPUOKOKIVITIKT TNG TEPIPAOVVOUIONC.
Yuvenmg, 0ev TPOPAETETAL TPOGAPUOYN TNG 000G 6 acbeveic pe Nmia, uétplo Kot cofapn veppikn
dvoiettovpyia.

Houdrorpixog ninQvouog

Y& madratpikovg acbeveic e copoatikd Papog >40 kg mov éhafav aywyn pe doon 14 mg dmal
nuepnoing, ol ekBécelg o oTafepn KaTAoTAON 1TOV GTO DPOG TOV TOPATNPEITAL GE EVIIAIKES
acBeveic mov Aaufdavovy aymyn Ue To 1010 S0GOAOYIKO GYNLLa.

Ye moudratpikovg aobevels pe copotikd Bapog <40 kg, n aywyn pe 66on 7 mg anaé npepnoimng (Bdoet
TEPLOPIOUEVDV KAVIKGDV OEG0UEVMV KOl TTPOCOLOIDCENDY) 00NYNGE o€ ekbécelg oTafepn g KaTAoTAoNS

GTO €0POG TOL TTaPATNPEITAL 08 EVAAIKEC aobeveig mov Aapufdavovy aymyn e 14 mg arag nuepnoiog.

Ot TopatnpoVUEVES KATATATES GUYKEVIPAOGELS 6€ oTafepn Katdotaon moikiday o€ peydio Padud
peTaél TV aTOUmVY, OTTMG £YEl Topatnpn el og evilikeg acbeveig pe T1Z.

5.3 IIpoxivikd dgdopéva yio TNV ac@drera

Toéwdtnra eravoroufavouevev 666wV

H enavaiopfovépevn amd Tov 6TOLUTOG YOPT YN TEPLPAOVVOLIONC GE TOVTIKOVS, 0POLPAIONS Kol
GKOAOVC Yo dtaoTtnpa 3, 6 Kot 12 unvov, avtiotoryo, £dei&e 6t 1 tokotnta eviomiletal Kupimg 610
LVELD TV 0GTAOV, OTA AEUPOELIN OPYUVA, GTN CTOUATIKT KOILOTNTO/YOGTPEVIEPIKT 000, GTA
AVATOPUY®YIKE Opyava Kot 6To Taykpeas. [lapatnpndnikay eniong evoei&elg 0&e1dmTIKNG dpAoNC oTa
gpvBpoxvTTapa. Avoruio, petopévol aptBpol aponeTaAiny Kol EmOPACELS GTO AVOGOTOINTIKO
oVOTNHA, LETAED GAA®V Agvukomevia, AEUPOTEVID Kol SELTEPOYEVELG AOIUMEEIS, CUGYETICTNKAV LE TIG
EMOPACELS GTO PVEAD TOV OGTAOV 1/KOL GTA AEUPOELDT Opyova. Ot TEPIGGOTEPES OO TIC EMOPACEL
avTOVOKAOVY ToVv Bactkd Tpdmo dpdong tng ovciag (avasToAn TV dlapoduevey kuttdpmv). Ta {da
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EMOEIKVOOVV UEYUADTEPT VOGO Gia 6€ oYEon e TOV AvOPOTO 5T POPLLOKOAOYIO, ETOUEVMS KOl
otV TOEIKOTNTA TG TEPLPAOVVOLIONC. ZVVETMOC, 1 ToEIKOTN T 0TO {0 dtamioTmbnKe o€ emineda
éxBeong avtiotorya N xounAdTEPQ a6 TO, OepamevTtiKd enineda oTov AvOpwmo.

Evoeyouevn yovoto&lkotnto Kol KapKIvoyovogs 0paon

H tepiplovvopion dev frav petaddaéloyovog in vitro Y| KAaotoyovog in vivo. H khoctoyovikotnta
OV TTaPOTNPNONKE in vitro BewpnOnke EPUEST EMIOPACT) OPEIAOLEVT GTNV OVOLLOLOYEVELDL TG
de&oeVIC VOUKAEOTIOIMV TTOV TPOKVTTEL OO TN PapLLOKoA0Yia TG avacTtoAng tg DHO-DH. O
gldoowv petaforitng TFMA (4-tprpBopopebuiavidivn) Tpokdrece petorha&loyéveon Kot
KAooTOYéVEDT) in Vitro 0AMG OYL in Vivo.

Agv mopatnprniay evosi&elg KopKivoyEveoNG G€ apoLPAioNg Kot TOVTIKOVG.

To&kdtnTo 6TV OVOTOPOY®YN

H yovipomnta dev ennpedotnke 6ToVg apovpaiovs, Tapd Tig avemBOOUNTEG EVEPYEIEG TNG
TEPLPAOVVOLIONG GTO AVOPIKA AVATOPAYWYIKE OpYava, Ol 0TTOiEC TEPIAAUPAVOLY TO HEIOUEVO aplOpd
oneppotolwoapiov. Aev vapéav eE®TEPIKEG SVOTANGIEG GTOVG ATOYOVOLG APGEVIKMV OPOVPOimY
GTOVG 0TOi0VG Elye yopMyNOEl TEPLYAOVVOUION TPV amd To Levydpmpa e OnAvkovg apovpaiovg Tov
dev giyov Adfet tnv ovsia. H tepiprovvopion ftav eufpuotolikn kot Tepatoydvog Ge apovpaiong Kot
KOUVEMO 6€ OOGELS TTOV EUMITTOVY 6TO BEpamenTIKd €0POC TIUMV Yo TOV AvOpwTo. AvemiBounteg
EVEPYELEG GTOVG OMOYOVOLG TapaT P OnKay emiong dtav 1 TEPLPAOVVOUIdN YopnynOnke og £ykvovg
apOLPATIOVG KOTA TNV KUToM Kot TN YoAovyio. O kivduvog euPpuoTtoikdtnTos 0PEIAOUEVNG OTOV
avdpa AMoym ¢ Oepameiog pe tepiprovvopion Bempeital yaunioc. H extiuduevn éxbeon tov
TAAOUATOS TV ONAE@V 0TOUMV HECH TOL GTEPUATOC EVOG AvOpa. Tov EAaPe Depameio ovaUEVETOL TT®G
givan 100 opég yapuniotepn amd 0Tt pe v €xbeomn tov TAdopaTog petd t Afyn 14 mg
TEPLPAOVLVOLIONG OO TOV GTOUOTOG.

To&wotnto og veapd Loa

Apovpaiot veapng nikiog mov Erafav TepipAovvouion ond oTopaTog Yo 7 Efdouddeg and Tov
OUTOYOAQKTIGUO £mG TN 6eE0VOAKT] OPILAVOT eV EUEAVICAY AVETLOVUNTEG EMOPACEIS OTNV
ovATTTUED, TN COUATIKY 1] VEVPOLOYIKT OvVATTTUEY, TN AN O KoL TN VAU, THY KWVNTIKY
dpaoTnpoTNTa, TN 6€E0VOMKN avdmTuén | T yovipdtnta. Ot averBounTec avTiopacelg
meptehdpufovoy avaipio, pelmon g AEUPOEIOIKNG AvTOTOKPIONG, 00CG0EENPTMUEV LElON TNG
eEaptmdpevng amo ta T KOTTopO AVTICOUATIKY AVIOTOKPLOT) Kol LEYAAT LEIDOT) TOV EMTES®V TOV
IgM kot IgG, kot Tav Yevike 6 CULPMVIO LE TIG TAPATNPNOELS GE UEAETEG TOEIKOTNTAG
enOVOLOUPOVOUEVOV dOGEMV GE EVIAIKEG apovpaiovs. QoT0c0, 1 advénon tov B kuttdpov mov
mapaTnprOnke o€ veapovg apovpaiovg dev mapatnpndnke oe evijlikeg apovpaiovs. H onpacio awtrg
g Olapopdig etvat dyvmotn, ®otdco kaTadelydnike mANPG AVAGTPEYILOTNTA OTMS KoL Yol T,
eplocoTEPa amd Ta AL evprpaTo. Adym TS VYNNG evactnaciog TV (D®V GTNV TEPLPAOVVOUION,
o1 veapoi apovpaiol exTEONKaY 6€ yaunAotepo emninedo amd ekeiva oTa Tadld Kot TOVg EPNBOVE e TN
UEYLoTN cuvieTOuEV oo 6Tov avBpmmo (MRHD).

6. ®APMAKEYTIKEX TIAHPO®OPIEX
6.1 Kaotahloyog ekddymv

TTvpnvoc diokiov

AakToln povobidpikn

aporo apofocitov

KUTTOPIVI PIKPOKPUOTOAAIKT

apvio KapPfouuebuiiopévo vatprodyo (Tomov A)
vdpo&umponvAoKLTTAPiV
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LOYVOL0 OTEATIKO

EmwdAvyn dioxiov

Emixalouuévo ue Aemro vuévio diokio 7 mg
VITPOoUEAAOIN

dwo&eidwo (E171)

TOAKNG

moAvatBvievoyivkoan 8000

Adicar apytiovyov wducokoppviov (E132)
odnpov o&eidio xitpvo (E172)

Emikoivpuéva pe lewro vpévio diokio 14 mg

VIPOUEAAON

Titoviov o1oéegioto (E171)

TAAKNG

roivarfvrevoyilvkoin 8000

Adica, apytiovyov wdukokapuviov (E132)

6.2 Aocvpparéotnreg

Agv epapudletat.

6.3 Awgpkero {ong

3 xpovia

6.4 Iowirepes mpourdéers katd T @OLAEN TOV TPOIOVTOG
Agv vtdpyovv €1d1kég 0dMYieg datipnong yio To mpoidy otd.

6.5 @von Kol GLOTATIKA TOV TEPLEKTT

AUBAGIO 7 mg smkoivpuéva pe Aemtd vuévio diokio

Kvoyéheg amd morvapidio/olovpivio/moAvivoroylmpidto - aAovuivio Tomobstnuéveg o€ KOPTEL
(28 emkoivppéva e AemTO VUEVIO O10KIM) KOl GUCKEVAGIEVEG GE KOVTI TOL TEPLEYEI2E EMIKOAVUUEVDL
pe Aemto vUEVIO dloKia.

AUBAGIO 14 mg smkolvppévo pue Aemntd vUEVio dtokio

Kvoyéheg amd morvapidio/olovpivio/morvfivoroylmpidto - adovuivio tomobstnuéveg o€ kaptéreg (14
Kol 28 emkaAvppéEVaL e AETTO VUEVIO O16KIN) KOl GUCKEVAGIEVEG GE KOVTLA TTov eptEyovy 14, 28, 84
(3 kaptéreg Tmv 28) ko 98 (7 kaptéreg v 14) emkalvppéva pe Aemtd vUEVIO dloKia.

AldTpnTEG KOWEAES, LOVAd®Y 800G atd TOALOUISI0/AAOVUIVIO/TOAVPIVOAOYA®PISI0 - CAOLLIVIO, GE
KovTld oL TepLEyovv 10x1 emkodvppéva pe Aentd vuévio diokia.

Mmropei va unv KoKAOQOpoUV OLEG 0L GLOKEVAGIES.

6.6 Iowitepeg TPOPLAGEELS UOPPLYNG

Kda0e aypnoiponointo eopuakevtiKd tpoidv 1 VIOAEUO TPETEL VO, ATOPPITTETUL COUPOVA LE TIG
KOTA TOTOVG IGYVOVCES GYETIKES OLOTAEELG.
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7. KATOXOZX THX AAEIAX KYKAO®OPIAX
Sanofi Winthrop Industrie

82 avenue Raspail

94250 Gentilly

TodAia

8. APIOMOZXZ(OI) AAEIAX KYKAO®OPIAX

AUBAGIO 7 mg smkoioppévo pe Attd UEVIO OLoKIO

EU/1/13/838/006 28 dwokia

AUBAGIO 14 mg smkoivuuéva pue Aemtd vuévio dioKio

EU/1/13/838/001 14 dwokia
EU/1/13/838/002 28 dwokia
EU/1/13/838/003 84 dwokia
EU/1/13/838/004 98 dwokia
EU/1/13/838/005 10x1 dwoxio

9. HMEPOMHNIA IMNPQTHXE EFKPIZHY/ANANEQYXHY. THX AAEIAX
Huepopnvia mpdng £ykpiong: 26 Avyovotov 2013

Hpepounvia tekevtaiog avavémong: 28 Maiov 2018

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agntopepeic TANpoeopieg Yio 10 TapdV POPUAKEVTIKO TPoidV givor d1BEcILEG GTOV SIKTLAKO TOTO
tov Evponaikod Opyoviopuov Gapudkwv: http://www.ema.europa.eu.
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ITAPAPTHMA II

A. HAPAXKEYAXTHX(EYX) YIIEYOYNOX(OI) I'A THN AIIOAEEMEYXH
TQN ITAPTIAQN

B. OPOI'H HEPIOPIEMOI ZXETIKA ME TH AIAGEXH KAI TH XPHXH
I'. AAAOI OPOI KAI AITAITHZEIX THX AAETAY KYKAO®OPIAX

A. OPOI'H HEPIOPIXMOI XXETIKA ME THN AX®AAH KAI
ATIOTEAEXIMATIKH XPHXH TOY ®PAPMAKEYTIKOY ITPOIONTOX
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A. HAPAXKEYAXTHX(EX) YHLEYOYNOX(OI) I'TA THN AIIOAEEMEYXH TQN
IMAPTIAQN

Ovopo kot d1evfuven tov(twv) TopaoKeLaoTN(@V) oL ivor VTevOVvVOc(oL) Yo TNV OTOSEGUEVCT) TV
ToPTId®V

AUBAGIO 7 mg smkoivpuéva pe Aemtd vuévio dioKiol

Opella Healthcare International SAS
56, Route de Choisy

60200

Compiegne

ToAAia

AUBAGIO 14 mg smkolvppévo pue Aentd vuévio SioKio

Opella Healthcare International SAS
56, Route de Choisy

60200

Compiegne

ToAAia

Sanofi Winthrop Industrie

30-36, avenue Gustave Eiffel

37100 Tours

ToAAia

270 £VTUTTO QUALO 0ANYIDV XPNOEMG TOV PUPLOKEVTIKOD TPOTOVTOC TPEMEL VAL OVOYPAPETOL TO OVOLLOL

Kot 1 d1ev¥6vvoT ToL TAPACKELAGTY| TOV gival VTELOLVOG Y1O TNV ATOSEGUEVGT] TNG GYETIKNG TAPTIONS.

B. OPOI'H NEPIOPIZMOI ZXETIKA ME TH AIAGEXH KAI TH XPHXH

DoppokeuTikd TPOIOV Yo TO 0TTOI0 OmaLTEITAL TEPLOPIGUEVT 1aTPIKT cuvTayT (PA. mapdptnua L

[epiinym tov Xopaktnpiotikedv tov [Ipoidvrog, mapdypapoc 4.2).

I AAAOI OPOI KAI AITAITHZEIX THX AAEIAY KYKAO®OPIAYX

. Ex0¢oe1g Ileprodixiig lapaxorovdnong s Acodreiag (PSURS)

Ot anmoitioetg yia v vroPoAn PSURSs yia 10 ev AMdym poppoakeutikd tpoidv opifovtal otov

KaTdAoYo e TG nuepounvieg avapopds s Evoong (katdloyog EURD) mov mapatifeton otnv

Tapdypoeo 7, Tov dpbpov 107y, tng odnyiag 2001/83/EK kot kdbe emakdiovbng

EMKALPOTOINGNC OTIMG OMLOGIEVETAL GTIV EVPMOTOIKT SIKTVOKT) TOAT] Y10, TO, QAP

O Kdroyog Adeiag Kvkhogpopiag (KAK) Oa vropaiier tv mpdtn PSUR yia 10 mpoidv péoa oe

6 pnveg amod v £yKpion.

A.  OPOI'H IEPIOPIZEMOI EXETIKA ME THN AX®AAH KAI AITIOTEAEXEMATIKH
XPHXIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Yyé0r0 owaygiprong Kivovvov (XAK)
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O Kdroyog Adestog Kukhopopiag (KAK) Ba die&aydyel TIC amaitovIEVES OPOCTIPLOTNTES KOl
TOPEUPACELS PUPUAKOETOYPOTVNONG OTTMC TapoLG1alovtol 6To cvuppwvnév XAK mov mapovotdleton
otV evotnta 1.8.2 g ddelag KukAo@opiog Kol 0TOEGONTOTE ETOKOAOLOES EYKEKPIUEVES
avafempnoelg Tov ZAK.

"Eva emkatpomompévo LAK Oa mpémet va katotedei:
e Metd and aitnpa tov Evponaikov Opyovicpod Oopudkov:
e Omotednmote TPOMOTOLEITOL TO CVUGTNLA JAYEIPIONC KIVOVVOV, EIOTKA MG OTOTEAEGLOL AYNG
VE®V TANPOGOPIDV TOV HUTOPOVV VOl EMPEPOLY GNUAVTIKT GAANYT GTI GYECT] 0PEAOVC-KIVOHVOL
N ©¢ oTOTEAESUA TNG EMITEVLENC EVOG GNUAVTIKOD OPOCTHLOV (PUPHOKOETOYPOTVIION M
glayioTomoinon Kvdvvov).

Edv n vmofoin pwog EINITA kot 1 emuconpomoinom tov ZAK cvumintovy, dvvatal va katatedodv
TOVTOYPOVA.

o EmnpocOeto pétpa ehayiotomoinong Kivovvou

IIpwv va Béoet 1o Tpoidv oe KukAopopia oe kdbe Kpdrog Mérog, o Katoyog tng Adeiag Kukiopopiag
(KAK) Ba mtpémetl va cuplpmvinoel og €va eKTandenTikd Tpoypappa pe tig EOvicég Appodieg Apyés.

O KAK zwpénet va, dtacparicet Ot1, puetd amd culnmon kot copemvia pe tig EOvikéc Apupodieg Apyég
o¢g k6B Kpdtog Méroc 6mov to AUBAGIO xvkhopopei, kotd ) 0éomn 6 kukhogopio Kot HeTd omd
T 0€om og KuKAoPOopia, oe OAOVS TOVG EMAYYELUOTIEG TOL TOUEN VYELOVOUIKNG TTepiBalyng Tov
avapéverot va ypnooromcovy 10 AUBAGIO mapéyovrot to axdAovda:

o Ilepilnyn tov Xapaxtnpiotikdv tov Ipoidvtog (ITXIT)
o  Exmoudeutikd LAIKO Y10 TOVG ETOYYEAUATIEG TOV TOUEN VYELOVOLUKNG TEPIOaAYNG
e Exnawdevtikn Kapta Acbevav

To exmadevTIKd VAIKO Y10 TOVG EMayyEALATIEG TOL TOpEN VYElovoLkng tepiBaiyng (ETYII) Oa
TEPIEYEL TOL akOAOVOO KOPLO GToYE D!

1. O ETYII mpémetl va culntodv pe toug acbevelg Toug Ta cuykekpluéva CNTHaTe acOAAELNS TOL
AUBAGIO mov mteptypaeovtol AETTOUEPDS TAPUKATO TEPIAAUPAVOVTOC TIG EEETACELS KO TIC
TPOPLAGEELS IOV YPELALOVTaL YO TNV AGPAAT YPOT KOTA TNV TPOTN GUVTAYOYPAPNGCT, KoL TOKTIKE
Katd ™ ddpken g Bepaneiog wg akorovOmC:
e  Kivduvoc nrotikev endpicemv
o &fetdoelg yio m Aettovpyia Tov NTaTog ypetdlovial TPty amd TV EvapEn Tng aymyng
KoL TEPTLOOTKA KOTA TN SIAPKELDL TNE UYWOYNG
o Noa exmondeveral o acOevig yio To GNUELN KOt TO COUTTMOUOTO NTOTIKNAG VOGOL Kot TV
avéykn va avagépovy atov ETYTI toug edv epoavicouv omolodnnote amd autd
e Avvntog kivouvog tepatoyéveog
o Na vrevBopiletal otig yovaikeg pe wavotra ovaropayonyns (WOCP),
ouUTEPIAOUPAVOUEV®Y TV EPNBOV/TOV YOVEOV-PPOVTIGT®OVY Tovg, 6Tt To AUBAGIO
avtevdeikvutal og éykves yovaikeg kot e WOCP mov dev ypnoipomotodv
OTOTEAECUATIKT OVTIGOAAN YT KATA TN O1GPKELN TG Oy®YNG KoL LETA OO OLTH.
o Na a&loroyeitar taxtikd 1 Tifavotnta kKdnong o€ yovaikeg acbeveig,
cvumepthappavopévev tov aclevov nikiog KaTo tov 18 etdv.
o Na evnuepmboiv to Oniea Tadld Kavn ot yovelc/@poviiotéc Tov INAémy modidv
GYETIKA UE TNV OVAYKT ETKOVOVIAG LE TOV GLVTAYOYPAPOVTO, 1TPO LOAIS TO BNAL
modt o aywyn pe AUBAGIO spoavicetl spunvoppucio. o mpénet va mapéyovrol
SLUPOVAEC OTIG VEEG GOEVELG LE IKAVOTNTO OVOTTOPOYWYNG CYETIKA LE TNV
AVTIGOAAN YT Kol TOV duVNTIKO Kivouvo yia o EuPpvo.
o No gléyyetar 1 KOTAGTUCT EYKLUOGVVNG TPV TV EvapEn TNG Ay®YNS
o No exkmaidevovTal ol Yovaikeg acBeVEIS e IKOVOTNTA OVOTAPAYMYNG OTNV aVAyKN Y10l
OTOTELEGUOTIKT AVTICOAANYNL KOTA T SIAPKELN TNG OY®YNG UE TNV TEPLPAOVVOLLIOT
KOl LETA ATtO QLTV.
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o No vrevBopiletal otovg asbeveic va evUEP®VOLY TOV 1ATPO TOVE OUECHS OV
GTOLOTICOVY TV OVTICOAANYN 1) TPV TNV GAAAYT| TOV UETPOV OVTIGOAANYNG
o Ed&v yuvaikeg aoBeveig peivouv €ykveg mopd ) ¥pNon LETPOV OVTICOAANYNG, TPETEL
va otopatioovy 1o AUBAGIO kot vo emtkotvoviicovy apécmg e ToV 1Tpd TOVS, O
omolog Tpémet:
=  Nao e€etdoet katl va ou{ntioel pe v acbevn 1 dladikacio tayeiog
OTOULAKPVVONG
= Noa avagépel kbOe mepintwon KONGNE 6ToV <KATOYO AdEIG KVKAOPOPiaG>
KOADVTOG TOV <TOTIKO aplBpd™> 1 emokéntovtog to <URL>, aveEdptnto and
TO QVEMBVUNTO ATOTEALEGILO TTOV TAPOTNPETAL.
= No eTKOW®VNGCEL LE TOV <KATOYO GOE10G KUKAOPOPIOG™> Y10 TANPOPOPIES
GYETIKA LE TN HETPNON TNG CLYKEVTIPWOGONG TNG TEPLPAOVVOLIONG GTO TAAGLOL
TOV aipaTOC.
e Kivduvoc véptaong
O VO EAEYYETOL Y10 IOTOPIKO VIEPTAOT|G KO OTL 1] ApTNPLOKT Tieom Bo Tpémel va
AVTILETOMICETOL KATUAANA®G KOTA TN SIAPKELD TNE OYWOYNG
O M avAYKN Yo EAEYYOVE TG OPTNPLUKNG TECTG TPV OO TNV ay@YN Kot TEPLOSIKE KOTdl
T S1dpKELD TNG AY®YNG,
e  Kivduvog aipatoAoyIKoOV ETOPAGEDY
o va ocu{nNTiéTor 0 Kivouvog peimong tov aplfuod Tov KVTTapov Tov aipatog (emnpedlet
KUPIOE To AEVKE AUOGPAIpL) KoL 1) VAYKT Y10, LETPTGELC TOV GUVOAMKOD aplOpon
TOV KUTTEPOV TOV OiLLOTOC TPV OO TV Ay®YN KO TEPLOIKA KOTA T S1dpKeLn TG
ayoYNg Le PAcn ta oMUElD Kot TO GUUTTMOTOL
e Kivduvog houdéemv/coPapdv Aotudéemy
o No ocv{ntiéton n ovayK”n Yo EMKOVOVvio LE TOV 1Tpd 6TV TEPITTMON
onpeiov/cvuntopdtov Aoiuoéng 1 v o/m acbevig AaPet GALo apHOKa TOV
enNpealovy T0 AVOCOTOINTIKO GUCTNA. 1€ TEPIMTMOT ELPAVIONS GoPapng Aoinméng,
€EETAOTE TO EVOEYOUEVO EQOPUOYNG TNG SLOOIKAGTOC TAYEING ATOUAKPVVOTG.
2. Mo, vtevOopion yio vo TapéyeTol 6Toug acbeveig/voupuong exmpocanovg o Extoadeutikn Kapta
Tov/TNG AcBevong, TEPIAAUPAVOLEVTG TG CUUTANPMCNG TOV GTOLYEIMV EMKOVMVIOG TOLG KOl VAL
napéyovtarl Exmaidentikég Kapteg tov AcBevoig mpog avTiKoTaoToon oV ival omapaitnTo:
3. Mia vtevBopon yia culAtnomn pe tov achevi)/ VOO EKTPOCMTO GYETIKA UE TO TEPLEYOLEVO TG
Exnaidevtikng Kédptog tov AcBevoic oe taxtikn fdon oe kdbe cuvdvtnon tovAdyiotov pia gopd tov
xPOVO KaTA TN SdPKELD TNG AY®YNS
4. No evBappOvovtal ot acbeveic va excotvovovy pe Tov 1Tpod tovg yio v X f/xot tov Tevikd
latpd tovg €dv eppovicovy 0mo10dmoTE 0d TO OTUEIN KoL TO GUUTTOUATE TOV GL{NTIOVVTOL GTHV
Exmaidevtikn Kapto tov/meg AcBevoic
5. ITAnpo@opiec yia TNV TPOAPETIKN VINPECIH TEPLOOIKNG LAEVHO UGG GTOVS 0l60EVELG GTOV SIKTVAKO
610 1oV TPOYpAupatog [1E One to One GYETIKA UE TN GUVEYN OVAYKN Y10 YPTON ATOTEAEGILOTIKNG
AVTICLAANYNG KOTA T SIAPKELN TNG OYOYNG
6. Katd v avavémon tng cuvtayng, eAéyyovtal ta ovemBounta cupfava, TpoylaToroteiton
oV{NTNOTM GYETIKA LLE TOVC GLUVEYEIG KIVODVOLG KOl TNV TPOATYN TOVG Kal S1EVEPYOVVTUL EAEYYOL Y10 VAL
dtucpalotel 0TL 1 TapakorlovOnon sivar emapkng.

H exmoudevtikn Kapto yio 1oug/T1g acbeveig eival o cupE®VIa e TIG TANPOPOPIEG ETGTLOVOTG KOl
mepthapPavetl To axdAovfa KOpLo oToyEio:
1. Mo vtevBopion tdco ya toug/tig acbeveic, 660 kot yia toug ETYII mov gumiéovror otnv ayoyn
Tovg OTL 0/M acBevic avTyetonileTon BEPUTEVTIKA e TNV TEPLPAOLVOUION, £V PAPLOKO, TO OTTO10:
o Agv Ipémel va pNCLUOTOLEITAL GE £YKVEG YUVOIKEG
o Amattel TanTdYpOVN YPNOT OMOTEAECUATIKNG OVTICOAAN YNNG OTIC YUVOIKEC LLE TKOVOTNTO
OVOTTOPOY YN
o Amoartei évav EAeyyo yio TNV KOTAGTACT EYKVLOGOVIG TPV TV ay®YN
e Emnpedler v nratikn Asttovpyio
e  Emnpedlet Tov aplfpd tov KuTTdpmy ToV aipaTog Kol TO 0VOGOTOTIKO GOGTI LA
2. [Tmpoedpnon yia vo ekmoidevtel 0/1 0oOEVNG Yo GNUOVTIKEG aveTIBOUNTEG EVEPYELES
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e Nao divetol TPOGOYN GE GLYKEKPIUEVA OTLEID KO CUUTTOUOTO, TO, OTTOI0 EVOEXETAL VO
VTOOEIKVDOVY NTATIKN VOoO 1 AoTH®mEN Kal €0V 0ol dNToTE 0td 0VTA LoV, va
gmukovamvovy pe tov 1tpd/ETYTI tovg dueca

e No vrevOopiletat otig yovaikeg acbeveig va evnuepmdvouy Tov 1aTpd Toug £dv OnAalovv

e YmevOouion yio TiG YOVOIKEG LE IKOVOTNTO OVOTTPOYMYNG, COUTEPIAAUPOVOUEVOV TOV
KOPITGL®V KoL TOV YOVEDV/(QPOVTIGTOV TOVG

® Vo YIVETOL ¥PNOT OTOTELECUATIKNG OVTIGVAANYNG KOTA TN SIUPKELN TNG OY®YNG UE
TNV TEPLPAOVLVOLION KOl LETA OO 0T

e 0110 Y10TpOG 0ag Ba Tapdoyel GUUPOVALC GYETIKA LE TOVG SLVNTIKOVG KIvODVOUGS Yol
7O £UPPLO KOL TV OVAYKT Y10 OTOTEAECUATIKT OVTIGOAAN Y.

®  v0 OLOKOTTETOL 1) AY@YN UE TNV TEPLPAOVVOLION AUECHS EAV DTOYIUGTOVV OTL
evO&yeTal va eivoll £YKVEG KOl VO ETIKOIV®VIGOLV ETICNG LE TOV 10.TPO TOVS OUECMG

e YmevOouion Yo Toug YOVEIG/ ppovTIoTéC ) T, KopiTolo

O VO EMKOW®MVICETE LE TOV YIOTPO GOG LOALG TO KOPITOL ELPAVIGEL ELUNVOPPLGIa YLl
TPOTN POPA TPOKEWEVOL VoL AAPeTe CLUPOVAEG GYETIKA e TOV SLVNTIKO KiVOuVo Yo
TO £UPPLO KOL TV OVAYKT] Y10 OVTIGOAAN Y.

e Edv yuvaikeg pe tkavotnta avamopoymyng pLeivouy ykueg:

o vavrevOopiletal 1660 otic acbeveic 660 kot otovg ETYTI avagopikd pe
Swdikcacio Toyeiog amopdipuvong

e No vrevBopuileton otovg acbeveic va detyvovv v Exnoudevtikn Képto tov/tng AcBevoig
o1ovg latpoOg/ETY mov epumdékovtol pHe v 1Tpiky ¢povTida Tovg (E101KA o€ GuUPay
1Tptkob enelyovtog /kat eav epmiakovy véot latpoi/ETYTL)

e Noa KataypaeeTol 1 TPAT NUEPD TNG CLVTOYNG KoL TO GTOXELD ETKOVAOVING TOV
GUVTAYOYPAPOV TOVG

3. Na evBappuvovtar ot acBeveic va dtafdcovy to POX empeidg
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ITAPAPTHMA III

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIIXHMANXH
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ENAEIZEIX TIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZEQTEPIKO KOYTI

1. ONOMAXIA TOY PAPMAKEYTIKOY ITPOIONTOX

AUBAGIO 7 mg emkaivppéva pe Aemtd vuévio diokio
TEPLUPAOVVOLION

2. YYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

Kdabe diokio mepiéyel 7 mg tepipAOLVOUIONG.

3. KATAAOI'OX EKAOXQN

Eniong mepiéyet: Loxtoln. BA. @OAL0 00N y1dV ¥pHONG Y10 TEPLGCOTEPES TANPOPOPIES.

4. GOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

28 EMKOAVUUEVO UE AETTTO DUEVIO OloKio

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote 10 PUALO 0NV YPAONG TPV OO TN YPNO).
Ao otoHaTOC YpNOT

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITAIATA

Na puAdooetol o 0éom, TV onoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.

‘ 7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIX), EAN EINAI ATTAPAITHTH(EYX)

‘ 8. HMEPOMHNIA AHZHX

AH

[1]

H

9. EIAIKEY YYNOHKEX OYAAEHX

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTOQN 'H TON YIIOAEIMMATQN
NOY MPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI
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11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

Sanofi Winthrop Industrie
82 avenue Raspail

94250 Gentilly

ToAAia

12. APIOMOX(OI) AAEIAX KYKAO®OPIAX

EU/1/13/838/006 28 diokia

13. APIOMOZX ITAPTIAAX

Moptida

‘ 14. TENIKH KATATAZH I'TA TH AIAOEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. ITAHPO®OPIEX XE BRAILLE

AUBAGIO 7MG

17. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A163146TaTOG YPAPU®TOS KDoA (2D) mov pépel Tov TEPIANEHEVTO LoVadIKO avoyVOPIGTIKO KOSIKO.

18. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANATNQXIMA AITO
TON ANOPQIIO

PC
SN
NN
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ENAEIZEIX IOY IIPEIIETI NA ANATPA®ONTAI XTHN ENATIAMEXH XYXKEYAXIA

KAPTEAA

1. ONOMAZXIA TOY PAPMAKEYTIKOY ITPOIONTOX

AUBAGIO 7 mg emkaAvppéva pe Aemtd vuévio diokio
TEPLPAOLVOLION

2. YYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

Kda0e d1okio mepiéyetl 7 mg TEPIPAOVVOUIONG.

3. KATAAOTI'OX EKAOXQN

Eriong mepi€yet: Aaktoln. BA. @OAL0 0dnyLdv ypnong ylo TepLocOTEPES TANPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

28 EMKOAVUUEVO UE AETTTO DUEVIO OloKio

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote T0 PUALO 0NV YPAONG TPV O T YPNOT).
Ao oTtOHaTOC YpNOT

Hpepohoylakég nuépeg
Agv.

Tp.

Tet.

ITép.

Iap.

2ap.

Kop.

[Tepiocotepec TANPoPOpies oyeTiKd e To Aubagio
Na copmepiinefel kodkoc QR + www.qr-aubagio-sanofi.eu

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITAIATA

Na puAdooetor og 06om, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.

‘ 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EYX)

‘ 8. HMEPOMHNIA AHZHX
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AHZEH

9. EIAIKEX XYNOHKEX OYAAZEHX

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTOQN ®APMAKEYTIKOQN IPOIONTQN 'H TON YIIOAEIMMATOQN
ITOY ITPOEPXONTAI AITIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Sanofi Winthrop Industrie
82 avenue Raspail

94250 Gentilly

FoAia

‘ 12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

‘ 13. APIOMOZX ITAPTIAAX

MMoptida

‘ 14. TENIKH KATATAZH I'TA TH AIAOEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. ITAHPO®OPIEX XE BRAILLE

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX IIOY PEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAH I'TA KAPTEAA

1. ONOMAXIA TOY PAPMAKEYTIKOY ITPOIONTOX

AUBAGIO 7 mg

‘ 2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

‘ 3. HMEPOMHNIA AHEHX

AH

[1]

H

4. APIOMOZX ITAPTIAAX

Moptida

S. AAAA XTOIXEIA
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

AUBAGIO 14 mg emxoivppévo, pe Aemtd vpévio dtokio
TEPLPAOLVOLION

2. YYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

Ka0e diokio mepiéyet 14 mg teprprovvouionc.

3. KATAAOI'OX EKAOXQN

Eniong mepiéyet: Aoxtoln. BA. @OAL0 00ny1dV ¥pHoNG Y10 TEPLGCOTEPES TATPOPOPIES.

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

14 emucoioppévo pe Aemtd vuévio diokio

28 emKAAVUUEVA [LE AETTTO VUEVIO dloKia

84 (3 xoptéreg TV 28) eMKAAVUUEVA e AETTO DUEVIO SLOKIOL
98 (7 xaptéleg tv 14) emkadvppéva e Aemtd VUEVIO dloKia
10x1 emkaAvppévo e Aemtd VUEVIO O16Ki0

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote T0 PUALO 0NV YPIONG TPV O TN YOPNYNON.
Ao otoHaTOC YpNOT

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puAdooetol og 06om, TV onoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.

‘ 7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIX), EAN EINAI ATTAPAITHTH(EYX)

‘ 8. HMEPOMHNIA AHZHX

AHEH

9. EIAIKEY YYNOHKEX OYAAEHX
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10. TATAITEPEX ITPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON ‘H TON
YIHOAEIMMATQN ITIOY NPOEPXONTAI ATIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAIT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Sanofi Winthrop Industrie
82 avenue Raspail

94250 Gentilly

ToAAia

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/13/838/001 14 éwokia
EU/1/13/838/002 28 Siokia
EU/1/13/838/003 84 diokia
EU/1/13/838/004 98 iokia
EU/1/13/838/005 10x1 dwokio

13. APIOMOX ITAPTIAAX

TToptida

‘ 14. TENIKH KATATAZH I'TA TH AIAOEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TNAHPO®OPIEX XE BRAILLE

AUBAGIO

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A160106T0TOC YPOUU®TOS KddKaG (2D) mov gépel Tov TEPIANPOEVTO LOVOITKO OVOyVOPIOTIKO KOOTKO.

18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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ENAEIZEIX IOY IIPEIIETI NA ANATPA®ONTAI XTHN ENATIAMEXH XYXKEYAXIA

KAPTEAA

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

AUBAGIO 14 mg emxoivppévo, pe Aemtd vpévio dtokio
TEPLPAOLVOLION

2. YYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

Ka0e diokio mepiéyet 14 mg teprprovvouionc.

3. KATAAOI'OX EKAOXQN

Eniong mepiéyet: Aoxtoln. BA. @OAL0 00ny1dV ¥pHoNG Y10 TEPLGCOTEPES TATPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

14 emkaAvpuéva pe AETTO DUEVIO dloKio
28 emKAAVUUEVA [LE AETTTO LUEVIO dloKia

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote T0 PUALO 0ONYIOV XPNOTG TPV 0T TN YOPNYNOT.
Ao otoHaTOC YpNOT

Huepoloylaxég nuépec
Agv.

Tp.

Tert.

Iep.

Iop.

Zap.

Kwvp.

[Teprocotepec TANPOPOpies oyeTIKd e To Aubagio
Na cvopmeptinefei kmdkoc QR + www.gr-aubagio-sanofi.eu

6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO

AEN ITPOZETITIZOYN TA ITAIAIA

ITPOION ITPEITEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIMTOYN KAI

Na pvidcoetal o€ BEom, TNV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALdd.

‘ 7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX
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AHZEH

9.

EIAIKEX XYNOHKEX OYAAZEHX

10.

IAIAITEPEX ITIPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN ‘H TOQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, E@OOXON AIIAITEITAI

11.

ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Sanofi Winthrop Industrie
82 avenue Raspail

94250 Gentilly

FoAia

| 12.

APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

| 13.

APIOMOZX ITAPTIAAX

MMoptida

| 14.

I'ENIKH KATATAZH I'A TH AIAOEXH

| 15.

OAHT'TEX XPHXHX

| 16.

INAHPO®OPIEX XE BRAILLE

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

18.

MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANATNQXIMA AITIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX IIOY HPEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

KYYEAH MONAAQN AOXHX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

AUBAGIO 14 mg dioxia
TEPLPAOVVOION

2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Sanofi Winthrop Industrie

3. HMEPOMHNIA AHEHX

AHEH

4. APIOMOZX ITAPTIAAX

Moptida

5. AAAA XTOIXEIA
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EAAXIXTEX ENAEIZEIX IIOY PEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

KYYEAH I'TA KAPTEAA

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

AUBAGIO 14 mg

‘ 2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

‘ 3. HMEPOMHNIA AHEHX

AH

[1]

H

4. APIOMOZX ITAPTIAAX

Moptida

S. AAAA XTOIXEIA
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B. PYAAO OAHI'TQN XPHXHX
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@vAiro oonYLOV ypions: IIinpoopics Yo Tov a.60evi)

AUBAGIO 7 mg emxaivoppéve pe Aertéd vpuévio dokio
AUBAGIO 14 mg semxoloppéva pe Aewt6 VUEVIO O16Kia
TEPLPAOLVOLION

AwPacte TPOGEKTIKA 0AOKAN PO TO PVAAO 0ONYIAOV YP1|ONG TPV UPYICETE VU TAIPVETE AVTO TO

PaproKo, O10TL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 GUG.

- dordEte avto To EOALO 0dNYIBV Yprone. Towg ypelaotel va to dofdcete Eavda.

- Edv éxete mepartépo amopieg, p@INGTE TOV Y1OTPO 1] TOV PAPLOKOTOLO GOGC.

- H ocvvtayn yv avtd 10 appoko yopnynnke omokAEloTiKd Yio 6oc. Aev TPENEL Vo SMGETE TO
@apuako o€ GArovc. Mmopel va Tovg Tpokarésetl PAAPN, axoOpa Kot OTav To, oNUEiR TNG
aoBéveldc Toug tvar 1010 e ToL KA oo,

- Edv mopatnpnoete kamoto avemBOun evépyela, EVNUEPDOTE TOV YIOTPO 1) TOV POPLOKOTOLO
c0G. Avtd 1oyvel kat yo Kabe mhoavn avemBOunt evEPYELD TOV JEV OVAPEPETOL GTO TAPOV
@OALO 0ONY1DV ¥prone. BAéme mapdypago 4.

T epréyeL 1o Tapov GUAA0 00N YLOV

Tt etvan to AUBAGIO xon wota givor ) yprion tov

T npéner va yvopilete npv ndpete to AUBAGIO
[og va mépete To AUBAGIO

[MBovég avemBOuntec evépyeteg

[ag va purdaccete to AUBAGIO

[Tepreydueva g cLoKEVOGING Kol AOUTEG TAT|POPOPIES

SN AL =

1. T eivar to AUBAGIO kot woa gival 1 gprjon tov

T eivar to AUBAGIO

To AUBAGIO mepiéyet t dpaotikn ovcia tepipAovvopion, 1 onoia gival Evag ovosopuBioTikdg
TOPAYOVTOG KOL TPOGUPUOLEL TO AVOGOTOMTIKO GUGTNLLO Yl VO TEPLOPICEL TNV ENiBecT) TOV GTO
VEVPIKO GUGTNLL. .

owa givar 1 gprion Tov AUBAGIO
To AUBAGIO ypnoipomoteital yio Ty avTILETOTION EVAAK®V, KoOMG Kol Toudimv Kot prifov
(mAciog 10 eT@v Ko dvo) pe vroTpomidlovsa dtaAieimovoa moAlamAY okAfpovor (T1X).

Th givan ) ToOAAOTAN] GKATpLOVOY

H IIX givan puor pokpoypovia acBéveln tov Tpocfiriel 1o kevipukd vevpikod cvotnua (KNX). To KNZ
TEPIAOUPAVEL TOV EYKEPOAAO KOl TO VOTLOLO0 PVEAD. ZTrV TOAAATAT] GKA|PLVGT|, TO TPOCTATEVTIKO
nepifAnpa (mov ovopdleton puehivn) yopw amod ta vevpa tov KNE katactpépetar and eAeypovn. To
QOVOLEVO OVTO OVOUALETOL ATTOUVEAIV®OGT). AVTO OTOTPETEL TO, VEVPO, OO TO VO, AELTOVPYHGOVY
oWOoTA.

Ta dtopa pe vIoTPomALoLGa LOPPT TOALUTANG CKANPLVONC ELPAVICOVY EMOVAAAUPAVOUEVEG KPIGELS
(VTOTPOTES) LE PVOIKA CLUTTAOUATO TTOL TPOKOAOVVTOL OO TNV KOKN AEITOvpYin TV VELP®Y Tovs. Ta
GUUTTOMOTE 0VTE TOKIAAOLY 0td 0oBeviy o asBevn], aAAd cuviBm¢ TepAapavouv:

- OVGKOALD GTO TEPTTATILLOL

- TpoPApaTE OPOCTG

- TpoPA LT 1IGOPPOTIaG.

Ta cvuntopato evogyetal vo eEapavioTovy TeEAEimg LETA TO TEAOG TOV EMEIGOSIOV VTOTPOTNG, AAAA
HE TNV TAP0od0 TOL YPOVOV, KATOL TPOPANHOTO EVOEYETOL VO TAPAUEVOVV UETAED TMV VTOTPOTMV.
AVT0 pmopel Vo TPOKAAEGEL COUATIKES avammpieg wov evdgyetal va ennpedlovy Tig Kadnueptvég cog
dpaCTNPLOTNTEC.

og opa to AUBAGIO
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To AUBAGIO Bonbdel 610 vo TpocToTéWeL TO KEVTPIKO VEVPIKO GUGTNLA 0td TG EMBEGELS 0O TO
OVOCOTOINTIKO GVOTN A, TTeplopilovtag TNV aENGT OPIGUEVMY AEVKOKVTTAP®Y (AELLPOKVLTTAP®V).
Av10 mepropilel T eAeypovn mov odnyel oe PAGPN TV vebpov oty 11X,

2.

Tvpéner va yvopilete npwv mapete o AUBAGIO

Mnyv népete To AUBAGIO:

0€ MEPIMTO®ON GALEPYIOG OTNV TEPLPAOVVOUION 1) GE OTOLOONTOTE GALO 0T TO GLGTATIKG CVTOD
TOV PAPUAKOL (CVOPEPOVTOL GTNV TOPAYPAPO 6),

eqv €xete eppavioetl ToTé cofapod deppratikd eEAvON A 1] ATOAETIOT OEPUATOG, POVOKAAEG KOUT
TANYEG GTO GTOUO, LETA TNV ANYT TEPLPAOVVOUIONG 7 Ae@AOLVOUIOTG,

€dv €xete coPfapd TPOPANUATO GTO GUKMTL,

€dv elote £ykvog, vopilete 611 pmopei va eiote £ykvog 1 edv Onidlete,

€av €xete coPfapd TpOPANUa, TO 0moio enNPEALEL TO AVOGOTOINTIKO GOG GVGTNUA .Y, CUVOPOLO
emiktn g ovocoavendpkelag (AIDS),

eaqv &yete coPapd TpoOPANUa oTo HLELD TV 0GTMV 1 €dv £xeTE YaUNAO apBud epubpov 1
AEVK®V OUOGPAPIOY GTO Oipa 6o 1| LELOUEVO optOUd apoTeTaAiwY,

€av vogépete amd coPfapn Aoiuwén,

e €xete cofapd TPOPANUATO GTOVG VEQPOVG, TO, OTTOIN ATanTOVV alloKabapon,

€ €xete TOAD YOUNAQ EMIMESA TPOTEIVOV GTO Aipld 00 (VTOTPWTEIVOLUIDL),

Edv dev elote PéPatot, amevbuvieite 6Tov Y10TpO 1 TOV QUPLOKOTOLO GOC TPV TAPETE QLTO TO
(APLOKO.

IIpogidomoun|oelg kKo TPoPLAGEELS
AmevBuvleite oTov Y10Tpd 1 TOV PoproKoTold cog Tpotol mtapete 10 AUBAGIO gdv:

€xete TPOPALOTA LE TO CUKAOTL 1/KOL EQV TIVETE PEYOAEG TOCOTNTEG OVOTVELUATM®ODVY. O
YTpog 6ag Oa TPOYUATOTOMGEL EEETACELS QULOTOG TTPLY KO KOTA T SIUPKELN TNG AYWOYNG
TPOKEWEVOL VO, EAEYEEL TO TOGO KA Agttovpyel To cukMTL Goc. Edv o1 e€etdoeic dei&ovv OTL
VRLAPYEL TPOPANLO LLE TO CUKMTL, O YIULTPOG EVOEYETAL VO SIUKOWYEL TNV AYWYT GOG LLE TO
AUBAGIO. ITapaxarobdpe dapdote v mapdypapo 4.

&xete vyMAN aptnplaxy tieon (vaéptacm), eite avT EAEYYETAL LUE PapuaKa, eite Oyt To
AUBAGIO pmopei va mpoxarécel avénomn g aptmplokng mieong. O ylatpdg cog Oa eAéyyel tnv
apTNPLOKN oag mieomn Tpwv amd Vv Evapén g Bepaneiog Kot 6T GUVENELD TOKTIKG.
[Mopakarovue dwopdote v Tapdypago 4.

&yete kamowo Aoipwén. [pw napete to AUBAGIO, o yotpog cag 0o emPefoidoet 0Tt 10 aipa
o0G TEPLEYEL UPKETA AevKd apospaipta kot apometdia. Kabmg to AUBAGIO peudvet tov
aplBpd TV AEVKOKVLTTAP®OV GTO AL, OVTO EVOEYETAL VO EXNPEACEL TNV KAVITNTA GO VL
Kkatamolepnoete T Aoipmén. O yiotpog cag evogyetar vo oag vToPaAetl o€ eEETACELS OUIOTOG
TPOKELEVOL VoL EAEYEEL TOV aPtOUO TV AEVKOKLTTAP®Y GaG £6v vouilete dtt £xete kKdmol
Aotpwén. Ot Aodéetg amd tov 16 Tov £pmnto, cuurepthapfavopévou tov entyeihov épmnra M
Tov £pmnto (ootnpa (Aoipmwén amd tov 16 TG avepevioyldc- épmnta {owotmpa (VZV) ctoug
EVINAIKEG) UImopel Vo ELQavioTovV pe T Bepameio pe TepLpAOVVOUION. € OPIGUEVES
TEPUTTAOCELS, EXOVV ELPAVIOTEL COBOPES EMTAOKEC. B0 TPEMEL VOL EVILLEPDTETE UUECHOC TO
YTPO GOG GV VTOYIALESTE OTL £XETE CLUTTOMOTO AOUDEEDY Ald TOV 10 TOL EPANTA.
[Mopakarovpe dwofdaote v Tapdypago 4.

éxete coPapéc depUATIKEG AVTIOPAGELC.

€YETE AVOMVEVLGTIKA GUUTTMOLLOTOL.

éxete aduvapio, LovdlooU Kot TOVO 6T XEPLOL KOt T TOJLM.

TPOKELTOL Vo EUPorlocTEiTE

naipvete Aeprovvouidn pe to AUBAGIO.

aAralete aywyn and | o AUBAGIO.

eav mpoketol va vroPAndeite oe kdmola 101KN arpatoloyikn e&€taon (emmédov acPeotiov).
Y7rapyet ThoavotnTe, ESQUAUEVNG AVIXVELONC YOUNADY ETTES®V 0oPeCTIOV.

Evnuepoote tov yiotpd 1 10V @OpLOKOTO0 GOGC:
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- elv eupavioete deppaTIKE EAKN 1] TOPOVCIACETE LELMUEVT] ETOVAMOT) TPAVUOTOC EVD AAUPAVETE
Oepamncio pe to AUBAGIO.

- &Gv mpokertan va vtoPAndeite 1| Exete vToPAnOel Tpdopata oe peilova yepovpyIKn enEPPacn, M
€dv e€aorovbeite va €xete UN-EMOVAOUEVO TPADU LETA A0 YEPOLPYIKT EXEUPaCT], KaBmG TO
AUBAGIO pmopet va ennpedost tnv emoOA®o™ TPadUOTOC.

AvT10pdosic 06 T0 BVATVEVGTIKG GVOTN N
Evnuepaote tov y1otpod dv Exete avaitio frya kot duemvotla (duokoiio otnv avamvor). O yiatpdc
umopel va Kével GOUTANPOUATIKEG eEETAOELS.

Moword kon £pnpor
To AUBAGIO d¢gv mpoopiletar yia ypnon o€ maidid nikiog Katw tov 10 etmv, kabng dev Exet
peAetnfei o acbeveig pe 11X o oot TV NAKLOKT OUAda.

O1 TpOEIBOTOINGELS KOl TPOPLAGEEIC TOV OVAPEPOVTUL TTUPOTAV® 1GYVOVV Kol Yol To, Toididt. Ot

akolovbec TANPoPopieg eivorl oNUAVTIKEG Y10 T TOLdLA KO TOVG PPOVTILGTES TOVG:

- QAEYHOVT TOV TaykpENTog £xEl Tapatnpndel og acbeveic mov ElaPav teprtprovvouion. O
YTPOG TOL Tod100 oag UTOPEl Vo Tparyatonomoet eEeTdoelc aipatog yio va eréyEel
Agrtovpyio TOL TOYKPEATOC,

Alha gappoka kv AUBAGIO

Evnuepoote tov y10tpd M TOV QopLOKOTOLd GOG EAV TOIPVETE, £YETE TAPEL TPOGPATO 1] LTOPEL VO

ndpete GALa PApHOKA. e AVTA TEPILOLPAVOVTOL KoL PAPHLOKO TTOV XOPTYOUVTUL XMPIG 10TPIKN

cuvtayn.

Iowaitepa, evnuep®GTE TOV YLOTPO 1| TOV PAPUAKOTOLO GaG EAV AUUPAVETE OTOL0ONTOTE Od TOL

TOPUKATO:

- Aeplovvouion, peBotpegdtn Kot GAho eAappokae Tov EXNPEGLOVY TO OVOGOTOTIKO GOGTN L
(ovyvé ovopdlovtal 0vOGOKOTAGTAATIKA 1] AvOCOPPLOIGTIKG GapLLoKa)

- PLPAUTIKIVY (QAPLOKO TTOVL YPNGUOTOLEITAL Y10 TV OVTIIUETMOTION TNG PLLOTIOONS Kol GAA®Y
AodEemV)

- kapPapalenivn, eavofapPitdin, eotvutoivn yio eminyio

- Yrepikod (Bdioapo Tov St John) (éva QUTIKO avTIKOTOOMTTIKO QAPILOKO)

- pemayAldivn, moyAtalovn, vateyAdivn 1 pootyArtalovn yio dtafntn

- daovvopovpumikivr, doEopovpumikivn, TakAMTAEEAN 1 TOTOTEKAVY Y10 TOV KOPKiVO

- d0VAOEETIV Y100 TNV KOTAOALYT, TNV OKPATELD OVP®V 1) GE VEPPIKT VOGO GTOLG d10PNTIKOVG

- OAOGETPOVT] Y10, TNV OVTILETMTIOT TNG GoPapnG d1ipPoLog

- Beo@uAAivn Yo T0 Gobpa

- TiICovidivn, £va Loy orlapoTikd

- Bappapivn, £vo aVTITNKTIKO TOL YPNCUOTOLEITUL Y10 TV 0POiMGCT) TOV GiL0TOg Y10, TV
aropuy" Bpdpupov aipatog

- O7tO TOL GTOUATOG OVTIGCVAANTTIKG (oL TEPLEYoLV aftvLAOIGTPASIOAT Kot AePoVopPYETTPELN)

- KeQaKAOPN, Bevivlomevikiddivn (mevikiddivny G), cumpoprolacivn yio AoUdEELS

- woopebaxivn, ketompopaivn yio Tov TGvo N T AEYHOVI

- (POVPOGEUION Y10 KAPOLOKT VOGO

- olueTdivn yio T ueimon Tov yaoTpikol o&éog

- {oPovdivn yuo ™ Aoipmén amd tov HIV

- pocovfactativy, oiufactativn, atopfactativy, Tpafactativn Yoo TNV VITEPYOANGTEPOANLIN
(oymA xoAnoTEPOAN)

- coVA@acoralivr, Yio T PAEYLOVAOIT VOGO TOV EVIEPOL 1) T PELHOTOEWT| apBpitida

- YOAEGTLPALIVT YL TV VYNAT YOANCTEPOAN 1] OVOKOVPLON Ot TN Paryovpa o€ acEvela Tov
GLK®OTION

- EVEPYOTOMUEVO GvOpaKa Y1 TN HEIOT) TNG ATOopPOPNONG PUPUAK®OVY 1 GAA®DY OLGLDV.

Kdnon kot Onraocpog

Mnyv népete 10 AUBAGIO edv glote ykvog 1 edv vopilete 6t umopet va eiote £ykvog. Edv siote
éyikvoc 1 peivete €ykvog oto dtdotna mov maipvete 1o AUBAGIO, vrapyet avénuévog kivouvog 1o
nwpod cag va yevwnbei ue ovyyeveig avoporiec. Ot yovaikeg oe avamopoy®ytkn nAtkio dgv mtpémet va
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AGUBEVOLY VTO TO PAPLAKO YWPIG VO YPNOILOTOLOUV AELOTIOTEG LEBOIOVE aVTIGVAANYNG. Edv N
KOPN c0¢ PTAcEL TNV EPpnvo pvon evod maipvel to AUBAGIO, Ba mpénetl va eviUep®GETE TO YLOTPO
Y T0 010G Oa TapEyel &EOIKEVIEVT] GUUPBOLAEVTIKY] GYETIKA UE TNV OVTIGCVAANYT Kol TOUG THAVOLG
KIvdUVOLG G€ TEPIMTMOT] EYKLUOGUVNG.

Evnuepdote 10 y10tpd G0¢ €0V OKOTMEVETE VO LetveTe £€yKvog PETA TN dtakomn NG Bepameiag pe
AUBAGIO, ko8¢ mpénet va Pefarmbeite 6TL T0 TEPIOGOHTEPO IO AVTO TO PAPLOKO EXEL PVYEL OO TO
oMo TPV EMLXEPNCETE va peivete £ykvoc. H amofoAr g 0paoTiKig 0vciag EVOEXETOL VO, OTALTHOEL
¢m¢ 2 ypévia Yo vo oo uPei puoetoroyikd. O ypovog prmopel vo ehattmbel o Ayec efdoudoeg pe
AMYM oplopEVEV PapUdK®V oV emttayvvouy v anofoin tov AUBAGIO amnd to coua cog.

X ka0 mepintwon, npénel va emPeforwbel pe e€€taon aipotog 6TL 1 SpAcTiKn ovoia £xel
ToUaKPLVOEL EMAPKDOC 00 TOV 0PYOVIGUO oag, VG amotteitat ) emPBePainon Tov Bepdmovtoc
ywtpov 61t ta enineda tov AUBAGIO o710 aipo givar apketd yopunAid TpoKeUévov va ErTpanel 1
TpooTadeln eniTELENG EYKLHOGVUVIG.

IMa neprocdtepeg TANPOPOPIEC GYETIKA UE TNV EpYacTNPLoK EETaoN, TapakaAeichs va
EMKOWVMVNGETE UUE TO YLOTPO GOG.

Edv vroyidleote 011 elote £ykvog evad AouPavete to AUBAGIO 1 katd ta 600 £t petd tn S1oKonn
™g ayoyngc, tpénet va drakoyete o AUBAGIO kot va emKOtvoviGETE e TOV Y10TPO GO GUEGA Y10
va 60g Yivel 1eoT gykvpocvvne. Edv n e&étaon emiPePormoet O6ti giote £YKVOG, 0 Y1I0TPOG GG UTOPEL VOl
GOG TPOTEIVEL OywYN LE OPIGUEVA PAPLLOKA Y10 VO ATTOUOKPVVEL TaXEMG Kot emapkd To AUBAGIO
oo TO MU GG, 0POoV aVTd Ba petdoet Tov Kivouvo yia To pwpd cag.

AvVTIGOAANYM
IIpénet va ypnolponoleite KAmolo amoTeEASSHOTIKN HEDBOSO AVTICVAANYMG KOTA TN O1dpKeELd TG

ayoyng e AUBAGIO kot petd omd avti. H tepiplovvopion mapopével 6to aipo cog yuo peylo
YPOVIKO SLACTNUA LETA TN SLKOT TNG ANYNG TNG. ZVVEYIOTE TN (PNOT) AMOTEAEGUOTIKNG
owucv?»?mwng HETA TN dtokomn NG Bepomeiag.
Yvveyiote péypt ta eninedo tov AUBAGIO oto aipo cog vo 9Tacovy 6g apketd younid
enineda - avto Ba to eAéyEel o YiaTpOg oag.
- MuoTe pe ToV Y1aTpo Gog yio. T HEB0d0 avTIGOAANYNG TToL gival KAADTEPT Yo TV TEPITTOON
o0g, Kobmg kot og omoladnmote AV avdykn yio. aAlayr Tng uebodov avTiGOAANYNMC.

Mn AapuPavete to AUBAGIO otav Onralete, agod 1 Tep1oA0LVOUIdT TEPVE GTO UNTPIKO YOO,

001yN o1 Kot LEPIOROS PNV LATOV

To AUBAGIO pmopei va cog mpokaiécset {OAN, 1 0ol EVOEYETUL VAL EXNPEATEL APVNTIKA TNV
KOVOTNTO GLYKEVTPMONG Kot ovTidpaong cag. Edv adg emnpedlet, unv odnyeite kot un yepileote
LoV Lot

To AUBAGIO rmgpiéyer Aaxtoln
To AUBAGIO mepiéyet Aaxtoln (éva €idog caxydpov). Edv o yiatpog cag, GAc evUEPOOE OTL EYETE
dvoaveéio g OpIoUEVH GAKYUPO, ETUKOWVMOVIOTE LE TOV YIOTPO UG TTPLV TAPETE OVTO TO PAPLOKO.

To AUBAGIO ngpiéyer vatpro
To @appaxo ovtd mepiEyel Arydtepo and 1 mmol varpiov (23 mg) avd diokio, eivarl avtd mov
ovopdlovpe «erebBepo vatpiovn.

3. o va wapete To AUBAGIO

H ayoyn pe to AUBAGIO 6a wpayuatomoteitot vwd v emifreyn ylotpod mov Exel eumelpio oty
AYOYN TNG TOAALUTANG GKANPLVOTG.

[Tévtote va TaipveTe TO GAPUOKO AVTO AVGTNPE GOUPMOVE LE TIG 00T YIiES TOVL YloTpoL coc. Edv €xete
apQPoAiec, pMTAGTE TOV YUTPO GO,
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Evilkeg
H ovviotodpevn d6on gival éva diokio tov 14 mg nuepnoiog.

Howord kon Epnpor (Makiog 10 etV Ko Gvew)

H 660n e€aptdratl amd 10 copatikd Bapog:

- TToud1d pe copatikd Bapog dve tov 40 kg: éva diokio Tov 14 mg nuepnoing.

- Modd pe copotikd Bapog pikpotepo 1 ico pe 40 kg: éva diokio Tov 7 mg nuepnoing.

210 TodLd KoL TOVE EQNPOVG OV EMITLYYAVOLY 6TadEPS crouatikd Bapog v tmv 40 kg Bo doBovv
001yieg amd ToV yloTpd TOVG va petafovv og €va diokio tov 14 mg nuepnoing.

086¢/Tpdmog yopryNong

To AUBAGIO egivot yio a6 tov otopatog xprion. To AUBAGIO Aopfavetor kadnuepva o pio
nuepnota 6001, 0TOONTOTE MPA TNG NUEPUC.

To diokio pémet va Katamivetal oAdKANpo L Aiyo vepo.

To AUBAGIO pmopel va Anebet pe 1 yopig tpo@n.

Eav wapete peyorvtepn 666 AUBAGIO amd TV Kavoviki
Edv éxete mhpet mdpo modd AUBAGIO, karéote apécmc tov yuorpo cag. Evoéyetar va mapovcidoete
avemBounteg evEPYELES OUOLEG LE EKEIVEG TTOV TTEPLYPAPOVTAL GTIV TAPAYPOPO 4 TUPUKAT®.

Eév eyboete va mapete To AUBAGIO
Mnv ntapete SmAn 6661 Yo va. avorAnp®doeTe To diokio mov Eeydoarte. [1dpte Tnv emdpevn d6on cog
TNV TPOYPOUUOTIGUEVT DPOL.

Edv stopatiocere vo naipvere 1o AUBAGIO
Mn otopatioete va Aappavete 1o AUBAGIO kou pnv aAldéete T d00T GOG Y®PIG VO EVIUEPDOETE
TPAOTO. TOV YLOTPO GOG.

Edv éxete mepiocOtEpPEG EPOTNCELS GYETIKA LLE T YPNOT] AVTOV TOV PUPUAKOV, POTIOTE TOV Y10TPO 1)
TOV QUPULOKOTOLO GOG.

4. IIBavég avemBOUNTES EVEPYELES

Onwg 6ha Ta eApUaKa, £TGL KOL GVTO TO QAPUOKO LTOPEL VO TPOKAAEGEL AVETIOOUNTEC EVEPYELES, AV
Kot 6gv Tapovctdlovtal 6€ OAOLG TOVG AVOPMOTOVG,.

Ot ax6AovBeg avemBOUNTES EVEPYELES EVOEXETOL VO ELPOVIGTOVV LLE VTO TO PAPLLOKO.
YoPapéc avemBounTeg evépysieg

Opiopéveg avemBounteg evépyeteg Bo pmopodoay va eivar | va yivouv coPapés, edv eppavicete
OTOL0ONTTOTE OO AVTEC, EVIIUEPDGTE GUECMS TOV YIUTPO GUC.

Yoyvéc (umopel va eanpedoovy £mg 1 ota 10 dropa)

- QAEYLLOVT| TOV TOYKPENTOC TOL UTOPEL VO, TEPIAAUPAVEL CUUTTALOTO TOVOV GTNV KOIALOKT
Ydpa, vootio 1 EUETO (1] oCLYVOTNTA EIVOL CLYVY GE TULTPLIKOVS acBevelg kot oyt cuyvn o€
evnAKes aoBeveic)

Oy ovyvég (nmopei va emnpedocovy £mg 1 ota 100 dropa)

- OAAEPYIKES aVTIOPAGELG TOV UTopel va mepthapfdvouy copntdpota eEavOnuatoc, kKvidmon,
oldn o TV YEM®V, TNG YADGGOS 1 TOL TPOGMOTOL 1 E0PVIKT SVGKOAN GTNV AVaTVOon

- GOPOpPEC SEPLOTIKEG AVTIOPAGELS TOL UTOPEL VO, TEPTAOUPAVOVY CUUTTMOUOTO SEPLOTIKOD
eEavOMuotog, AVKTALVEG, TUPETO 1] EAKTN GTO GTOLN GOGC

- coPapéc Aouméelg 1 onyn (éva €idog g AoluwéEng dvvntikd ametintikd yio ) {on), ot omoieg
umopel va TEPILOUPAVOLY CUUTTOUOTO VYNAOD TUPETOV, TPEUOVAO, piyn, LEIWUEVT POT] OVPWV,
1 60yyLoN
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- QAEYLOVT] TOV TVELUOVOV TOV UIopel vo TEPIAaUPBEVOVY COUTTOUATO SVOTVOLG 1] ETILLOVO
Prio

Mn yvootég (1 cuyxvotnta dev pmopel va extiun el pe faon ta dabéoia dedopéva):

- cofapn NroTIKN) VOGS oL Uopel va TepIAaUBEvel GUUTTONOTO OTOC KITPIVIGLO TOV
OEPLATOG 1] TOL AEVKOV HEPOVE TV LUTLOV, OVPO TTLO GKOVPO 0Td TO PLGLOAOYIKS, aveEnyntn
vouTtio Kot EUETOG 1| TOVOG GTNV KO

AMLES avEMOVUNTES EVEPYELES UTTOPEL VO, TAPOVGIOCTOVV UE TIG AKOAOVOEG GUYVOTNTEG:

oAb ovyvég (evdéyetan va emnpedoovy meptocdtepa and 1 ota 10 dropa)

- ITovoképaiog

- Aldppoto, Taon yio EPETO

- AvEnon mc ALT (avénuéva eninedo opiopévov NTatik®v evEOUOY GTO Oia) Tov
dwmotdveton pe eEeTAoELg

- Aéntovon Tov Tpryov

Yoyvég (evoéyeton va emnpedoovy émg 1 ota 10 dropa)

- I'pinn, Lolpnwén Tov avATEPOV OVOTVEVGTIKOD GUGTAUATOC, AOTUMEN TOV OVPOTOINTIKOD
GUGTHIATOG, BPOYYITION, TAPAPPIVOKOATITION, TOVOAULLOG KOl SuGPOPiL KATH TNV KATATOOT),
KLOTITION, 10YEVIC YOOTPEVTEPITION, 000VTIKY AOTU®EN, AapLyyiTida, LUKNTINGT TOL TEAUNTOG

- Aodéetg amd tov 16 1oL £pmnTa, GUUTEPIMAUPAVOUEVOL TOV ENLXEIAMOL EPTNTa KOl TOV £PTNTA
Loompa (Aolpmén amd Tov 10 TG avepevAoyidc- Epmnto (ootpa (VZV) 6Toug eVAMKES) e
GUUMTOUOTA OTMG POVOKAAES, KAWILO, GayoVpa, LOVSIOGHA 1] TOVO GTO dEpLA, GLVIOWS OTN
pio TAevpd TOV AVEO PEPOVE TOV GMLOTOC 1) TOV TPOGMTOV, KOl AAAN GUUTTOUOTA, OTMG
TLPETOG KoL advvapia.

- Epyoomplaxég tipég: “Eyxel mapatnpnOei pe e€etdoelg pio peimon tov aptfpod tov
epLOpAOV KLTTAPOV (avorpia), aAALAYES OTIG EPYOCTNPLOKES TILES TMV OEIKTMV TOL NTOTOG Kot
TV Aevkokuttapmv (PA. mapdypaeo 2) kabmg eniong kol avénoels oe Eva poiko Evivpo
(xpeaTvoQ®GPOKIVACT).

- "Hmieg aAlepyikég avTidpaoelg

- AtioOnpa dyyovg

- Towmpata, advvapia, povdlacuad, aicOnuo popuNyKIAGHAToS 1 TOVOS 6T LEGN 1) 6TO TOd
(1oyodyin) - aicOnua LOLIACUATOG, KADGOV, LUPUNYKIAGUATOG 1] TOVOL OTIS TAAGIES KOl OTA
ddyTuAa (GVVOPOUO KAPTLOIOL COANVE)

- AicOnon tev ToApdv cog

- AvEnom g aptnplakng mieong

- "Epetog, movodovtog, GAyog dvm KOIAOKNG YDPag

- E&dvOnua, axpm

- [T6vog oToVG TEVOVTEC, TIG APBPMOOELS, TO KOKKOAM, HVTKOC TOVOG (LVOGKEAETIKOC TOVOC),

- Avdyin v o0pnon cuyvoTtepn Ao TNV KOVOVIKN

- "Evtovn éuunvog pdon

- [T6vog

- "EAAenym evépyetag 1 aicOnom advvapiog (eEacbévion)

- Andreo fapovg

Oy ovyvég (evdéyetan va ennpedoovv €og 1 ota 100 dtopa)

Meimon tov apiBpov tev aiponetaiiov (Mmia Opoppforevia)

Avénuévn aicbnon 1 evaictnecia, Wiaitepa 6to 6€ppa, 0EDG TOVOG G Eva 1 TEPIOCOTEPA VELPQ,
TPOPANUATE 6T VEDPO TOV XEPLOV KUL TV TOSLDV (TEPLPEPIKT VEVLPOTADELD)

- Awrtopayés Tov oviywv, coPapés dEPUATIKEG OVTIOPACELS

- Metatpavpotikds ndvog

- DdLeyuovn Tov TayEog EVIEPOL (KOAITION)

- Yopioon

- ®leypovi ToV GTOUOTOC/ TOV XEMMDV

- Mn evoioloyika eninedo Amidinv 6To aipo
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Yravieg (evoéyetar va ennpedoovy ém¢ 1 ata 1000 dropa)
- ®leypovn M PAGPN oto map

Mn yvootég (1 ocvyvotnta dev pmopet va ektiun0el pe Paon ta dabéoipa dedopéva)
- Ilvevpovi vréptoon

Howra (mikiog 10 etV kKot dvm) kot Eenpor
Ot avemBOUNTEC EVEPYELEC TTOL AVAPEPOVTOL TOPATAVD 1GYVOVV KOl Y10. TO TTOALH KOl TOLG EQTBOVG.
O1 ax6AovOec TANPOPOPIES EIVOL OTULOVTIKES Y1 TO TOUSLH, TOVE EPNPOVE KOl TOVE PPOVTIGTEG TOVC:

Yoyvég (umopel va ermpedoovy émg 1 ota 10 dropa)
- DLeypovn TOL TOYKPEATOG

Ava@opd avemOOuNTOV EVEPYEL®OV

Edv mapotnpioete KAmota ovemiBuunTn evEPYeELd, EVILEPDOGTE TOV Y1aTPO coC. AVTO 1GYDEL KOt Yo
Kk&Be mBavi avemBOUNTN EVEPYELN TTOL dEV AVAPEPETAL GTO TOPOV PUALO 00Nyl Yprionc. Mropeite
emiong vo avopépete avemBOunTeg evEpYElEg omevbeing, HEG® TOL EBVIKOD GLOTIUATOG OVAPOPAS TOV
avaypaeetor oto [Hoapdptnua V. Mécwm g ovapopdc averiBountov EVEPYEIDV UTOPEITE Va
BonBnoete 6T GCLALOYN TEPIGGOTEPMV TANPOPOPLDY GYETIKA LLE TNV ACPAAELD TOV TOPOVTOC
POPUAKOL.

5. og va gvraccete 10 AUBAGIO

To @appako ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal OV TO POAVOLV TO TOdLA.
Na pn ¥pnoLomoteite avTd T0 GAPUAKO LETH TNV NUEPOUNVIL ANENG TTOV avVayPAPETOL GTO KOVTL KO
ot 0Nk petd v « AHEH». H nuepounvia ANéEng sivar 1 tekevtaio nUEPE TOV PNV TOL UVAPEPETAL
eKel.

Agv vtapyovv €1d1kéEG 0dMYieg dlatpnong Yol T0 TPOidy aTo.

Mnyv metdte APUOKO GTO VEPO TNG OMOYETEVOTG 1) OTA GKOVTION. POTNOTE TOV POpUOKOTOLO GOG V1oL
TO TG VO, TETAEETE TO PAPLLOKO TOV OEV YPNOomToLEite . Avtd o uétpa o fonbfcovy oty
Tpootacio Tov TepPaAlovoc.

6. Iepreydpeva TS CLOKELAGIOG KO AOTTEG TANPOPOPIEg

Tvgpréyer to AUBAGIO
H dpaoctikn ovoia givar 1 teprprovvopuion. Kabe diokio mepiéyel 14 mg tepiprovvopiong.

- AUBAGIO 7 mg emxaivppéva pe Aertd vuévio diokio
- Kdbe diokio mepiéyet 7 mg teprpAovvouionc.

- Ta dAra cvotoatikd gival Aaktoln Lovoddpikn , Gpvio apafocitov, KLTTOPIVY LUKPOKPLGTAAAKY
, QuoAo kapPoéupeBulimpévo vatplovyo (Timov A), VOPOELTPOTLAOKVTTAPIVT), LOYVICLOCTENTIKO
, VITPOUEAAON, Titaviov d10&eidio (E171), téhkng, moAvatBvdevoyivkdin 8000, Adka apytiovyov
wdwokappviov (E132) ko o1dnpov o&eidro kitpvo (E172) (BA. mapdypago 2 «To Aubagio
mePIEYEL AaKTOLNY).

- AUBAGIO 14 mg emkolvppéva pe Aewtd vuévio diokio
- Kabe diokio mepiéyel 14 mg teprpAovvouiong

= Ta dAla cvotatikd etvoar Aaktoln Lovoidpikn, GULAO apafociTov, KUTTaPivY IKPOKPUGTAAAIKY,
aporo kopPoéopebviiopévo vatplovyo (Tomov A), VOPOELIPOTLAOKVTTAPIVY, LAYVOLO GTEATIKO,
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VIPOUEAAOLN, TrTtaviov d10&eidio (E171), Tdikng, moAvatBuievoyivkoin 8000, Adka apyilodyov
wowokapuwviov (E132) (BA. mapdypago 2 «To Aubagio mepiéyet Aaktolny).

Epg@davion tov AUBAGIO kot wepieyopeva TG 606KELOGING

AUBAGIO 7 mg emaivppévo pe Aentd vuévio diokio (diokia)

Ta emucodoppéva pe Aemtd LUEVIO d1oKia VAL YPOUATOG TTOAD OVOLYTOV TPAGIVOTOV-YOAALOTOV YKPL
£0¢ avoLYTOV TPACIVOL-UTAE, CYNUOTOC EE0YMVOL, LLE AMOTOTTOUO 0T Mo TASLPE («7») Kot
YOPAYLUEVO TO AOYOTLTO TNG ETAUPELNG OTNV AAAN TAELPAL.

Ta AUBAGIO gmikohivppéva pe Aemwto vpévio diokio tov 7 mg dtotifevton 6€ KouTid amd yopToVL TOL
neP1EYovV 28 dokio 6€ KAPTELEC UE EVODMUUTMOUEVEG KOYEAEC.

AUBAGIO 14 mg gmikoloppévo pe Aemtd vpuévio diokio (Siokior)

Ta emkaivppéva pe Aemtd vuévio diokio lval YpOUOTOG avolyTol UTAE £mG YOAALIOV, TEVTUYMVIKOD
GYNMOTOC, e AmOTOTTOMO 0T pio TAELPd («14») Kot yapayuévo To AOYOTUTO TNG ETALPEING OTIV GAAN
TAgLPAL.

Ta AUBAGIO 14 mg emikaAvppévo pe Aentd vuévio dtokio dtotifevtol o€ KouTid amd yoptdvi Tov
TEPLEYOLV:

- 14, 28, 84 ko 98 diokio o8 KAPTELEG UE EVOOUATOUEVES KOYELEC

- 10x1 diokio og dLaTPNTEG KOYEAEC, LOVAd®Y OOCTG.

Mmropei va, unv KoKAOPOPOUV OLEG 0L GLUOKEVAGIES.

Karoyog Aderag Kvkhogopiog
Sanofi Winthrop Industrie

82 avenue Raspail

94250 Gentilly

ToAAia

IHopaockevaotig

Opella Healthcare International SAS
56, Route de Choisy

60200

Compiegne

TaAhio

Sanofi Winthrop Industrie
30-36, avenue Gustave Eiffel
37100 Tours

TaAhio

T"a omoladnmote TANPOPOPIL GYETIKA LLE TO TOPOV PAPULOKEVTIKO TPOidV, TapaKaAeiche va
amgvBuvbeite 6TOV TOMIKO AVTITPOGMITO TOV KATOYOL TNG AdEWNG KVKAOPOpPIag:

Belgié/Belgique/Belgien Lietuva

Sanofi Belgium Swixx Biopharma UAB

Tel/Tél/Tel: +32 (0)2 710 54 00 Tel: +370 5 236 91 40

Bbnarapus Luxembourg/Luxemburg

Swixx Biopharma EOOD Sanofi Belgium

Ten.: +359 (0)2 4942 480 Tél/Tel: +32 (0)2 710 54 00 (Belgique/Belgien)
Ceska republika Magyarorszag

Sanofi s.r.o. SANOFI-AVENTIS Zrt.

Tel: +420 233 086 111 Tel: +36 1 505 0050
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Danmark
Sanofl A/S
TIf: +45 45 16 70 00

Deutschland

Sanofi-Aventis Deutschland GmbH
Tel.: 0800 04 36 996

Tel. aus dem Ausland: +49 69 305 70 13

Eesti
Swixx Biopharma OU
Tel: +372 640 10 30

EALGoa
Sanofi-Aventis Movonpocwnn AEBE
TnA: +30 210 900 16 00

Espaiia
sanofi-aventis S.A.
Tel: +34 93 485 94 00

France

Sanofi Winthrop Industrie

Tél: 0 800 222 555

Appel depuis I’étranger: +33 1 57 63 23 23

Hrvatska
Swixx Biopharma d.o.0.
Tel: +385 1 2078 500

Ireland
sanofi-aventis Ireland Ltd. T/A SANOFI
Tel: +353 (0) 1 403 56 00

Island
Vistor ehf.
Simi: +354 535 7000

Italia
Sanofi S.p.A.
Tel: 800536389

Kvbmpog
C.A. Papaellinas Ltd.
TnA: +357 22 741741

Latvia
Swixx Biopharma SIA
Tel: +371 6 616 47 50

Malta

Sanofi S.r.1Tel: +39 02 39394275

Nederland
Sanofi B.V.
Tel: +31 20 245 4000

Norge
sanofi-aventis Norge AS
TIf: +47 67 10 71 00

Osterreich
sanofi-aventis GmbH
Tel: +43 180 1850

Polska
Sanofi Sp. z 0.0.

Tel: +48 22 280 00 00

Portugal

Sanofi - Produtos Farmacéuticos, Lda

Tel: +351 21 35 89 400

Romaénia
Sanofi Romania SRL
Tel: +40 (0) 21 317 31 36

Slovenija
Swixx Biopharma d.o.o0.
Tel: +386 1 235 51 00

Slovenska republika
Swixx Biopharma s.r.o.
Tel: +421 2 208 33 600

Suomi/Finland
Sanofi Oy

Puh/Tel: +358 (0) 201 200 300

Sverige
Sanofi AB
Tel: +46 (0) 8 634 5000

To wapdv @UAA0 00N YOV YpioNS avaOe®P1)ONKE Y10 TEAELTUIO POPE GTIS

Alreg INYEG TANPOPOPLAOY

Aentopepeic TAnpoeopieg yio To pappoko avtd eivar dtabéoipeg otov dikTvakd TOTo ToL Evpmraikon
Opyaviopov @apudxov: http:// www.ema.europa.eu.
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Avtiypago Tov eUAALOD 001 YLDV ¥PNONG KOl TNG KAPTAG 0oBeVODS e TANPOPOPIES YO TNV ACPAAELN
dwotifetan emiong otov Koo QR mov avapépetan TapaKaTm.

Noa copminpwbei kmdkdg QR + www.qr-aubagio-sanofi.eu

56


http://www.qr-aubagio-sanofi.eu/

	ΠΕΡΙΛΗΨΗ ΤΩΝ ΧΑΡΑΚΤΗΡΙΣΤΙΚΩΝ ΤΟΥ ΠΡΟΪΟΝΤΟΣ
	Α. ΠΑΡΑΣΚΕΥΑΣΤΗΣ(ΕΣ) ΥΠΕΥΘΥΝΟΣ(ΟΙ) ΓΙΑ ΤΗΝ ΑΠΟΔΕΣΜΕΥΣΗ ΤΩΝ ΠΑΡΤΙΔΩΝ
	Β. ΟΡΟΙ Ή ΠΕΡΙΟΡΙΣΜΟΙ ΣΧΕΤΙΚΑ ΜΕ ΤΗ ΔΙΑΘΕΣΗ ΚΑΙ ΤΗ ΧΡΗΣΗ 
	Γ.  ΑΛΛΟΙ ΟΡΟΙ ΚΑΙ ΑΠΑΙΤΗΣΕΙΣ ΤΗΣ ΑΔΕΙΑΣ ΚΥΚΛΟΦΟΡΙΑΣ
	Δ. ΟΡΟΙ Ή ΠΕΡΙΟΡΙΣΜΟΙ ΣΧΕΤΙΚΑ ΜΕ ΤΗΝ ΑΣΦΑΛΗ ΚΑΙ ΑΠΟΤΕΛΕΣΜΑΤΙΚΗ ΧΡΗΣΗ ΤΟΥ ΦΑΡΜΑΚΕΥΤΙΚΟΥ ΠΡΟΪΟΝΤΟΣ 
	A. ΕΠΙΣΗΜΑΝΣΗ
	Β. ΦΥΛΛΟ ΟΔΗΓΙΩΝ ΧΡΗΣΗΣ



