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MEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Riluzole Zentiva 50 mg smikaAvppévo pe Aemtd VUEVIO d1oKia,

2. MOIOTIKH KAI MOXOTIKH XYNGEXH
Kdabe emkodvppévo pe Aemtd vuévio diokio mepiéyel S0 mg ptiovloANG.

IMa tov TAnpn kaTdloyo Tov ekddywV, PA. Tapdypapo 6.1.

3. OPAPMAKOTEXNIKH MOP®H

Emwcoioppévo pe Aemtd vpévio diokio
Ta diokia eivorl Koyogdovg oyNUATOC, AEVKA Kot yopayuéva, e Ty évoeién “RPR 202” ot pia
TAELPAL.

4. KAINIKEX IAHPO®OPIEX
41 OgpomevTikég gvositelg

To Riluzole Zentiva evdeikvoton yio Ty Topdtacn e {ong 1 Tov xpovov Evapéng Tng UYaVIKNAG
VIOGTAPIENC T™C avamvong o€ acbeveic pe TAdyla poatpo@ikn okinipovven (TIMX).

KAwvikéc peléteg amédei&av ot to Riluzole Zentiva avEaver v emPioon og aobeveig pe TAdylo
poatpopikn okAnpuven (IIMY) (BA. mapdypago 5.1). O 6pog emiPimon opictnke wg acbeveig mov
Nrav {oviavoi, un S1uc®ANVOUEVOL Yio DVTOGTHPIEN TNG OVOTVONG LEGM UNYOVILATOV KoL XOPIg
TPOYELOTOT).

Aev anodeiydnke 6t 1o Riluzole Zentiva et Oepamevtikn dpdon otny Kivntiky Agttovpyio, o
Aertovpyio TV TVELUOVOV, GTIV ELGAVIOT] 0KODGL®Y GUGTACE®Y, GTNV 10D TOV LUV KOl TO
Kwntikd copmtopata. To Riluzole Zentiva dev amodeiybnke 01t eivorl anoTeELeGHATIKO 6T TEAEVTOIN
otddwa g [IMX.

H acedlieia ko 1 amotedeopatikotnta tov Riluzole Zentiva peletiOnie povo ya tnv mhdyia
poatpoeikn okAnpouven (IIMY). Xvvendg to Riluzole Zentiva d¢ Oa mpémnet va ypnoylonoteiton o€
acBeveic e omoladNTOTE GAAT LOPPY] VOGOV TOV KIVITIKOV VELPAOVOL.

4.2  Aocoloyia kol Tpémog yopiynong

H évapén g Oeponeiag pe Riluzole Zentiva propei vo yivel povo and eEg1d1kevlévong ylotpong e
gumelpio oTNV OVIIUETAOTIOT VOG®Y TOL KIVITIKOD VELPOVA.

AocoAoyia

H cuvictdpevn nuepnota 8601 oe evijhikovg | nAikiopéve dtopa givor 100 mg (50 mg kdbe
12 opeg).

H yoprynon vymAdtepmv nUePNoLOV dOCEMY eV AVAUEVETOL VO LETAPGAAEL GNUOVTIKA TO
OepamenTikd 6QEAOC.

Ewwoi mAnfBuopoi

Negppixn ovaliertovpyio.

H yopnynon tov Riluzole Zentiva g cuviotdtal og acbeveic pe veppikn duoiettovpyia, Kabmg dgv
&xovv ote&aybel peréteg emavarapfovopevav d6cemv og avTov Tov TANBLGUO (PA. Tapdypaeo 4.4).




Hurxiouévor
Me Bdaon @aprokoKivnTika dedopéva, dgv vdpyovy £181kEG 0dnyieg yio Tnv yprion tov Riluzole
Zentiva ¢’ avtov tov mAnBucpo.

Hrotikn dvoleitovpyio
BA. mapaypdoovg 4.3, 4.4 ko 5.2.

Houdotpiroc wAnBoouog

To Riluzole Zentiva dev cuvictdtal yia yprion otov TatdtaTpikd TAndvoud, Aoym EXAeyng dedopévmv
Y0 TNV AGQAAELN KOL TNV ATOTEAEGLLATIKOTITO TG PIAOVLOANG O OTOIUONTOTE VEVPOEKPLAIGTIKN
ac0éveln Tov eKONAMVETAL 6T TOUOLA 1) GTOVG EPNPOVC.

Tpdmog yopnynong
Amo6 otopaTog ¥pnon

4.3  Avtevosieg

Ynepevaioncio ot OpacTiki ovsio 1 6€ KATOo0 omd o £K0YM TOL OVOPEPOVTOL GTNV TAPAYPOPO
6.1.

Hratikn vocog 1 facicég TYEG TPAVGAUIVOCOY UEYOAVTEPEG OO TO TPITAGGLO TOL AVAOTEPOL OPiOV
TOV PLUGLOAOYIKADV.

AocBeveic Katd tn didpkela g KONong i Tov OnAacuov.
4.4  E10kég TPOELdOTONGELS KOl TPOPVAAEELS KATA TN Y p1oT)

Hrotikr) duciertovpyia

H ptlov(oAn Ba tpémet va yopnyeitol pe Tpocoyn o€ aoHEVEIG e 1IGTOPIKO LN PLGLOAOYIKNG NITOTIKNG
Aertovpyiog 1 o€ acbeveig pe ELappdS AVENUEVA ETITESO TPAVSAUIVACGHOV GTOV 0PO TOV OUHLOTOG
[ALT/SGPT, AST/SGOT uéypt 3 popég mave amnd 10 avadTEPO OPLO TG PLGIOAOYIKNG SLOKOUAVONC,
(ULN)], yorepvBpivng koM y-yhovtapvi-tpavepepdons (GGT). Ot avénoelc tov Pacik®dv emmedmv
o€ OPKETEC EEETACELG TNG NIOTIKNG Aettovpyiag (e101Kd avénuéva emimeda yorepvOpivng) Ba mpémel va
amokAgiovv N ypnomn g prthovloAng (BA. Tapdypago 4.8).

E&attiog Tov Kivdvou nratitidag 1 LETPNGCT TV TPUVGAUIVOCHY TOL 0pOoD, GUUTEPIACUPAVOUEVTC
kot g ALT, mpénet va die&dryeton mpv Kot Katd tn didpkela tng Oepaneiog pe pthovloin. H ALT
TPEMEL VO, LETPATOL KAOE Vel KOTA TN S1dpKELN TV 3 TPOT®V UNvav e Bepaneiog, kabe 3 pnveg
KOTd T O1GPKELD, TOV VTOAOITOL TOV TPMTOV ¥POVOL Kol LETA TEPLOJIKA. X acbeveic Tov
nmapovciocay avénuéva enineda ALT, o1 HETPNOEIC TNG TPETEL VA, TPOLYLATOTOLOVVTOL GUYVOTEPCL.

Edv ta enineda tng ALT avénbodv émg 5 gpopéc Tavm amd o, avmdTEPD PLGLOAOYIKE Emimeda, Oa
TPETEL VO, OLOKOTEL 1 Yop1YNoN TG PLAOLLOANG. Agv vadipyel umelpio amd T peiwon g dooNng N ¢
gmavoyoprynons oe acdevelg mov £rovv mapovasidost avénon e ALT éwg 5 popég mave and ta
AVATEPO PVCIOAOYIKA EMTINESO. L€ 0VTOVC TOLG 0GOEVEIG € GUVIGTATOL 1] ETOVOOPTYNOT) TOV
POPUAKOL.

Ovdetepomevia
O1 aoBeveic Ba Tpémel va TPOELGOTOIOVVTAL VO OVOPEPOVY OTOLAONTOTE EUTVPETT GOEVELN GTOVG

ywtpovg Tovg. H avagopd piog epmopetng acBévelog Bo Tpémetl va TOPpaKIVIGEL TOVS YLOTPOVG VO,
eréyEouv ToV aplipd TV AEVKOV OLHOCPULPI®OV Kot Vo, STUKOWOLV T YOpNYyNon TG ptAovoAnG ot
nepintwon ovdetepomeviag (PA. mapdypopo 4.8).

Aidpeon mvevpovorafela

[eprrtmoeic ddpeong Tvevpovoradeiag Exovv avapepbel og acbeveic vd aywyn pe pAovlOAN,
Kamoleg €K TV omoiwv Ntav coPapéc (PA. mapdypapo 4.8). Eqv avoantuybodv countdpata amd to
OVOTVELGTIKO, OIS ENPOg Prixos kKav duomvola, TpEmel va Tparypatonombel aktvoypapio Odpaiog




KOl GTNV TEPITTOGT ELPNUATMOV TOL VTOINADVOLV O1EEST) TVEVLOVOTADELD, (TT.). OUPOTEPOTAEVPES
OudyvTeC BoAEPOTNTEG TV TVELLOV®V), 1| PLAOVLOAN TTPEMEL VO S1OKOTEL diplesa. TNV TAEIOYNQlo TV
MEPMTMOCEDV TOL OVAPEPONKOY, TOL CUUTTMOLOTO VTOYMDPTCAY HETH TN SLUKOTT TOV PUPLOKEVTIKOD
TPOIOVTOG KO TN GUUTTOHOTIKT Ayy.

Neppwr) dvclettovpyia
Agv &yovv die€aybei perétec emavorappavopevmv 60cemv o acbeveic pe veppikn dvsiertovpyia (PA.
Tapaypapo 4.2).

45 Allemopdosic pe GALO QUPUOUKEVTIKA TPOIOVTA Ko GAheg popPéc aiiniemiopacng

Agv vrdpyovy KAMVIKEG HEAETEC Y10, TNV 0ELOAOYNOT TOV dAANAETOpAce®mVY TG PAOVLLOANG He GALQ
PAPLOKEVTIKA TPOTOVTOL.

In vitro peiétec Tov YPNOIUOTOLOHY AVOPOTIVE, NTOTIKA UIKPOCHUOTIKG, TUPACKEVAC LOTOL
vodetkvoovy 0t1 0 CYP 1A2 givat to Pacikd 160éviu0 OV eVEXETAL GTOV APYIKO 0EEIBMTIKO
petaforiopd g priovioinc. Avactoreig tov CYP 1A2 (m.y. kaeeivn, duckopevak, dtalemdun,
VIKEPYKOALVT, YA@mpopiv, impapivn, erovpoloauivn, eavoaketivn, Beo@uiiivn, aptpurtodivn kot
KIVOoAOVEG) Ba pmopovcay ThavOTaT Vo LELOGOLY TNV To DTN T 0oPoANG TG pAovOANG, EVGD
ovoieg mov endyovy o CYP 1A2 (). kdmviopo Totydpmv, TPOPY| KAUEVT OTI GYAPO, PLOOUTUKIV
Kot opempaloAn) Bo pmopovsay va avENcouy TV TodTNTO ATEKKPLONG TNG PLAOLEOANG.

4.6 Tovipétnra, kONoN Ko yorovyia

Eyxvpocuvn
To Riluzole Zentiva avtevdeikvutat kotd Ty gykoposvvn (BA. mapaypdeovg 4.3 kat 5.3). Agv

VIAPYEL KAWVIKN epmelpia amd ™ xpnomn g prthov(OANG G& £YKVES YUVOIKEG,.

Onlacuds
To Riluzole Zentiva avtevdeixvutat g yovaikeg mov Inralovv (PA. mapaypdeovg 4.3 kot 5.3).

Agv gival yvooto katd 1060 1 prAoLLOAN OTEKKPIVETAL OTO UNTPIKO YAACL.

Fovomra

Melréteg YOVILOTNTOG O 0POVPAIOVG ATEKAAVYAY EANPPE OVGAELTOVPYIN TG OVOTOPAYWYIKNG
amddoong Kat TG yovipdtnrog oe dooelg Twv 15 mg/kgmuépa (n omoia eivor vymidtepn omd ™
Bepamevtikn 600m), TOaVHDg AOY® KATAGTOANG Kot AnBdpyov.

4.7 Emopacelg 6Ty IKAVOTITO 001]Y161)G KOL {ELPIGHOV PN UVAOV

O acBeveic Tpémel va TpogdomolovvTol yio TNy mhavn epuedvion {aAng 1 IAiyyov kol € TEPINTMON
EUPAVIONG OVTOV TOV GUUTTOUATOV GUVIGTATOL 1] ATOPLYT 00N YNOTG N YELPICUOV UNYAVAOV.

Agv TpaypoTomoOnKoy LEAETEG OYETIKA [E TIC EMOPACELS OTIV IKAVOTNTO 0O1YNG1G KOl EPICUOV
UNYovav.

4.8  AvemOOunTteg evépysleg

2Hvoyn 1oL TPOPIA ACOAAELNG

e kMvicéc peréteg eaonc I o1 omoieg de&nynoav oe acbeveic mov Emacyav and IIMX kot EAafov
PLAOVLOAN, Ol cLYVOTEPEG AVETIOOUNTEG EVEPYELEG TTOL avaPEPONKaY NTaV E0cOEVIoT, vauTio Kot pUn
(QUOIO0AOYIKEC SOKIHOGIEG NITATIKNG AELTOVPYING.

Katdioyog avemBountwv evepyeidv g Lope1 Tivoko

O1 avemBOUNTEC EVEPYELEG AVAPEPOVTAL TAPUKATM OTMOG TAEIVOLOVVTAL LE fAOT) TN GLUYVOTNTA,
oOpEoVva pe TNV e&Ng dtdkpilomn: ToAd cuyvég (=21/10), ouyvég (21/100 £mg <1/10), oyt cuyvég
(=2/1.000 éw¢ <1/100), omavieg (>1/10.000 g <1/1.000), moAd omdvieg (<1/10.000), un yvwotéc (dev
UopOovV va. kTN Bovv pe Pdon ta Srobécipa dedopéva).
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IToAd ovyvég

Yoyvég

Oy ovyvég

Mn yvooTéc

Awtapayés Tov
OLILOTTON TIKOV
KOl TOV
AepeKov
GUGTI|LOTOG

Avapio

2oPapn ovdetepomevia
(BA. mapdypago 4.4)

Awtapayés Tov
OVOGOTOLTIKOV
GUGTI|LOTOG

AVaQUAOKTOELONG
avtiopaon,
ayyelooidnpo

Awtapayés Tov
VEVPIKOD
GUGTI|LOTOG

Kepaiaiyia,
Cékn,
GTOMOTIKN
napocOnocia,
vIvnAio

Kaporokég
owatapayég

Tayvxapdio

Awtapayés Tov
OVUTVEVGTIKOV
GULOTINOTOG,
70V 0O poKa KoL
T0V
pecodmpaxiov

Aldpeon
TVELUOVOTTAOELL
(PA. mapdrypogo
4.4)

Awtapayés Tov
YOGTPEVTEPLKOD

Noavtia

Awdppora,
KOWMaKO GAyog,
€UETOG

Taykpeatitidn

Awtapayés Tov
NTOTOS KOl TOV
A0ANPOp@V

Mn
(PLGLOAOYIKES
doxocieg g
NTOTIKNAG
Aettovpyiog

Hrotitioa

Awtapayés Tov
0£PROTOS KoL
TOV VTOO6PLOV
16700

E&avOnua

Ievikég
owatapayés Kot
KOTUGTAGELS TG
0809 yopriynong

E&oacBévion

Alyog

[Ieprypo@n emAeyUEVOV OVETOOUNTOV EVEPYEIDV

A1aT0poyéc T00 HIOTOS KoL TWV YOINPOpwV
AvEnpéveg TYEC OUVOTPAVOQEPAOTG TNG AAAVIVIG ELPAVICTNKOY CLYVOTEPA EVTOG TPLOV UNVOV Omd
v évapén g Bepaneiog pe ptrovloin. Hrov cuvnBwg mapodiég Kot Ta enineda eMECTPEYOY GE
TéG 800 Popéc kdtw tov ULN petd amd 2 éoc 6 unveg evod 1 Bepaneio cuveyilovrov. Avtég ot
avénoeig pmopei va oyetiloviav pe iktepo. Xe aobeveic (=20) amd kKAvikég peléteg pe avénoelg e
ALT og tipég peyorotepeg amd 5 popéc tov ULN 1 ayoyn diekdnn ko ta eninedo emovirbay o
yopunAotepa and 2 popég tov ULN péca og 2 £mg 4 pnveg oTig meplocotepeg TePTMOCELS (PA.

mopaypoeo 4.4).




Agdopéva amd peléteg vwodekvoovy 0Tt ot Actdteg acBeveic mbBavov sivar o gvmadeic oe un
(QLGLOAOYIKEG doKipasieg TG NTOTIKNG Asttovpyiog — 3.2% (194/5995) tov Acwatdv acbevav kot
1.8% (100/5641) tov Kavkdoiwv acbevov.

Avopopd mhavoloyobuevav avemBOuntmv vepyeldv

H avoaeopd mBovoloyodevmv avemiBountoy evepyei®mv HeTd amd T Yopnynon adstog Kukhopopiog
TOV QUPUOKELTIKOD TPOIOVTOG elval onpavtikn. Exitpénet tn cuveyn mapokolobnon g oxéong
0PELOVG-KIVOHVOL TOV QUPLOKEVTIKOD TPOIOVTOG. ZNTEITOL At TOVG EMAYYEALOTIEC TOV TOUEN TNG
VYELOVOUKNG TTEPTIBAAYNG VO VOLPEPOVY OTTOIECONTTOTE TOUVOAOYOVUEVEG OVETIOOUNTEG EVEPYELEC
HEG® TOV €BVIKOD GLGTHUATOG AVPOPAS TTOL avaypdeetal 6to [apdptnua V.

4.9 Ymepdoocoloyia

Nevporoyikd Kot YoylaTpikd copntopota, o&eio Togikn eykepoionadeia pe ANbapyo, KoM, Kot
pebapocpatpvarpio £xovv mapatnpndel oe LELOVOUEVES TEPITTMOGELC.

Y nepintoon vrepdocoroyiog, 1 Oepaneio £lvol GUUTTOUATIKY KO VTOGTNPIKTIKY.

5. OAPMAKOAOTI'IKEY IAIOTHTEZ
51 @appokodVVIPIKES 1O1OTNTES
DdappokobepamenTikn Katnyopio: GALN EAPLOKE TOV VELPIKOD GLGTHLOTOG, KodKoc ATC: NO7XX02

Mnyavioudg dpdong

Av kou 1 Tafoyéveon g mAAylog pootpoeikng okAnpuveng (IIMZX) dev £xet dlevkpvioTtel TANPWC,
mOavoroyeitol 6Tl TO YAOLTAUKO (0 TPOTAPYIKOG SEYEPTIKOG VELPOOLUPIPUGTNG TOV KEVTPLKOD
VELPIKOL GLOTHLTOG) Tailel pOAO 6T BVNGLUOTNTA TOV KLTTAPWOV TOV YoPaKTNPILEL ALTY TNV
acOévela.

O mpotevopevog Tpdmog dpdiomng g PAovlOANG Eival LEGH OVOGTOANG TMV SL0SIKAGLOV TOV QLPOPOVY
70 yAovtapkd. O unyovioudc dpdong sival Gyvmotod.

KMvikr) arotedespotikdtnta kot acQAAELD

e pio toyotomotpévn kKhvikn peAétn 155 acBeveig Ehafoav nuepnoiog eite 100 mg prhovloin

(50 mg 6v0 popég v Nuépa), ite placebo ko TapoakorovdONKay yia 12 £mc 21 punveg. O ypdvog
emPinong, OTMG avtdc opicTnke 6N devTEPT TAPAYPOPOo TOV 4.1, Tapatddnike onUOVTIKE 6TOVG
acOeveic mov Ehafav pthovloAn, ce cvykplon pe Tovg aobeveig mov Edafov placebo. O uécog ypdvog
emPioong frav 17,7 unveg yio toug acbeveic mov toug xopnyndnke pthovloAn évavtt 14,9 univeg yuo
v opdda tov placebo.

Y& pio TuYOoTOMUEVT] KAVIKT HEAETT [E dlakvuaven d6ong, ot 959 acbeveig ue IIME popdotnkay
o€ pio amod Tig téooeplg opddeg Bepaneiog: ptiovloin 50, 100, 200 mg/Mmuépa 1 placebo ko
mapokorovdnOnkay yio 18 unvec. tovg acbeveic mov vwofindnkayv o Oepameio pe 100 mg
P1AoVLOAN NUEPNGIMS, 1| EXPIMOT NTOV CTULOVTIKG LEYAAVTEPT) GE GUYKPIOT] LE TOVE 000EVELS TOV
éhaPav placebo. Ta amoteAécpata g yopnynons twv 50 mg ptiovloin nuepncing dev nTov
OTOTIOTIKMG CTUOVTIKG 68 cUYKPIom e avuTd Tov placebo kKot To amoteAéopata TG YopNynong twv
200 mg nuepnoing ntav cvykpicipua oe onuavtikd Paduod pe avtd mg yopnynong tov 100 mg
nuepnoing. O péoog ypovog emPimwong minciace tovg 16,5 uveg ya v opdda mov £afe 100 mg
prhovloAn nuepnoimg évavtt 13,5 urveg yio v opdda tov placebo avtictolywe.

e pio mopaAANAT LEAETT OYESOOUEV VO TPOGIIOPICEL TV OTTOTEAECUATIKOTITO KOl OCQAUAELL TNG
praovloAng oe acbeveig mov Ppiokoviol og TPoY®PNUEVO GTASI0 TNG acBévelag, o ypdvog emPimong
KOLL 1] KIVITIKT AE1Toupyio 0gV TV GTLOVTIKG DYNAOTEPT otV opdda Tov yopnyndnke pthovloAn oe
oLYKPLON HE TNV opada tov yopnynonke placebo. e avtn ™ pedét n (oTikn Aettovpyio TG
TAgloYNelog TV acBevdv NTav pkpotepn ord 60 %.


https://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Y& o, oA TVEAN edeyyouevn pe placebo kKAvikn peAétn, | onoio oyeddonKe Yo vo a&loloynost
TNV OTOTEAECUATIKOTNTO KOl TNV 0GPAAELn TG prhovloing og lanwveg acbeveig, 204 acbeveic
TuyatoToOnKav g Tpog ™ xopnynon 100 mgMmuépa prrovloin (50 mg dvo popéc v nuépa) )
placebo kot té0nkav vd TopakorovOno” Yo 18 puves. X avtr tn perétn agorloynbnke n
OMOTEAEGHATIKOTNTO G TPOG TNV OVIKOVOTNTO TOL 060EVOLG VA, TEPTOTAGEL LOVOG TOV, TNV OTOAELN
NG AEITOVPYIOG TOV AV® AKP®V, TNV TPOYEIOTOUN, TV OVAYKT DTOGTAPLENG TG AVOTVONG HECM
unyovnudtev, T cition pe pvoyoaotpikd kobetpa 1 to 0dvoro. H emiPioon ympic tpoysiotoun yio
Tovg acBeveic mov erauPavoy prthovloAn dev NTOV GMUOVTIKG d10POPETIKT GE oYéon e To placebo.
Qo61660, 1 10Y0C TNG LEAETNG ®G TPOG TN SLUKPIOT| TOV dAPopdV UETAED TV BEPUTEVTIKOV OUAO®V
Nrav younAn. H peta-avéivon mov npaypoatomomnke copneptlopufavovtag avt T LEAETT Kot
QVTEG TTOV TTEPLYPAPTKAY TT10 TAV® £5€1EE AMyOTEPO EVTOVN TNV EMdpacT TG PLAOVLOANG oTNV
emPinon o oyéon pe 1o placebo, av Kot o1 dSLPOPEG TAPEUEIVAY OTATIOTIKA GTLOVTIKES.

5.2 D opPOKOKIVITIKES LOLOTTES

H gpoppoakokivntikny g prhovloing €xet peretn0el og vyeig avopeg eBehovtéc petd and epamas
xopNynon omod to otope 25 £mc 300 mg kot PHETE amd YOPNYNON Ad TO GTOUA TOAALUTANG 0O6oNC 25
é¢m¢ 100 mg bid. Ta enineda 610 mAdoua avEdvovtat ypouukd pe v avénomn g d0eng Kot 10
(OPLAKOKIYNTIKO TTPOPIA dev eEapTdtal amd T xopnyovevn doon.

Me 1t yopnynon moAranmiodv ddcewv (10Muepn Bepoameia pe pthovlo6An 50 mg b.i.d.), n pthovoAn mov
dev £yel HeTaPfoAloTEl GVCCMPEVETAUL OTO TAAGO, TEPITOV KATA 2 pOPEG Kot 1) oTadepomomuévn
katdotoon (steady-state) emrvyydveral og Ayotepo omd 5 nuéPES.

Amoppdonon

H p1iovloAn amoppopdtol ToydTATO LETA TNV GTO TOV GTOLOTOC YOPNYNOT TNG KOt Ol HEYIOTEG
OVYKEVIPMGELG 6TO TAGGUa apatnpovvtal puéso o€ 60 Emg 90 Aentd (Crax=173 + 72 (sd) ng/ml). To
90% mepimov g d00mg amoppoPdTal kot 1 andivtn frodrabesipdtnta e prhoviding sivor 60 £
18%.

O pvOudg KoL 1 EKTOON TNG ATOPPOPNONG HELDVETAL, OTOV 1] PLAOVLOA yopryeital e YedHOTO
mhovo1a o Mmapés ovoies (peiwon g Cmax kKotd 44%, peiwon g AUC xatd 17%).

Kotavoun

H priovloAn katovépetatl evpHTaTa 6TO SO Kol £XEL OTOOELYDEl OTL TEPVA TOV QUUOTEYKEPOAAIKO
epayud. O dykog KoTovoung thg pthovloing sivar 245 + 69 | (3,4 I/kg). H pthovl6An katd nepimov
97% ocvvdéeton pe T mpwTeives Kat Kupiog decpevetan omd TNV aAfovpivi Tov opov Kot Tig
MmompoTeives.

Buougtaoynuoationdg

H apetapintm priovloin gival o kHplo cueTaTIKO 6TO TAACUA Kot PHETOBOAIlETON EKTETANEVA OO TO
Kutoypopa P450 kot petd veiototot yAvkovpovoroinon. In vitro peAETeC 6€ TAPUCKEVACLATO
avBpdmvov Nratog £0e1&av 0Tt To KuTOYpwua P450 1A2 givon o Pacikod 16oéviupo, mov GUULETEYEL
070 petafortopd g prhovloing. Ot petafoAiTec TOL TAVTOTOLOVVTOL GTO, OVPO. EIvaL TP POIVOALKA
TOPAYWYO., £VO, OVPEIBO-TOPAYMYO KOl AUETAPANTN PAOLLOAN.

H xOpia petafoirikn 0d6g yio T ptaovoAn sivor apyicd n o&eidmon amd to kutdypoua P450 1A2
péow g omoiag mapdyerar N-hydroxy-riluzole (RPR112512), mov eivar o k0plog evepyog
petafoAimg g prhovloine. O petaforitng owtdg culevyvotol TobTaTa LE TO YAVKOVPOVIKO 0ED
oynuatifovrog O- kot N- yAvkovpovidid.



Améxkpion

O ypovog nuicetog {ong kopaivetar amd 9 €mg 15 opec. H pthovloAn amekipivetar kupiog pe ta
ovpa.

H ocvvolikr| amékipion S tov oOpwv vroroyileton mepimov oto 90% tng yopnyovpevns doong. Ta
ovlevypéva yAvkovpovidia aroteAovy meptocdTePo omd 10 85% TtV petafoiltdv ota ovpa. Mdovo to
2% piag 660mg PtAov{OANG avaKkTaTOL AUETARANTO GTO OVPOL.

Ewdwoi tAnBvopoi

Negpirn dvoiertovpyio

AgV VIAPYOVY CTLOVTIKES OLAPOPES OTIC PAPLLUKOKIVIITIKES TAPAUETPOVS LETAED acBevmv e pétpla M
coPapn ypovia veppikt| averdpkeia (kdbapon kpeotivivng petald 10 ko 50 ml.min) ko vyov
ebehovtdv, oTtovg omoiovg yopnyROnKay epdmras and Tov oTopatog SO Mg priovloin.

Huriouévor

Ot opHOKOKIVNTIKEG TOPAUETPOL TNG PLAOLLOANG HETA ATO T YOPTYNON ETOVAAAUPOVOUEVDV
docewv (4,5 nuépeg Bepomeiog pe S0 mg, pthovloAn b.i.d.) dev petapdirovial ota NAMKIOUEVE ATOUN
(>70 etdwv).

Hrozikn dvoiertovpyio

H AUC ¢ prhovloing, petd and epdmaé yoprynon and tov otopatog 50 mg, avédveton mepinov 1,7
Qopég o€ acbeveic pe N YPOVIO NTATIKY CVETAPKELN Kol TEPimov 3 popég oe aoheveic e pétpla
XPOVIL NITOTIKY AVETAPKELD.

Doiy

Mio, kKAvikn peAétn Tov Tpaypatonomnke dote va a&loAoyn0el n eoappakokvyntikn e priovloing
Kot Tov petofolitn g N-vdpo&upthovloAng et omd emavalapPfavopevn omd GTOLATOS XOPyNon
dvo popéc nuepnoing yio 8 nuépes oe 16 vyieic lanmves ko 16 Kavkdoiovg evijikeg avtpeg £de1ée
uikpotepn £kBeomn g prAovOAng oy oudda Tewv Iomdvov [Cmax 0,85 (90% CI 0,68-1,08) kat
AUCix 0,88 (90% ClI 0,69-1,13)] ko mapopota ékBeon oto petaPoritn. H khivikr onpoocio avtodv
TOV ATOTEAEGLATOV OEV EVaL YVOGTN.

5.3 Ipoxkivikd o€dopéva. Y10, TNV a6QIAELN
H praovloAn dev £de1&e evdeyOpevn KOpKIvOyOvo dpacot oVTE GE apovpaiovg 00TE G€ TOVTIKOVG,.

[Ipdrumeg dokipacieg yovoto&ikotntag ot omoieg dienydnoav pe tn pthovldin NTov apvnTIKES.
Otk 0TOTEAEG AT, TPOEKVY AV GE dVO IN VItro doKIacies Yo Tov ELeYY0 TOL KOPLOL PETOBOAITY.
Extetapévog éleyyog oe entd aAAec pdTumeg in Vitro 1 in Vivo pedéteg dev £de1&e Suvapkod
yovoto&ikdtnrag yia o petafoAritn. Bdoel tov dedopévav autdv kot Aapfavovtag vadyn to
OPVNTIKG OTOTEAEGHOTO TOV LEAETMV Y10 TNV KAPKIVOYEVEST] TNG PLAOLLOANG GTOV TOVTIKO KOl TOV
apovpaio, Oempeitorl 6TL 1 YovoTolikn dpdor Tov peTaPoliitn avtol de oyetiletal pe Toug avlpmmoug.

Meloelg TV TOPaUETPOV TOV EpVOPMOY AUOGPALPI®Y KOV LETAPOAEG GTIG NTOTIKEG TOPAUETPOVG
mopatnPHONKay oTopadikKd oe HeAéTeg VITOEELNG Kot YPOVING TOEIKOTNTOS GE OPOVPOIOVG KO
TONKOVG. TOVG GKOAOVG TOPOTNPTONKE AUOAVTIKN avaupio.

Y pio perét to&koTnTog, TOPATNPNONKE 1| 0TOVGIN WYPDOV COUATIOV, € ueyolvtepo Padud, otig
®odnKec TV ONAvkdV apovpaimv Tov Tovg yopnynnke pthovloAn amd 4Tl GE ALTOVG TOL OVHKOV
oTNV OAd0 EAEYYOV. AVTO TO LEUOVOUEVO EDPMILO dEV OvapEPONKE G Kauld GAAN LeAETN 1 o€
Kavéve GALo €idog.

O\l ta TpoovapepBEvTa vpriHoTe onUeE®ONKAY HETA amd T yopnynon docemv 2-10 popég
VYNAOTEP@V 00 OTL M| 060N TV 100 mg/Mmuepnoing mov yopnyeital 6Tovg avlpdITOLC.

Te apovpaiovg katd ) didpketa g Kunong éxet avyveudet n petapopd g #C-riluzole péoa and
TOV TAOKOUVTO 0TO EUPPLO. TOVG apovpaiovg 1 prthovlOAn peiwoe To pLOUO KVGEMY Kot TOV aplBud



TOV EPPLTEVCENMV 0€ eMimeda £KOEONC TO AyOTEPO OUMAGGLO TOV EMITEI®V GUOTNUATIKNG KON
avOpdTwV 6ToVG 0Toiovg Yopnyeital KAk Bepameio. Aev mopatnprionKay SvomAuciec o€ PEAETEG
AVATOPOY®YNG oTo (M.

Xe apovpoaiovg mov Onralovv, n ¥C-riluzole aviyveddnke oto yéra.

6. OAPMAKEYTIKEX ITAHPO®OPIEX

6.1 Koataroyog ekdoywv

Hvuprvac:

AocBéotio pocpopikd 6Evo, Gvudpo

Kvttapivn pikpokpuotaiiikn

[Tuprriov 5101010 KOAMOEWDES, GVVLOPO

Moyviiolo oTeaTiKd

KoppeAddln vorplovyog 6106 Tavpod ey

Enucédoyn:

YrpopeAdoln

[MoAvaBvrevoyivkdin 6000

Trraviov d1o0&eidio (E171)

6.2 AocvppotoTnTeg

Aev epapudletor.

6.3 Awgpkero Long

3 ypovia

6.4 Idwitepeg TpoPuLAAEELS KOTA TN QUAIEN TOV TPOTOVTOG
Agv vdpyovv 1d1kég 0dNyieg d1aTiPNONG Y1 TO TPOIOV AVTO.
6.5 @YHo1N KOl GLOTATIKE TOV TEPLEKTN

Ta dwokia efvor cuokevacpéva og adtapavh Koyén PVC-aiovpviov.
Kd&be cvokevacio tepiéyet 28, 56, 98, 112 1 168 diokia.
Mmropet va, unv KuKAOQOPOLV OAEG Ol GUGKEVAGIES.

6.6 Idwitepeg TPoPUAAEELS amoppLYNG

Kopid 18| vroypéwon.

7. KATOXOX THX AAETAY. KYKAO®OPIAX
Zentiva k.s.

U kabelovny 130

102 37 Prague 10

Toeyia

8. APIOMOZXZ(OI) AAEIAX KYKAO®OPIAX

EU/1/12/768/001



EU/1/12/768/002
EU/1/12/768/003
EU/1/12/768/004
EU/1/12/768/005

9. HMEPOMHNIA IMTPQTHX ET'KPIZHX / ANANEQXHXY THX AAEIAX
Hpepopnvia tpd g €ykpiong: 07 Maiov 2012
Hpepounvia tekevtaiog avavémong: 09 lavovapiov 2017

10 HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtouepeic TANPOPOpPIES Y1 TO TOPOV PUPIOKEVTIKO TPOiOV gival d100EG1UES GTOV SIKTLOKO TOTTO
10V Evponaikod Opyovicpov @apudkev: hitps://www.ema.europa.eu.
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https://www.ema.europa.eu/

ITAPAPTHMA I1

MHAPAT'QIOxX(0OI YIIEYOYNOZX(OI) I'TA THN
AITIOAEEMEYXH TQN HAPTIAQN

OPOI H HEPIOPIZEMOI XXETIKA ME TH ATAGEXH KAI
TH XPHXH

AAAQOI OPOI KAI AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H ITIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEEMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX

11



A.  HAPATQI'OX(OI YIIEY®OYNOX(OI) I'TA THN AIIOAEEMEYXH TQN ITAPTIAQN

Ovopa kai d1ev6vvon tov(tmwv) Topoywyov(dv) Tov gival vrtenfuvog(ot) Yo TV arodECLELGN TV
TOPTIOW@V

Opella Healthcare International SAS

56, Route de Choisy

60200 Compiégne

FoaAAia

270 £VTUTIO PUAAO 0JNYLOV YPNOTG TOV PAPHUOKEVLTIKOD TPOIOVTOC TPETEL VO OVALYPAPETOL TO OVOLLOL
Kot 1 d1evBvVeT TOL TEPAYOYOL OV Eivol LTEVOHVVOC Y1 TV OTOSECUEVOT| TNG GYETIKNG TOPTIONG.
B. OPOI H OI TIEPIOPIXMOI XXETIKA ME TH ATAOGEXH KAI TH XPHXH
DappokevTiKd TPoidy Yo T0 omoio amatteitan Teplopiouévn oTtpikr] cuvtayr| (PA. mapdptua I:
[Tepiinyn tov Xapoktnpiotikdv tov [Ipoidvroc, mapdypapog 4.2).

' AAAOI OPOI KAI ATTAITHZEIX THX AAEIAY. KYKAO®OPIAX

. Ex0£cg1g TEpLodkng TapakorovOnog TS UcPIAELNG

Ot amaitioelg yio TNV vToPoAr KOEGEDY TEPLOJIKNG TAPAKOAOVONGNC TG ACPAAELNG Y10, TO €V AOY®
POPUOKELTIKO TPOTOV 0pilovTal 6TOV KOTAAOYO UE TIG Nuepounvieg avapopdc e Evoong (kotdroyog
EURD) mov mapartiBetor otnv mapdypaeo 7, tov dpbpov 107y, tng odnylag 2001/83/EK kot kdOe

EMOKOAOLONG EMKOLPOTOINGNG OTTMG SNUOGIEVETOL GTNV EVPOTOIKT SIKTLOKN TOAN Y10 TO PAPLLOKCL.

A.  OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AITTIOTEAEEMATIKH
XPHXIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Xyéowo Awayeiprong Kivovvovu (XAK)

Agv gpappolera.
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ITAPAPTHMA I1I

ENNIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX
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A. EINIXHMANXZH
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO XAPTINO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Riluzole Zentiva 50 mg emikaAvppévo pe Aemto vpévio diokia
riluzole

2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kd&Be emkodvppévo pe Aemtd vpévio diokio mepiéyel 50 mg ptaov{oANG.

| 3. KATAAOTI'OX EKAOXQN

| 4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

56 emkoAvpUUEVA e AETTO LUEVIO OloKioL
28 emkaAvUUEVE LE AETTO VUEVIO dloKin
98 emikalvppéva e AETTO VUEVIO O1oKIO
112 gmkoivppéva pe Aemto VUEVIO d1oKio
168 emkaivppéva pe Aemtd vpévio diokia

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote To PUALO 0N YLDV YPHONG TPV A TN YOPTyNon.
Ao 6TOUATOC YPTIoT

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEIEI NA ®YAAXXETAI E OEXH, THN OIIOIA AE BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdoocetal og 8o, TV onoia dev PAETOVY Ko dev Tpooeyyilovv Ta TodLd.

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

| 8. HMEPOMHNIA AHEHX

AH=EH

9. EIAIKEYX YYNOHKEYX OPYAAEHX
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10. IATAITEPEX ITIPO®YAAEEIX I'TA THN AITIOPPI¥YH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATON ITIOY IPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Zentiva k.s.

U kabelovny 130
102 37 Prague 10
Toeyia

12.  APIOMOX(OI) AAEIAX KYKAO®OPIAX

EU/1/12/768/001 = 56 emikolvppéva e AETTO DUEVIO SloKio
EU/1/12/768/002 — 28 emikaAvppévo. pe AEmTd vpévio diokia
EU/1/12/768/003 — 98 emikolvppéva pe Aemtod vuévio diokio
EU/1/12/768/004 — 112 emkalvppéva pe Aewtd LUEVIO dloKia
EU/1/12/768/005 — 168 emkalvppéva pe Aentd vUEVIO dioKia

13.  APIOMOX ITAPTIAAX

oprtida

| 14. TENIKH KATATAEH I'TA TH AIAOGEXH

| 15. OAHTI'IEX XPHXHX

| 16. TIAHPO®OPIEX XE BRAILLE

Riluzole Zentiva

17. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX T PAMMQTOX
KQAIKAX (2D)

A16d146TATOC YPOUU®TOS KOKAG (2D) Tov gépet Tov TEPIANPHEVTA LLOVASIKO OVOyVOPLOTIKO KOOKO

18. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQITIO

PC:
SN:
NN:
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYNIOY BLISTER'H XTIX TAINIEX

BLISTER PVC/AAOYMINIOY

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Riluzole Zentiva 50 mg smikaAvppévo pe Aemtd VUEVIO d1oKia,
riluzole

| 2. ONOMA TOY KATOXOY THX AAEJIAY KYKAO®OPIAX

Zentiva k.s

| 3. HMEPOMHNIA AHEHX

AHEH

4. APIOMOZX ITAPTIAAX

oprtida

5. AAAA XTOIXEIA
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B. ®’YAAO OAHI'TQN XPHXHX
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@viro oonyov ypiong: Iinpoopics Yo Tov ypriotn

Riluzole Zentiva 50 mg emkaloppéve pe Aewtd vpévio diokia
praovoAn

A doTe TPOGEKTIKG 0AOKANPO TO PVALO 0ONYLAV YP1)CIG TPOTOV UPYIGETE VO TALPVETE AVTO TO
QOaPLOKO, O10TL TEPLAGUPAVEL CNUAVTIKES TANPOPOPIES Y10, GOG.

- DdoidEte avTd TO EUALO 0dNYIBV YpronG. Towg ypelaotel va to dPdcete Eavd.

- Edv éxete mepartépm amopieg, pOTNOTE TO Y1OTPO 1] TO PAPLOKOTOLO GOG.

- H cvvtayn yio ovtd 10 gapproko xopnyndnke amokAeloTIKd yio 6aG. AV TPEMEL VO SDGETE TO
QAapuroKo o€ aAAovG. Mmopel va Tovg TpoKaAEésel PAAPT, aKOpa Kot OTOV TO ONUELN TNG
acBéveldc Toug eivor 101 pe Ta 1Kl cag.

- Edv mapotnpfioete Kamoo avemBOunT evEPYEL, EVILEPDGTE TOV YIOTPO 1) TOV (OPLOKOTOLO
00G. AT 1oyDel Kot Yo KaBe mhovn avemBOUNTN eVEPYELN TOV JEV OVAPEPETOL GTO TAPOV
QUALO 0dMYdV Yprione. BAéne mapdypapo 4.

T TepréyeL 1o TaPOV GUAAO 00NYLOV:

1. Ti eivan To Riluzole Zentiva kot oo givon 1 xprion Tov

2. Tinpémer vo. yvopilete mpotod napete to Riluzole Zentiva

3. Tlog va mapete o Riluzole Zentiva

4. [TBavég avemBounteg evépyeteg

5. Tlog va puAdooetar o Riluzole Zentiva

6. [Tepieydpevo T GLOKEVOGING KOl AOUTEG TTANPOPOPIES

1. T givor to Riluzole Zentiva kau mowa giva 1 xpien Tov

T givon To Riluzole Zentiva

H dpaoctikni oveio tov Riluzole Zentiva eivor i pthov(oAn, | onoia £mdpa 6TO VELPIKO GVGTNLLO.
ITow giva n xpien Tov Riluzole Zentiva

To Riluzole Zentiva ypnowonoteitar og acbeveig pe TAdya poatpoeikn okAnpovven (IIMY).

H IIMZX eivon pio pope1 ac8évelog Tmv KIvTIKOV VEVPOV®VY KATA TNV 0100, TPosPOAEC TV
VELPIKADV KVTTAP®V TToL glvat vedBuva Yo TNV amoGTOAN 001 YOV GTOVG POEG 00N yodv Gg aduvapia,
HLIKT aTpo@ia Kol TopdAvoT).

H xotaotpogn TV vELPIKGV KVTTAP®V € pio achEvVeld TOV KIVITIKOV VEVPOVOVY TIBOVOV 0QeileTOL
o1 LEYOAN TOGOTNTA, YAOLTOLUKOD (YNUIKOS O1afipacTng) oToV YKEPAAO Kot 6TO VOTIaio pero. To
Riluzole Zentiva diaxdéntel v ékAvomn tov yAovtapkoy Kot avto Tifavov fonbaet otnv TpOANYM TG

KOTOGTPOPNG TV VELPIKDOV KUTTAPWV.

[MopaxaieicOe va cupuPovievbeite To yiatpd cog Yo TEPICCOTEPEC TANPOPOPIEC GYETIKA Le TNV [IME
KO TO Y10Ti 60g €€l GVVTOYOYPaPN el LTO TO PAPLOKO.
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2. T apéner va yvopilets wpv va wapete To Riluzole Zentiva
Mnyv napete to Riluzole Zentiva
- o€ mepintwon aArepyiog otn prAovlOAN 1 6€ 0mO1001TOTE AALO GO TO GVGTOTIKA GLTOV TOL
QOPUAKOV (OVOPEPOVTUL GTNV TTAPAYPAPO 6),
- €aqv £xete 0mO10ONTOTE NIATIKY] VOG0 1| avénuéva enimeda 0pov opiopévev evEOU®OY TOV
GLUKMTLOV (TPOVGOULIVAGCES),
- edv elote éykvog 11 Onralere.
Ipoocéére Wwuntépa pe to Riluzole Zentiva
Evnuepoote 10 yatpd cog:
- €dv €xete omO0ONTOTE TPOPAUATA ILE TO GVKATL GOC: KITPIVIGLA TOV SEPHOTOC 1) TOV
Gompov Tov patov cog (Iktepog), Kvnoud oe 6A0 T0 COU, VoTio, EUETO
- €Gv o1 veppoi cog 6& AEITOLPYOLV TOAD KOAQ
- eqv éyete mupeTo: mBbavov va opeidetar og YapnAo opBpd AEVKOKVTTAP®V TOL UTOPEL Vol
avénoet Tov Kivovvo Aoiuwéng
Edv omtoroonmote amé To TOPATAVE G0S APOPa 1M £YETE OPPLPOLIES, EVIUEPAOTE TO YLATPO GAC, O
onoiog 0o amopaciocel TL 0o KAvVEL

Howora ko Epnpor

Edv giote kato tov 18 g1dv, n xprion tov Riluzole Zentiva dev cuviotdtat eneidn dev vapyovv
dtabéotpa dedopéva Yo ovtdv Tov TAnbvcud.

Ao gappaxa kor Riluzole Zentiva
Evnuepoote tov ylotpd cog eqv maipvete, £xete TpoOGQOTE TAPEL | UTOPEL va TAPETE AAAL PAPUAKO.
Kinon, Onkaopoc ko yovipdtnra

AEN TIPETIEI vo, mdpete to Riluzole Zentiva gdv eiote éykvog 1 motedete 0T mbavov giote £yKvog 1
edv Onhdlere.

Edv motedete 6T mbovov giote £ykvog 1 edv okomevete vo OnAdoete, (ntote T cuUPoVAR Tov
ywtpov oag tpotod mhpete to Riluzole Zentiva.

Oonynon ko YEPGROS PNYOVOY

Mmnopeite va 00NYNGETE 1 VO PN CLLOTOMGETE UNYAVES, EKTOG €6V mapovstdcete (AN N aucOavieite
adafecio apOTOL TAPETE AVTO TO PAPUAKO.

3. Iog va wapere To Riluzole Zentiva

[Tavrtote va maipvete To PAPUOKO 0LTO AVGTNPE COLPOVA LE TIC 0N YiEG TOV YlaTpoL cag. Edv &xete
apeBoAiec, pOTAGTE TOV YIUTPO 1) TOV PUPLOKOTOLO GOG.

H ocvvietdpevn d6on eivar éva d1okio dV0 opég TNV NUEPQ.
Ta, diokio Tpémet vo Aaufdavovtol and To otopa, kabe 12 dpeg, TV 1010 dpo. TG Nuépag kdbe nuépa
(.. T0 TPpwi Kot 1O Ppdidv).

Eav napere peyolvrepn 66on Riluzole Zentiva amé tnv Kavoviki

Edv mépete ToAAG d1oKio EMKOIVOVAGTE LE TO YIOTPO GOG 1| TO TANGIESTEPO VOCOKOUELOKO TN L0
EKTOKTOV TEPLOTATIKAOV OUECWG,
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Eav Eeyaoete vo mapete to Riluzole Zentiva

Edv Eeydoete va mapete Eva d1okio, apnote T d00T T TEAEIMG Kol TAPTE TO EMOUEVO O10KI0 GTN
cuvnBiopévn mpa.
Mnyv mépete dSurAn SO0 Yo VO OVOTANPAOCETE TO d1oKi0 TOV EgYAcaTE.

Edv éxete mep1ocdtepeg epmTNCELG OYETIKE LLE T YPNOT AVTOV TOL TPOIOVTOG POTHGTE TO YIOTPO 1| TO
QOPUOKOTOLO COLC.

4, IMBavéic avemBounTeg evépyereg

Onwg 6Aa To pAPLLOK, £TGL KOL 0VTO TO PAPUOKO UTOPEL VO, TPOKAAESEL AVETIOOUNTEG EVEPYEIEG OV
Kot 6gv Topovclalovtal 6€ OAOVG TOVE avOpPMOTOLG.

YHMANTIKO
Evnuepaote 10 710TPO 660G apécmg

- eav acbavieite Topetd (avEnon g Beppokpoaoiog) yari to Riluzole Zentiva mbavov va
wpokaArécel peimon Tov apfpod Twv Aevkokvttapmy. O yatpog cog mbavov va Bednoet va
mhpet detypo aipoTog yio vo eAEyEEL ToV aplOpd TV AELKOKLTTAPMV, TO OTTol0 Elval
ONUOVTIKA Y10 TV KOTATOAEUN O TOV AOIUDEEMV.

- €av aroBovOeite 0molodNmoTe 0md T0 AKOAOVOO CLUTTOUATO: KITPIVIGU TOV SEPUATOG 1] TOL
4oTPOV TOV UATION G0G (TKTEPOG), KVNGUO GE OO TO GMLLO, VOVTIO, EUETO, EMELDN OVTE LITOPEl
va glvar onuddia nratikig véoov (nratitida). O yiorpds cag mhavov va 6og KEVEL TOKTIKES
e€etdoelg aipotog 600 maipvete Riluzole Zentiva yia va dtaopaiicet 6t avtd dev Ba cupfei.

- edv gpoavicete Prya 1 SLGKOALX GTNV avamTvon, XN aVTd UTopel va elvatl GOUTTMOLO VOGO
TOV TVELUOVOV (ToV ovopdletal S1dueoT TvELOVOTTADELD).

Addeg avemOOUNTES EVEPYELES

IToAd ovyvég avemBOunTES Evépyeres (evdéyetan vo ennpedoovy mepiocdtepa omd 1 ota 10 dropo)
tov Riluzole Zentiva eivou:

- kOmwon

- vovtia

- avénuéva eminedo opov 0PIGUEVAOV EVEDU®V TOV GUKMTION (TPAVCOULVAGES).

Yoyvéc avemOounteg evépysreg (evoéyetar va enmpedoovy péypt 1 ota 10 dropa) tov Riluzole
Zentiva givat:

- Lo - HOVSIGHO 1) LOPUYKIOGO TOV GTOLOTOG - guetog
- vmvnida - odénon TeOV KopdoK®OV TUAUDY - duppola
- KeQoAaAyia - KowtMoko dhyog - OAyog

'Oy ovyvég avemOopnteg evépyeleg (evoéyeton va ennpedoovy péxpt 1 ota 100 dropa) Tov Riluzole
Zentiva givou:

- ovoyo

- OAAEPYIKEG OVTIOPAGCELG

- @Aeypovn Tov TayKpEaTOog (TayKpeATITION)

Mn yvooetéig avemOopnteg evépyereg (dev umopobv va ektiunfovv pe Baon to dabéciio dedopéva)

tov Riluzole Zentiva givou:
- g&avonua

21



Ava@opa avemOounTOV VEPYELOV

Edv mapatnpnoete kKamowo avemBOUNTN eVEPYELD, EVILEPDOTE TOV YLOTPO 1) TOV POPUOKOTOLO GO,
Av10 1oy0et Ko Yo kBe mhovr avemBOUNTN EVEPYELD TOV OV AVAPEPETAL GTO TAPOV PVAAO 0OMYIDV
ypronc. Mmopeite emiong va avagépete avembounteg evépyeleg anevbeiag, péow Tov efvikond
GLOTILOTOG OVaPOPAS OV avaypapetal 6to [apdaptnua V. Méow ¢ avapopds avemiBountmy
evepyelmv pnopeite va fonbnoete ot GLAAOYN TEPIGCOTEPOV TANPOPOPIDY TYETIKA LE TNV OCPIAELL
TOL TAPOVTOC PAPLLAKOV.

5. og va pviasoeTan To Riluzole Zentiva
To @apuako ovtd TPEMEL Vo PLAAGGETOL GE LEPT) TOV OgV TO PAETOVV KoL OV TO POAVOLV TO TOUdLA.

Na pn gpnopomoleite avTd T0 PAPLAKO HETA TNV NUEPOUNVIL ANENG TOV OVOPEPETOL GTO KOVTL KOl GTNV
koyérn (blister) petd v AHEH. H nuepounvio ARéng eivor n tedevtaio nuépo Tov unva mov avopEpeTol
exel.

Agv vrapyovv €1d1kéG 0dNyieg S1aTHPNONG Y1 TO TPOIOV OVTO.

6. Iepreyopevo TG GVGKEVAGING KOl AOUTES TANPOPOPIES
T igpréyer To Riluzole Zentiva

- H dpaoctikn ovoia givai  pthovloAn.

- Ta dAlo cvotatikd giva:

Hvupnvag: acPféotio pooeoptkd 6EIVo Avudpo, KLTTOPIVN UIKPOKPUOTUAAKT, TuptTiov d10&eidio
KOALOEIOEC AVLOPO, LOYVIGLO GTENTIKO, KAPUEAAOLT VOTPLOU)OG S106TAVPOVUEVT).

EmkdAivyn: vrpopeAloln, molvatBvievoylvkoin 6000, titaviov doéeido (E171).

Epgavien tov Riluzole Zentiva kon Tepieyépevo g 6V6KELOGIOG

Ta dwokia etvor emucoAvppéva e AETTO LIEVIO, KOWOEWDOVG GYNHATOC Kol Avkd. Kabe diokio
mepi€yxel 50 mg priovlOAng kot eivon yapayuévo pe tnv £voeitn “RPR 202” ot pia mAgvpd.

To Riluzole Zentiva diatifeton o cvokevoocio Twv 28, 56, 98, 112 1 168 diokinv kot Aaufdavetat amd
TO GTOWAL.

Mmropei va. unv KuKAOQOpOoLY OAEG Ol GUCKEVAGIEC.

Katoyog dosrog kukho@opiog

Zentiva k.s.

U kabelovny 130
102 37 Prague 10
Toeyia

Hoepayoyoi

Opella Healthcare International SAS
56, Route de Choisy

60200 Compiegne

ToalAio

IMo omoladnmote TANPOPOPic GYETIK LLE TO TOPOV PAPUAKEVTIKO TPOIOV, TAPAKUAEITTE VO
amgvBuveite 6TOV TOTIKO AVTITPOGOTO TOV KATOYOL TNG AOELNG KUKAOPOPING.
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https://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Belgié/Belgique/Belgien
Zentiva, k.s.

Tél/Tel: +32 (78) 700 112
PV-Belgium@zentiva.com

bbarapus

Zentiva, k.s.

Ten: +35924417136
PV-Bulgaria@zentiva.com

Ceska republika

Zentiva, k.s.

Tel: +420 267 241 111
PV-Czech-Republic@zentiva.com

Danmark

Zentiva Denmark ApS

TIf: +45 787 68 400
PV-Denmark@zentiva.com

Deutschland

Zentiva Pharma GmbH
Tel: +49 (0) 800 53 53 010
PV-Germany@zentiva.com

Eesti

Zentiva, k.s.

Tel: +372 52 70308
PV-Estonia@zentiva.com

E)hada

Zentiva, k.s.

TnA: +30 211 198 7510
PV-Greece@zentiva.com

Espaiia

Zentiva, k.s.

Tel: +34 671 365 828
PV-Spain@zentiva.com

France

Zentiva France

Tél: +33 (0) 800 089 219
PV-France@zentiva.com

Hrvatska

Zentiva d. o. o.

Tel: +385 1 6641 830
PV-Croatia@zentiva.com

Ireland

Zentiva, k.s.

Tel: +353 818 882 243
PV-Ireland@zentiva.com

island
Zentiva Denmark ApS

Lietuva

Zentiva, k.s.

Tel: +370 52152025
PV-Lithuania@zentiva.com

Luxembourg/Luxemburg
Zentiva, k.s.

Tél/Tel: +352 208 82330
PV-Luxembourg@zentiva.com

Magyarorszag

Zentiva Pharma Kift.

Tel.: +36 1 299 1058
PV-Hungary@zentiva.com

Malta

Zentiva, k.s.

Tel: +356 2034 1796
PV-Malta@zentiva.com

Nederland

Zentiva, k.s.

Tel: +31 202 253 638
PV-Netherlands@zentiva.com

Norge

Zentiva Denmark ApS
TIf: +45 787 68 400
PV-Norway@zentiva.com

Osterreich

Zentiva, k.s.

Tel: +43 720 778 877
PV-Austria@zentiva.com

Polska

Zentiva Polska Sp. z 0.0.
Tel: + 48 22 375 92 00
PV-Poland@zentiva.com

Portugal

Zentiva Portugal, Lda

Tel: +351210601360
PV-Portugal@zentiva.com

Roméania

ZENTIVA S.A.

Tel: +4 021.304.7597
PV-Romania@zentiva.com

Slovenija

Zentiva, k.s.

Tel: +386 360 00 408
PV-Slovenia@zentiva.com

Slovenska republika
Zentiva, a.s.
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Simi: +354 539 5025 Tel: +421 2 3918 3010

PV-Iceland@zentiva.com PV-Slovakia@zentiva.com
Italia Suomi/Finland

Zentiva Italia S.r.l. Zentiva Denmark ApS

Tel: +39 800081631 Puh/Tel: +358 942 598 648
PV-Italy@zentiva.com PV-Finland@zentiva.com
Konpog Sverige

Zentiva, k.s. Zentiva Denmark ApS
TnA: +30 211 198 7510 Tel: +46 840 838 822
PV-Cyprus@zentiva.com PV-Sweden@zentiva.com
Latvija

Zentiva, k.s.

Tel: +371 67893939
PV-Latvia@zentiva.com

To mapdov eOAro 0dNYLAOV Ypriong avadespOnke Yo Tedevtaio gopa otig <Mnvag EEEE>.

AALeg TNYEG TANPOPOPLOV
Aemtopepeic TANPoPopieg Yo T0 PAPHOKO aVTO ivol S1BEGIUES GTO OIKTLOKO TOTO Tov Evpmmaikod
Opyaviopov Ooppdxkov: https://www.ema.europa.eu.
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