ITAPAPTHMA I

HEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Sunosi 75 mg emtkoloppévo ue AemTo vuévio diokiol
Sunosi 150 mg emkaivupéva pe Aemtd vuévio dtokiol

2. HOIOTIKH KAI TIOXOTIKH XYNGOEXH

Sunosi 75 mg emkoivuuéva pe Aertd vuévio dickia

Ka0¢ dioxio mepi€yel vOPOYAWDPIKT GOAPIOUPETOAN TOV 1GOSVVOLEL PLE 75 M GOAPLOUPETOANG.

Sunosi 150 mg emkolvpuéva pe Aertd vuévio diokia

Ka0e dioxio mepi€yetl vOPOYAW®PIKT GOAPLOAUPETOAN TOV 160dVVaEL e 150 mg GOAPLAUPETOANG.

T"a tov mAnpn KatdAoyo tv exddymv, PA. Tapdypapo 6.1.

3. ®PAPMAKOTEXNIKH MOP®H
Emwcoloppévo pe Aemntd vpévio dickio (d10kio)

Sunosi 75 mg smucoaivupévo. pe Aemntd vuévio dtokio,

Kitpwvo émc oxovpo kitpivo, pokpdotevo d1okio, 7,6 mm X 4,4 mm, pe 10 «75» yopoypuévo otn pia
TAEVPA KOl Lo EYKOTY 6TV avtifetn mAgvpd.
To dwokio umopel va dwywpiotel o€ 600 i6€¢ dOGELS.

Sunosi 150 mg emkolvppéva pe Aertd vuévio diokia

Kitpwo, paxpdctevo dickio, 9,5 mm X 5,6 mm, pe 10 «150» yapaypévo ot pio TAgvpdL.

4. KAINIKEY MAHPO®OPIEX
4.1 OgpomevTiKég £voeitelg

To Sunosi gvdelcvoton yio T Pertioon tng eypiyopong kat t peiwon g vepPoitkng vvnAlog
KOTA TN O1dpKeln TG NIEPAG 0€ EVIAIKEG aoBeveic e vaproinyia (e 1 xopig KatamAn&io).

To Sunosi evdgikvoton yio tn PeAtioon g eypRyopong kat Tn peimwon tng vrepPorkng vIVNAiG
katd ™ ddpkela g nuépag (EDS) og eviihikeg acBeveig pe amoppaktiky vvikh drvowa (AYA), n
EDS tov ontoimv dev £xEl OVTILETOMIOTEL IKOVOTOMTIKG e pia opyikn Oepameio tng AY A, dmwgn
ovveyng etk mieon agpaywymv (CPAP).



4.2  Aocoloyio Kol TPOTOG YOPNYNONS

H Bgpamncio Oo mpénet va Eexva amd emayyelpatio vyelag e EUTEPIO OTNV OVTILETATION TNG
vapkoAnyiag 1 g AYA.

To Sunosi dev amotelel Bepameial yio TV AVTILETMMION TNG VIOKEILEVNG ATOPPAENG TOV AEPAYDYDV
oe acbeveig pe AYA. H apywn Bepaneia tng AY A o mpénet va dratnpeiton 6€ avtolg Toug acheveic.

H aptnpraxn mieon kot o kapdrokdg pubuog Ba wpénet va a&toAoyovviat Tpv omd v Evapén g
Bepameiog e COAPLARPETOAN Kot Ba TPEMEL VO TAPOKOAOVOOVVTOL TEPLOOIKA KATA TN SLAPKELD TNG
Oepomeiog, 0Kt petd amd avénon g 60ong. H npotndpyovoa vréptacn Oa mpénel vo tibeton vod
éleyyo mpwv omd v évapén g Bepameiog e GOAPLAUPETOAT, EVD O TPEMEL va EMOEKVOETOL
TPOCOoYN KATA TN Oepameio acBevdv mov daTpEyovy VYNAOTEPO Kivouvo eppdviong peilova duouevn

kapdloka eneicddo (MACE) MAKE, wwitepa acbevav pe tpoimdpyovca vréptaon, acevav
LLE YVAOOTN KOPOLOyYELKT 1] EYKEQOAOAYYELNKT VOGO Kol NMKIOUEVOY acOevov.

H avdykn cvvéyiong g Oepomeiog pe colplappetodn Oo mpénetl va enavalloloyeitot Teplodikd. Av
KGmo10¢ 0o0eVg TOPOLGLAGEL CVENGELG TNG OPTNPLOKNC TTiEGNC ) TOV Kopdlakoy puBLov ol 0moieg dev
UTOPOVV VO OVTILETMMLIGTOVV UE Helmor TG SO0NG TNG COAPLOUUPETOANG 1] LE GAAT KATAAANAN 10TPIKN
napéuPaocn, 0o wpénel va eEeTaleton 10 evOEXOUEVO SLOKOTNG TG COAPLAUPETOANG. Oa Tpémet va
EMOEIKVVETAL TPOCOYN KOTA TN (PO GAADV QUPHOKEVTIKOV TPOTOVI®V TOL 0vEAVOLY TNV
apTnploKn mieon Kot tov Kapdioko puduod (PA. mapdypago 4.5).

Aocoloyia

Noprolnyio

H ocvvietdpevn d6om évapéng sival 75 mg dnaé nuepnoimg, katd tnv apdnvion. Av gvdeikvotal
KAMvika o€ acbeveig pe mo cofapng popeng eninedo vavniiog, propel va e&etaotel T0 v OIEVO
pog 66ong évapéng 150 mg.

Avaloya pe v KAMVIKY avTamokpion, 1 00om propel va tithonom el e vymAdTePO EMIMESO e
SmAac1aopo TG 800mMG avd S10GTIHLOTH TOVAGYIGTOV 3 UEPDV, LE IO CUVIGTOUEVT LEYIOTH UEPTIOLN
d6on tv 150 mg dnaé nuepnoing.

AYA

H ocvvietdpevn d6on évapéng eivar 37,5 mg draé nuepnoing, katd tnv a@dnvion. Avaroyao pe v
KAMVIKY avTomokplon, 1 0001 pmopei vo TithomomBel og VYNAOTEPO EMIMEDO LE SUTAAGLAGLO TNG
300N ¢ ava SLOGTILLOTO TOVAGYIGTOV 3 UEPDV, LLE L0 GUVIGTAOUEVT HLEYLOTN NUEPNGLO OOCN TOV
150 mg dma& nuepnoing.

H Ay tov Sunosi Atydtepo amd 9 dpeg Tpv amd Ty dpa KatdkAlong 0o TpETEL Vo 0moPEYETUL
KkaOdc pmopel va ennpedcel Tov VOKTEPIVO VTTVO.

Maxpoypovio. yprion

e aobeveic 6TOVG 0TOI0VE GUVTOYOYPAPEITAL GOAPLOUPETOAN 1) OVAYKT YioL GLVEYIOT] TNG Oepameiog
KoL 1 KOTAAANAN 060m Ba mpénet va a&loAoyohvtol TEPLOSIKE KATH T1) S1EPKELN TOPOUTETAUEVNG
Oepamneiog.

Ewwoi tAnfvopoi

Hlkiwuévor (> 65 etav)

Yrdpyovv mepropiopéva dedopéve aTovg NAKIopEVoLg acbevels. Oa mpémet va e&etaletal to
evogYOUEVO YPNONG XOUNAOTEP®Y BOGEMVY Kal 6TEVIG TapakoiobONnong og avtdv Tov TAndvoud (PA.
napdypoeo 4.4). H colplopeetoin amofdrietor Katd kOplo A0Yo amd TouG VEPPOULS Kol 060 UEVOL



OTL 01 NAIKIOpEVOL acbevelg eivarl TBavOTEPO Vo £XOVV LEIOUEVT VEPPIKT] AgtTovpYia, 1| XOp1ynom
d00M g Umopel VoL TPEMEL VoL TPOGOPUOCTEL e Baon v kdBapon Kpeativivng o€ avtods Toug acheveic.

Negpixn dvoiertovpyio,
"Hma veppkn duchertovpyia (kdBapon kpeatvivng 60-89 ml/min): Agv amorteitor Tpocoproy” g
doomnc.

Métpia veppikn dvcsiertovpyia (kabBapon kpeatvivng 30-59 ml/min): H cuvictdpevn d6on Evapéng
gtvan 37,5 mg dnag nuepnoiong. H doon pmopei va avénbdet £wg ta 75 Mg Katd péyioto anaf
NuUePNGimg PETA amd 5 uépeg.

YoBapng popeng veppikn dvcoiertovpyia (kKdbapon kpeativivng 15-29 ml/min): H cuvietdpevn d6on
glvai 37,5 mg dna nuepnoing.

Neppikn vocog tehkov otadiov (kabBapomn kpeatvivig <15 ml/min): H coAproppetoin dev
GUVICTATOL Y10 YPN|OT| G€ A0OEVEIC LE VEPPIKT VOGO TEMKOD GTASIOV.

Hoidazpiog ninBvouog
H ac@dieia kot 1 amotelecpatikdOTnTa TOV SUnosi o€ Todld kot epnPovg (MAtkiag <18 etmv) dev

€yovv axopa tekunprmbel. Agv vapyovv drabécio dedopéva.

Tpomog yoprynong

To Sunosi Tpoopiletar yio amd GTOUATOG XPNOT).

To Sunosi umopet vo Anedel pe 1| xwpic tpoen.

H yopriiynon wog 66ong 37,5 mg pmopel va emrevydei pe diyyotopunon evog diokiov tov 75 mg 610
ONUEIO EYKOTNG TOL.

4.3 Avrevoceieg

. YrepevaicOnoio otn dpacTiki ovcio 1 6€ KATo10 omd To £KS0Y0 TOV AVAPEPOVTAL GTNV
mopdypapo 6.1.

. "Epepoaypo Tov pookapdiov eviog Tov TponyovLEVOL £TOVG, aoTaONG otnOdyym, U eEAEYYOHEVN
VIEPTAOT, coPapég Kapdlakég appulpieg Kot dAla coPapd kapdiakd TpoPAruata.

o Tavtdypovn xpnon avactorémv g povoaptvolelddong (avaoctoreic MAO) 1 evtog 14 nuepmv
amd ™ dwakonn g Bepomeiag pe avactoreic MAO (BA. mapdypago 4.5).

4.4  E101kéC TPOELOOTONGELS KOl TPOPVAAEELS KATA T1| Y p1on

Puylatpikd CLUTTOLLOTO,

H coAiproppetoin dev €xet a&lohoyndel oe acbeveig pe 10Toptkd YHymong 1 SITOMKOV daTapoydV 1
LE GLVOSO YOY®ON N SIMOAIKES dlaTapayEc. Ao TPEMEL VoL EMOEIKVVETAL TPOGOYN Katd 1 Bepameio
QUTOV TOV 000eVOY AOY® YOYLOTPIKOVY avETIOOUNTOV EVEPYEL®Y 01 0Ttoieg Oa. pmopovoay vo
EMOEWVDCOVY TO GUUTTOUATO (T, LAVIOKE ETEIGOOINL) TPOVTAPYOVCAOV YUYLOTPIKADV SUTOUPOUYDV.

Ot aoBeveic mov vwoailovtol o Bepameia e coApLapEeTOAN Ba Tpémet vo TapakolovBovvtal
TPOCEKTIKA Yo avemBOUNTEG EVEPYELES, OTTOC AYYXOC, abmvia Kot vepedioTdTTA. AVTEG O1
avemBounteg evépyeleg mapaTnpnOnKay cuyva Katd v Evapén tng Oepameiog aAld Etevay va
OmOdPALOLY LE TN cLVEYLION TNG Bepameiag. AV aVTA TO GUUTTOUATA EUUEVOLV T} EMOEV®mBOHV, Ba
npémel va eEETAGTEL TO EVOEYOUEVO LEIMONG 1 O10KOTTNG TNG SOOTG.



Aptnploxn mieon kol Kapdokdc puOuodc

AvoAdoelg 0e00UEVOV amd KMVIKES dOKLUEG £0e15av OTL 1] Bepameia e GOAPLAUPETOAN avEAvEL TN
GLGTOAIKY OPTNPLOKT] TTEST, TN SLOCTOAIKY OPTNPLOKT] TEGT KO TOV KAPSLOKO puOUod [E
3000eEUPTMOUEVO TPOTO.

Emidnpiodoyikd dedopéva vmodetkvhouy 0Tt ol ¥povieg OLENGELS TG OPTNPLUKNG TTESN G ALEAVOLV TOV
Kivéuvo gpeaviong peilovog avemBountov kapdiayysioakod coppduotog (MAKY),
GUUTEPTLOUPOAVOUEV®Y TOV EYKEPOAIKOD ETELGOJI0V, TNG KOPOOKNG TPOGPOANG KOl TOV
kapdiayyslokov Boavatov. To péyeboc g abénong tov amdivtov Kivdvvou e€aptdtol amd Ty avénon
NG aPTNPLOKNG TTESTG KOt TOV VTOKelEVO Kivovvo gppdviong MAKYE atov vid Bepancio mAnBououo.
IToAhoi acBeveig pe vaproAinyio kot AY A €yovv moALOTAOVG TapayovTEG KIVODVOD Yo TV ELPAVIoN
MAKE, copneptlapfavopévav g vIeéPTacns, Tov OLaPTn, TG VIEPATIOAING Kol TOL VYNAOD
deiktn palog chpatog (AME).

H ypnion oe acBeveic pe aotabn kapdiayysiokn voso, cofapéc kapdlukéc appubuies kot dAla cofapd
kapdiokd TpopAnuota avrevdsikvotar (BA. mapdypagpo 4.3).

Ot acBeveic pe pétpla | oPapng LopPNG vEPPIKT SucAeltovpyia umopel va datpéyovy vynAdTEPO
Kivduvo avENcemv TN apTNPLOKNG TECTG Kol TOV KapdoKoD puopod AOY®m TOL TOPUTETAUEVOV
¥POVOL Muicelog {oNg NS COAPLAUPETOANG.

Koatdypnon

To Sunosi a&loloynOnke o€ pa peAéTn dvva koD Kotdypnong omd Tov avlpwmo Kot Katédelée
YOUNAO Suvapukd katdypnong. To amoteAESHOTA 0O QUTNV TNV KAVIKY HEAETN KOTESEEAV OTL T
GOAPLAUPETOAN Tapnyaye fabuoloyieg Tpotipmong tov eapudkov (Drug Liking) vymAdtepeg am’ 6,Tt
TO EIKOVIKO QAPLOKO, OAAG YEVIKMG TOPOLOIEG 1] XOUNAOTEPEC O’ 0,TL M| ovTepivn (€va aoBevEg
deyeptikd). o TPEMEL VoL EMOEIKVVETAL TPOCOYN KOTA TN Bepameio acOevmv e 16TOPIKO KATAYPNONG
OleyepTIKaV (1. peBvApaividdrn, aueetopivn) 1 alikodd, Kot avtoi ot acbeveic Oo Tpémel va
TOPAKOAOLOOVVTAL Y10 CTHEID ECOAALEVNG XPTIONG N KATAYPNONG TNS COAPLUUPETOANG.

TLadkopa KASIGTAC YOVIoC

Y1ov¢ 0o0gveig mov AaUPAvVOVY GOAPLAUPETOAT UTOPEL VO, ELEAVIGTEL pLdpiaon. ZuvieTdTol Tpocoyn
o1ovg acbeveig pe avénuévn evéoebdaiuia tieon 1 6tovg acbeveic Tov daTpéyovv Kivouvo
YAQUK®OLOTOG KAEIGTNG YOVING.

T'uvaikeg o€ ovamapay®ylkn NAKic ) 01 GOVTPOPOL TOVC

O yovaikeg 6€ avamopay®ytki nAMKio 1 ot Avopeg GLVIPOPOL TOVE TPEMEL VAL YPNGLLOTOLOVY
amotelecpatikn HEO0SO avTIGOAANYNG KATA T ANYN GOAPLOUEETOANG (BA. Tapdypapo 4.6).

45  AMNAemOpacES e GALO QUPUUKEVTIKG TPOTOVTO KoL GALES pop@ég aliniemiopaong
Agv &govv mpaypotomomn0el peréteg aAiniemdpdoewv (PA. mapdypapo 5.2).

H colpropepetdin dev mpémetl va suyyopnyeitat pe avaotoreic MAO 1 evtdg 14 nuepdv PETA TN
dwokom g Bepamneiog pe avactoreic MAO 16T propel vo avéNcel Tov KivOuvo VIEPTUGTKNG
avtidpaong (BA. mapdypapo 4.3).

H tautdypovn gpnomn QaproKELTIKAOV TPOIOVTOV TOV ALEAVOLV TIV OPTNPLUKN TTECT Kol TOV
Kapdlokd pudud Bo Tpémel va yivetan pe mpocoyn (BA. Tapdypapo 4.4).

Ta pappokevTikd TPoidvTo ToL CLEAVOLV Ta ENimeda vToToivg ] Ta ontoia decpevovTal amevbsiog e
TOVG VTOTOUIVIKODG DTTOS0YELG LITOPEL VL 03TYIGOVV GE PUPUAKOOSVVOLIKEG OAANAETIOPAGELS LLE TN
GOAPLOUPETOAN. H TanTOypOovn 1p1o1 QUTOV TV QOPUOKELTIK®Y TPoiovImV Bo mpénet va yivetan e

TPOGOYN].



46 TovipétnTa, KON KOt yorlovyia
Kinon

Agv datiBevton 1 elvor TePLOPIGUEVE TO KAVIKE OEG0UEVO GYETIKA TN XPNOT| TNG COAPLOUPETOANG OE
£yKveg yovaikeg. Melétec oe (oa katédei&av avamapaywykn toSikotnra (BA. mtapdypago 5.3). To
Sunosi dev TPEMEL VO YPNGIUOTOLEITOL KOTA TN SIUPKELN TNG EYKVUOGVUVNG KAO®DE Kol GE YOVOIKEG
AVOTOPOY@YIKNG NAKING XPig TN XPON OVIIGOAANYIG.

Oniacpdc

Agv gival yvooto dv 1 COAPLOUPETOAN anekKpiveTal 6to avOpamvo yaha. Mehéteg oe {ma
KOTESEIEQY ATEKKPLOT TNG GOAPLOUPETOANG 0TO UNTPIKO Ydda. O kivdvvoc ota veoyévvnta/Bpéen dev
umopel va arokAeiotel. [lpénel va amopaciotel edv Oa diakomel o Oniacuodc 1 Ba dakonel/amopevyel
n Bepaneio pe Sunosi Aappdvovtag vIOYN T0 OPEAOS TOL ONAAGLODV Yia TO TTOdT Kot TO OPELOG TG
Oepameiog ylo T yovaika.

Tovipétmta

O1 emdPAGELG TNEC COAPLOUPETOANG 6TOV AvOpmTo givar dyvootec. MeAéteg o€ (Do dEV VTOSEIKVOOVY
apeoec N eppeces emProPeic emdpdaoelg otn yovipdtmra (PA. mapdypoeo 5.3).

4.7 Emopaceis 6Ty IKAvOTITE 001Y1161)G KU1 (EIPIGHOV HNYUVIILETOV

Y1ovg aobeveig mov Aapfdavovy otafepés dOGEIC GOAPLOUPETOANG UVAUEVETOL LIKPT ETIOPOOT] OTNV
KavoTTo 001 YNoNGS. META TN YOPTYNON COAPLAUPETOANG UTOPEL VO ELPAVIGTOVY (AL KAl dtaTopoyN
¢ npocoyng (BA. mapdypago 4.8).

O1 aoBeveic pe un puctoroyikd enineda vevnAlag ot omoiol Aapfavouvy GoAptapeetoin fa tpénet va
EVIUEPDOVOVTAL OTL TO EMITESO EYPIYOPONC TOVE UITOPEL VAL NV EMOTPEYEL GTO PLGLOAOYIKS. Ot
aocfeveic pe vrepfoiikn vavniia KoTd TN SEPKELD TNE NUEPASG, CLUTEPIAAUPAVOUEVOV OGOV
Aappdvouv corplappeTodn Bo Tpénet vo emava&loloyouvTal TAKTIKG MG TPOG TO EMIMESO VITVNALNG
TOVC KOIL, 0V OTTOLTEITOL, VO, TOVG GUVIGTATOL VO ATOQEVYOVV TNV 001YNGT| 1} OTOLONTOTE (AN
SuvNTIKG emKivouvTn dpacTnPLOTNTa, 0K KOTd TV évapén e Bepameiog 1 6tov aAAdlerl ) ddon.

4.8 AvemOopnteg evépyereg

20VoYT] TOL TPODIA AGOAAELNC

Ot cvyvotepa avapepdpeves avemBounteg evépyeteg nrav 1 kepaiolyio (11,1%), n vavtia (6,6%) kot
N Hetpévn opeén (6,8%).

Kotdroyoc averl@ountmv evepyeldv o€ LOpON TIVOKO,

H ocvyvomto tov avemBountov evepysidv opiletal e yprion g akoiovdng cuvinkng cuyvotnTog
MedDRA: moAd cuyvég (= 1/10), cuyvég (= 1/100 émg < 1/10), oyt ovyvég (> 1/1.000 £mg < 1/100),
omavieg (> 1/10.000 éwg < 1/1.000), woAd ordvieg (< 1/10.000), un yvootig cuyxvotntog (dev Hmopovv
va ektiunovv pe Baomn ta dabéciua dedopéva).



Koatnyopia/Opyavikd cvotnua Avem@ounteg evépysieg | Tvyvotnra.
MetafoAkég Kot SLoTpoQIKEC S10TAPOUYES Opeén petopévn 2oyvEC
Poyrotpikég dratapayss Avyyoc 2uyvéc
Avzvia 2uyvéc
Evepebiotomra Suyvéc
Tpryuodg t@wv 086vTv Xuyvéc
Atéyepon Oy ouyvéc
Avnovyia Oy ovyvéc
Awotapoyég Tov VEuPIKoH GUGTIHHOTOG Kepaiaryia IToAb cuyvég
Z4&An Xuyvég
Awrtapoyn otnv mpocoyn] | Oyt cvyvég
Tpouog Oy ouyvéc
Koapdwakég dratopayés AicOnua molpov 2uyvéc
Tayvkoapdio Oyt ovuyvég
Ayyelokég datapoyés Ynéptoon Oy ovyvég
AvomvevuoTikéc, OmpaKkikég dtatapayEg Kot Bnyoag Xuyvéc
Swatapoyéc pecobwpaxiov Adormvola Oy ovyvég
laotpevtepikés drotapoyég Novtio 2uyvéc
Algppora Xuyvéc
Enpoctouia Xuyvéc
Kothakod dAyog 2oyvEC
Avokomdtnto 2uyvéc
‘Eperog Xuyvéc
ATopay£g TOL SEPOTOC KO TOV VTOSOPLOV Yrepidpooia Suyvég
16100
I'evikég drotapayéc kKot Kataotdoelg g 8éong AioOnon ekvevpiopon Xuyvéc
XOopyNoNg Owpokikn duvceopia 2uyvéc
Owpokikd dAyog Oy ovyvég
Aiya Oy ovuyvég
Hopaxivikég e€etdoeig Koapdiaxodg pubuodg Oyt ovuyvég
ovénuévog
Aptmproxn| mieon XuyvEC
ovEnpévn
Zopatikod Bapog Oy ovyvég
UeLwUEVO

IIeprypaen emAeyuévev ovemBOUNTOV EVEPYELDV

Evopén tne Ospameiog

H mhelovotnto tov cuyvotepa avopepOUEVOV OVETIOOUNTMV EVEPYELDY ELPAVIGTNKE EVTOG TOV
TPOTOV 2 ELSoUAd®V amd TV Evapén g Bepameiog Kot VTOXMPNOAV GTNV TAEOVOTNTO TV AcHeEVOV
pe d1dpeon drapketo kpoTepT amd 2 fSOUAdEC.

Avtidpdoeis vrepevoroOnoiog

Metd v KuKA0QOpio TOL PAPLAKOV GTNV 0yopd, EX0VV avaeepbel avTidpacElc vTEpELOICONGING Ot
omoleg exdnAdOnKayv pe éva 1 tepiocdTepa amd To akdiovBa: eEavOnpa epuOnuaT®OES, eEavOn L,
kvidwon (BA. mapdypago 4.3).

Aocoeoprausves ovemBountes evépyeles

Y11c KAvikéG dokipég drdpketag 12 efdouddwmy mov cuvékpvay 86celg Tv 37,5 mg, Tov 75 mg kot
v 150 mg/Muépa GOAPLOUUPETOANG LLE EIKOVIKO QAPLOKO, Ol akOAOVOEG avemBounteg evEpyeLeg
oyetilovtav pe tn 0601: kKeQoraAyia, vavtia, pueiowuévn opeén, dyyos, didppota kot Enpoctopia. Ot
00C0AOYIKEC GYECELG NTAV GE YEVIKEG YPOLLES TOpOLoleg 0TOVG aoBeveis e AY A ko vapkoinyia.
Optopéva cupfavto 6mme ayyos, abmvia, evepedioTdTnTa Ko d1€yepor mapatnpiOnkay Guyva Kotd
v évapén g Bepameiog aAld ETevay va omodpapovy Ue T cuvéyion tng Bepameiog. Av avtd ta



CUUTTMOUOTO ELPEVOLV 1) EMOEV®BOVV, Ba Tpémel va e€etaotel To evogyOEVO PelmoNg 1] SOKOTTNG TG
d6ong (BA. mapdypao 4.4).

Moxonn e Oepomeiog

2116 ELEYYOUEVES LE EIKOVIKO QAPUOKO KAVIKEG doKIUEG dtdpketog 12 efdouddwv, 11 ex Tov

396 acBevav (3%) ot omoiol Adppavay GolplapeeToin diékoyav T Bepaneio AoOyw avemBoung
gvépyelag cuykpltikd pe 1 ek tov 226 acbevov (<1%) mov Aapupavay sucovikod eappoxo. Ot
avemBounTeg EVEPYELEC TOV 0dNYN GV € dloKomT| TG Oepameing ol omoie eUPavicTNKAV OE
TEPLoGOTEPOVC 0o Evav acBeveig mov vofdAiovtay oe Bepameio Le GOAPLOUPETOAN KOl GE
VYNAGTEPN GLYVOTNTA O’ §,TL GTO EIKOVIKO PAPLOKO TAV AyY0G, aicOnUa TAANOV Kot ovnouyia, To
GUVOLO TV OTTOI®MV EUPOVIOTNKE PE GLYVOTNTA KAT® TOL 1%.

Avaopd movoroyoduevav avemfounTmv EVEPYEIDY

H avagopd mboavoroyobuevov avemBountomv evepyelmv PETA amd T YopnyNnon &delog KukAopopiog
TOV QUPUAKEVTIKOV TPOIdVTOG elvar onuovTtikn. Emitpénet T cuveyn mopakoiovdnon e oyEong
0PEALOVE-KIVOVVOV TOV QUPUOKEVTIKOD TPOIOVTOC. ZNTEiTaL 00 TOVG ETUYYEAUATIEG LYElNG VO
aVaPEPOVY OTTOIEGONTOTE THOVOAOYOVUEVES OVETIOVUNTEG EVEPYELEG LECH TOL EOVIKOD GLGTILATOG
avopopdg Tov avaypdeetatl oto [Hopdptua V.

49 Yrnepodoooloyia

Agv &govv vapEet avapopEég VTEPSOGOLOYING TG COAPIIUPETOANG OTIC KAVIKES PLEAETEG.

e vytelg eBelovtéc, vmpée pia avemBOUN TN evépyeto NG OYUNG SuoKIvioiog Kat pio avemBountn
gvépyela pétplag axkabnociog ol omoieg eppaviomray og po vrodepanmevtikny d6on Twv 900 mg. Ta
GUUTTMLOTO VTOYOPNOAV UETA amd Slakomn Tng Bepaneiog.

Agv vIapyEL GLYKEKPYEVO aVTIOOTO. L€ TEPIMTWON AKOVGOLAG VITEPOOGOAOYING, Ba TpEme va

TOPEYETOL GOUTTMOUOTIKY KO DVTOGTNPIKTIKT 10 TPIKN PpovTida Kot ot acbeveig Oa mpémet va
TOPOKOAOVOOVVTAL TPOGEKTIKA, OTWG OTOLTEITAL.

5. OAPMAKOAOTI'IKEX IAIOTHTEX
5.1 ®@oppokodvvopIKES 1O10TNTES

DoppokobepamenTiky Katnyopio: YoxouvoAnmITikd, KEVIPIKAOS SpOVTH CUUTAOOUUNTIKE, KOIKOS
ATC: NO6BA14

Mnyavioudc dpdonc

O (OY unyoviopodg(ot) pe tov (Tovg) omoio(0vg) 1 GOAPIAUPETOAT PEATIDVEL TNV EYPIYOPCT) GTOVG
aoBeveig pe vrepfoiikn vevniia KoTd TN dtdpkela TNS NUEPAG 1| ool oyeTileTon pe vopkoAnyia
OTOPPUKTIKT VAVIKY] ATvola 0gv £xel(0VV) YOPAKTNPIOTEL TANPWOC. 2GTOCO, 1) ATOTEAEGLATIKOTNTO TNG
Ba propovoe va pesorafeitor amd T Spdomn TS MG AVAGTOAEN ETOVATPOCANYNG TNG VIOTAIVNG Kot
g vopemiveppivng (vopadpevarivng) (DNRI).

DapurokoduvaLtkéc emdpioeElc

Aedopéva. in vitro

Xe MEPANOTO OEGLEVOTG PAOIOCTLOGHEVOL GUVOETN LE KOTTOPO TTOV £EEQPALOV KAMVOTOIUEVOLG
avOpOTIVOLC VITOSOYEIC/LETAPOPEIC, 1| COAPLAUPETOAN £3e1EE GUYYEVELN OEGUEVGNG LUE TOV LETOPOPEQ.
g vromapivng (Ki [otafepd avactoing] emavaryemv = 6,3 kot 14,2 pM) Kot Tov HeTaPOpEN TNG
vopemveppivng (vopadpevarivng) (Ki [otabepd avactoing] eravoinyewny = 3,7 kot > 10 uM) aArd
dev €de1ée kapio aloonueimTn GVYYEVELN SECUEVOTG LLE TOV LETAPOPED TG oepoTovivie. H
COAPLOUQPETOAN OVESTEILE TNV emavarpOSANYT TG viomapivng (ICso [cuykévTpwon avacsToing Kotd


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

50%] emavoinyewnv =2,9 kai 6,4 uM) kai tng voperiveppivng (vopadpevarivng) (ICso [cuykévipwon
avactolg katd 50%]=4,4 uM) aAld Oy Kot TNG GEPOTOVIVIG Ad ALTA TOL KUTTOPC.

Aedopéva in vivo oe (o,

Y& TOPEVTEPIKES OOCELG TOL 0ONYNOAY GE GAPEIS TPOAYOVGES TNV EYPNYOPON EMOPACELS GE
0pPOVPAIOVS, N COAPLAUPETOAN OENGE TO EMUEPOVE EMITESA VIOTAUIVIG 6TO PAPOMTO OO KOt TO.
EMIMESO VOPEMIVEPPIVIG (VOPAOPEVOAIVIG) GTOV TPOUETOTLOL0 PAOLD, EVD dev £0e1&e agloonueimt
O£0UEVCT] GTOV UETAPOPEN VIOTOUIVIG KO VOPETIVEPPIVIG (VOPadPEVAAIVIG) TV apovpaimv GE Eval
OVTOPUSLOYPAPIKO TTEIPALLAL.

KMvikn) omoteAeouatikdTnTo Kol 0GQAAELO,

Noprolnyio

H perétn 1, o toyotomotnuévn, Sumhd TOPAT, EAEYYOUEVT LLE EIKOVIKO (PAPLOKO, TOPAAANA®V
opadmv perétn dibpketog 12 fdopddmv, a&loAdyNce TNV OTOTEAECUATIKOTNTO TNG COAPLOUUPETOANG
o€ eviAIKeg aobeveic pe vaproinyia (Le N xopig KatamAn&io).

Mo mv évtaén og autnv ™ pHeAét, ot acbeveic Empene va Exovv vaepPOAKT VITIVNALN KOTE T
duapketo T nuépag (Babpoioyia oty kKiipaka vevniiog Epworth [Epworth Sleepiness Scale, ESS]
peyaAvtepn 1 iom tov 10) ko va avtipeTonilovv SuokoAia 6T dtaTnpN oY TG £Ypryopons (LEGOG
APOVOG ETEAEVGTG TOL VAIVOV LIKPOTEPOG 1 160G TV 25 AETTMOV) OGS TEKUNPLOVOTAY 0Td TOV HEGO
OpO TOV TPAOT®V 4 oKDV NG doKaciog dtatnpnong g eypnyopons (Maintenance of Wakefulness
Test, MWT) dudpxetog 40 Aentdv Katd tnv Evapén T LEAETNG.

Ta pétpa g amoteAespaTkOTTAG NTAY 1 HETABOA amd TV Evapén £wg tnv eBdopdda 12 ota e&ng:
wKavoTNTO TOV 060ev) va peivel EOTTVIOG, dT®S LETPLOTAV OO TOV HEGO YPOVO ETELEVOTNG TOV VITVOV
o1 dokipacioc MWT, vrepBoitkn vtvnAia kotd tn ddpkela TG NUEPOS OTTMOC HETPLOTOV OO TNV
KAipaxo ESS, kot fertioon g 6uvolkng KAMVIKNG KOTAGTAONS 0Ttmg a&loloyovvtay arnd v
KAlpoka yevikng evtonmong tov acfevn ya ) petafoln (Patient Global Impression of Change,
PGlIc). H «iipaxa ESS eivat éva epyaieio uétpnong 8 otoyyeiov faciopévo o€ avapopéc amd Toug
acfeveic to omoio petpdetl v mhavoTTA Vo amokolunobv o1 acbeveig kaTd TIc GuVNOELC
kafnuepwvés dpactnprottes. H PGlce givan pio kAipoko 7 onpeiov mov Kupoiveral ond to
«Bektiwbnke TApa TOAD» £mG TO KEMOEVOONKE TAPA TOAV» 1| omoia a&loAoyel T HeTaBOoA TG
KAMVIKNG KATAGTAOTG OTMG avapEPETaL amd Tov achevn.

Ot acBeveig pe vaproinyia yopaxtnpifoviav amd peiwpévn eypnyopon Kot vepPoikn vevniio Kotd
T StdpKeLa TG NUEPOS, OTTMG VITOJEIKVLOTAV 0td TN Padporoyic MWT yia tov puécso ypovo
emélevong vavov kot T Pabporoyio ESS katd v évapén, avrtictoya (tivakoag 1). Ot mepiocdTePOL
acBeveic elyav mpornyoduevn ypron youyodieyeptikmv. H katanin&io tav Ttapovca nepitov 610
NUGYL TV ac0evady cuvolkd. Ta SNUOYPAPIKA YOPOKTPICTIKA KoL TO, YOPUKTNPLOTIKE KOTE TV
évapén Ntav Tapdpotla petad Tov achevav pe kataminéio kol tov acfevov ympic kataminéio.

e autv T perétn, ol acbeveig pe vapkoinyio ToyatomoOnkay yio T AW GOAPLOUUPETOANG

75 mg, 150 mg 1 300 mg (300 Popég N LEYLOTH GLVIGTAOUEVT NUEPNOLa OOGN), 1 EIKOVIKOD POPUAKO
amog nuepnoiong. Tnv efdopdda 12, o1 acheveig mov TuyatomoOniay otn ddon twv 150 mg £dei&ov
OTOTIOTIKA oMUovTIKEG PedTinoelg otig Pabuoroyiec MWT kot ESS (cupnpmtedovio KoTtonKTikd
onueia), kabhg kot ot Pabuoroyia PGle (kOplo devtepedov KOTAANKTIKO ONLELD), GE GVYKPIOT LE TO
gwoviKo apuaxo. Ot acheveic Tov TuyalomomOnkay ot ANy 75 mg €010V GTATIGTIKG GNUOVTIKY
Beltioon ot Pabduoroyic ESS aArd oyt ot Babuoroyic MWT 1 PGlc (mwivaxog 1). Avtég o
emdpdoeic NTav docoeaptdpeves, mapatnpOnkay v efdopdda 1 kot dtatnpndnkav kad’ 6An
duapketa g pnerétng (ewova 1). Tevikd, otig 1d1eg d00ELS, TapatnpnOnke pikpoTepo péyebog
emidpaong otovg acheveic pe mo cofapng LopeNg apyikd enimeda vIVNALNG G€ oYEoT LE TO AYOTEPO
coPapnc popenc. Tnv efdopdda 12, o1 acBeveig mov Toyatomo|Onkay yio T Aqyn 150 mg
COAPLOUPETOANG eMESEIEAV oTAOEPES PEATIDGELS TNG EYPNYOPoNG kKaB’ OAN TN SdpKELN TG NMUEPUS Ol
OTO1EC TV OTOTIOTIKA CTLOVTIKEG GE GUYKPLGT] LLE TO EIKOVIKO QAPLOKO Yo KAOe pio ek Tov

5 dokypumv MWT, éyovtag didpkeila Tepimov 9 @pav petd m yopnynon g doong. [opotnpnOniav
d0c0e&apTmdpEVES BEATIDCELS TNG KOVATNTOC O1EVEPYELOG KOUOMUEPIVAOV dPACTNPLOTHTMV, OTMC



peTpnOnkav amd 1 cOVIoUNn £K600T) TOV EPAOTNUATOAOYIOV AEITOVPYIKMV EKPAGEDV VTVOV

(Functional Outcomes Sleep Questionnaire, FOSQ-10). Aocoloyieg avo tov 150 mg nuepnoing dev
TOPEYOLY ALENUEVT] ATOTEAEGLATIKOTITO EMOPKT DGTE VO VILEPLGYVEL TOV dOGOGYETILOUEV®DV
avemBounTeV evepyEIDV.

O VUKTEPIVOG VTTVOC OTTMOG LETPHONKE LLE TOAVCOUUTOKOTOYPAPIKT LEAETT DTTVOL JEV EMNPEACTNKE
omd TN YPNOT GOAPLOUPETOANG.

Mivaxoeg 1. Emokénncen Tov 6ToLeimv omoTeELEcHATIKOTNTOS TNV EPdondda 12 oTtovg acOeveig
pE vapkoinyio otn perétn 1

Opaoeg Oepaneiog Méon Méon Awpopd and to Twn p
(N) paOporoyio | perafoii) amé | ukoviké PappoKO
KOTd TV v évapén (AE 95%)
évapdn (SD)
Meiémy 1 Méon yun LS
(SE)
Ewkovikd @dppoxo
MWT (58) . 6,15 (5,68) 2,12 (1,29) - -
(emTdl) Sunos! 75 mg (59) 7,50 (5,39) 4,74 (1,34) 2,62 (-1,04, 6,28) 0,1595
Sunosi 150 mg (55) 7,85 (5,74) 9,77 (1,33) 7,65 (3,99, 11,31) <0,0001
Melén 1 Méon Ty
LS (SE)
Ewovikd @dppoxo
ESS (58) _ 17,3 (2,86) -1,6 (0,65) - -
Sunosi 75 mg (59) 17,3 (3,53) -3,8 (0,67) -2,2 (-4,0, -0,3) 0,0211
Sunosi 150 mg (55) 17,0 (3,55) -5,4 (0,66) -3,8 (-5,6, -2,0) <0,0001
Hoco616 ac0evadv OV HoocoscTiaia Ty p
BerTioOnkav* olpopad amé to
EKOVIKO @dppoko
(AE 95%)
MeAétn 1
Ewovikd @dppokxo
PGIc | (58) 39,7% - -
Sunosi 75 mg (59) 67,8% 28,1 (10,8, 45,5) 0’0023T
Sunosi 150 mg (55) 78,2% 38,5 (21,9, 55,2) <0,0001

SD = tomkn andxiion, SE = tomkd cedipa, Méon tiu LS = péon ] eAdylotmv tetpaydvov, Alogopd omd To EIKOVIKO GUPUUKO = HEoN
Sopopa EAAYIOTOV TETPOYDOVOV GTN HETAPOAT amd TNV EvapEn OVALLEGO GTO JPUCTIKO Kol TO £1KOVIKO @appoko. Ta amotedéopato MWT
TPOKVTLTOLV o TIG TPAOTES 4 Sokyég ™G dokipacioc MWT ko pio Ogticr| petafoin amd myv Evapén avimpocnevet ) Bedtioon otov
APOVO £mg TV emérevon tov Vvov. Ztnv Khipaka ESS, po apyntikn petaforn amd v évapén avimpocsmnevel PeATiooT oty vTepPBoAKn
vvnio katd ) Stdpkela g nuépac. *To m0cooTd TV achevdv mov Pedtiddnkav oty Khipako PGle nepidapfdverl 66ovg avépepov
«mapoL TOAAY, «TTOAA Ko «EdLoT» Pedtimon.

TOVOLOGTIKY TN p.
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Ewodva 1: Zoprp@Tedovto KOTOAKTIKG ONUELN ATOTEAEGPOTIKOTTAS 6TOVS 0.00gveic ne
vapkoinyia otn peiétn 1

MWT: Metapoin and v évapén ava emickeyn ESS: Metapoiq amd v évapén ava emickeyn
perétng (epoopddn) peréng (epoopddn)

Metaporf pécov tiumv LS (SE) and v évapén
MetaBol pécwv Tindv LS (SE) and v évapén

‘Evapéng 1 4 12 "Evapén 1 4 8 12
HEAEG ms
HeAETNG

EBdopada EBdopada

Ewoviko
QapUAKO

INpavtiki S10Qpopd 6€ GUYKPLON PE TO EIKOVIKG @appako (** p<0,001, *p<0,05)

AYA

H perétn 2, o toyotomompévn, Suthd TVeAN, EAEYXOLEVT LE EIKOVIKO QAPLLOKO, OLAPKELOG

12 efdopddmv perétn mopdAANA®Y opdd®V, aloAOYNGE TNV OTOTEAEGUOTIKOTITO, TG
GOAPLOUQPETOANG o€ evihikeg aoBeveig ue AYA. Ta cupmpotedovia Kot To Kuplo, SEVTEPELOVTO
KOTOANKTIKG onpeio 6 aLTV TNV HEAETT NTAV TAVOUOIOTLTA, Le aVvTa TNG peAémng 1. H pehétn 3 Rrav
L0 TUYOLOTTOMUEVIC 0mOGVPSNG amd TN Bepameia, SUTAG TVPAN, EAEYYOUEVT] LE EIKOVIKO QAPLLOKO
UeAETT d1apkelag 6 fdopadmv mov e£ETOGE TNV OMOTEAECUATIKOTNTO TG COAPLOUPETOANG GE
eviAkeg acBeveic pe AYA. Ta pétpa TG OMOTEAECUATIKOTNTOG OTIV TEPIOO0 TUYULOTOUEVNG
andovpong amod ) Bepameio Nrav 1 peTaforn amd v apyn £0¢ To TEAOG TNG TEPLOG0V
Tuyoomompévng amdsvpong amd T Bepaneio otn doxpacsio MWT, i khipaxo ESS, ko 1 emdeivoon
NG GUVOAIKNG KAWVIKNG Katdotaong 6nwg a&lohoyndnke arnd v kAipaka PGlc.

TMa v évtaén kot oTig dVo peréteg, ot acbeveig émpene va £xovv VTEPPOAMKT LIVNAMQ KATH TN
dbpkera g nuépas (Babporoyia ESS >10) ko va avtipetomilovv duckoiia 6N d0tipnomn g
gypnyopong (LEcOg xpdvog emédevong Tov Htvov <30 AeTTA OGS TEKUNPLOVOTOV OO TOV LEGO PO
TV TPOTOV 4 doKiunv g dokipacioc MWT) katd v Evapén g perétnc. Ot acBeveic nTav
emAEEIUOL EGV: 1) ¥pPNOYOTOI0VGAV TN dESOUEVT] GTIYUN M apyikn Oepaneio g AY A (oe
0mo10dNTOTE EMIMESO THPNONG), 2) ELYOV XPNCLOTOU|CEL TPONYOVLEVAGS Lia. apyikn Bepameia yio
TOVAGYLOTOV £VOL UVA LLE TOVAQYIOTOV Lo TEKUNPLOUEVN TPOCapLOY TNG Bepameiog, N 3) elyav
voPAnOel o€ yepovpyik| enEUPacn oe po TPOOTAOELD OVTIETMOTIONS TG VITOKEILEVNG ATOPPOENC.
Ot acbeveig evBappivovtay vo eEakolovdncovy va, Aapfdvovy tnv Tpéyovca apyikr Bepameio Tovg
v v AY A o710 1510 eninedo ypnong kad’ 6An ) didpketa g peréng. Ot acBeveig amorheioviav
uévo pe Baon v K HEPOVG TOVG ¥pNon apykng Bepameiog av elyav apvnOei va doKdcovV o
apykn Oepaneia 6mwg  CPAP, o omd otop0TOg GUGKELT, 1] YELPOVPYIKY EXEUPACT Yio TV
OVTULETMOTION TG VTOKEIUEVTG AmOPPAENG.
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X1 pekétn 2, ot aobeveig pe AY A yopoaktnpilovtay and petmpévn eypyopon) Kot VIEPPBOAKT
vvnAla katd tn dudpkela g nuépag (EDS), dnwg vmodeikvuotav amod tn fabuoroyic MWT yia tov
péco ypdvo emélevong vvov kot tn Pfabporoyio ESS katd v évapén, avtictoya (tivakag 2).
[epinov 10 71% v acbevav £de1&e cuppopewon (T.y. >4 mpeg kabe viyta og >70% TV VOKTAOV).
T SNUOYPAPIKA YOULPOUKTNPICTIKA KOl TAL YOPUKTNPLOTIKA KOTA TNV Evapén nTov topopoto petald tov
aoBevov aveEdptnTa omd T GVUUOPPon oty apykn Bepaneia Tng AY A. Kotd tnv évapén, apyikn
Bepamneio g AY A ypnoiponotodviav amd mepinov to 73% tov achevav. To 92% avtav tov
acfevav ypnoiponotovoe Betikn micon aepaywnydv (PAP).

Ot acBeveic ToyatomomOnkay yio ™ Aqyn corplapeetoing 37,5 mg, 75 mg, 150 mg, 300 mg (dvo
(POPEG M UEYIOT GLUVICTMUEVN MUEPNOLA dOGT), | EIKOVIKOV Qapudiov draé nuepnoing. Tnv
gfdopdda 12, ot acheveic mov TuyoomromOnkay ota okéAn doong Twv 75 mg kot twv 150 mg édei&ov
OTATIOTIKA oNUAVTIKEG BeATimoelg otig fabpoioyiec MWT kot ESS (cupmpmtedovto KoTaAnKTIKA
onueia), kabog ko otn Pabuporoyia PGlc (khpilo devtepenov KOTaANKTIKO GNHEID), OE GUYKPLON UE TO
€oVIKO pdppako (wivakag 2). O acBeveig mov tuyaromombnkav ota 37,5 My GoAPLopLPETOANG
£0e1&0v oTaTIoTIKG oNUOVTIKEG BerTimoelg pe Bdon Tig fadporoyiec MWT kot ESS. Avtég ot emdpdoeic
mapatnpnonkay v efoopdda 1, dtatnprOnkav kad’ dAn ) dibpkela TG LEAETNG KO TV
docoetaptmdpeveg (ekova, 2). Tnv efdopdda 12, o1 acbeveig mov ToyatomoOnkay yio T Aqyn 75 mg
kot 150 mg tov Sunosi enédei&av otabepés feATidoels g eypryopong Kab’ OAn t didpkela g
NUEPOG O1 OTTOTEG TV GTATIOTIKA CNUAVTIKEG OE GVYKPLON LE TO EIKOVIKO QAPLLOKO Yo KaBe pia ek
v 5 dokiudv MWT, éyovtag diGpkela mepinov 9 wpmdv PETA TN YopNynomn tng 066ngC.
Hapatnpnnkav docoe&aptdueves PEATIOCES TNG KOVOTNTAS SIEVEPYELNS KAONUEPIVOV
dpacTNPLOTHTOV, OTTMOC HeTpNONKaY amd To epwtnpatordylo FOSQ-10. Aosoroyieg dve tov 150 mg
NUEPNGIOC OEV TAPEXOVY AVENUEVT QTOTEAEGLATIKOTNTO EXTAPKT DGTE VO, VIEPLGYVEL TOV
00000YeTILOPEVOV AVETIOOUNTOV EVEPYELDV.

O VuKTEPIVOG DTTVOG OTTMG LETPHONKE LLE TOAVCOUOTOKATUYPAPIKT LEAETT) VITVOL JEV EMNPEACTNKE
O7t0 TN XPNON COAPLOUPETOANG OTN UEAETT 2. Agv TTopatnpnOnKoy KAVIKG oNUOVTIKEG LETAPOAES OTN
xpNon apyikng Oepaneiog AY A amd tovg acBeveic kaf’ 0An ) didpkeia tov 12 gfdopddmv tng
TEPLOJOL TNG UEAETNG G€ omoladnoTe opdoda Bepamneiag. H thpnon/un tipnon e apyikng fepomeiog
vy v AY A dev £6e1Ee oToLyEin SL0(QOPOTOINIEVIC OTOTELECUATIKOTITOGC,

21 pekétn 3, To ONUOYPOPKH GTOLYXEID KO TO, OPOKTINPLOTIKA TNG VOGO Katd TNV évapén ftav
TapOUOLa e aVTE TOL TANBVGHOD peEAETNG TG perétng 2. H doom Eekivovoe ota 75 mg dnal
NUEPNOIME Kol UTOPOVGE Vo TITAOTTOMOEL TPOG T EMAV®D KT £va EMITESO dOGNG GE SLAGTAATA O)L
LIKPOTEPQ TOV 3 NUEPDV, GOUPOVE, [LE TNV ATOTEAEGUATIKOTNTO KOl TV OVEKTIKOTNTA, £0G To. 150 mg
1 ta 300 mg. O1 acBeveic pmopovoay eniong va TITAOTOGOVY TPOG Ta KAT®, 6Ta 75 mg 1 ta. 150 mg.
O1 acbeveig mov vmofdrioviav oe Oepaneio pe GOAPLOUEETOAN drathpnoay TN PerTioon, evd ot
acBeveic mov vroPAnOnKav oe Bepaneio pe eucovikd papuako emdevobnkay (uéon dtapopd LS trng
16&nc tov 11,2 Aentdv ot dokipasio MWT kar -4,6 ot Babuoroyia ESS, apeodtepeg p<0,0001)
KOTE T O1APKEL TNG TEPLOSOV TUYULOTOINUEVNG ATOGVPONG 0td T Oepameia puetd amod 4 efdopadeg
Oepomeiog avolktng emonpaveons. Aryotepot acbeveic mov vroPfAndnkoay oe Bepaneia pe
COAPLOHQETOAT avépepav emdeivaon otnv kiipaxa PGle (mocootiaia dtapopd 30%, p=0,0005).
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Mivakeg 2. Emokénnoen Tov otoLyeiov onoteleopaTikOTNTAS TV EPoopdda 12 otovg acOeveig
pe AYA otn perétn 2

Opaoo Oepameiog Méon Méon Aw@opéd amo 1o Twn p
(N) PaOporoyio | perafoin] amd | €KOVIKO QaPROKO
KOTd ™V ™mv évapén (AE 95%)
¢vapdn (SD)
Méon Tipn
LS (SE)
Ewoviko gdppaxo
(XMSX\‘{:-(ISL—) (114) 12,58 (7,14) 0,21 (1,0) - -
Sunosi 37,5 mg (56) 13,6 (8,15) 4,74 (1,42) 4,53 (1,16, 7,90) 0,0086
Sunosi 75 mg (58) 12,44 (6,91) 9,08 (1,36) 8,87 (5,59, 12,14) | <0,0001
Sunosi 150 mg (116) 12,54 (7,18) 10,96 (0,97) 10,74 (8,05, 13,44) | <0,0001
Méon Tiun
LS (SE)
Ewovikd @dppoko
ESS (114) 15,6 (3,32) -3,3(0,45) - -
Sunosi 37,5 mg (56) 15,1 (3,53) -5,1 (0,64) -1,9(-3,4,-0,3) 0,0161
Sunosi 75 mg (58) 15,0 (3,51) -5,0 (0,62) -1,7 (-3,2,-0,2) 0,0233
Sunosi 150 mg (116) 15,1 (3,37) -7,7(0,44) -4,5(-5,7,-3,2) <0,0001
MococTiaia Ty p
IMocoo7t6 0.60Ev®OV TOL ow@opad amd To
pertioOnkav* EIKOVIKO @appoko
(AE 95%)
Ewoviko gdppaxo
(114) 49,1% - -
PGIlc | Sunosi 37,5 mg (56) 55,4% 6,2 (-9,69, 22,16) 0,4447
Sunosi 75 mg (58) 72,4% 23,3 (8,58, 38,01) 0,0035
Sunosi 150 mg (116) 89,7% 40,5 (29,81, 51,25) | <0,0001

SD = tomkn amodxhion, SE = tomkd opdaipa, Méon tuf LS = péon i eAdylotov tetpaydvov, ot HeTafoin amd v Evapén avapeso
670 SpaCTIKO Kot TO €KOVIKO pdppako. Ta amoteréopata MWT mpokvntovy and tig tpdtes 4 dokipués g dokinaciog MWT kot 1 Ogtucr
petafor and v évapén aviimpocmnevel T PeATioT 6TOV XpOvo £mg TV enélevon tov Hivov. Ztnv Khipaka ESS, po apvntikn
petoforn and v évapén avtimpocwnevel Bedtioon oty vepfoiikn vvnAio katd T didprelo e Nuépac. *To 10606To TOV AcbEvHdV
7oL Bertiodnkav oty Khipako PGle mepilapfaverl 6600 avépepoy «apa oA, «TTOA» Kot «eAdy ot Bektioon.
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Ewova 2: Zoprp@Tedovto KOTOAKTIKG GNIeEio OmTOTEAEGHUTIKOTITOS 0TOVGS 060eveic pe AYA
ot perétn 2

MWT: Metapoin and v évapén ava emickeyn ESS: Metapoiq amd v évapén ava emickeyn
perétng (epoopddn) peréng (epoopddn)

Metaporf péowv tiumv LS (SE) and v évapén
MetaBol pécwv Tindv LS (SE) and myv évapén

‘Evapéng 1 4 12 "Evapén 1 4 8 12
peAETNg ™me
HeAETNG

EBdopada EBdopada

Ewoviko
QAPLOKO

Inpavtiki S109popd 6€ GUYKPLON PE TO EIKOVIKG @appako (*¥* p<0,001, *p<0,05)

Maxporpobeoun amoteieouatikotnyza oty vaproinyio koi v AYA

H perétn 4 frov pio peAétn pokponpdfecung ac@arelos Kol SITnpnong TG ATOTELECUATIKOTNTOG
v €m¢ Ko Eva £Tog Oepameing e COAPLUUPETOAT, GUUTEPIAAUPAVOUEVNG LLOG EAEYXOUEVNC UE
EIKOVIKO PAPUAKO TEPIOSOV TLYOIOTOMUEVNS amOGVPoTG Ao T Oepaneio diapkelag 2 fdopdadmv,
LETE omd TOVAGYIeTOV 6 Unveg Bepameiog e GOAPIAUPETOAT, € EVAAIKES 0.00EVELg e vapKoAnyia N
AYA o1 omoiot glyav OAOKANPOGEL LU0 TPONYOVLEVT] SOKIUN.

Ta pé€Tpa NG amOTEAEGUOTIKOTITAG GTNV TEPTOO0 TVYAOTOMUEVIC ATOGLPOTg and TN Bepaneia NTav
N HETOPOAN amd TV apyn £0C TO TEAOG TNE TEPLOGOVL TLYULOTOINUEVTG ATOGVPONG amd T Bepameia
ot Pabporoyio ESS kot n emdeivmwon g cuvoAikng KMVIKNG KaTdoTaong OTmg a&toAoynonke and
v KMpoxo PGle. H évapén kot n tithomoinon g 866mG 1Tav TOVOHOIOTUTES [LE OVTES TNG

pueréng 3.

Ot acbeveic Tov vroPaiiovtav og Bepaneia pe corplappetoin eEakorovdncay vo, Topovstdlovy
Bedtioon, evd ot acBeveic mov vroPAndnkay og Bepancio pe eucovikd eapuako emdevmbnikay (Héon
Sdtapopd LS ¢ tééng tov -3,7 ot Pabuoroyia ESS, p<0,0001) xotd ) didpkela TG TEPLO0L
TuyaoToMUEVN S amdovpong amod tn Bepaneio £meito amd TovAdyioTov 6 uveg Bepomeiog ovoIKTnc
emonpavongs. Aryotepot aobeveig mov voPfAnOnkav oe Bepaneio e GOAPLAUPETOAN AVEPEPAV
emdeivoon oty kiipoka PGle (mocootiaia dapopd -36,2%, p< 0,0001). Avtd ta anoterécpato
KOTAOEIKVDOLY HLaKpOompdOesn S10Tpnon TNG OMOTEAEGHOTIKOTNTAG LE TN GLVE IO TG Bepameiog
UE GOAPLOUPETOAT, KOODS Kot e avasTPoPn Tov Oepamevticod 0PEAOVG LETE TN SLOKOTT TNG EV
AOY® Bepomeiag.
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I"oa tovg acbeveig Tov ypnoomolovsay pia apyikn Oepareia yio v AY A kotd v Evapén g
LEAETNG, M xpNom apykng Bepomeiog yio v AY A dev dAAace KOTA TN SIOPKELN TNG HOKPOYPOVIOG
peréng.

Hodwotpucde Tinbovoude

O Evpomnaikoc Opyavioudg Gapudkmv Exel 0OGEL avaPoin amd TNy VITOXPEWOT VITOPOANG TV
OTOTELECUATOV TOV PHEAETMOV LE TO SUnosi 6€ pia N TEPLGGOTEPES VITOKOTNYOPIEG TOL TAUSLUTPIKOD
TANOLGLOV ad TV NAKIN TOV 6 €TOV £0¢ TNV NAIKIN KATo TV 18 £TdV 0T cupmTOUATIKY Depameio
™G vrepPorikng vTvnAlag Katd ) didpreta T nuépag (PAEre mapdypapo 4.2 yio mAnpopopieg
GYETIKA LE TNV TOUSLOTPIKN ¥pNomn).

52 ®@oppoKoKviTIKES 1010TNTES

Amoppdonon

H and otopotog Prodabecipdtnta tng GoAPLpeeTong eivar mepimov 95% pe Tic péyroteg
GLYKEVTIPMGEIS 6TO TAAGHO Vo AapPavouy ydpa o€ pa StUeST Tmax TNG TAENG TOV 2 ®POV (VP0G
1,25 ém¢ 3 dpec) vod cuvOnKeg vnoteiag.

H xotdmoon g GOAPLOUPETOANG LLE YEDLLO. LE VYNAN TEPLEKTIKOTNTA GE AMTOPE 001 YNGE GE EAGYIOTES
petaPorég ot Cmax kKot TNV AUC. Qo1d00, mapatnpndnke kabvotépnon mepimov 1 dpog otV Tmax.
Ta amotedéspota deiyvouv Tl N GOAPLUUPETOAN Umopel va AneOel aveEapTiTmS TPOPTG.

Koatavoun

O @avopUEVOC OYKOC KOTAVOUTG TNG GOAPLOUPETOANG glvan tepimov 198,7 |, mov vmodeucviet
EKTETAUEVT] KOTOVOUT GTOVS IGTOVG TEPOY TOL ayyElkov dapepicpatoc. H déopgvuon tpoteiviv 6to
mAdopa kopdvonke amd 13,3% £mg 19,4% o1o £0pog cLYKEVTIP®ONG TNG COAPLAUPETOANG TNG TAENG
v 0,059 é0¢ 10,1 pg/ml oto avOpamvo mAdcua. O pEcog AGYog NG GLYKEVIPOONG GTO TAAGUA,
TPOG TN CLYKEVTPM®GT 67O aipa KopdvOnke amo 1,16 émg 1,29, vrodeikvoovtag Kpo 0pog
O€0UEVOTG TNG COAPIIUPETOANG OTO, KUTTOPO TOV OHLLATOG.

Buougtaoynuoatiopdg

H colpropeetdin petaforiletor eldyiota otov avOpmmo.

Allnlemidpaoels

Me v g€aipeon g acBevoug avactoing Tov CYP2D6 (ICso tng taéng tov 360 pM), n
GOAPLAUPETOAN dev amoTEAEL VTOGTPOLA OVTE AVAGTOAEN KOVEVOS amd To KOpla Eviopa CYP kot dgv
emdyel ta éviopa CYP1A2, 2B6, 3A4 1 UGT1A1 og KMvikd onpovtikég cvykevipmoelg. H
COAPLOUPETOAT OEV POIVETOL VO OTOTELEL VTOGTPOLO OVTE OVACTOAEN TOV UEUPPOVIKOV LUETAPOPEDV
¢ P-gp, tig BCRP, tov OATP1B1, 00 OATP1B3, 100 OAT1 1) Tov OAT3. H colplappetoin
omekkpiveTon KaTd KOpLo Adyo apetdfAntn ota obpa Kot amoTeAEl YOUNANG CLYYEVELLS VTOCTPWLLOL
TOALOTADV VEPPIKOV KATIOVIK®OV UETAPOPEWDY TNG dPACTIKNG 0VGING, XMPIC 1GYLPT GVYYEVELL LE
Kavévay pepovopévo petagopéa mov dokipactnike (OCT2, MATEL, OCTNI kot OCTN2). H
GOAPLOUPETOAN Oev amoterel avacToréa TV veppikav petapopénv OCTI, MATE2-K, OCTNI1 7
OCTN2 oArG amoterei acBevn avacstorén Tov OCT2 (ICso tng NG TV 146 M) kot tov MATEL
(ICso g T6éNG TV 211 uM). AapPavopeva vroyn pali, avtd To amoTeAESHOTA dETYVOLV OTL Eival
amifavo va vapEovy KAvikd onpovtikég OK aAiniemidpdosilg popudkmy e acbeveic mov
AapPévouy GoApLaUPETOAD.

Amofoin

O powopevog pnécog xpovog nuicetog Lmng amofoAng TG COAPLAUPETOANG eival 7,1 dpeg, evd M
@owvopevn cuvolikn kabapon givar tepinov 19,5 I/h. H veppikn kdOapon yio t colploppetoin eivot
nepimov 18,2 I/h.
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e wa perémn wooluyiov palag otov avlpwno, mepimov 1o 95% g 6ong avakTinke 6To 0VPO OC
APETAPANTY COAPLOUPETOAT VD TO 1% 1 AyOTEPO TNG dOONG VOKTHONKE (OG O EALGCWV AVEVEPYOG
petaBoAitng N-aketvAocoAplopeetoAn. H veppikn kaBaporn amotehovoe Ty TAEIOVOTNTO TNG
QavopEVNG OAIKN G KaBapong Kot vrepéPatve mepimov 3 popéc tnv kaBapon kpeaTvivig,
VTOJEIKVOOVTAG OTL 1] EVEPYT COANVAPLOKT ATEKKPLON TOL UNTPIKOD QOPUAKOV TOUVAS 0moTELEL TNV
Kopto 006 omofornc.

TpoppukdTnto/un ypo koo,

H coAplopu@etoAn EXIBEIKVOEL YPOUUUIKTY QOPUAKOKIVITIKY GTO KAVIKO g0pog doone. H otabepn
KOTAOTOOT EMTLYYAVETAL G 3 MuEPES Kot 1) o nuepnoing yopnynon 150 mg avauéveral va
001 YNGOEL G€ EAAYLOTN GLGCMPEVTT) GOAPLAUPETOANG (1,06 popég v €kBeon og pepovopévn doon).

Ewwoi tAnfvopoi

Negpixn ovoiertovpyio

Y& ovykpion pe acleveic pe puatoroyikn veepikn Aettovpyio (eGFR [extipudpevog puOuog
omspapoTikig Snononc] > 90 ml/min/1,73 m?), 1 AUC ¢ coAplop@etong fyrav mepimov 1,5, 2,3
Ko 4,4 popéc vynAOTEPN, VO 1M t12 aLENONKE Tepimov 1,2, 1,9 kot 3,9 popéc otovg acsbeveic pie Hmia
(eGFR 60-89 ml/min/1,73 m?), uétpia (eGFR 30-59 ml/min/1,73 m?) | coPapic popeng

(eGFR<30 ml/min/1,73 m?) veppiki} Suchettovpyia, avtictoryo. Te YEVIKEG YPOpéS, 1 néo TN Crax
Ko 1 drdpeon TN Tmax 0€V eXMpedoTnKAY OO TN VEPPIKY| SuCAELITOLPYIAL.

e oOyKkpion pe acheveic pe euololoykn veepiky Agttovpyio (eGFR>90 ml/min/1,73 m2), n AUC tng
COAPLOUOETOANG NTOV TEPimov 6,2 kat 4,6 popég vYNAOTEPT, OvVTioTOLYO, GTOVG AGOEVEIG e VEQPIKY
v660 TEMKOD 6TadI0V TOV OV VITOPAALOVTAY GE OLOJIOALCT] KOl GTOVG OCOEVEIG LLE VEPPIKT VOGO
TEAIKOD 0T0010V TOL VITOPAAAOVTAY GE OUOdIOALIGT, Kol 1 t12 avENOnKe TovAdyioTov 13 popéc. H
GOAPLOUPETOAT dEV GUVIGTATOL Y10, XPoT O acheveic pe veppikn vOso TeEAK0D 6TadioV. ZTOvg
acBevelg pe veppikt| vOG0o TeEMKOV 6Tadion, Kotd LLEGO Opo 10 21% g colploppetdins aparpédnke
LE QHOSTOALGN.

Hixia, pdlo, pvin
H avdivon @K tAnbucuon vaédeiEe 0Tt o1 eyyeveic GUUUETAPANTEC TG NAKING, TOV VA0V Kot TNG
QULANG OV £YOLV KAMVIKA OTUAVTIKEG EMOPACELS OTN PUPUOKOKIVITIKT TNG COAPLOUPETOANG.

5.3 Ipoxivikd dgdopéva Yo TNV 0.6QALELN

Ta pn Khvikd dedopéva dev amokaAdTTOLV 1010i{TEPO Kivduvo Yo Tov dvBpmmo pe faon Tig
oLUPATIKEG HEAETEG YOVOTOEIKOTITOG KO YOVILOTNTOG OppEVeV Kot OnAéwv.

Meréteg ToEIKOTNTOG EMOVUAAUPAVOUEV®Y dOGEMV LE UEPNOLN, OO GTOUNTOC EPAPUOYN
dlevepyndnkav og TovIkovg [Stdpketo 3 UVEG, OVMTATO ENITEDO SOOTG GTO OTOI0 OEV TAPATNPOVVTOL
avemOounteg evépyeieg (NOAEL) 17 mg/kg/muépal], o€ apovpaiovg [didpkeilo 6 puiveg pe pio tepiodo
avaxopyng 3 unvov, yopic tekunpioon tov NOAEL, katohtoto eninedo d6omg 610 0noio
napatnpovvrol avembounteg evépyeleg (LOAEL) 29 mg/kg/muépa] kar oe okvAovg (diapketo 12 unveg
pe mepiodo avakapyns 3 unvov, yopig tekunpioon tov NOAEL, LOAEL 8 mg/kg/muépa). Ot
Bacilopevotl oty AUC mtapdyoviec 0GQAAELNS Y10 T COAPLOUPETOAT TOV TPOEKLYAY OO QVTEG TIC
uekéteg (Baoet ovykpiong pe v kKAwvikn AUC o1t P€yiotn cuVIGTOHEVT] OGN Y10 TOV AvOpOTo TMV
150 mg/mpépa) nrav <1 yio Tovg movtikovg (pe Pdon to NOAEL) kot <2 yio Toug apovpaiovg Kot Toug
okOAoVG (e Baon To LOAEL), kupimg AdYm vTepPoAMK®OV QOPpUAKOLOYIKMDY ETOPAGEDY TNG
GOAPLUUPETOANG GTN OpaoTNPLOTTO TOL KNX.

Mokpoypdvieg peréteg kapkivoyéveong £xovv dievepynfel o€ TovVTIKovg, ot 0moiot vtoPANONKaY o€
Oepameio pe oamd oTOLATOG 00GELS COAPLAUPETOANG TV 20, 65 kot 200 mg/kg/Mmuépa yio £o¢ kot

104 eBdopdoeg, kot o€ apovpaiovs, ol omoiol vrofAnOnkav ce Bepaneia pe and oTOUATOG OOGELG
GOMPLPPETOANG ToV 35, 80 xat 200 mg/kg/Mmuépa yio émog kar 101 eBdopdadec. H corproppetdin dev
avENoE TN GLYVOTNTA ELPAVIONG VEOTANCUATIKOV EVPNUATOV 0€ 0VTEG TIG dol Blov doxipacieg
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kapkivoyéveone. Ta Pacilopeva otnv AUC mtepifdpio ac@arelag otny VYNAY 0061 £mg TN HEYIOTN
cuviotdpevn 806on Yo tov dvBporo (MRHD, 150 mg/muépa) nTav mepimov 7,8 6TOVG TOVTIKOVG Ko
nepimov 20,7 atovg apovpaiovg. AapPovopuévig vToyn TS APVNTIKNG YOVOTOEIKOTNTOG KoL TG
amovciog advENoNG TNG CLYVOTNTOS ELPAVIOTG OYKMV GE AUPOTEPES TIG LEAETEG KOPKLVOYEVECTC,
umopet v cuvaydel To cuumépacia 0Tl 1| GOAPLOUPETOAT OV EVEXEL KIVOUVO KAPKIVOYEVEGNC Y10 TOV
avBpwmo. Xe GUYKPION UE LAPTVPES, TO TOGOGTO EMPIMONG NTAV HEIOUEVO GTOVG (APTEVIKOVC)
TOVTIKOVG TOL VIOPANON KAV oe Bepameia Le GOAPLOUEETOAT, KATA LEYIGTO o8 dOon 65 mg/kg/muépa
(BaoiZopevo omnv AUC mepbmpro acpaietog £og v MRHD mepinov 2,9), aldd 6yl otovg
apovpaiovg Tov vToPANONKaY g Bepumeio Le GOAPLOUPETOAT.

Avamtuén euBpbouv/Kunuatog

[Mbavég emdpdoeic 6TV avanTvén Tov UPPHOV/KLNUATOG SIEPELVHONKAY GE EYKVIOVOVVTEG
apovpaiovg kat gykvpovovvto kovvéla. H toikdmra oto uppuo/kompa (avEnuévn amdAeio Petd
TNV ELOVTELGT GTOVG APOVPAIOVS, OVENLEVT GLYVOTNTO ELPAVIONC CKEAETIKMOV OVMLOALDY TOVL
weplapfavoy Kok evBuypAUUIoN TOV GTEPVISIOV GTOVES POVPAIONG KAl TO KOUVEALN, TEPIGTPOPT|
TV omicthv dKpov Kol AVYIGUEVO 0GTE GTOVG APOVPAIOVS Kot HELWUEVO EUPPLTKO PApog oe
OUEATEPO. TOL €10T)) KOl 1] OVOGTPOPT CTAAYV®V GTOVE OPOVPOIOVG NTUV ELPAVEIC LLOVO TOPOVGTa
to&wotntag ot untépa (Lelmpéva copatikd Bapn). Asv umopel va Tpocdloplotel Kotd 1060 1
eUPPLOTOEKOTNTO TAV GUVETELD, TNG TOSIKOTNTOG OTY| UNTEPQ 1) TNG GUECTG EXIOPACTC TNG
GOAPLOUPETOANG. Z€ LU0 LEAETT] KATAVOUNG TTOV JlEVEPYNONKE GE EYKVUOVOVUVTEC 0POVPOIOVG
aviyvenbnke coAplopu@etoln onuacpuévn ue avOpaxa 14 (14C) oty euppuicn pepppivn (repirov 6o
@opEG LYNAGTEPT O’ O,TL GTO AiUEL), GTOV TAUKODVTO Kol 6€ OAOKANPO TO EUPPLo (cLYKEVTP®ON
oxe0OV TOPOLOLN LLE OVTHV GTO OHLLAL) KO, 0G EK TOVTOV, dEV PUTOPEL VO ATOKAEIGTEL 1) ALECT] TOEIKN
emidpaon oto EUPpuo. Ltovg apovpaiovg To teptdmpla EkBeong oe unTpkd kat avantvélokd NOAEL
givor younAdtepo g avBpaomvng ékbeong (0,6 — 0,7 ue Baon v AUC) e MRHD, gvd ota kovvéla
o epdmpia éxbeong oe pMTpixd kat avartvéiokd NOAEL eivor < 6 (ue Béon mg/m? emepavetog
OMLOTOG).

IIpoyevvntikn Kot LETOYEVVITIKN OVOTTLEN

Y1ov¢ apovpaiovg to emineda ékBeong (AUC) 0,6 — 0,7 popéc v avOpomvn ékbeon (AUC) g
MRHD «oatd tn d1dpKela Tng EYKLUOGVHVIG KO TNG YOAOVYi0G 00N yNoe o€ TOEIKOTNTA 6T UNTEPO KO
og avemBOunTeg evEPYELES GTNV avATTLEN Kot TNV eEEMEN TV anoydvev. Xe enineda ékbeong (AUC)
8 émg 12 popég v avBpadmivn ékBeon (AUC) oe MRHD, dev mapatnpnonkov poakporpoddeciieg
EMOPACELC OTN LAON O™ KoL TN PV, 0AAG ot dgikteg (EVYOpOUATOC KO EYKVILOGUVIG TOV ATOYOVEOV
NTav LEWUEVOL.

6. OAPMAKEYTIKEX MIAHPO®OPIEX
6.1 Kotaloyog ekdoywv

Tvpnvac Tov dickiov

Ydpo&umponviokutTapivn
Maoayviolo oteatikd

EmkdAvyn diokiov

[ToAvprvoraikooin
IToAvaBvievoylvkoin

Tahkng

Tiraviov d10&gido (E 171)
Zidnpov o&eido kitpwvo (E 172)
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6.2 AovpPatoTnTeg
Agv epappdletar.
6.3 Awdpxera ong

5 xpovia
Driheg petd to TpdTo dvorypa: 120 nuépeg

6.4 Iowitepeg Tpouvrdaels kKota T @OLAEN TOV TPOTIOVTOG
Koyéhec: To pappokenticd avtd npoidv dev anartel Wwaitepeg cuvlnikeg poiaéng.

Ddiodeg: Metd to dvorypa, ypnoomomote evtog 4 unvov. Altnpeite Tov TeplEkTn KaAd KAEIGUEVO
Y10 VO TPOGTATEVETAL OO TNV VYPAGIAL.

6.5 @01 K GLETUTIKE TOV TEPLEKTN

7 X 1 emkolvppéva pe Aemtd vpévio dtokia e datpnTeg KVWELEC LOVEAd®Y dOoNC amd
nolvfvuroyropidro (PVC)/moivyrwpotpipbopoaifvrévio (PCTFE)/olovuivio.

Koyéln and molvfivoroydopidio PVC/roivyropotpipbopoatbvuriévio (PCTFE)/ alovpivio.
Xvokevaciec mov meptEyovy 7, 28 1 56 emikaAvppévo pe AETTO VUEVIO dloKia.

D16 and morvaiBvAiévio vyning Ttokvotntoag (HDPE) pe nopa aceaieiog yio woidid
KOTOOKELOSUEVO amd ToAvTpomuAévio (PP) pe evoopatopévo apuypaviikd and 610&gidto Tov
moprriov. Kabe péin mepiéyet 30 1 100 emkaAvppévo pe Aemtd vpévio diokial.

Mmopei va pnv Kokho@opobv OAEG Ol CUGKEVAGIEC.
6.6 Iowitepeg TpouLAAEELS amOPPIYNG

Kopia g1dtkn vroypémon yia andppuym.

7. KATOXOXZ THX AAEIAY KYKAO®OPIAX

Atnahs Pharma Netherlands B. V.
Copenhagen Towers

Orestads Boulevard 108, 5.tv
DK-2300 Kgbenhavn S

Aovio

8. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/19/1408/001
EU/1/19/1408/002
EU/1/19/1408/003
EU/1/19/1408/004
EU/1/19/1408/005
EU/1/19/1408/006
EU/1/19/1408/007
EU/1/19/1408/008
EU/1/19/1408/009
EU/1/19/1408/010
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9. HMEPOMHNIA IIPQTHY EI'KPIXHX/ANANEQYHY THX AAEIAX

Hpepounvia mpdtg £ykpiong: 16 lavovapiov 2020
Huepounvia tedevtaiog avavémong:

10. HMEPOMHNIA ANAOEQPHXHX TOY KEIMENOY
MM/YYYY

Aentopepeic mAnpoeopieg Yo 10 TapOV EAPLOKELTIKO TPoidV eival dtabéoipeg otov dikTvokd TOTO
tov Evponaikod Opyavicuov Goappdkwv: http://www.ema.europa.eu.
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ITAPAPTHMA 11

MAPAZKEYAXTHX(EX) YHEYOYNOZX(OI) I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI'H IEPIOPIEMOI XXETIKA ME TH AIAGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H TIEPIOPIEMOI XXETIKA ME THN AX®AAH KAI

AMMIOTEAEZIMATIKH XPHZH TOY ®APMAKEYTIKOY
MPOIONTOX
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A. TTAPAXKEYAXTHX(EX) YIIEYOYNOX(OI) I'TA THN AIIOAEXMEYXH TQN
ITAPTIAQN

Ovopa kat d1evfuven tov(twv) Topackevosti(®V) ToL gival vtevhuvoc(ol) yio TNV aTodEGUEVCT] TV
TaPTId @V

Cilatus Manufacturing Services Limited
Pembroke House

28-32 Pembroke Street Upper

Dublin 2

Co. Dublin

D02 EK84

IpAavdia

B. OPOI'H IEPIOPIEMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DoppoKeLTIKO TPOIOV Y10 TO OTTOI0 OmoLTEITAL TEPLOPICUEVT 10TPIKT cvuvTayn (PA. mapdptnua I:
ITepiinyn tov Xapoktnpiotikdv tov [Ipotdvrog, mapdypapog 4.2).

I AAAOI OPOI KAI AITAITHZEIX THX AAEIAYXY KYKAO®OPIAX
. Ex0¢cg1g meprodknig mapakorovdneng g aoc@dareiag (PSURS)

O1 aroutnoets yo v vroforn towv PSURS yo 1o gv Adym poppaxeutikd mpoidv opilovtot
GTOV KATAAOYO LE TIG NHepopunvieg avapopdc s Evoong (katdioyog EURD) mov mopatifeton
oV Tapdypago 7, tov apbpov 107y, e oonyiag 2001/83/EK Ko kabe emaxdiovdng
EMIKOLPOTTOINGNG OTMG ONUOGIEVETAL GTNV EVPMOTOIKN SIKTVOKT TOAT] Y10 TO PAPHLOKOL.

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

. 2yé010 owaygiprong Kivovvov (EAK)

O Kdaroyog Adetag Kukhopopiag (KAK) Ba dieEaydyet Tig amattodpeveg dpactnplotnTes Kot
napeUPacelg oppakoemoypOTVNong 6Tmg Tapovstdlovtal 61o cupeovnBév XAK mov
napovotdleral otny evotnto 1.8.2 g ddetog KuKAOPOPIng Kol OTOIECONTOTE EXAKOAOVOEG
gykekpipéveg avabempnoelg tov TAK.

‘Eva emkaiporoimuévo XAK Oa wpémnel va katotedei:
e Metd and aitnpa tov Evponaikov Opyoavicpod Gappdkov,
o OnotedNmote TPOMOMOLEITAL TO COGTNHO OLOYEIPIONG KIVOVUVOUL, E01KA (G ATOTELEGIO AYNG
VE®V TANPOPOPIDY TOL PTOPOVV VO EMPEPOVY GTLOVTIKT AALXYT OTY| GYECT] 0PEAOVG-KIVODVOL
N ©OC OTOTEAECLLA TG EMITEVLENG EVOC GMLULOVTIKOD OPOCTILLOV (PUPULOKOETAYPOTVION 1)
EAOYLOTOTOINGT) KIVOUVOU.
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ITAPAPTHMA III

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX

22



A. EIIIXHMANXH
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI - ZYXKEYAZXIA TQN 7, 28 kon 56 AIXKIQN IIEPIEKTIKOTHTAX 75 mg

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Sunosi 75 mg emikodloppéva pe AemTo vEVIO dtokia
GOAPLAUPETOAN

2. LYNOEXIH XE APAXTIKH(EX) OYZIA(EY)

Ka0e diokio mepiéyel vOPOYAMPIKT COAPLAUPETOAN TOV 1GOSVVOLEL Le 75 mE GOAPLAUPETOANG.

3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

7 X 1 emucodvoppévo pe AeTTd VUEVIO dloKia
28 emkoAvpupEVa, e AETTO VUEVIO JLoKIa,
56 emkalvppévo pe AeTTO DUEVIO O1oKIM

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote To UALO 0INYIDV YPNONG TPV AT TN (PN |ON.
Ao otoUaTOC YpIoN

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

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev TpooeyYilovv Ta Toudid.

| 7. AAAH(EX) EIAIKH(EX) IPOEIAONOIHEZH(EIE), EAN EINAI ATAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEX XYNOHKEYX OYAAZEHX
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10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAX KYKAO®OPIAX

Atnahs Pharma Netherlands B. V.
Copenhagen Towers

Orestads Boulevard 108, 5.tv
DK-2300 Kgbenhavn S

Aavio

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/19/1408/001
EU/1/19/1408/002
EU/1/19/1408/003

13. APIOMOZX ITAPTIAAX

[Moptida

‘ 14. TENIKH KATATAZEH I'lA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

16. TAHPO®OPIEX XE BRAILLE

Sunosi 75 mg

17.  MONAAIKOX ANATNQPIZTIKOZ KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

A163106T0T0C YPOUU®TOC KDdKag (2D) mTov pépet Tov TepAN@BEVTO. LOVASTKO OVOYVOPLOTIKO KMOIKO.

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

PC
SN
NN

EAAXIXTEX ENAEIZEIX [TOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYWEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)
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KYYEAEX - IEPIEKTIKOTHTA 75 mg

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Sunosi 75 mg diokia
GOAPLAUPETOAN

2. ONOMA KATOXOY THX AAEIAYX KYKAO®OPIAX

Atnahs

3. HMEPOMHNIA AHEHX

AHEH

4, APIOMOX ITAPTIAAX

IToaptida

| 5. AAAA LTOIXEIA
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ENAEIZEIZ ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI - XYXKEYAZXIA TQN 7, 28 ko1 56 AIXKIQN ITEPIEKTIKOTHTAX 150 mg

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Sunosi 150 mg emkaivppéva pe Aemtd vuévio dtokio
GOAPLAUPETOAN

2. LYNOEXIH XE APAXTIKH(EX) OYZIA(EY)

Ka0e diokio mepiéyetl vOPOYAMPIKT COAPLOALPETOAN TOV 1G0dVVOLEL pe 150 mg COAPLOUPETOANC.

3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

7 X 1 emucodvoppévo pe AeTTd VUEVIO dloKia
28 emkoAvppéVa, e AETTO VUEVIO JLoKIa,
56 emkalvppévo pe AeTTO DUEVIO O1oKIM

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote To UALO 0INYIDV YPNONG TPV AT TN (PN |ON.
Ao otoUaTOC YpIoN

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

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev TpooeyYilovv Ta Toudid.

| 7. AAAH(EX) EIAIKH(EX) IPOEIAONOIHEZH(EIE), EAN EINAI ATAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEX XYNOHKEYX OYAAZEHX
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10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAX KYKAO®OPIAX

Atnahs Pharma Netherlands B. V.
Copenhagen Towers

Qrestads Boulevard 108, 5.tv
DK-2300 Kgbenhavn S

Aavio

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/19/1408/006
EU/1/19/1408/007
EU/1/19/1408/008

13. APIOMOZX ITAPTIAAX

[Moptida

‘ 14. TENIKH KATATAZEH I'lA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Sunosi 150 mg

17.  MONAAIKOX ANATNQPIZTIKOZ KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

A163186T0T0C YPOUU®TOC KDdKag (2D) Tov épet Tov TEPIANEOEVTO. LOVASTKO OVOYVOPLOTIKO KMOKO.

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

PC
SN
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAEZX - IEPIEKTIKOTHTA 150 mg

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Sunosi 150 mg diokio
GOAPLOUPETOAN

‘ 2. ONOMA KATOXOY THX AAETAY KYKAO®OPIAX

Atnahs

| 3. HMEPOMHNIA AHEHE

AHEH

4, APIOMOX ITAPTIAAX

[Moptida

| 5. AAAA LTOIXEIA
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ENAEIZEIZ ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI - ZYXKEYAZXIA TQN 30 kot 100 AIXKIQN ITEPIEKTIKOTHTAX 75 mg

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Sunosi 75 mg emikodloppéva pe AemTo vEVIO dtokia
GOAPLAUPETOAN

2. LYNOEXIH XE APAXTIKH(EX) OYZIA(EY)

Ka0e diokio mepiéyel vOPOYAMPIKT COAPLALPETOAT TOV 1GOSVVOLEL e 75 mE GOAPLAUPETOANG.

3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

30 emkaivppéva pe AenTO VUEVIO d1oKia
100 emkaAivppévo pe AETTO LUEVIO dloKio

| 5. TPOINOX KAI OAOX(OI) XOPHTHEHE

AwPaote T0 PUALO 0INYIDOV XPNONG TPV OO TN XPNOT).
Ao otouaTog ¥prion

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MIPEIEI NA ®YAAXIETAI XE OEXH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetar o€ Béom, v onoia dev PAETOLV Kat dev Tpooeyyilovv Ta TOdIdL.

| 7. AAAH(EX) EIAIKH(EX) HIPOEIAOTIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHEH
Metd T0 TPMOTO AVOLYLO TG PLAANG YpToLoToote £vTog 120 nuepdv.

9. EIAIKEX XYNOHKEYX OYAAZEHX

Awnpeite Tov TEPEKTN KOAG KAEIGUEVO Y10 VO TPOGTOTEVETAL OO THV VYPUGCIL.
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10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAX KYKAO®OPIAX

Atnahs Pharma Netherlands B. V.
Copenhagen Towers

Orestads Boulevard 108, 5.tv
DK-2300 Kgbenhavn S

Aavio

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/19/1408/004
EU/1/19/1408/005

13.  APIOMOZX ITAPTIAAX

MMoprioa

‘ 14. TENIKH KATATAZH I'lA TH AIAOGEXH

‘ 15. OAHTI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Sunosi 75 mg

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

A160186T0T0C YPOUUU®TOS KDOKAS (2D) Tov pépel Tov TeEpIAN@OEVTO LOVAOIKO AVAYVEOPIGTIKO KMOIKO.

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

PIAAEX - TIEPIEKTIKOTHTA 75 mg

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Sunosi 75 mg emtkodloppévo pe AemTo vuéVio dtokia
GOAPLOUPETOAN

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

Kda0g dioxio mepi€yel VOPOYAWMPIKT GOAPLOAUPETOAN TOV IGOSVVOLEL LUE 75 M GOAPLOUPETOANG.

‘ 3. KATAAOI'OX EKAOXQN

‘ 4, OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

30 doxia
100 Siokia

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AWPAcTe T0 PUALO 0INYIOV ¥PNONG TPV OO TN XPNOT.
Ao otouaTOg YpIoN

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXZEITIZOYN TA ITAIAIA

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev TpooeyYilovv Ta Toud1d.

‘ 7. AAAH(EY) EIAIKH(EYX) ITIPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

AHEH
Metd to TpdTO dvorypa TG PLaAng xpnooromote eviog 120 nuepav.

9. EIAIKEX XYNOHKEYX OYAAEHX

Alotnpeite ToV TEPLEKT KOAQ KAEIGUEVO Y10 VO, TPOGTAUTEVETOL OO TNV VYPAGCIA.
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10.

IAIAITEPEX ITIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKOQN IMPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11.

ONOMA KAT AIEYOYNXH KATOXOY THX AAEIJAY. KYKAO®OPIAX

Atnahs

12.

APIOMOXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/19/1408/004
EU/1/19/1408/005

13.

APIOMOX ITAPTIAAX

TToaptida

| 14,

I'ENIKH KATATAZH I'A TH ATAOGEXH

| 15.

OAHI'IEX XPHXHX

| 16.

ITAHPO®OPIEX XE BRAILLE

17.

MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AIEAIALTATOX TPAMMQTOX
KQAIKAZX (2D)

18.

MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI - ZYXKEYAZXIA TQN 30 xon 100 AIXKIQN ITEPIEKTIKOTHTAX 150 mg

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Sunosi 150 mg emkaivppéva pe Aemtd vuévio dtokio
GOAPLAUPETOAN

2. LYNOEXIH XE APAXTIKH(EX) OYZIA(EY)

Ka0e diokio mepiéyetl vOPOYAMPIKT COAPLOALPETOAN TOV 1G0dVVOLEL pe 150 mg COAPLOUPETOANC.

3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

30 emkaivppéva pe AenTO VUEVIO d1oKia
100 emkaAivppévo pe AETTO LUEVIO dloKio

| 5. TPOINOX KAI OAOX(OI) XOPHTHEHE

AwPaote T0 PUALO 0INYIDOV XPNONG TPV OO TN XPNOT).
Ao otouaTog ¥prion

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXIETAI XE OEXH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetar o€ Béom, v onoia dev PAETOLV Kat dev Tpooeyyilovv Ta TOdIdL.

| 7. AAAH(EX) EIAIKH(EX) HIPOEIAOTIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHEH
Metd T0 TPMOTO AVOLYLO TG PLAANG YpToLoToote £vTog 120 nuepdv.

9. EIAIKEX XYNOHKEYX OYAAZEHX

Awnpeite Tov TEPEKTN KOAG KAEIGUEVO Y10 VO TPOGTOTEVETAL GO THV VYPUGCIL.
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10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAX KYKAO®OPIAX

Atnahs Pharma Netherlands B. V.
Copenhagen Towers

Orestads Boulevard 108, 5.tv
DK-2300 Kgbenhavn S

Aavio

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/19/1408/009
EU/1/19/1408/010

13.  APIOMOZX ITAPTIAAX

MMoprioa

‘ 14. TENIKH KATATAZH I'lA TH AIAOGEXH

‘ 15. OAHTI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Sunosi 150 mg

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

A160186T0T0C YPOUU®TOS KDOKAS (2D) mov eépel Tov TepAneBEvTa LoVadIKO avayVOPLoTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

OIAAEYX - TIEPIEKTIKOTHTA 150 mg

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Sunosi 150 mg emkaivppéva pe Aemtd vuévio diokio
GOAPLOUPETOAN

2. TLYNOEXIH IE APAXTIKH(EX) OYZIA(EY)

Kdabe diokio mepiéyet vOpoYAWPIKT GOAPLAUPETOAN TOV 1ooduvapel pe 150 mg GoAplapeTOANG.

3. KATAAOI'OX EKAOXQN

‘ 4. DOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

30 dwokia
100 diokia

| 5. TPOIIOX KAI OAOX(OI) XOPHTHZHE

AwPaote T0 PUALO 0INYIOV XPHONG TPV OO TN XPNOT).
Ao oTOUATOC YpTIoN

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®APMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Na pvidooetar o€ 0éom, TV onoia dev PAETOLV Kot dev Tpooeyyilovv Ta TOddL.

‘ 7. AAAH(EY) ETIATIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

AHEH
Metd 10 TPMTO AVOLYLO. TG PLAANG YPToLoToote €vTog 120 nuepdv.

9. EIAIKEYX XYYNOHKEY ®YAAEHX

Awtnpeite Tov TEPEKTN KOAG KAEIGUEVO Y10 VO TPOGTOUTELETAL GO TIV VYPUCICL.
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10.

IAIAITEPEX ITIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11.

ONOMA KAT AIEYOYNXH KATOXOY THX AAEIJAY. KYKAO®OPIAX

Atnahs

12.

APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/19/1408/009
EU/1/19/1408/010

13.

APIOMOX ITAPTIAAX

MMoprioa

| 14,

I'ENIKH KATATAZH I'TA TH ATAOEXH

| 15,

OAHTI'IEX XPHXHX

| 16.

IHAHPO®OPIEX XE BRAILLE

17.

MONAAIKOX ANAINQPIETIKOX KQAIKOX. — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

18.

MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA ATIO
TON ANOPQIIO
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B. ®YAAO OAHI'TQN XPHXHX

38



@viro oonYLov ypnong: Iinpoopics yia Tov ac0evi)

Sunosi 75 mg emkoAvppéva pe AertTd vPéEVIo OLGKia
Sunosi 150 mg emkolvppévoe pe Lentd vpuévio dokia
GOAPLOUPETOAN

APAOTE TPOGEKTIKG OLOKANPO TO QVAAO 0ONYLOV YP1ONGS TPLY UPYIGETE VU TAIPVETE AVTO TO
PappoKo, o10TL TEPLAGUPAVEL CNUAVTIKESG TANPOPOPIES Y10, GOG.

DoraEte avtd TO PUARO 0N YDV YpNong. Towg ypelaotel va to daPdcete Eavda.

Edv éxete meportépo amopieg, poTNGTE TOV Y10TPO 1] TOV PAPLOKOTOLO GOGC.

H ocvuvtoayn yio avtd 10 @appoKo xopnynonke amokAEIGTIKA Yo 6oG. Aev TPEMEL VO ODCETE TO
@apuroko o€ GAAovg. Mmopel vo Tovg TPOKOAEGEL BAAPT], AKOUO KOl OTOV TO, GUUTTOUATO, TNG
ac0éveldg Tovg eiva id1a pe ta Ok Gog.

Edv mapatnpnoete kdmoto avemBOunTn evEPYELN, EVILEPDOTE TOV YIUTPO 1 TOV POPUAKOTOLD
G60c. AvTd 1oyvEL Ko Yo KABe mhovn avemBOunTn evEpyelo TOL OV AVUPEPETOL GTO TAPOV
@OAAO 0OMy1dV ypriong. BAéme mapdypago 4.

T egpréyeL 1o Tapov UALO 0ONYLOV:

Sunbkbwd =

1.

Tt etvar To Sunosi Kot o €ival 1 YpNHoT TOL

T pémer va yvopilete mpv mapete To Sunosi

[og va ndpete To Sunosi

[TBavég avemBounteg evépyeleg

[Mwg va puidoocete To0 Sunosi

[epreydpeva g ovokevaciog Kot Aomég TAnpopopieg

T eivon 10 Sunosi kou Towa givar 1 xprion Tov

To Sunosi mepiéyet T dpactikn ovoia GoAplapeeToAn. H colplappetodn avédvel Ty TocodTnTO TOV
(PLGIKMOV OVGLOV VIOTOUIVY Kol VOPETVEQPivn (Vvopadpevarivn) otov eykéald cag. To Sunosi cog
BonBd va mapapeivete Edmviot kat vo aicBdveste Arydtepn vavniia.

Xpnoomoteitol og

2.

EVIIMIKEG LLe vaproANyia, o TabnoT oL oag KAveL vo aicBdaveote vtepPoiikt vooTta Eapvikd
KOl atpOGdOKNTO 0TTodNote oTiyur]. Opiopévol aceveic e vapkoAnyio xovv emiong
oupmtopote katarAnéiog (6tav ot poeg yivovton adOvapol g avtidpacn 6€ cuvalctnuata 6mmg
0 Bopdg, 0 POPog, To YEALO 1 M EKTANED, 00N YDOVTOS OPIGUEVES POPEG GE KATAPPELOT)).

v T Bertioon g eypriyopong kot T pelmon g vaepPoAtkng vavnAiag KaTd Tn SLapKELD TG
nuépag (EDS) oe evihikeg acBeveig pe amoppaktikni vavikn dnvola (AY A) n EDS tov onoiwv
dev €yel aVTILETOMOTEL IKOVOTOMTIKA pe [at apyikt| Bepaneio tng AY A, 0nmg 1 cuveyng Betikn
nieon aepaywynv (CPAP).

Tvpémel va yvopilete npv mapete To Sunosi

Mnyv napete To Sunosi:

o€ MEPIMTOOTN CALEPYIOG GTN COAPIOUPETOAN N GE OTOL0ONTOTE GALO OO TO. GUGTATIKA CVTOV
TOV PAPUAKOL (CVOPEPOVTAL GTNV TOPAYPOPO 6)

av méBate Kopdlakn TPoosPoin Lésa oTov mponyovuevo 1 xpdvo

av €yete coPapd Kapdakd TpofAnpaTo, OTMG TOVO 610 6THH0G TOV EUPAVICTNKE TPOCPATA, T
7ovo 610 6THH0C OV SlapKEl Yo peYoAdTEPO ST 1| €ivoL L0 GoPapng LOPPNG o’ O,TL

39



ouvnBwg, LYNAN aptnplokn wieon tov dgv puOpileTol KATAAANAL e PapHAK, GOPBaPOVG
AKOVOVIGTOVG KOPILOKOVS TOALOVG 1] GAAL GOPopd Kapdtakd TpofAnpata

. oV TOPVETE £VOV TOTO PAPUAKOL TOL OVOUALETOL KOVAGTOAENS TG LOVOLUIVOEEIOAGTO»
(avactoréag MAO) yia v kotdOiwym 1 ™ voco tov [ldpkivoov, 1} xete mhpel Kamolov
avactoréo MAO Tig tedevtaieg 14 nuépec.

IIpocidomomcelg Kot TpoPLAGEeLg
AmevBuvheite 6TOV Y10TPO 1 TOV QUPULOKOTOLO GOG TPV TAPETE TO SUNosi oV EYETE 1 ElyaTE:

o TPOPANLATO YOYIKNG VYELNS, cvumepthapfavopévoy g yhywong (aAlotopévn aicnon g
TPOAYLOTIKOTNTOC) Kol TV aKpoimv petafolmv g didbeong (Simoiikn dtaToapayn)
KapdloKd TPOPANUATO, KOPILOKT TPOGPOAN 1 EYKEPAAKO ENEIGOS1I0

VYNAN 0pTNPLOKT TiEDT

OAKOOMGHO 1] OTOLAONTTOTE KATAYPNON POPUAK®OV/OVGLOV 1) €£APTNGCT A0 QAPLLAKO/0VGIEC
pie 0pBuALOAOYIKY TAON OGN OV OVOUALETAL YAADK®LO KAEIGTNG YOVIG.

Evnuepoaote tov y1atpd 1 TOV QOPUOKOTOLO GOG OV OTIONTOTE Old T TOPATAV® 1GYVEL Y10, EGAC TPV
Eexwvnoete T Bepaneia. Avtd oag (nrtetton emedn To Sunosi propel vo EMOEWVADCEL KATOL Ad 0VTA
ta, mpofAnuata. O yotpog cog Oa Bernoetl va tapakoiovbel Tdc cog ennpedletl 1o EAPHOKO.

To Sunosi dev avticadotd v apyikn oog Bepaneia yio v AYA, 6nwg n CPAP. Oa mpénet va
ovveyicete va ypnouonoteite avtiyv tn Bepaneio koD Kat To SUNOSI.

Howowa ko £épnpor
To Sunosi dev cuviotdtol o€ TodLd 1| €pNPovg nAikiog kdtm tov 18 etdv. H acedieia ko n
OTOTEAEGUATIKOTNTA OEV EIVaL AKOLO YVMOOTEG GE ALTIV TNV NAIKLOKT ORLAdaL.

Alho @appokoe Kot Sunosi
Evnuepmaote tov yiatpd 1| TOV QOPUOKOTOLO GOG €AV TAIpVETE, EXETE TPOSPATO TAPEL 1| LTOPEL VoL
nhpete AAAL PapUaK.

Mnyv mdpete 10 Sunosi:

. oV TOPVETE £VOL PAPLLOKO TOV OVOUALETOL «OVAGTOAENS TNG LOVOOUIVOEEIDACTG» (AVAGTOAENS
MAO) v v KatdBiyn 1 T vooco tov Ildpkivoov, 1 £xete mapet kdmotov avactoréa MAO
T1G TeEdevtaieg 14 nuépeg 010TL N Ay kamowov avactoréo MAO pe to Sunosi uropei va
QVENCEL TNV APTNPLOKT GOG TTES.

Pwtioete Tov Y10Tpo 1 TOV QOPUOKOTOO GOG OV TAIPVETE PAPULAKO TOL UTOPOVY VO AVENGOVY TNV
apTNPOKT GOG TESN 1) TOV KapdloKo Gag pubud, 1 oV TOiPVETE VIOTOULVEPYIKOVS TAPAYOVTES (T.).
TpoeEOAT, AePovToma, LeBLAPAIVIOATN) Ol OTTOI0L YPTGLULOTOIOVVTOL Y1t TV OVTILETADMTIGN TG
véoov tov [TapKveov, Tng KatdOAlnyng, Tov GUVEPALOL AVGLY®V TOdLOY Kol AtaTopoyn
EMLEWOTIKNG TPOCOYNG Kot btepkivrTikotnTog (ADHD)

Kinon ko1 Oniaopdg
Edv giote éyxvog 1 OnAdlete, vouilete 0T1 pmopei va €iote £yKv0og 1 6YESALETE VO OTOKTHGETE T,
{ntote 1 GLUPOVAT TOL YLUTPOV 1} TOV PAPLLOKOTOLOV GOG TPV TAPETE OVTO TO PAPLLOKO.

To Sunosi dev Ba TPEMEL VAL YPNGILOTOLEITOL KOTA TN SLUPKELN TNG EYKVUOGVVNG T} OE YOVOIKES
OVATOPOYWYIKNAG NAKING YPIg TN XPNON OMOTEAECUATIKNG OVTIGOAANYTG.

Agv mpémel va, pMGILOTOLEiTE TO Sunosi KoTd T didpkelo Tov Ondacuov. Mali pe tov ytpd cag
TPENEL VO OTOPOGIcETE av Bol amoyeTe Tov OnAacpo N av Ba otapotnoete 1 Bo amovyeTe ™)
Bepamneio pe To Sunosi, AapPavovtag VoY To OQELOC TOV BNANGLOV Yo E6GG Kot TO TAdl GO Kol TO
o6pelog tng Bepameiag yio €66G.
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Oonynon ko yEPGROS PNYOVIRATOV
Mmnopei va areBavOsite {aAn 1 umopel va ennpeactel ) kavotntd cog vo cvykevipwbeite. [Ipocéyete
Wwitepa 6tav odnyeite N yepileote pnyoviuota.

AmevBuvbeite 6TOV Y10TPO 1 TOV POPUOKOTOLO GOG OV £XETE AUPLPOAIES Y10 TO TG GO EXNPEALEL M
VIOKEIEVT TAONON 00 1 AVTO TO PAPUAKO GE OPUCSTNPLOTNTEG TOV UTALTOVY TPOGOYT], OTWOC N
001YNOoM KOl O YEPIGUOC UNYOVIHATOV:

. Katd v Evapén g Bepaneiog
. av aAldEel 1 060M Gog
3. ®g vo tapete 10 Sunosi

[Tavtote va maipvete To GAPLOKO QVTO ALGTNPE COUPOVO, LLE TIG 0dNYIES TOV YLOTPOD 1] TOV
QOPUOKOTO10V 6ag. Eav €xete apgiBoliieg, poTioTe TOV Y10TpO 1| TOV QOPUAKOTOLO COC.

I1660 Sunosi va tapete

O ywTpog oag Ba o supuPoviéyet yia tn 6661 TOV Sunosi TOV TPEMEL VO TAPETE.

. I"a ™) vapkoAnyia, 1 Oepaneio cuvnbmg Eexvaet pe o d6on Tv 75 mg pia @opd TV NUEPA,
otav Eumvarte to mpwi. Opiopévol acbeveic pmopet va yperdlovtar o d6on évapéne 150 mg. O
yYwTpdg cog Oa cag cupfoviéyet av avtd 1oyvEeL Yo €06G. O Y10TPOG GOG UTOPEL VO GOG
GLVTOYOYPUPNCEL Lol YapunAoTEPT 060om TV 37,5 mg. Mmopeite va AdPete avtiv Tn 600m
maipvovtog (oo otokio Twv 75 mg. To diokio mpémel va omdel 6To onpeio TG €YKomngG.

o INo mv AYA, 1 Bepaneia Eekivd ouvibag pe pia 66om tov 37,5 mg pio @opd tnv nuépa, 6tav
&unvarte To mpwi. Mropeite va AdPete avtnv tn d6on maipvovrag pued diokio twv 75 mg. To

d1okio mPEMEL va, GTAEL GTO OTUELD TNG EYKOTNG.

. ‘Emterta amo tovddyiotov 3 nuépec Bepaneiog, o ylatpdg cog pmopet va av&NoeL Ty nuepnole
d6on cog otV TAEoV KaTdAANAN 600.

H ocvvietduevn péyiot d6om tov Sunosi eivar 150 mg v nuépa.
Hiuaopévor (Mhkiog Gve Tov 65 eT@Vv)
ITapte ™ cvvnBiopuévn nuepnoia 06om eKTOG Kot av Exete veppikd mpofAruata (BAETe mapakdTm

«AcBeveic pe veppucd mpofAnuatay).

AocBgeveic pe veppikd mpofipata
Av €yete vepikd TPOPANUATA, O YIOTPOG GOC UTOPEL VA YPELOGTEL Vo TPOGUPUOGEL TN OOGT.

Afqyn Tov Sunosi

. To Sunosi tpoopiletar yuo xpron omd 1o oTOH
. [épte 10 Sunosi and 10 oToONA OTAY ELTVATE TO TPOI.
. Mmopeite va mépete To Sunosi e TPoPN 1 AVALESH GTO YEOUATO.

I'o 660 dSrdeTnpa vo Taipvere To Sunosi
®a mpénet va eEakolovnoeTe va Taipvete To Sunosi yio 660 YPovIKO SUCTN A GOG TTEL O YLOTPOG GUGC.

Edv napete peyarvtepn 66on Sunosi aé Ty Kovoviki

Ta axdérovbo copntdpato TopatnprOnkay 6tov acbevig Erafe Sunosi 900 mg (6 popéc n péyrot
nuepnoa doon): aveEéleykteg kivnoetg (Oyiun dvokvneia) kot aicOnuo avnovyiog kot advvopio va
napapeivel axivitog (akabnoio). Avtd ta cLUTTOROTE VIOYDOPNoAY dTOV SLOKOTNKE TO SUNOSI.

Emkowvmviote apéosmg pe Tov yiotpd 606 1 LE TO TANGIESTEPO TUNLO ETELYOVIMV TEPICTOTIKDOV Y10
ovuPovry. Iapte poli cog avtd 10 OAAO 0dN YOV Kol TVYXOV O16KI0 TOV ATTOUEVOLV.
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Eav Eeyaoete vo mapete To Sunosi

Av Egydoete va TApeTE TO PAPLOKO oag TN cuvnOiopuévn dpa, eEakorovbeite vo umopeite va 10
TAPETE OV AMOUEVOLV TTEPICGOTEPES OO 9 MPEG TPV amd TNV MPO. TOL VIVov. Mnv mépete dutAn d6on
Y10l VO OVOTTANPAOGETE T 0001 oL EEYACATE.

Eév ctopaticere va maipvete To Sunosi
Yu{NToTeE e ToV Y1ITPd GOG TPV GTOUATNCETE VO TOPVETE TO Sunosi.

Edv éxete meptocoOTEPEG EPOTNOELS GYETIKA LIE TN YPTOT] AVTOV TOV QUPUAKOV, POTHGTE TOV Y10TPO 1)
TOV QUPHOKOTOLd GOC.

4, IMBavég avemOBOUNTES EVEPYELEG

Onwc 6Aa o @éppaka, ET01 Kot dVTO TO PAPLOKO UTOPEL VoL TPOKAAESEL OvETIOOUNTES EVEPYELES, OV
KoL 0gv mopovotdlovtal 6e OAOLE TOVS 0VOP®TOLG,.

o0 cvyvég avemBounTEg evépyereg (umopel va exnpedoovy nepiocétepa and 1 ota 10 dropa)
o [Movoképarog

Yoyvég avemBounteg evépyseies (umopei va exnpedoovy £mg kot 1 ota 10 dropa)

. Avyyoc, duokoAia otov Vmvo, evepebiotdtnTa, (AAN, aicOnua exvevpiopol, vepPoiikn
eQidpwon

o I'pRyopot 1 akavovioTol kapdiakoi Toipoi, Tov ovopdalovtol kot aicOnua TaAudy, Sveeopia

610 otNog

YynAn aptnplakn wieon

Noavrtia, d1dppota, TOVOG 6TO GTOUAYL, SVGKOAOTNTA, EUETOG

Bnyag, ooi&po 1 tpi&yto tov dovtidv cog, Enpootopio

Amndlewo g 6peéng

Oy ovyvég avemBOuNTES EVvEPYELES (Mmopel va entnpedoovy ¢ kot 1 ota 100 dropa)
AicOnpo d1éyepong, avnovyia, advuvouio cGUYKEVIPOONG, TPEUOVAO (TPOLOC)
AvENoN Tov Kapdiakod puopon ToAD VYNAGTEPT 0O TO PLGLOAOYIKO

AvckoAia TNV ovaTvon|

[T6évog 6to otBog

Ailya

Andrelo copoatikod Bapovg

"Exovv eniong avapepOel depuatikd eEavOnLa, Kvidmon Kot gayovpa.

Ava@opd avemOOunTOV EVEPYELDV

Edv mapatnproete kdmowo avemBOUNT EVEPYELN, EVIILEPDCTE TOV YIOTPO 1 TOV POPUOKOTOLO GOC.
AvT10 1oy0eL Kot Yo kaOe mhavi avemBountn vEPYELN TOL OEV AVAPEPETAL GTO TOPOV GVALO 0ONYIDV
ypnonc. Mmopeite emiong va avapépete avembounteg evépyeleg anevbeing, Léocw Tov Bvikod
GULOTNLOTOG OVAPOPAG TTOL avaypdeeTal oto [lapdptnua V. Méowm tng avaeopds ovembountov
EVEPYELDV Umopeite va, fonBNceTe 6T GLAAOYN TEPICTOTEPMV TANPOPOPLOV CYETIKA LLE TNV ACPAAELL
TOL TOPOVTOG PAPUAKOL.

5. I®g va guraccete To Sunosi
To @dppoko ovTd TPETEL VO, PUAACCETOL GE LLEPT) TTOL eV TO PAETOVY KO dEV TO POAVOLY TO TOdLAL.
Na pun ypnolLonoteite 0vtd T0 PAPUOKO UETE TNV NUepounvia ANENGS TOV AVOPEPETAL GTO KOVTI Kot

oTN PLUIAN/oTNV KLOWEAN petd T AéEn «AHEH». H nuepounvia Anéng eivar n televtaia nuépa tov
UVA TTOL OVOQEPETOL EKEL.
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Kowyéhec: To papuaxo avtd dev amattel diaitepeg ouvOnkeg OAAENG.

Duaheg: Metd To dvorypo, xpNOHOTOMoTE EVIOE 4 UNvav. Alatnpeite ToV TEPLEKTN KOAG KAEIGUEVO
Y10 VO TPOCTATEVETAL OO TNV VYPAGiaL.

Mnv TeTdTe PAPLAKO GTO VEPO TNG OMOYETEVLONC 1 OTA OKLOK( amoppippata. Pothote tov
QOPLOKOTTOLO GOG Y10, TO TAC VO, TETAEETE TA. PAPUAKO TTOV JEV YPTCILOTOLELTE T AvTtd T péTpa Oa
Bondncovv oty Tpoctacio Tov TEPIPAAAOVTOC.

6. Mepreyodpevo TG oVoKEVOGING KO AOTES TANpOPOpieg

T epréyer To Sunosi
H dpaoctikn ovoia givat 1) GOAPIOUPETOAN.

Sunosi 75 mg smkaloppéva pe Aertd vuévio diokia
Ka0e dioxio mepi€yel VOPOYAWDPIKT GOAPLOUPETOAT, TTOL IGOOVVOUEL LE 75 M GOAPLUUPETOANG.

Sunosi 150 mg emkaAvupévo pe AeTtd LUEVIO diokia
Ka0e dioxio mepiéyetl vOPOYAMPIKT GOAPLAUPETOAN, TTOVL 1odVvVapel pe 150 mg GOAPLAUPETOANC.

Ta GAL0 cuoTOTIKA Elval:
ITvpnveg diokiov: Y dpo&umpomvuAoKvTTapiv, LOYVIGLO GTENTIKO

Enwcéioyn tov diokiov: ToAvPivolalkooin, moAvoiBulevoyAukoin, TEAKNG, Titaviov d10&eidio
(E171), cwdnpov o&eidio kitpwvo (E172).

Ep@avion tov Sunosi kot TEPLEYONEVA TS GVOKELUGTOG
Emwodoppévo pe Aemtd vpévio diokio

Sunosi 75 mg emkalopuéva pe Aertd vuévio diokio
Kitpwvo émc oxovpo kitptvo/mopToKal, HakpOGTEVO O10KI0 UE TO «75» Yapayuévo otr pio TAgVpd Kot
pa eykomn oty ovtifetn mAgvpd. To diokio pmopel va daympiotel og 500 ioeg d6GELC.

Sunosi 150 mg smkaivupéva pe Aemtd vuévio diokio
Kitpwo, paxpodotevo diokio pe to «150» yopayuévo ot pio mAcvpd.

To Sunosi diatiBeTon o Guokevacieg kKLYWEANS TV 7 X 1 emkaAvppévav pe Aemtd vuévio diokimv o
dudTpnteg KuwéAeg Lovadwv d6ong amd tolvfivoroyropidio (PVC)/moivyropotpipbopoatfuriévio
(PCTFE)/ahovpivio, 28 kat 56 emkaAvppévey pe Aentd vpévio diokiov Kot o€ graieg Tov 30 kot Tov
100 emkaAvUUEVOVY e AETTO VUEVIO SIOKIMV.

Mmropel va v KukAo@opoOV OAEG 01 GUCKEVAGIES.

Kéroyog Aderag Kvkhopopiog
Atnahs Pharma Netherlands B. V.
Copenhagen Towers

Qrestads Boulevard 108, 5.tv
DK-2300 Kegbenhavn S

Aavia
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HopackevaoTig

Cilatus Manufacturing Services Limited
Pembroke House

28-32 Pembroke Street Upper

Dublin 2

Co. Dublin

D02 EK84

IpAavdio

To wapov ULAo 00N YOV yp1ioNs avaBewp1Onke Yo TeELevTOaia Popd aTic MM/YYYY.
AALEG TNYES TANPOPOPLOYV

Aemtopepeic TAnpopopieg yia 10 pappoko avtod sival dabéoyieg otov diktvako tomo tov Evponaikon
Opyaviopot Qoppdxev: http://www.ema.europa.eu.
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Adyor mog Tpo60eTNg avavEmoNg

Me Baon ta 6edopéva Tov £xovV KataoTel SBEGILO LETA TN YOPNYNON TNG OPYLKNG GoELg
kukhoopiag, 1 CHMP Bewmpel 611 1 oyéon 0pélovg-kivovvou Tov Sunosi Tapapévet 0Tk, oAAd
Oewpei 6TL M KOV AOPALELAG TOV TTPETEL VO TOPAKOAOVOEITOL GTEVA Y10 TOVG aKOAOVOOVE AdYOVG:

Xoyvh addayn KAK kot petagpopd dedopévmv

O1 TAnpogopieg Yo T0 TPOIOV Kl TO GYEJ0 dlayelpiomng KvduvoL dev £yovv emtkarpomotn et

LE VEQ 0E00UEVA TTOV TTPOKDTTOVV OO OAOKATPMUEVT] KAVIKT SOKIUT YOAOVYIOG EVTOG EDA0YOL
YPOVIKOD S10GTHUATOC.

Q¢ ex 10010V, [ Bdon o TPoik acedielog Tng Sunosi, 1 CHMP katéinée oto cupnépacua 6t o
KAK 0a mpénet va vmoPdAet pia emmAéov aitnon avovéwong oe 5 ypovia.
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