ITAPAPTHMA I

HNEPIAHYH TON XAPAKTHPIZTIKQN TOY ITIPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Xeplion 25 mg evEGIUO EVOLOPTUE TOPOTETAUEVT|G OTOOEGUEVCTC
Xeplion 50 mg evéGUO EVOLOPTUE TOPOTETAUEVTG OTTOOEGUEVCTC
Xeplion 75 mg evéoUo EVALDPM O TOPOATETAUEVTG OTOOEGUEVCTG
Xeplion 100 mg evéoipl0 EVOIOPTLO TOPATETUUEVIG OTOGECUEVOTG
Xeplion 150 mg evéo1il0 EVOLOPTLO TOPATETAUEVIC OTOOECUEVOTG

2. IHHOIOTIKH KAI HIOXOTIKH XYNGEXH

25 mg evEGULO EVOLMPTLLO. TUPUTETOUEVTC OTOOECUEVOTNG

Kabe mpoyepiopévn cdpryyo mepiéyet 39 mg modutikng mtolmepdovng oe 0,25 ml wov 1codvuvapel pe
25 mg moAmepldovng.

50 mg evEGLIO EVOLDPT L0 TTOPATETOUEVTC OTTOOEGUEVONC

Kabe mpoyepiopévn opryya mepiéyxet 78 mg moutikng mtolmepdovng og 0,5 ml mov 1odvvopel pe
50 mg moAmep1ddVNC.

75 mg evEGULO EVOLMPTLLO. TUPUTETOUEVTC OTOOEGUEVOS

Kabe mpoyepicuévn ovpryya mepiéyet 117 mg moiputikng naimepiddvng o€ 0,75 ml mov 1codvvapel pe
75 mg molmepldovng.

100 mg evEG1U0 EVOLDPN L0 TTOPATETUUEVIC OTTOOEGLEVONC

Kabe mpoyepuouévn oovpryya mepiéxet 156 mg maiputikng noimepiddvng oe 1 ml mov wodvvopel pe
100 mg momepdovIg.

150 mg evEGLO EVOLMPT L0, TOPUTETOUEVTC OTOOECUEVOTS

Kabe mpoyepicpévn odpryyo mepiéyetl 234 mg moAptikng moAmeptodvng o€ 1,5 ml wov 1codvvapei pe
150 mg naAimepdovnge.

IMa tov TA\pN KoTdloyo TV ekdOY®V, PA. Tapdypogo 6.1.

3. DODAPMAKOTEXNIKH MOP®H

Evéowo evaidpnpo Topatetapéving omodEcUEVOT|S.

To evarmpnua givarl Aevkod Emg vrorevko. To evarmpnpa €xet ovdétepo pH (mepimov 7,0).
4. KAINIKEYX IIAHPO®OPIEZ

4.1 OgpamevTiKég EVOEilelg

To Xeplion gvdeikvotal yio cuvinpntikn Oepaneio e oylloepévelag oe eviAikec acBeveic mov éxovv
otabeponombei pe TaAMmEPIOOVN 1} PLOTTEPIOOV.

Xe emheypévoug eviilikeg aobeveig pe oyllo@pEvela Kol TPOTYOVLEVT OVTATOKPLION OE OO GTOLOTOG
TaATEPLOOVN 1 plomepdovn, To Xeplion umopei va ypnoioroindel yopic mponyoduevn
otabeponoinom pe and oTopaTog Oepameia, 4V TO YOYMOIKH CUUTTOUOTO ELVOL N0, EMG LETPLO. KOl
yperaletan evéoun Bepameio pakpdc dpdong.



4.2  Aocoloyio Kol TPOTOG JOPNYNONS

Aocoloyia

H ocvvietdpevn evapktipia 66om tov Xeplion eivar 150 mg v mpdtn nuépa Bepaneiog kot 100 mg
pio efdopdda apydtepa (8n nuéEPa), xopNYOOUEVES Kot 01 2 OOGEIS GTO OEATOELON L DOTE VO
gmtevyfovv tayémg o1 Bepamevtikéc cuykevipmoelg (PAéne mapdypago 5.2). H tpitn d6om Oa mpénet
va yopnyeitot Eva piva HETA TN 0e0TEPN evapKThpla 6601. H cuvictdpevn unviaio 6661 cuvtipnong
glvar 75 mg. Opiopévol acBeveig pmopel va @@eAnBodv amd younAotepes 1 VYNAOTEPEG dOGEIS EVTOG
TOV GUVICTMOUEVOV gVPOLE TV 25 £w¢ 150 mg, ue fdon v avektikdTn T, KoL/ 1§ TV
OTOTEAECUOATIKOTN T TTOV TTapaTnpeitan o€ kdbe acbevn Egywpiotd. Ot veépPapor 1 TaydoapKoL
aoBeveig pmopet va ypeldlovtal 606Elg 6TO AV® OPLo TOL SOCOAOYIKOL £Vpovg (BAETE Tapdypapo 5.2).
Metd amd tn de0TEPT EVOPKTNPLA dOGT], Ol UNVIOIEC dOCELS GUVTNPNGNG UTTOPEL va yopnynovv eite
07O 0EATOELON €iTE GTO YAovTIOIO LY.

[Ipocappoyn tng 66ong cuvtipnong uropel va tpaypoatonombel unviios. Katd tic tpocappoyég e
d00MG, TPEMEL VA, AAUPBAVOVTOL VTTOYT T YAPUKTNPICTIKG TOPOTETAUEVTS ATOdEGUEVGTC TOL Xeplion
(BAéme mapdypopo 5.2), kabmg ot TAPELS ETOPACELG TOV SOCEMV GUVTIPNONG UTOpEl va pnv givat
EUOAVEIS 1O APKETOVG U VEG,.

Aoy amo TOMTEPIOOVH TOPATETOUEVHS ATTOOECUEDONG 1} PLOTEEPLOOVY] OO OTOUATOS o€ Xeplion

H évapén tng Bepamneiag pe Xeplion npémel va mpoyUatomoleital OT®S TEPTYPAPETAL GTNV APYN TNG
Tapaypaeov 4.2 toparndve. Kotd  unviaio Oepaneio cuvinpnong pe Xeplion, ot acbeveig mov eiyov
TPONYOLUEVWC oTabepomombei oe d1apopec dOGELS SIOKIMV TAMTEPIOOVIG TOPATETAUEVNG
OTOJECIEVONG UTOPOVV VOl EMLTHYOVV TOPOLOLD EKOECT] OTNV TAATEPLOOVT GE 0TOdEPT KATAGTAON LE
éveon. Ot 60oe1g cuvtnpnong Tov Xeplion ov amaitovvTo yio v enitevén napopoag ékbeong oe
otabepn| katdotaor aneikovilovtot akoloHomg:

AGGELS NOKIMV TOPATETAREVIG OTTOOECUEVST S TalmeEPLOOVIS Kan Xeplion wov anmarteitor yio
™V enitevén mapoporag £kOeong 6TV TOMTEPLOOVT] 6€ 6TUOEPN KOUTAGTAON KATA T1] OLOPKELX,
¢ Ogpaneiog cuvtipnong
Mponyoduevn 6601 doKi®V TAPATETAPEVIIG OTOOECUEVCNG "Eveon Xeplion

TAMTEPLOOVIG

3 mg nuepnoing 25-50 mg pmvioimg

6 mg nuepnoing 75 mg punviwoimg

9 mg nuepnoing 100 mg unviaiong

12 mg nuepnoing 150 mg unviaiog

H mponyoduevn yopiynon Talmeptdovng 1 pLomepdovng amd 6TOUATOG UTOPEL va dloKomel Katd T
évapén g Bepameiog pe Xeplion. Mepikoi acBeveic umopei va @@eAnfoidv and t 6TadloK
amocvporn. Opiopuévor acbeveic, ol omoiot petafaivovy and vynidtepeg and oTOUATOG OOGELG
maAmep1dovNc (my. 9-12 mg nuepnoing) oe ylovtiaieg evéaelg ue Xeplion pmopei vo, Egovv
younAoTEPN €kBEcN TAGGUATOC KATA TN JIAPKELD TOV TPDOTOV 6 UNVAOV LETA TNV GALOYT. ZVVETMG,
EVOALOKTIKA, B0 pmopovoe vo eEeTOGTEL TO EVOEYOIEVO YOPNYNONG TOV EVEGEMV GTOV OEATOELON YlaL
TOVG TPATOVG 6 PNVEC.

AMoyn amo evéaiun piomepioovny e opach Haxpas oropkelas oe Xeplion

Oroav aAralete T Bepomeio TV aclevov and evésiun proreplddvn pe dpaon Lakpag S1apKeLNg,
apyiote T Oepomeio pe Xeplion otn 0om g emdUeVNG TPOYPAULOTIGUEVNS Eveong. H yopnynon tov
Xeplion mpénet 101€ va. cuveyloTel o unvicia dtuotnuato. To evapkTplo 00GOA0YIKO Gy Uiog
efodopdoag mov mepriapPaver tTig evoopvikég evéoelg (In kou 8 nuépa avtictorya), OT®G TEPLYPAPETAL
oV mapdypago 4.2 Topandve, dev eival avaykaio. Ot acbeveic mov giyov TPONYOLUEVDS
otabeponombel e SLOPOPETIKES OOGELS EVEGIUNG PIOTEPLOOVIC UE OPAOT] LOKPAG SIAPKELNG UTOPOVY
va emtiyyovy mopopota EkBeom oty TaATEPIOOVI o8 oTafEPT KOTAGTAON KATA TN SLOPKELD TG
Oepaneiog cuvtnpnong pe unviaieg dooeig Xeplion copemva pe tao eEMg:



AOGELG EVEGLUNG PLOTTEPLOOVIG NE Opd o HoKPag otapkeLag Kol Xeplion mov anarteital yio tTnv
emitevln Tapéporag £kOgong 6TNY TAMTEPLOOVY 68 6TUOEPT] KOTAGTAON
[ponyodpevn 8061 evéoung pLoTePLOOVIG 1 "Eveon Xeplion
opaon noKpas dLapKeELNg
25 mg kdbe 2 gfdoudadeg 50 mg unviaiog
37,5 mg kabe 2 efdoudoeg 75 mg unviaiog
50 mg «éOe 2 gfdopddeg 100 mg unviaimg

H dtokom TV avTiyuy®otKOv QopUIKEVLTIKMY TPOTOVTOV TPETEL VO, YIVETUL COLPOVA LE TIC
KaTOAANAES cuvTayoypapikég TAnpopopies. Edv diaxomel n xopriynon tov Xeplion, mpénet va
ANeBovY VIOYN TO YUPAKTNPIOTIKA TOPATETOUEVIC 0modécpevong mov Exel. [Ipénet va
enovaEloAOYELTAL TEPIOSIKA 1| AVAYKT] Y10l GUVEYLGT] TOV YOPTYOVUEVOL (OPLAKOD Y10, TO,
eEomupopdikd copntopata (EI1X).

TToporerpfeicec ddoelg

Amopoyn e mopalenyns 00oewv

ZUVIGTATOL 1] YOPNYNOT TNG 0e0TEPNC EVapKTNPLg d0omg Tov Xeplion va, yivetor pia Boouddo puetd
v Tpmtn 0601. [Ipokeiévon va amopevydei n wapdretyn d6omg, ot acbeveic umopodv va Adfovv
devtepn 6001 4 NUEPES TPV 1 LETA Atd TO YPOVIKO orpueio tng piog efdopddag (muépa 8). Opoimg,
ouvieTdTol unviaio yopnynon g PTG Kol TV eTakoAov0mV eVEGE®V UETE atd TO EVOPKTIPLO
docoroyikd oyfuo. [Ipokeévon va amoeevydei n mapdreyn piog unviaiog d6omng, ot acbeveig
puropovv va AdPouvv Tnv éveon £mg Kol 7 NUEPES TPV 1] LETA A0 TO UNVIOIO XPOVIKO GTLElO.

Edv mapoareipbei n nuepounvia-otdyog yia m dgbtepn éveon tov Xeplion (nuépa 8 + 4 nuépec),
cuvioTOpev enovEVapEn eEapTatal omd To YpOvo oV EYEL TAPEADEL O TV TPMTY EVECT] TOV
acBevoug.

THopdleiyn devtepne evaprtipiag 0oons (< 4 efdouddes amo v mpwn éveon)

Edv égovv mapéiBet Myodtepo amd 4 efoopAdES amd TNV TPMTN EVEOT], TOTE GTOV 0GHEV TPEMEL VAL
yopnynOei n devTePN d601 Twv 100 Mg 6T0 dEXTOEDN LV TO GUVTOUOTEPO dLVATO. Mia Tpitn Eveon
Xeplion 75 mg mpémel va yopnynbei eite 6to deXT0E1ON €ite GTO YAOLTIRO ML 5 EBSOUGOES HETA OO
Vv TpmT £veon (aveEapTiTOS TOV YPOVOL YOPTYNONG TNG OEVLTEPNG EVEDTG). XTI GUVEYEL, TPEMEL VAL
akolovBeitatl o cuviHONg unviaiog KOKAOG EVEGEWV giTe GTO OEATOEON €lTE GTO YAOLTINIO LV TV

25 mg émg 150 mg, pe fAon TNV AVEKTIKOTNTO KO/ TNV QToTEAEGLOTIKOTNTO o€ KAOE acbevn
EexwploTd.

Hopdleiyn devtepne evaprtipiag 00ons (4-7 efdouddes amod v mpwty éveon)
Edv &yovv mapérdet 4 £mc 7 efoopddeg amod v TpmTn éveot Tov Xeplion, Guveyiote T docoloyia pe
dvo evéoelg 100 mg wg e&ng:

1. pio €veon oto SEATOEN LV TO GLVTOUOTEPO dUVATO

2. pio okouo £veon 6To 0eATOEON Lo pio efdopdada apydTepa

3. ouvéylomn Tov cvvndoug Unviaiov KOKAOL evECE®YV €lTE GTO OEATOELDN EITE GTO YAOLTIOHO LV TOV
25 mg émg 150 mg, pe faom TV OVEKTIKOTNTO KOUT TNV OTOTEAEGHOTIKOTN T o€ KAOe acOevn
EexwploTd.

Hapaleryn dedrepns evapktiprag doong (> 7 gfdouades amo v mpwn veon)

Edv &yovv mapérbel mepiocdtepec omd 7 fdouddeg and v Tpdtn £veon ue Xeplion, apyiote ™
d000A0Yio OTMG TEPLYPAPETAL YLO TNV QPYIKT) CUVIGTMEVT EVOPKTNPLO Yopnynon tov Xeplion
TOPOTOVE.

Hopdlewyn unpviaiog d0oons oovenpnons (1 unvag éwg 6 gfdouddeg)

Metd v évapén, 0 CUVIGTOLEVOG KOKAOG evécemv Tov Xeplion gival pnviaiog. Edv £xovv mapédbet
Ayotepeg amd 6 efdouddeg amd TV TeEhevTaia £vEoT), TOTE TPEMEL vaL yopnynoel | mponyovdevn
otabepomomuévn 866N T0 GLVTOUOTEPO dVVATO, AKOAOVOODUEVT OO UNVINIES EVECELS.



Hapaleryn unviaiog doons ovveipnons (> 6 gfdouades éwg 6 unveg)
Edv &govv mapélfel mavm and 6 efSopddeg amod v tedevtaia £veon e Xeplion, cuvictdviot Ta
edne:

Lo aoBeveic wov Epovy ortalbepomoinbet ye dooeis twv 25 éwg 100 mg

1.  pio éveorn 610 EATOESN] LWL TO CLVTOUOTEPO dLVATO otV 1010 dOOM UE TNV oTola giye
otabeponombei o acBevic 6to TopeAOOV

2. pio akopo éveon oto deltoeldn po (idw 06om) pia efdoudda apyotepa (8n nuépa)

3. ovvéyiomn tov cvviBoug Pnviaiov KOKAOL evécemV gite 6To OEATOEIDN €iTe GTO YAOLTIOIO [V TV
25 mg émg 150 mg, pe Ao TV OVEKTIKOTNTO KON TNV QToTEAEGLOTIKOTNTO o€ KAOE acbevn
EexwploTd.

Tio aoBsveic wov Eyovv otalbeporoinbet pe dooeig twv 150 mg

1.  pia éveon pe 66om 100 mg 6t0 SEATOELDN LV TO GUVTOUOTEPO BLVOTO

2. plo akopo éveon pe 06omn 100 mg oto dehtocdn po pio efdopdda apyotepa (Muépa 8)

3. ovvéyiomn tov cvviBoug pnviaiov KOKAOL evECcE®V €iTe GTO OEATOELDN €iTe GTO YAOLTIOHO L TV
25 mg émg 150 mg, pe Ao TV OVEKTIKOTNTO KO/ TNV AToTEAEGLOTIKOTNTO o€ KAOE acbevn
EexoploTd.

Hopdletyn unpviaiog 00ons oovepnong (> 6 unveg)

Edv &yovv mapédbel Tepiocdtepol amd 6 unveg amod v teAevtoio éveon tov Xeplion, apyicte ™
d000A0Yi0L OTMG TEPLYPAPETAL Y10 TNV OPYIKT] CUVIGTMLEVT] EVOPKTNPLO yopnynon tov Xeplion
TOPOTOV®.

Ewwoti mAinbvouoi

Hliciwouévor
H omotelecpuatikdTnTa Kot 1 a6QAAELD 0TOVE NAKIOUEVOLS > 65 €TMV gV £xEl TEKUNPLOEL.

I'evikd, n cvvicT®pevn docoroyio Tov Xeplion Yo NAMKIOUEVOVG AcOEVEIC LE PLGTOAOYIKT VEQPIKY
Aettovpyia givor 1 10100 OTTOC Kot Y10, TOVG VEGTEPOVG EVIAIKEG 0lGOEVEIS e PUGIOAOYIKT VEPPIKN
Aertovpyia. Qotdc0, ENEWN O NAKI®PEVOL aoBevelg pmopel va eLeavifovy HetmpEvn veepikn
Aertovpyia, pmopel va ypelaotel va yivel mpocappoyn g 66ong (PAéne Neppiki dvaleitovpyio
TOPUKATO Y10 T CUVIGTAOUEVT d0G0A0Yia Yo 0oOEVELS e veppikT duciettovpyia).

Negpixn dvoiertovpyio

To Xeplion dgv £xel peietndei cvotnuatikd og acbeveic pe veppikn oveiettovpyia (PAETE mopdypapo
5.2). ' acBeveic pe N veppikn dvoiertovpyia (kaboapon kpeatvivig > 50 £wg < 80 ml/min), 1
ocuviotapevn doon évapéng pe Xeplion givar 100 mg v npotn nuépa Bepameiog kot 75 mg pio
gfooudoa apydTeEpQ, YOPTYOVUEVES KOl Ol 60O GTO deATOEN Wo. H cuvietduevn unviaio d6om
ocvvtipnong ivor 50 mg, 1 oroia pmwopet va kopavOet amo 25 £mg 100 mg pe fdorn Ty avekTiKOTnTO
KOU/T| TNV OTOTEAECUATIKOTNTA GTOV 0.c0gvi).

To Xeplion dgv cuviotdtor o€ acbeveig pe uétpio 1 coPapr veppikn dvciertovpyia (kKabapon
Kkpeatwvivig < 50 ml/min) (BAéne mapdypapo 4.4).

Hratikn dvoiertovpyio

Me Bdomn v eUTEPIOL LE TN YOPTYOVUEVT OO GTOUATOS TOATEPIOOVT, OEV UMALTEITAL TPOCAUPLOYN
doon|g og acbeveic pe e N pétpra nratiky dSvoiettovpyia. Kabag n molimepidodvn dev €xet peretnel
o€ acbevelg ue ocofapn NroTiKn SVGAEITOLPYIN, CLVIGTATAL TPOGOYTN G€ AVTOVE TOVG acbeveic (PAére
Toapaypapo 5.2).

Taudrazrpiros minBoouog
H aopdleia kot 1 amotelecpatikotnto Tov Xeplion o maidld kot pripovg nAkiog < 18 etdv dev
&yovv tekunprwbei. Agv vadpyovv dtafécia dEdoUEVAL.



Tpomog yopnynong

To Xeplion wpoopiletarl yio evOOUVTKN ¥pNon LOvo. Aev TPEmEL va yopnyeital LEGM OTOL0CONTOTE
AAANG 0600. TIpémel va evietan apyd, fabid péco otov deltoeldn N To yAouTwaio pv. Kdabe éveon
pémeL va, yopnyeital and enayyeipatio vysiog. H yopnynon npénet va yivetal pe pia epdmas éveon. H
300 dev TTPEMEL VAL YOPTYEITOL OE TUNUOTIKEG EVECELS.

Kabe pia amod tic evapkripieg d6ce1c g nuépag 1 kat g nuépag 8 mpémet va xopnyeitol 6to
OeATOEION LV Yo va emitevyBohV Tayémg Bepanentikég ouykevipaoelg (PAEre Tapdypapo 5.2). Metd
amo TN 0eVTEPN EVOPKTAPLL OOGT, Ol Unviaieg 00GELG cLVTHPNONG UIopel va, xopnyndolv gite 6to
deltoglon gite oto yAovtiaio pv. Ipénet va e€etactel To evogyopevo ahAayng amd To YAoUTIio 610
OEATOEION L (KO aVTIGTPOP®WS) GTNV TEPITTMON TOVOV GTO GNUELD EVEOTG, €0V 1 ducPopia 6To
onueto g éveong dev givar kadd avektr (PAEre mapdypao 4.8). Zuvietdrtal exiong va yiveton
gvaAloyn HeTa&d TG aplotepng Kot TG 0e€10¢ TAevpac (PAETE TAPOKATM).

IMa 0dnyiec ypriong ko yepiopov tov Xeplion, BAENE TO PUALO 0ONYIOV XpNoMG (TANPOPOPieg TOV
npoopilovTol yio emoyyeApaTieg VYEiOg).

Xopnynon oto dedtogion uo

To cvvietduevo péyebog g PEAOVAG YioL TNV GPYIKT YOPNYNON KOl T XOP1YNOT GUVINPNGNG TOL
Xeplion oto deitogdn pv kobopiletar amd To Papog Tov acbevovg. ['a tovg acbeveic > 90 kg,
ocvviotdral ferdva peyéboug 1% tvtoag, 22 gauge (38,1 mm x 0,72 mm). ' tovg acBeveic < 90 kg,
ocuviotdral ferdva peyéboug 1 ivtoag, 23 gauge (25,4 mm x 0,64 mm). Ot evEcelg 610 deATOEN
TPENEL VAL EVOALAGCOVTAL LETAED TV 000 OEATOEWOMV VUMV,

Xopnynon oto ylovtiaio uo

To cuvictdpevo péyebog feldvag yio T xop1ynomn cvviipnong tov Xeplion 6to yAovtiaio p givol
1% ivtoa, 22 gauge (38,1 mm x 0,72 mm). H yopniynon npénetl va yivetal 6to dvm-££® TETAPTNUOPLO
g YAouTwaiag meployng. Ot eVEGEIC 6TO YAOVTO TPENEL VO, EVOAAAGGOVTOL LETAED TV dVO YAOLTIOI®V
HLGV.

4.3 Avtevoeigelg

YrepevaioOnoio 6tn dpactikn ovoia, 0T PLoTEPOOVN 1 € KATO0 0 TO EKO0Y0 TOL OVAPEPOVTOL
otV mopdypaeo 6.1.

4.4 FE101kég TPoLtdomoMGELS KOl TPOPVAAEES KATA TN (P10

Xpnon ot acBeveic oe katdotacn ofeioc diéyeponc 1 cofopnc wiymong

To Xeplion dev mpémel va ypnoonoteital otn dlayeipion Kataotdoewv o&eiog di€yepong 1 coPapnc
Yoywong otav ETPAALETOL O GUEGOG EAEYYOG TOV GUUTTOUATOV.

Avdomua QT
Amarteitol Tpocoyn 6tay 1 TOAMTEPIOOVT] GLVTAYOYPUPEITAL O 0COEVEIS [IE YVOOTH KOPIIOYYELOKN
VOG0 1 Ue 0oyevelakd 16Topikd mapdtoaong Tov QT, kabdg Kot Katd T cuyyopnynon Tov He Gl

QOPUAKEVTIKG TPOTOVTA OV Bempeiton 6Tt mapateivovy to dtdotnua QT.

Kokdénbec vevponmtikd chHvopoLLo

Kokdnbeg Nevpoinmtikd Zovdpopo, to omoio yapoktnpiletar omd vrepOeppio, Hoikn axopyio,
aoTAOEN TOV AVTOVOLOV VEVPIKOD GVOTNUATOS, LeTaPANOeica cuveidnomn katl avénuéva enimeda Tng
KPEATIVOPOCPOKIVAGTG GTOV 0p0, EYEL avapepbel OTL Topatnpeital Le TNV TOAMTEPLOOVN.
Emmpocheta khvikd onueio uropei va meptropupavovv poooseatpvovpia (papoopvdivon) kot o&eio
veppikn avendpkelo. Eav évac acbevig ekdNAmdoel onueia | COUTTOUOTO TOL VITOOINADVOLY TNV
napovcio Kaxonfovg Nevpoinmtikod Zuvopopov 1 ToMmaeptdov TPENEL Vo SIOKOTTETOL.



Ovyun dvokivnoio/eEnmupaptdikd GV UTTOUATO

Ta @apuaKELTIKA TPOTIOVTO TTOL SIAOETOVV IOIOTNTEG AVTAYWOVIGIOD TOV VITOOOYEMV TNG VTOTAUIVIG
£€YOVV GYETIOTEL LUE TNV EMOYWOYN OYIUNG SOLOKIVNGIOG, 1) 0ol YopakTNPIfeTal amd PLOUKES, OKOVGLES
KIWNGELS, KUPImG TG YAMOGOS Ko TOL TPocshnov. E4v eueavictodv onuein Kot GOUTTOUOTE OYLUNG
dvokwvnoiag, Tpénel vo, eEETUOTEL TO EVOEXOUEVO SIAKOTNEG OAMV TOV OVTIYVYWOGIKAV,
GLUTEPTAAUPOVOUEVNG KoL TNG TOATEPLOOVNG,.

Amarteital Tpocoyn oe acbeveic mov Aapfdavovy tavtdypova yuyodieyeptikd (my, LeBvAQaviddTn) Kot
TOMTEPLOOVY, KAODG EOTLPALISIKG CUUTTOUATO UTOPEL VO TPOKDYOLV KOTA TNV TPOGAPUOYT TOV
€vOg M Ko TV 600 opraK®V. ZuvioTdtol otadlokn olokomny tng Oeponeiog pe dieyeptikd (PAEme
Topaypaeo 4.5).

Agvkomevia, 0VOETEPOTEVIO KO OKOKKLOKVTTOPOLLLIO,

[TepioTatikd Aevkomeviag, OVOETEPOTEVING KOl AKOKKIOKLTTOpOIUiaG Exovv avapepbel pe to Xeplion.
H axokkioxvttapapio £yt avoapepOel modd omdvia (< 1/10.000 acbeveig) katd ™ didpKela Tng
TopoKoAoVON NG HETA TNV KuKAOPOpPia TOV Popprdkov. Ot acbeveig Le 16TOPIKO KAVIKE GTILOVTIKOD
younAov aptduov Asvkokvttapmv (WBC) 1 popurokoyevong AevKomeviag/ ovdeTeponeviog TpEmeEL va
TapoKoAoLOOVVTAL KATA TN OEPKELD TOV TPOTOV UNvaV g Oepameiag Kot 1 dtakonr tov Xeplion
npénel va eEETACETOL IUE TO TPAOTO ONUEID KAVIKA OMUOVTIKNG Helmong Tov aplfpov tov
AEVKOKVTTAP@V, OTOVGI0 GAAWDV OITIOAOYIKOV TapayovTev. Ot 0c0gVelg e KAIVIKG OTLOVTIKY
OVLOETEPOTEVIO, TPETEL VO, TOPOKOAOVOOVVTOL TPOGEKTIK Y10 TVPETO 1) GAAN GUUTTOUATE 1] OTUEID
Aotpwéng kot va AdPBovv duecsa Bepomeio edv ELPAVIGTOVV TETOWO CLUTTOMOTO 1] onpeia. Ot acBeveig
e coPapn ovdetepomevio (andivtog apldudg ovdetepdeilov < 1 x 10%/1) npémet va Stoxdmtovy T0
Xeplion kot va vrofdiiovial o€ mapakoroHONen Tov apdHod T@V AEVKOKVTTAP®Y TOLG UEXPL TNV
avappwon.

Avtidpaceic vrepevaicnoiog

AvoeulokTtikéc avTidpdoelg o€ acbeveic mov 610 TapeAdov elyav emdei&el avoyn otV and GTOUATOG
PLoTEPIOOVN N TNV 0O GTOUATOG TOMTEPLOOVT EXOVV GTLAVIN avapepBel Katd TNV gumelpio HETE TNV
KuKlogopia Tov Tpoidvtog (BA. mapaypdpovg 4.1 kot 4.8).

Av gpoavicbovv avtidpdoelg vrepevaictnoiog, dtakdyte T yprnorn tov Xeplion, Eekvnote yevikd
VITOGTNPIKTIKG LETPO, OTTMOG EVOEIKVLTAL KAIVIKA Ko TapakoAovdnote Tov acbev puéypt o onueio kot

TO GUUTTOUATO, VO VIO ®pRoovy (PA. mapaypdeovg 4.3 kot 4.8).

Yrepylvkoupio Kot cokyap®onc dtofnng

"Exovv avaeepbel vrepylvkaio, cokyapdong dtafntng kot mapoEuvern Tpodmipyovtog St
cuumepAapovopévey Tov S1ofnTIKoy KOUOTOG Kot TG KETOEEWONG, KOTA TN ddpketa Bepaneiog pe
TOMTEPLOOVN. ZUVIGTATAL KATUAANAT KAVIKT TOPpaKOA0VONOT), GOUQMOVO, LLE TIC YPTCUYLOTOLOVUEVEG
avTyuYoikég Katevbuvrnpleg odnyieg. Ot aobeveic mov Aapfdvovy Bepaneio pe Xeplion tpémetl va
TOPOKOAOVOOVVTAL Y10 CLUTTONATO LITEPYAVKOLUIG (OTTmG ToALSIYia, ToAvoLpia, TOALEAYiN Kot
advvapio) kot ot acbeveig e caxyopmon Slaprtn Tpénet va, TopoKoAoLOOVVTOL TAKTIKA Yio
eMOEiVOGT TOL EAEYYOL TNC YAVKOING.

AvEnon copatikon Bapovc

"Eyxet avapepbei onuavtikn avénon Bapovg pe m ypnon tov Xeplion. [pénet va yivetal taxtiky
TOPOKOAOLONGN TOL COUATIKOV BAPOVG.



Xpnon ot acBeveic pe eaptmuesvoue amd tny TPpoAaKTiv) OYKOLS

O1 HEAETEC 1OTIKNG KOAMEPYELNG VTTOSEIKVOOVY OTL 1] KUTTOPIKT AVATTLEN GTOVG OYKOVG TV
avOpOTIVOV HOoT®V Propel vo, dleyepel pe v Tporaxtivr. Av kot dev £xel Katadelydel capng
GLGYETICHOG E TN XOPNYNOT OVTIWVYDGIKOV GE KAIVIKEG KOl EMONUIOAOYIKES HEAETEG, GLVIOTATOL
pocoyn o€ aoBeveic e oYETIKO WTPIKO 16TOPIKO. H ToAImepdOVN TPENEL VAL YPTGLULOTOLEITAL [IE
nwpocoyn oe acbeveic e Tpodmdpyovto dyKo TOAVMG EUPTOUEVO ATTO TNV TPOAUKTIVY.

OpfBootatikn vrdtoon

H maAimepdovn pmopel vo tpokarécel opfoatatiki vroTaoT o€ pepkong acbeveic e€attiog g
OVOGTOATIKNG TNG OPEoNG GTOVG A-DTOJOYELS.

Me Bdom GuYKEVTPOTIKGE 6ES0UEVO GO TIG TPELS, ELEYYOUEVES LLE EIKOVIKO (APLLOKO, OIAPKELOC

6 efoopadmv, oTabepng 600MG SOKIUES LE AT GTOUATOS XOPTYOOUEVH O10Kia TAAMTEPLOOVNC
TAPUTETAUEVNG amodéapevong (3, 6, 9 kot 12 mg), avaeépdnie opbootatikn vrdtaon 610 2,5% TtV
aTop@V Tov Adpupavay Bepomeio pe amd GTOHOTOS YOPTYOOUEVT TOAMTEPIOOVN cLYKPLTIKA pe To 0,8%
TOV aTOU®V oV AdpPovay Oepameia pe eikovikd eappako. To Xeplion Tpémet va yoprysitat pe
Tpocoyn o€ aceVEIS [LE YV®OOTH KapdloyyEloKT VOoO (T.). KAPOLOKY| OVETAPKELN, ELPPAUYLLO 1)
oyopio pookapdiov, SaTapayég TG Ay®YLLOTNTOG), YYELNKT EYKEPOAIKT VOGO 1] KOTAGTAGEIS TOV
wpodiadétovy Tov acbevn yio vdTaon (.Y, OELIATMGN KoL VTOOYKULIOL).

Eminntikol onacuotl

To Xeplion wpénet va. yopnyeital pe Tpocoyn o€ acbevelg pe 10TopIKd EMANTTIKOV GTOCUOV 1 GAA®DY
KOTOOTAGE®DY OV EAATTMVOLV SVVITIKA TOV OVOO TOV GTUCUAOV.

Neoppikn dvsAisttovpyio

O1 cLYKEVTPOGELG TNG TAAMTEPIOOVIG 0TO TAAG eivar avEnuéveg og acBeveic e veppikn
SVOAELTOVPYIN KAL, GLUVETMS, GUVIGTATOL TPOCAPLOYN TNG 600N G oe aohEVEIC [1E Lo VEQPIKN
dvorettovpyia. To Xeplion dev cuviotdrtal o€ acOeveic pe pétpia | coPapn veepikn ducAettovpyio
(kaBapon kpeatvivng < 50 ml/min) (BA. mopaypdeovg 4.2 kot 5.2).

Hrotwn dusAisttovpyio

Agv vtapyovv dbécipa otoryeio yio acbeveig pe coPfapn nrotikn dSvciettovpyia (katnyopia C kotd
Child-Pugh). Zvvictdtol mpocoyn| €4y TpoKerTal va ypnoionotnfel TaAmeplddvn e TETO100G
aocBeveic.

Hluxopévor acbeveic pe dvoa

To Xeplion dev &xel peietn el oe nAkiopévovug acbeveig pe dvowa. To Xeplion mpémetl va
YPTOULOTOEITAL [IE TPOGOYN 0 NAKIOUEVOLG 0.o0eVELG e dvola o1 0TToiol £Y0VV TOPAYOVTEG KIVODVOL
YO LYYEWOKO EYKEQPUMKO ETEIGOD1O.

H epmeipio amd tn pomeptdovn mov avapEpPeTal 6T GuVEKELD Bewpeital OTL 1oYDEL EMiONG Kot Yo, TV
TOMTEPLOOV.

2vvoikn Qvyaiuotnta

e pio peta-avaivon 17 eheyyOuevov KMVIKGV SOKIUMV, 0L NAKIOUEVOL acbevels pe dvola Tov
E\aPav Bepomeio pe GALN GTVTO AVTIYVYOGIKA, CUUTEPIAUUPOVOUEVIC TNG PLOTIEPLOOVIG, TNG
apummpalOAng, TNG OAVEATIVIG Kot TG KOVETIOMIVIG, ELPAVIGOY avENUEVO Kivduvo Bvnoipudtnrog
GLYKPITIKA UE TO EIKOVIKO (Aappako. MeTald aut®dv Tov akoAovdncayv aywyr Ie proreptddvn, n
Bvnootto rav 4% ce cvykpion pe 3,1% yio 10 EIKOVIKO PAPLLOKO.



AvemOdunteg eVEPYEIES ATO IIOTOPOYES TWV AYYELDV TOV EYKEPEAOD

"Evag mepimov tpumhdcio avEnuévog Kivouvog avemBopUnT®v eVEPYELDV OO OyYELKEG EYKEPUAIKES
droTapayéc Exel TapatnpnOel GE TUYOOTONUEVEG, EAEYYOUEVES UE EIKOVIKO PAPUAKO KAVIKES OOKIUEC
otov TAnbuoud acbevdv pe dvola pe optouévo AT AVTIYVYOGTKE, CUUTEPIAAUPOVOUEVIC TNG
PLoTEPIOOVNG, TNG apmmpaloAng kot g oAaviamivng. O punyaviopog yio outdv Tov avénpévo Kivouvo
dev givar yvootog.

Noococ Parkinson kot dvowo pe coudrio Lewy

Ot yiatpoli mpémet vo, a&loAoyohv Tovg KIvOUVOUG EVOVTL TOV 0QEA®Y 0Tav Yopnyolbv Xeplion cg
aoBeveic pe Nooo tov Parkinson 1| Avota pe Zopdtio Lewy (DLB), kafd¢ kat ot 600 minbuopiokég
opnadec pmopet va dratpéyovv avénuévo kivovvo gppdviong Kaxonbovg Nevpoinmricod Zuvopopov,
Ko EUQAavIong avEnpéving evaicinoiog ota avityvywotkd. Ot ekNAGGCELS aVTNG TS ovéENUEVNg
gvatotnoiog pmopel va meptiapfdvovy cdyyvon, Leimwon tng cuveidnong, aotddeia 0éong Tov
OOOTOG LE GUYVEC TTMOELS, EMTPOSHETA TOV EEOTLPASIKOV GUUTTOUATOV.

Ipomoudg

Ta avTIYUYOOIKA POPUOKEVTIKE TPOTOVTO (CUUTEPTAAUPOVOLEVIG TNG PIOTIEPIOOVIG) LLE OVOGTOATIKES
dpAoEIC GTOVG A-aOPEVEPYIKOVG VTTOSOYEIC £xoVV avapepOel 6Tt TpokaAovY mplamicpd. Koatd
duapkela TapakorovOnong LeTd TV Kuklogopio Tov TPoidVTog, £xel ovapepbel eniong TPAmIoUOS e
OO GTOLOTOG YOPTYOVUEVT] TOATEPIOOVN, 1| OToid €ival 0 vepyOg LeTABOAITNG TNg promeplddvne. Ot
aocBeveic mpémel va evnuepdvovtal vo. avalnTtodv eTelyovco TPk GPOVIidn OTNV TEPITTMGN TOV O
TPLOTIGOC OEV EYEL VTTOYWPNOEL EVTOC 4 mPDV.

PYOon e Oepokpascioc Tov GOUATOS

IMopgpPoin 6TV KOVOTNTO TOL COUATOS VO ELOTTOVEL TV KEVTPIKT TOV Ogpuokpacio, £xel amodobel
G€ OVTIYVYWOOIKA POPLOKEVTIKA TPOTOVTO. ZUVIGTATOL 1] KATAAANAN TPOGOYN KATA T
cuvtayoypaenon tov Xeplion o acOeveig mov Ho AVTIHETOTIGOVY KATAGTAGELC, 01 0TT0ieg UmopEl va
ouPdArlovy og avénon g OeproKpPAGiag TOV GOUATOC, TL.)., TTOAD £VTOVI] COUOTIKY AoKNoN, ékbgom
o€ TOAD VYNMAEC OepLoKpACiEs, GLYYOPTYNON POPLOKEVTIKOV TPOIOVIMV UE OVTLYOAVEPYIKT dpdon 1
aQLOATOOT.

Dlrefucn Opoufoeufoirn

"‘Exovv avaeepbei mepittdoeig prepicng Opoppoeuforng (POE) pe avinguymoikd QopuoKeuTiKa
poidvta. Agdopuévou 6Tt o1 acbeveic mov axolovbodv Beparneio e avTyLYOOIKA, TOPOLGSIALOVY
oLYVA EMIKTNTOVS TapayovTeS Kivouvou Yo DOE, dhot ot mbavol mapdyovteg kivdvvov yio POE
npénel va, Tpoodtopilovial Tpv Kot Kotd T didpkela e Oepaneiog pe Xeplion kot va Aappdvoviot
TPOANTITIKA UETPOL.

Avtigpuetikn dpaon

Koatd 11 mpoxkivikéc pedéteg g TaAmepdovng tapatnpndnke avriepetikn dpdon. H dpdon avtn,
€POcOV gppaviletal otov avOpwmo, UTopel vo KOADYEL TO OTUEiD KOl TO, GUUTTOUATO TG
VIEPOOGOLOYING OGOV APOPH GLYKEKPIUEVO PUPIOKEVTIKG, TPOTOVTA 1] KATAGTAGELS, OTME 1| EVTEPIKN
amoepatén, 1o cuvdpouo Reye kar ot dykol 6tov eyKEQOLO.

Xopnynon

[Ipémer va dideton mpocoy MOTE va. amoPevYETaL 1] akoVold £veon Tov Xeplion o€ alplopopo ayyeio.



Aeyyepntikd 2ovopouo Xaropng Ipdog

Atgyyeipntiko ovvdpoupo yorapng ipidag (IFIS) €xet mapatnpnOei koTd T SidpKeln YELPOVPYIKDOY
eneuPacenv KoTappaktn o€ acbeveic Tov AapuPdvouy EapUOKEVTIKG TPOTOVTA, LLE VTAYMOVIGTIKN
dpdion otovg ahpa 1a-adpevepyikovg vrodoyels, 0nmg To Xeplion (BA. Tapdypapo 4.8).

To IFIS evdéyetan va avénoet Tov kivouvo opOaAUIK®OV ETTAOK®OY TOGO KOTA TN JGPKELDL TNG
emépPaong 660 Kot petd omd avtn. [pwv amd v enépPacn Ba Tpénet va avaeEpeTar 6To XEPOLPYO
oPBoApioTpo €4V YPMNOYLOTOIOVVTAL ETTL TOV TOPOVTOG 1 £0VV Ypnoiponom el oto TapeAdov
QOPUOKEVTIKG TPOTOVTA. [LE OVTAYMVIGTIKT dpAcT 6TovE dApa 1a-adpevepykovg vrodoyeic. To
duvnTikd 6eelog amd T dlakomnh TG Oepomeiog pe ovaoToAElS TV GApa 1o AdPEVEPYIKDY VTOSOYEMV
TPV OO TN XEPOLPYIKN EMEUPOOT) KATUPPAKTY deV EYEL TEKUNPL®OEL Kot Tpémel va oTabuiletan
£vavTL TOL KvoOvou amd TN S10KOT TNE OVTIYVYOOIKNG Oepameiog.

"Exdoya

AV10 TO PUPUAKEVTIKO TTPOTOV TTEPLEYEL AlYOTEPO 0t 1 mmol vatpiov (23 mg) avd 66om, givar owtd
mov ovopalovue erevBepo vatpiov.

4.5 Almiemopdocsig pe GAA0 QUPRUKEVTIKE TPOTOVTO KO GAAES HOPPES aAANAeTiOpaONG

ZUVIGTATOL TPOGOYN KOTA T GLVIAYOYpaenor tov Xeplion pe QopUoKeLTIKE TPoidvTa Tov gival
Yoot 6Tt Topateivovy 1o ddotnua QT, ommg m.y. o aviioppuOud komyopiog [A (.. kvidivn,
dteomupapion) kot ta aviappuOukd katnyopiag I (7.y. apodapovr, GoTaAdOAN), OpiIGUEVE
AVTUOTOUIVIKA, OPIoUEVO GAAD AVTIYLYMGIKE Kol Oplopéva avlelovoostokd (.. pepiokivn). H AMota
oty givat EVOEIKTIKN Kot Oyt TANPNG.

Evdgyouevn enidpoon tov Xeplion e GAL0 @bpLLOKO,

H moAimep1dovn dev avapéveTol va TPOKOAECEL KAIVIKG OTLOVTIKEG QOPUOKOKIVI|TIKEC
OAANAETIOPAGELG LUE PUPUOKEVTIKG TPOTOVTA, Ta omoia petaforilovtar omd To 160Evivua TOV
Kutoypouatog P-450.

AESOUEVOV TOV KOPLOV ETOPAGEDV TNE TAATEPLOOVNG 0T0 KN (BAéne mopdypago 4.8), To Xeplion
TPETEL VAL YPT|CYLOTOLEITAL [LE TPOGOYN OE GUVOVLOCUO HE AAAL KEVIPIKADS SPDOVTO (POPLOKEVTIKE
TPOTOVTA, T.Y. CYYOAVTIKA, TO TEPLIGGOTEPO. AVTIYVYMCIKE, VIVOTIKY, OTIOEWDN], K.AT. 1] OAKOOA.

H maAimepdovn pmopet vo avtayoviletor ) 0pacn g AeLOVIOnA Kot GAADY 0y@VIGTOV TNG
vromapivng. Epdcov o cuvdvacuog autog Bempeital anapaitrog, wiaitepa og voco tov Parkinson
TEAIKOD 0TOOI0V, TPETEL VO, GLVTUYOYPAPELTAL 1] EAGYLOTY OmOTEAEGUATIKT dO0T| KdOe Oepameiog.

Ady® Tov evdgyopevov Tpoxkinong opBootatikng vrotaong (PAéne mapdypapo 4.4), uwopel vo
napotnpndet abpoiotikn dpdorn 6tov To Xeplion yopnyeiton pali pe dAlovg Bepamevticong
TAPAYOVTEG TTOV EYOVV GVTN TNV EVOEYOUEVT OPACT), TT.X. GALO AVTIYLYMGIKE, TPIKVKAIKA.

ZUVIGTATOL TPOCOYN €AV 1] TAATEPLOOVT] GUVOVALETOL e AAND PUPHOKEVTIKA TPOTOVTA TTOV Eivar
YVOGTO OTL EAATTMVOLV TOV 0V30 TV GTUcUOV (OnA. eatvobelaliveg 1| PouTupoPaIvOVES, TPIKLKAIKE
N EKAEKTIKOVG avOoTOAEIG emavampdoAnyng ¢ oepotovivng (SSRI), tpapaddin, ueprokivn, K.AT.).

H ovyyopnynon tov and cToUaToC YOpNYOOUEV®Y SIOKIMV TOAMTEPIOOVIG TUPUTETAUEVNG
amodéopevong oe otabepn kotaotaon (12 mg pio popd nuepncing) pe SioKio TUPATETUUEVNC
amodéopevon|g divalproex sodium (500 mg éwg 2.000 mg pio popd nuepncing) dev ennpéace v
(QOPUOKOKIVITIKY TOV BaATtpoikol o&éog og otafepn) KOTAGTAOT.

Agv &yel mpaypatomoindet perétn arinienidpaong peta&d tov Xeplion kot tov ABiov, w1060, OV
glvar mBavo va epeovIoTEL POPHOKOKIVNTIKY dAANAETIOpao.
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Evdeybduevn eridpaon dArmv eopuokmy 6to Xeplion

In vitro peléteg vodetkvvovy o1t ta Evlopa tov kutoypopatog CYP2D6 kot CYP3A4 pmopei va
GUUUETEYOVY EAAYIOTO OTO UETAPOAIGUO TNG TAATEPLOOVNG, OEV VITAPYOLV OU®G eVOEIEELS, 0UTE in
vitro o0TeE in vivo, 011 T 160£viLHe aVTd S0 popatilovy oUAVTIKO pOA0 6TO LETAROAMOUO TNG
mamepldovnc. H cuyyoprynon g amd oTOHOTOS YOPTYOUUEVNG TOMTEPIOOVTG LLE TAPOEETIVT), EVOG
1oyvpov avaotoréa tov CYP2D6, dev £0e1ée kapion KAVIKA ONUOVTIKY EXIOPUCT] OTIC
(QOPUOKOKIVITIKES WO1OTNTES TG TOAMTEPLOOVNG.

H ovyyopnynon g omd otoUatog 3opnyodUeEVNC TAATEPLOOVNC TAPATETUUEVIC OTOOECUEVOTG Hid
@opa nuepnoing pe kapPapalenivny 200 mg dV0 QopPEC NUEPTCIMS, TPOKAAEGE PEI®ON KOTA TEPITOV
37% 1oV pécwv TH®V Crax kot AUC g molmeplddvng o otabepn kaTdoToot. AvTi 1 peioon
TPOKUAELTOL, 68 ONUAVTIKO Paduod, amd avénon katd 35% g veepkng kdbapong e TaAmeplddvng,
TOaVOV O OMOTEAEG O, ETAYMYNG TNG VEPPIKNG P-gp amd v kapPapalenivn. Mia nocovog onpaciog
LEl®ON TNG TOGOTNTAS TNG AUETAPANTNG OPOCTIKIG OVGING TOL EKKPIVETOL GTA OVPA, VTTOINAMVEL OTL
vap&e pkpn enidopaocn oto petafoitopd tov CYP 1 ot Prodiobeoiudtra tng molmeptdovng Kot
N cuyyopnynon kapPapaleniving. Meyadbtepeg LEIMGELS OTIC GVYKEVIPMOOELS TG TOAMTEPIOOVNG GTO
TAdo U puopel va TapovctacBodv pe vynmiotepeg d0celg kapPapalenivng. Katd tnv Evapén g
kapPapalenivng, n d6or tov Xeplion mpénet va erava&loloysitar Kot va av&avetal, edv givol
avaykaio. Avtifeta, kotd ™ dtokomn ¢ kapPapalenivng, n d6on tov Xeplion wpémel va
emovoElOMOYELTAL KOl VO LELDVETAL, EAV ElvaL avayKaio.

H ovyyopnynon epdmaé d6omg evog d16Kiov amd GTOUATOS XOPTNYOOUEVT|G TOAMTEPIOOVNG
mapoTETOUEVN G amodéspevong 12 mg pe diokio divalproex sodium mopateTapévng amodEGIEVONC
(dvo dokia Twv 500 mg pia opd nuepnoing) eiye wg amotéleoua v ovénon katd tepimov 50% tov
TIADOV Crmax k0t AUC g ToMmep1dovng, Thovov g amoTEAESHE TG ALENUEVIC OTOPPOPTONG 0T
otouatog. Epdcov dev mapatnpndnke kopio exidpacrn otn cvotnuatikiy kabopon, oev 0o avapevotay
pio KAvikd onuovtikny aAAnienidopoon petaéd tov dlokimv divalproex sodium mopatetopuévng
amodéopevong kat tng evoopikng éveong pe Xeplion. Agv €yel peketnel avti 1 aAAnAienidpaon pe
t0 Xeplion.

Zuyyopnynon tov Xeplion pue prowepddvn 1 UE 0d oTOUOTOS TOATEPIOOVT

Agdopévon OTL 1 ToMIEPIOOVT Elval 0 KUPLOG OPOCTIKOG LETAPOAITNG TNG PIOTEPLOOVIG, TTPETEL VO,
dtvetan Tpocoyn 6tav To Xeplion cuyyopnyeitol pe plomepdovn 1| UE OO GTOUOTOC TAAITEPLOOV] Yia
EKTETAUEVEG YPOVIKEG TTEPLOdOVC. Ta dedopéva acpaAiElng TOov TEPIAAUPAVOLY TV TAVTOYPOVN YPNON
tov Xeplion pe GALO AVTIYLYOGIKG PAPUAKO EIVOL TEPLOPIGUEVAL.

Zuyyopnynon Tov Xeplion pe wuyodieyeptikd

H ocvvévacpévn ypnomn yoyxodieyeptikav (T.y., LeBLAPavVISATN) e TAATEPLOOVT UTOPEL VO, 00N YN OEL
0€ e£OMUPASIKA CUUTTOUATO KOTA TNV dALOYN TNG pioag 1 Kot TV 600 Bepaneidv (PAEne
Tapdypoeo 4.4).

4.6 Tovipétnra, kONo kKM yorovyio
Kvnon

Agv vtdpyovv emapkn otolyeio amd TN YPNON TNG TAATEPOOVNG KOTA TN dtdpkela TG komong. H
EVOOLDTKMG EVIOUEVT] TOAULTIKT TOATEPIOOVN KO 1] OO GTOUOTOG XOPTYOOUEVT] TAATEPLOOVT OEV
NTav TEpaToyOVEG 6€ peAéTe o€ (ma, mopatnpnonkKoy, OU®S, GAAEC LOPPEC TOEIKOTNTOS TNG
avamopay®ykng wovotntag (BAéne mapdypago 5.3). Neoyvd mov ektifevtal 6 maAmeplddvn KoTd
1 S1APKELN TOV TPITOV TPUNVOV TG KOOGS S1aTpEyouy Kivouvo Yo avemBounteg evépyeLes,
cuumePAoUPavoUEVOY EEOTLPASIKAV KoL) COUTTOUATOV 0mdGVPOTNG, TO, OTTOI0, LWITOPEL Vol
mokiAovv o€ GoPapdtnra Kat S1dpKeLn LETA ToV TokeTO. Exovv vdpéet avoapopic yio d1éyepon,
vIEPTOVia, VITOTOViD, TPOLO, VITVNAIL, OVATVEVGTIKT SLGYEPELD 1] OULTAPOYT TPOCANYIG TPOPNG.
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YUVERMG, TO. VEOYEVVITO TTPETEL VO TopakoAiovBovvtol Tpocektikd. To Xeplion dev mpémet va
YPMOLOTOEITAL KT, TN S1APKELN TNG KUMONG, EKTOG OV EIVOL CAPDS OTOPAITNTO.

OnAacpog
H momepdovn anekkpivetal 6to untpikod yoro og 1€to10 fabud dote givar Todd mbavo va vadpEovy

emdpdoeic ato ONralov Ppépog, edv yopnyovvrot Oepamevtikéc dooelg g OnAdlovoeg yuvaikec. To
Xeplion dev mpémetl va yopnyeitar katd tnv mepiodo Tov Onracpov.

Tovotnta

Agv mapatnpnnioy oyeTIkég EMOPACELG 08 [N KMVIKEG LEAETEC,

4.7 Emdpacels oty IKavOTNTO 00171|61S KAl YELPLEROV UMY OVI|LATOV

H moAimepdovn pumopet vo Exetl ukpn 1 LETPLAL EXLOPACT] GTIV KAVOTNTA 001 YNOTNG KOl EPIGLOV
UNYOVNUATOV AOY®D TV SUVNTIK®V EMOPACEMY GTO VEVPIKO GUGTNUO KOl GTIV OPUoT|, OTIMG
KOTOOTOAN, VTVNALQ, GLYKOTN, Bapum) opacn (BAEne Tapdypapo 4.8). Emouévmg, mpénet va
ouviotdral otovg acheveic va unv odnyodv N va unv yepilovtor pnyoviuoto, HEyPt vo Yivel yvootn 1
gvotodnoia tov kdbe atdopuov oto Xeplion.

4.8 AvemOOunteg evépyereg

20VoYT TOV TPOPIA OGQUAEIOC

Ot avemBOuNTeC EVEPYELES TOL OVAPEPONKAY TTO GLYVA OTIC KAVIKES SOKIUES NTOV abTTvViaL,
KePaAaAyio, Gyxog, AOIU®EN TOV AVMTEPOL AVUTVEVCTIKOD GUOTNUATOS, 0vTidpact tng 0éong éveong,
TOPKIVGOVIOUOS, 0vénuévo couatikd Bapoc, akabncio, 61€yepon, KATAGTOAN/ vTVNALL, VaLTiQ,
dvorototnta, (AN, PVOCKEAETIKO AAYOG, TaLKAPdia, TPOUOG, KOIAMOKO GAY0g, EUETOC, dLdppola,
KOT®OM Kot dveTtovia. Ao avTég, N akednoia Kot 1 KotasTtoA/vTvniio avnkay 0Tt TV
d0c0eEapTOUEVEC.

KotdAloyoc ovemfountmy EVEPYELDY GE LOPPT) TIVOKO

AxoAovBo0v dhec 01 avemBOUNTEG EVEPYELEG TTOV AVOPEPON KAV LE TNV TOATEPLOOV e BAoTn TNV
KATNYOpio GLYVOTNTOG OV EKTIUNONKE 08 KAVIKEG SOKIUEG LE TUAUITIKY] TOATEPLOOVT).
Xpnoiorotovviol ol akoAovhot dpot Kot cuyvotNTEG: ToAD ovyvés (= 1/10), ovyvés (= 1/100 éwng
< 1/10), 6yt ovyvés (> 1/1.000 éwg < 1/100), oravies (> 1/10.000 émg < 1/1.000), wold oravies

(< 1/10.000) ko un yvewotég (dev pmopodv va ektiunbovv pe Baon ta dabéoya dedopéva).

Katnyopia/opy AvemBopnreg evépyeieg
OVIKO GUOTNHO Toyvétnra
Moo Xoyvég 'Oy ovyvég Xravieg Mn
oVYvég YVooTic”
AopdEeis ko Aolpwén Tov mvevpovia, Bpoyyitda, Aolpwén Tov
TUPACITOCELS ovVATEPOL Aoipmén tov o@OaALOD,
OVATTVELGTIKOD OVOTTVELGTIKOV OKOPEODEPLOTITL
GLGTNUATOG, GLOTNLATOG, lYpopitida, | oo
ovporoipwén, ypinn Kvotitda, Aolpwén Tov
®TOG, APVYOUAITION,
OVUYOHLKNTIOOT,
KuTTAPITIdN, VITOSOPLO
ondoTnUa
Awrapayés Tov LELOUEVOS 0plOLLOg ovdetepomevia, OKOKKLOK
aipatog Agvkokvttdpwv, avatpio | Bpopfomevia, VTTOPOLUL
ULLOTTOL TIKOD avENUEVOG o
K01 TOV apOpog
Aepekov NOSWVOPIA®V
GLGTILOTOG
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Awrapayés Tov vrepgvotcincia AVOPLAOK
OVOGOTOUMTIKOV TIKN
CUGTINOTOG avtidpoo
n
AwTopoyés Tov vrepmporokTivopiod anpOcOOPM
EVOOKPLVIKOD £€KKplon
CUGTINOTOG OVTIOI0VPNTIKNAG
oppéVNe,
TALPOVGIa
yAvkolng ota
ovpa
Awrapayés Tov vrEpyAVKOLiaL, coxyap®dng dwoffme’, | dopnrich dninmpi
petaforicpov AVENUEVO COUATIKO VIEPVGOVAVALLD, keto&éman, oon pe
Ko TG 0péyng Bapog, petwpévo avénpévn opekn, VIOYAVKOULicL, vepd
COUOTIKO BApoc, avopetia, avénuéva ToAvduyio
petopévn opeén TpryAvkepidla aipotog,
ovénuévn yoAnotepdin
oipaTog
Yoyuatpikés abmvio® Siéyepon, katabAwy”, | datapoyn vvov, povia, | KoTotovia, oyxetiloue
owTapayés ayyog HElopUEVN 6eE0VOAIKN GLYYVLTIKN V1| LE TOV
emBopio, veupkotnta, KATAoTOOM, vmvo
EPLAATNG vvofaocia, dwatapory
appAY n
cuvaicOnua, TPOCANY
avopyaopia NG TPOPig
Awrapoyés Tov TOPKIVGOVIGHOG, oy dvokwnoia, KakonOeg SPfnTikd
VEVPIKOD axodnoia?, GULYKOTY], YOXOKIVNTIKY] | VEDPOANTTIKO KON
GULOTI|LOTOG KaTUGTOA VIV Al vrepKivnTikota, {aAn | cvvdpopo,
dvorovia?, {aAn, 0éomng, dwTapayn omv EYKEQPUMKN
dvokwnoio?, Tpépoc, | mpocsoyn, ducapbpia, woyotpio, EAAEYT
KeEQOAOAYio dvoyevoia, vrocOnocio, | avtidpaong oe
moporcOncio epebiopata,
ATOAELL
oovveidnong,
HELOUEVO EMITEDO
oouveidnong,
onacpoc,
dTopoyn g
oppomiog, U
(PLGLOAOYIKOG
GLVTOVICUOG,
KOOVILLOL
KEQAANG
O@0aipikég Oapmn 6paon, YAOKO L, GUVOPOLO
owTapayés emmePLKITIOQN, Statapoyn YOAOPG
Enpoebaipio KINTIKOTNTOG ip1dog
oV 0QOUALLOY, (dteyyepm
GLOTPOYPT] TOV TIKO)
opBuApKoD
BoApov,
potopofia,
oENHEVN
dakpvppota,
VIEPALUIN TOV
o@BaAuon

Awtopoyés Tov
®OTOG KO TOV
AopopivOov

thMyyog, eupoéc, mtalyia
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Kaporakég TayvKapdio KOATOKOIMOKOG KOATIKN
owTapayés omokAeiopdg, datapoyn | HopUapvYT,
AYOYLLOTNTAG, pAePokoppixn
niekTpoxapoloypaenue | appvbuio
LLE TOPOTETAUEVO
dtaotpa QT, cvvdpopo
opBootatikng
Tayvkapdiog,
Bpadvkapdia, pun
QVOLOAOYIKO
NAEKTPOKAPIOYPAPTLLQ,
aicOnuo Tolpdv
Ayyelokég VTEPTAGT VIOTOOT, 0pBOCTATIKY TVELLOVIKN woyopio
owatapoyés vdTAO guPoin, eiefikn
OpopPwon,
gpvbpiaon
AwTopoyés Tov Brxoc, pvikn dvonvoua, GUOVOPOLLO VTEPALEPL
UVOTTVEVOTIKOV oupeopNoN QOPLYYOLAPVYYIKO VIVIKNG GmTvoloG, | GHOG,
GUGTINOTOG, diyog, emiotaén TVELHOVIKY TVELHLOVL
70V OOpaKa Kol ouueopnon, o amd
T0V GuUEOpNOoN €16pOPNGC
pecobwpaxiov OVOTVEVLGTIKNG n,
000V, poYYOL, dvcpavia
oLPLYHOG
Awrapoyés Tov KOWMOKO GAYOG, KotMoKN dvspopia, TAYKPEATITION, €1Ae0G
YUGTPEVTEPLKOD éuetog, vovrtia, YOoTPEVTEPITION, EVTEPIKN
dvokoMoTnTO, dvoopayia, Enpootopia, amoeputn,
duappora, dvomeyia, LETEOPIGUOG SloyKopévN
odovtalyio YADGOO,
axpdrelo
KOTPAvVOV,
KompoMbog,
YEWITIOO
Awrapayés Tov avénpéveg avEnpévn y- iKtepog
NTATOS KU TOV TPOVCOUVAGES YAOUTAUVATPAVGPEPAGT),
KO QPOpOV avENpEVo NTOTIKO
évlopo
Awrapayés Tov Kkvidwor|, kvnopoc, (POPLLOKEVTIKO GLVOPOLLO
O$pHATOS KOL e&avnpa, aAomekio, e&avonpa, Stevens-
TOV VT0O6PLOV éxlepa, Enpodeppia, vrepkepPETOO, Johnson/t
1670V €pUONM O, oK ounypaToppoikn | o&ikn
deppatitida, EMOEPLUK
mTupida |
vEKPOALO
n,
ayy€00io
nua,
TOYPOL
OTIGHOG
déppatog
Awrapoyés Tov HVOCKEAETIKO GAyos, | avénuévn pafoopvorvon, oTdoT
JLVOCKELETIKOV ocQLUAYia, KPEATIVOPMGPOKIVAOT SdyK®oN GOUOTOG
GUGTINOTOG, apBpodyio aipatog, puikot apBpwong un
TOV GUVOETIKOV onacpoi, dvokapyio (LGOAOYL
16700 KOl TOV apBpmwong, poikn KN
06TOV advvapio
Awtopoyés Tov OKPATELD OVP®V, KATOKPATNON
VEQPAV KUL TOV moALakiovpia, ducovpio. | ovpwV

0VPOPOPOV
00V

14




Kataoctdoeig cUVOpOLO
™g Kinoeng, g TV
Aoyelog Kon NG VEOYVOV
TEPLYEVVINTIKIG anod
TEPLOS0V andGLPC
n
QopUAK®
v (PAéme
Topaypop
04.6)
Awrapayés Tov aunvoppota GTLTIKN SLGAELITOLPYiD, TPLOTIGULOG,
UVOTOP Y OYUKO dwataporyn dvcaveia
¥ cvoTIpaTOg EKOTEPLATIONG, HOOTOV,
K0l TOV HOGTOV Stotapayr| ELUNVOL GUULPOPNTIKN
pHoNG, YUVOIKOHOOTIO, O1dyKmon
YOAOKTOPPOLQL, Ha.oTOV,
6€E0VAAKN odyKmon
dvcietrtovpyia, HOoTOV, KOATIKO
LacToduvia EKKPIUOL
Ievikég mopeia, e€acbévion, | oidnuo TpocdTOL, vrofeppia, plyn, | pelopévn
dutapoyés Ko KOO, AVTidpOoT| oldnuat, avEnpévn dtya, cuVOpopLo Beppoxpa
KOTAGTAGELS g Béomng éveong Oepokpacio cONLATOGS, amd amdGLPOT clo
™g 0000 Un euololoykd (POPLAKOUL, OMNATOG,
xopnynong Badopa, Bwpakicd ATOCTILLOL TG VEKP®OOT)
Ayog, Bopaxikn Béong €veong, otn 0éon
dvopopia, aicOnua KutTopiTIdn TG ™mg
KaKovyiog, cKAnpuvon 0éong éveong, éveong,
Koot g Béong | €ikog g
éveong, 0éomng
apdTopo g éveong
0éong éveong
Kakooeig, TTAOON
nprécsig
KoL ETUTAOKEG
OspamevTIKOV
AEPLGUAV

o

H ovyvotnta tov avembountov evepyetdv Tavopeital O «Un YVOOTES) EXESN 08V mapatnpiOnKay oTig KAMVIKEG LEAETEG UE

moAptikn Tolmeeptdovn. [IponAbay gite amd avbopuNTES AVOPOPES HETE TNV KLKAOPOPID TOL TPOIOVTOG KOl 1] GLYVOTNTA dEV
pmopel va TpocdloploTel, £ite amd dedOUEVH KAVIKOV HEAETOV Kot / 1] avapOpES LETE TV KuKAOPOpia TOL TPOIGVTOG Le
pLomepdovN (0TO0NTOTE GKEVAGLAL) 1] OO GTOLOTOG XOPTYOOLEVT) TOAMTEPLOOVT).

=2

Avatpé€te oy Topaypopo « Y TEPTPOAUKTIVOLLIO TOPAKATO.
AvatpéEte oy mopdypapo «EEOTUPAUSIKE CUUTTMOLOTO TOPUKATO.
Y& eAEYXOUEVES LLE EKOVIKO PAPUOKO KAMVIKEG SOKIUES, avapEpOnke cakyap®dng daprne o tocootd 0,32% oe aobeveig mov

Ehapav Oepameio pe Xeplion og oOykpion pe m10c0oto 0,39% oty opdda Tov gikovikoy poppdkov. H cuvolikn enintwon ond
OAec T KAMvikég dokiuéc Nav 0,65% oe Ghovg Tovg acbeveic mov Elafov Oepomeia pe Xeplion.

H adnvia wepriappaver: apyn avmvio, abvmvio kotd m péon tov Hvov. O omacpég TepLAapPaver: oTacHO YEVIKEDUEVNG

emnyiog. To oidnpe weprhapfaver: yevikevpévo oidnpa, TEPLPEPIKO 0idNpa, oidnua pe evioropa. H dwutapayq Eppnvov
poong meprhapfaver: kobvotepnuévn ELunvo poect, aKavovieTn EUUnvo poot, OAYOUNVOPpOLa.

AvemBdunTec VEPYELEC 01 OTOIEC TTOPATNPNONKOY OE QUPUOKOTEYVIKEC LOPPEC PLOTEPIOOVIS

H maAimepdovn gival 0 dpaotikdg HETAPOAITNG TNG PLOTEPLOOVIG, CUVETMS TA, TPOPIA OVETLOVUNTOV
EVEPYELDV OLTOV T®V 600 0VGIHV (CLUTEPIAAUPOVOUEVOV OO GTOHOTOG KL TMV EVEGIL®Y HOPPDOV)

oyetifovron peta&d Toug,.

TIeprypoen emAeyuévav ovemfountmy EVEPYELMV

Avagpoloxtikn avtidpaon

Eravia, £xovv avapeplel TEPIOTUTIKG AVUQUANKTIKNG avTidpaong HeTd amo éveon pe Xeplion kotd
TNV gumelpio HETd TV KuKAoPopia Tov TPoidvtog oe acbeveic mov oto TapeABov elyav emdei&el avoyn
OTNV OO GTOLOTOC PLOTEPIOOVT] KoL TNV 0O GTOUATOG TaATepddvn (BA. Tapdypapo 4.4).




Avtidpaoeis g Oéong eveans

H mo ovyvd avaeepdpevn avemBountn evépyela mov oyetileton pe t 0€om éveong tav 1o diyog. H
TAELOYN QL0 AVTOV TOV AVETIHOUNTOV EVEPYEIDV ava@EPONKE OTL NToV NITog £0¢ UETPLog PapdTnTog.
O1 a&10A0YNHGEIC OO TOVC GUUUETEYOVTEG TNG MEAETNG TOV AAYOLG ot Béon éveong pe Baon pia
OTLTIKY] OVOAOYIKT KAIHOKO £TEVAY VO LELOVOVTOL GE GUYVOTNTO Kol £VTOOT] LE TNV TAPOJ0 TOV YPOGVOL
o€ Oheg Tig puerétec Daong 2 ko 3 pe Xeplion. Ot evéselg 610 deAtogdn po BewpnOniay 6TL NTOV
ENIPPAOC IO ETMDOVVEG O TIG AVTIGTOLYEC EVEGELG 6TO YAOLTIOHO M. Ot Aowwég avemBOunTeg
gvépyeleg TG B€omg veong NTav Kupimg NIieg o€ £vtaon Kot cupmeptlapfavoy ckinpuven (cuyva),
Kvnopo (0yL cvyvd) kot olidwa (omdvia).

Elwnmvpopidikd oounroparo (EI1X)

Ta EINX neptldapPfavoy pio cuykevipmTikn avaAvon Tov akolovbov 0pmv: Tov TopKIVGOVIGHOD
(meprhapPavel VTEPEKKPIOT GLEAOV, LWDOCKEAETIKY SLCKAUYIO, TUPKIVGOVIOUO, AKOVGIa, EKPOT| G1EAOV
amd 10 6TOUa, oNUEID 000VTMTOD TPOYOV, dyiun dvoKivncia, VTokwnoia, KadnAouévo Tpocmneio,
poikd oei&po, axwvnoio, cLyevikn aKopyio, Loikn akopyio, TopKiveovikd BASIGHO, U1 GUCIOAOYIKO
LEGOPPLO AVTOVOKAUGTIKO KOl TOPKIVGOVIKO TPOWO Mpepiag), TN akabnoiog (tepthappdvet
akabneia, avnovyio, VTEPKIVIGIN Kol GUVOPOUO AVIGVY®OV TOdMV), TNG dvuoKivnoiog (dvokvnoia,
LUiKEG OECOMGELS, YOPELOABETMOT, AOETMOT, Kot LLOKA®VO), TG duatoviag (TeptiapPiver
dvotovia, veptovia, paPoKpavo, AKOVGIEG LVIKEG GUOTAGELS, LVTKEG GCLOTAGELS, PAEPAPOCTOCLO,
Kpion mePLoTPoPN 0POUAUIKOY BOAPOV, TAPUAVCT YADGGUC, CTAGUO TOV TPOCHTOV,
AQPLYYOGTOACLO, LVOTOVIN, OTIGHOTOVO, GTAGLO GTOLUTOPAPLYYA, TAAYIOTOVO, CTAGUO YADGCGCOS, Kol
TPIoUO) Kot Tov Tpopov. [pénet va onuelwdel 6TL Teprlapfaveral £va evpvTEPO PAGHO CUUTTOUATMV,
Ta. oToia 6gV £XOVV OmOPAiTNTO, EEOTLPALOIKT TPOEAELGT).

Avénon owpotixod fapovs

2 peiétn 13 gfdouddwv mov mepiehapuPave  docoroyia Evapéng 150 mg,  avaroyia Twv
GUUUETEYOVTOV LE 1] LOLOAOYIKT adENGM Papovs > 7% &deite pia docoe&apTmpevn Tdon, pe 5%
GLYVOTNTO ELPAVIONG GTIV OUASN ELKOVIKOD QUPILAKOV GUYKPITIKA UE TIG CUYVOTNTEG ELPAVIONC TOV
6%, 8% ka1 13% o115 opadeg tov Xeplion 25 mg, 100 mg xor 150 mg, avrictoryo.

Kotd m dibpkela g ovoiktc LeETaPatikng meptddov/meptodov cuvinpnong 33 efdopddwy g
SOoKING PaKpOTPOBESUNG TPOANYNG TG VITOTPOTNGS, 12% TV cvupeteyoviov mov Adupavay Xeplion
TANPOLGOV AVTO TO KPLTHPL0 (AHENCT GOUATIKOD BApoug > 7% amd Tn SITAG TVEAN EAGT MG TO
teAo onueio). H péon (T.A.) petafoin tov copatikov Papovg and v Evapén g avoikTg
Oepaneiog nTav +0,7 (4,79) kg.

Yreprpolaxtivayuio

e KAMVIKEC doKIES, TopatnpROnKay didueseg avENCELS OTV TPOAOUKTIVI 0poD GE ATOUA KOl TOV dVO
@OA®V Tov AdpuPavay Xeplion. AvemBdunteg evépyeleg mov Umopei va vtodnidvouy advénon tov
EMIESOV TNG TPOAUKTIVIG (T.)., AUNVOPPOLLL, YOAAKTOPPOLX, SLOTAPAYES TNG ELUIVOL POGEMG,
YOVOKOpaoTio) avapépinKay cuvolikd 61o < 1% TV GUUUETEYOVTOV TNG LEAETNC.

Emdpboeic tne kotnyopiog

IMopdrtaon Tov dwwotnuatog QT, kothakég appubuiec (Kotokn papuopvy”, KooKk Toyvkapdia),
alpvidlog ave&nyntog Odvartog, KapdloKn avakomTy Kot KOIAaKY Tayvkapdio dikny putidiov (torsade de
pointes) umopel va Gopfodv e avTyuY®CIKAL.

[Teprotatikd eAepikne Opoupoeuporne, copmephouPovoUévmy TEPITTOCEDY TVELUOVIKNG EUBOANG
Kol TEPITTAOCEDV gV T® Pdbel pAefikng OpouPmaong, £xovv avapepOei Katd T yopnynon

AVTIYOYOGIKOV QOPUOKEVTIKOV TPOIOVI®V (U1 YVOOTH GUYVOTNTA ELPAVIOTG).

Avopopb TOavoroyoOUEVOV aVETIOOUNTWOV EVEPYELDV

H avagopd mbovoroyobuevoy avemBOunTmy vEPYEL®Y LETO amd TN YOPNYNoN GOE0S KLUKAOPOPING
TOV QUPUAKELTIKOD TPOidvVTOC elvan onpavtikn. Exttpénet tn cuveyn mapakolovdnon e oxéong
0PEALOVC-KIVOVVOL TOV PUPHOKEVTIKOD TPOTOVTOC. ZNTeital and Tovg EnayyeALATIEG VYELNG VO
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avaPEPOLY OTTOIEGONTOTE THUVOLOYOVUEVEG OVETIOOUNTEG EVEPYELEG LEG® TOV €BVIKOD GUOTNULATOG
avapopdg Tov avaypdeetal oto [oapdaptnua V.

4.9 Ynaegpodocoroyia

ZOUTTOUOTO

€ YEVIKEG YPOUUES, TA OVOLEVOLLEVA GTILELD KO CUUTTONOTO EIVOL ALTE TOL TPOKVTTTOLY ATO TNV
VIEPPOAIKT] EKPPOCT) TOV YVOOTMV POPUAKOAOYIKDV ETOPACEDY TNG TAATEPIOOVNG, ONAAOT VITVNALX
K0l KATOOTOAN, TOXVKOPSia Kot vToTaoT, Tapdtact tov daothuatoc QT kot eEmmvpapudikd
ocvopntopoatae. Kotliokn tayvkapdia diknv puidiov (torsade de pointes) Kot KOAMOKN Hopuopvyn EouV
avapepbel og évav aobevi| oTa TAAICL0 VTEPSOCOAOYING IE A0 GTOLOTOG YOPTYOVUEVT] TOAMTEPIOOV.
YV nepintmon ofeiag vepdocoroying, TpEnet va, AauBAveTal VITOYT 1| TOAVOTNTO CUUUETOXNS
TEPLGGATEPOV TOV EVOC PUPLLAKDV.

Awyeipion

[Ipémer va Aapfaveror vadoyn n OO TG TOPUTETAUEVNG ATOOEGHEVCTC TOV POPUUKEVTIKOD
TPOTOVTOG Kol 1 LOKPA MUITEPI0d0G (MNG TNG OMEKKPIONG TNG TOAITEPLOOVNG OTAV EKTIULOVTOL O
OepamenTiKég avayKe Kot 1 avappmon. Aev vdpyet e101kd avtidoTo yio TNV Tomepdovn. [pénel va
gpappolovrol yevikd vrootnpiktikd pétpa. EEaceaiiote kot diatnpnote fotod agpaymyo Kot
SloQOAMOTE ETOPKT 0ELYOVAOGT] KOl AEPIGUO.

[Ipémer vo apyioel GUEGH KOPIOYYELKT TOPAKOAOVON O TOV TPETEL VA, TEPIAAUPAVEL GUVEXT
NAEKTPOKAPIOYPAPIKN TapakorovOnon yuo mlavég appubuiec. H vrdtaon kot n kukAopopikn
KatomAn&io TPEMEL VO AvTILETOTICOVTOL PE T KATAAANAO LETPO, OTTMG 1) EVOOPAEPLA YOPTYNOT LVYPOV
Ko/ GOUTAONTIKOUUNTIKOV TOPAYOVIOV. L€ TEPITTM®OT GOPapdV EEOTVPUUIIIKOV CUUTTOUATOV,
npémel va, yopnynbovv avtiyoiwvepyikoi Tapdyoviec. H otevn emifreyn kot Tapakorovdnon npénet va
GLVEYICTOLV UEYPL VO OVAPPADCEL O 0oBeVG.

5. DOAPMAKOAOT'TKEX IAIOTHTEX

5.1 @oppokodvvopIKES 1O10TNTES

Doppokobepamevtikn katnyopio: Yoyoinmrkd, dAia avinyvymoikd, kodikdg ATC: NOSAX13

To Xeplion wepiéyet éva pakepkd petypo (+)- kot (-)- ToMIEPIOOVIG.

Mnyovicpnoc dpdong

H moAimepdovn givan évog eKAEKTIKOC TAPAYOVTOG TOV OTOKAEIEL TIG LOVOOUIVEPYIKES ETOPACELS, Ol
(QOPUOKOAOYIKES IO10TNTEG TOV OTTOIOV EIVOL SIULPOPETIKES OO AVTES TV TOPASOCIHUKMDV
vevponmtik®v. H molmepdovn deopevetar ioyvpd otoug oepotovivepykovg S-HT?2 kat Tovg
vromoapvepyukovg D2-vmodoyeic. H molmepiddvn emiong amorieiel Toug a-1-0dpevepyikons vwodoyelg
Kol omokAgiet, og pikpoTepo Pabud, Toug H1-1otapvepytkong Kot Toug o-2-adpeEVEPYIKODS VTOJOYEIS.
H @oppaxoroyikn dpdon tov (+) Kot (-) EVAVTIOUEPDY TNG TOAMTEPIOOVTS EIVOL TOOTIKA KOl TTOGOTIKY
mTapdpLoL.

H maAimepdovn dev deopevetat o€ yoAvepykovg vodoyeis. [aporo mov 1 TaAimeplddvn sivat Evog
oyvpdg D2-avtaymviotig, mov Bempeitar 6Tl avakoveilel To Oetikd copnTdpata ™S oxlloppévelog,
TPOKUAEL KATOAN Wi o8 PKPOTEPO PaBUO Kot PEIDVEL TIG KIVITIKEG AEITOVPYIEG G HKPOTEPO PadUoO
amo o TOPAS0CIaKd VEVPOANTTIKA. O £VTOVOG OVTUY®VIGUOG TG CEPOTOVIVIG GE KEVIPIKO EMIMESO
UTOPEL VO EAATTOCEL TNV TAGT TNG TOATEPIOOVIG VO TPOKOAEL EEMTVPAUIOKES OveTOVUNTES
EVEPYELEC.
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KMvikn omotereouatikdTnro

OCeia Ocpareio e oyiloppévelog

H amoteleopartikotnta tov Xeplion oty ofeia Oepameia tng oyloppévelag tekunprdbnke ce
té00ep1 BpoayumpdOeoieg SOITAG TVQAES, TUYALOTOUUEVES, EAEYYOUEVEG LE EIKOVIKO PAPLOKO,
otabepnig 06ong peréteg (Hio Tov 9 efdopddwv Kot Tpelg Twv 13 gfdopddmv) € VOoAEVOUEVOVG
eviAIkeg aoleveic pe o&ela vrotpom, ot omoiol TANpovoay ta kprtiple DSM-IV yia oylloppéveta. Ot
otabepég 60celg Tov Xeplion og awTég TIg peréteg yopnynOnkav v In, v 8n kot tnv 36m nuépa ot
peAétn tv 9 efdouddwy Kot emmpochitmg v 64N nuépa otic peréteg Tov 13 gfdonddwv. Agv
YPEWICTNKE EMITPOCOHETT CLUTANPOUATIKY Oepameia pe 0md GTOUATOG JOPNYOVUEVO AVTIYLYDCIKE,
Kkatd Tt ddpketo tng ofelag Oepameiog e oyloppévelog pe Xeplion. Q¢ TpmTEHOV KATUANKTIKO
onueio amotedecpoTikoTnTOG KaBopiotnie N peimon 6t cuvolikr| Babuoioyia tng Kiipaxkog
Oetikov kot Apvntikod Xvvdpouov (Positive and Negative Syndrome Scale, PANSS), 6mwg gaivetat
otov mopakdto Tivaka. H khipaka PANSS givar pio emikopopévn Alioto moAvaplfuny otolyeiov mov
OmOTEAEITOL OO TEVTE TAPAYOVTES Y10l TNV 0&L0AOYN 0N TOV BETIKAOV CUUTTOUATOV, TOV OPVITIKOV
CUUTTOUATOV, TOV ATOSOPYUVOUEVOV CKEYEWDV, TNG AVEEEAEYKTNG EMOETIKOTNTOC/ EEQYTG KOL TOV
ayyovg/katdOinyng. H Aettovpyikomnta a&lohoynonke pe  xpnomn g KMUOKOG TPOCMTIKNG Kot
Kowmvikng enidoong (Personal and Social Performance, PSP). H PSP givot pio emkvpopévn, kKAtvikd
Babuovounuévn kAipaxo, n omoic LETPA TNV TPOCMIIKY| KOl KOWVMVIKT] AELTOVPYIKOTNTO GE TEGOEPLS
TOUEIG: KOWOVIKA ¥pNGULES dpaoTnPloTnTES (EpYocia Kol LEAETN), TPOCHOTIKEG KO KOWVOVIKES
oYEGEIC, ALTOEELANPETNON KOl EVOYANTIKEG Kot EMOETIKEG GLUTEPLPOPES.

e pio pekém 13 gfdopdadov (n = 636), n omoia cOyKpive Tpelg otabepés doOaelc Tov Xeplion (apyikn
éveon 150 mg oto 6edtog1dn pv, akorovBoduevn amod 3 d6celc Tov 25 mg/4 efdouddec,

100 mg/4 gfdopddec 1 150 mg/4 efSopddeg 6To YAOLTIAHO 1) TO SEATOELDN V) LE EIKOVIKO PAPHOKO,
Kol o1 Tpel; d0oelg Tov Xeplion fTay avdTEPEG AO TO EIKOVIKO PAPLAKO 0GOV apopd TN Pertioon g
ouvolkng Badporoyiag oty kKAipake PANSS. Ze avtr tn pelén, kot ot dvo ouddeg Oepameiag Tmv
100 mg/4 efoopadec kot tv 150 mg /4 gfdonddec, oAld 6x1 M opdde Twv 25 mg/4 efdoudodsc,
EMESEIENV GTUTIOTIKN LIEPOYN OE GYECT] LE TO EIKOVIKO dpuaKo ot fabporoyia tng KAipakag PSP.
Avtd to amoterécpota vrootnpilovy TV amotelecuaTikOTNTA KaO' OAN T didpkela TG Oepomeiog
ka1 tn Pertioon oy Khpoka PANSS kot mapoatnpinke omd v 4n nuépa Le GNUOVTIKI

S0 (pOPOTOINCT OO TO EIKOVIKO PAPHOKO OTIC 0pades Tv 25 mg kot 150 mg tov Xeplion péypt tnv

8n nuépa.

Ta amoteAéoHOTO TOV GAADV LEAETOV £dMCOV GTOTIOTIKO ONUOVTIKA OTOTEAEGUOTO VITEP TOV
Xeplion, gktog TG d60MG TV 50 mg oe pio pekétn (PAéme ToV TOpAKAT® TivOKa).

Yvvokn Paduoroyia oty Khipaka Oetikod kot Apyntikod Zvvopouov yio ) Zyloepéveln, (PANSS) -
Merafoin and v Evapén Oepaneiog émg to Katainktikd Enpeio - LOCF yia tig peiéteg R092670-
SCH-201, R092670-PSY-3003, R092670-PSY-3004 ko R092670-PSY-3007: et avdAvong Koplog

OTTOTELECUOATIKOTITOG
Ewoviko 25 mg 50 mg 100 mg 150 mg
QAPULOKO
R092670-PSY-3007* n=160 n=155 - n=161 n=160
Méon Padporoyio katd | 86,8 (10,31) | 86,9 (11,99) 86,2 (10,77) | 88,4 (11,70)
v évapén Bepameiog -2,9 (19,26) | -8,0(19,90) -11,6 (17,63) | -13,2 (18,48)
(T.A)) - 0,034 < 0,001 < 0,001

Méon petafoin (T.A.)
Ty P (évavtt Tov
EIKOVIKOD QOPLAKOV)
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R092670-PSY-3003 n=132 -- n=93 n=94 n=30
Méon BaBporoyia katd | 92,4 (12,55) 89,9 (10,78) | 90,1 (11,66) | 92,2 (11,72)
v évapén Bepanciog -4,1(21,01) -7,9 (18,71) | -11,0(19,06) | -5,5 (19,78)
(T.A) -- 0,193 0,019 --
Méon petafoin (T.A.)
Twn P (évavtt tov
EIKOVIKOD QOpUAKOV)
R092670-PSY-3004 n=125 n=129 n=128 n=131 -
Méon BaBporoyia katd | 90,7 (12,22) | 90,7 (12,25) | 91,2 (12,02) | 90,8 (11,70)
v évapén Oepameiog -7,0 (20,07) | -13,6 (21,45) | -13,2(20,14) | -16,1 (20,36)
(T.A.) - 0,015 0,017 < 0,001
Méon petafoin (T.A.)
Ty P (évavtt tov
EIKOVIKOD QOPUAKOV)
R092670-SCH-201 n =066 - n=063 n=068 -
Méon Padporoyio katd | 87,8 (13,90) 88,0 (12,39) | 85,2(11,09)
mv évapén Bepaneiog 6,2 (18,25) -5,2(21,52) | -7,8(19,40)
(T.A) - 0,001 <0,0001
Méon petafoin (T.A.)
Ty P (évavtt Tov
EIKOVIKOD QOPLAKOV)

* T perém R092670-PSY-3007 yopnynonke pio evaprtipla 6o 150 mg oe dGAovg toug 0cdeveic oTic opnddec Oepamsiog
pe Xeplion v nuépa 1, axorovBoluevn peténetto amd Ty eKxOpPNUEVT dOGT.
Inueiwon: H apyntkn petafoin otn Padporoyio dSnidvet Bedtioon.

A10THpHoN TOL EAEYYOD TV COUTTWUCTWV Kol KOBDTTEPHON THS DTOTPOTHS THS TYILOPPEVEIOS

H amoteleopatikotnta tov Xeplion ot S1011p1om ToL EAEYYXOL TOV CUUTTOUATOV Kot TV

KkafvoeTtépnon ¢ vroTponng TG oxlloppévelag, amodeiydnke o pio mo pokporpddeoun, dStmAd
TOQAT, ELEYYOUEVT LE EIKOVIKO PAPHOKO, LEAETN EVEAMIKTNG 0OONG OOV GLUUUETEYOV 849 un
nAkiwpévol eviidikeg acteveic, ol omoiol mTAnpovoay ta kprripre. DSM-IV ya ) oylloppévela. Avt
N pueAétn mepleddpufoave pio avolkth eacn oeiag Oepameing kot otabepomoinong 33 efdouddowv, pia
TUYOLOTOMUEVT], SITAG TVEAN KOl EAEYYOUEVT OO EIKOVIKO PAPUAKO GACN Yl TV TOPUTHPNGT TNG
VROTPOTNG Kot pia avolkt Tepiodo eméktaong 52 efdopddmv. Xe avth T HeAETT, 01 HOCELG TOV
Xeplion cvpumepiidpfovay 25, 50, 75 ko 100 mg yopnyovueva unviciog. H d6on tov 75 mg
EMTPAUTNKE UOVO GTNV AVOIKTI GUUTANPOUATIKN TEPI0d0 TV 52 gfdopddmv. O GUUUETEXOVTEC

apyd ElaPav evélikteg d6oe1; (25-100 mg) Xeplion katd tn S1dpKelo TG LETARAUTIKNAG TEPLOSOV TOV
9 efoopadmv, axorlovBoipeveg and pia mepiodo cuvtipnong 24 efdopddmv, 6TOV Ta ATOUN EXPETE VO
&yovv Pabporoyia oty KAipaka PANSS < 75. Ot mpocappoyéc ot 6060A0Yio ETTPATNKAV LOVO TIG
TpmTeG 12 gfdopadec e meptOdov cuvTNpnonG. Zuvoiikd 410 ctabepomoinuévor acbeveic
Tuyotomombnkay gite yio va Adfovv Xeplion (d1dpeon ddpkeia 171 nuépeg [e0pog 1 nuépa €mg

407 nuépec]), gite yio va Adfovv eikovikd apuako (dtdpeon ddpketo 105 nuépeg [€bpog 8 nuépec
£m¢ 441 nuépeg]) uéxpt va vtapEEL LITOTPOTN TOV CLUTTOUATOV TG OXILOPPEVELNG TN UETAPANTNAC
dudpkelag SITAG TVEAN eact. H dokiun diexdmn mpdipa yio AOyoug omoTeEAECUATIKOTNTAG KOOMG
mapoTnpNONKE oNUAVTIKA PEYaADTEPT] YpoviK dtdpkela £mc v votpon (p < 0,0001, Ewoéva 1) og
aoBeveic mov érafav Oepameia pe Xeplion cUYKPITIKG [E TO EIKOVIKO QAPLOKO (avoAoyio KvdUVOL =
4,32, 95% CI: 2,4-7,7).
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Ewova 1:  Adypappa tov ypdvov £mg v vrotpornn kotd Kaplan-Meier — Evoidueon avéivon (Zet
gvoldpeong avaivong g tpodeong Bepaneiog)

TIoudrorpikdc TANOvoudS

O Evponaikoc Opyaviopog Capudikmv €xel SOCEL amaAlayn and TNV VIOYPEMST VIOPOANG TV
UTOTEAECUATOV TV HELET®V L TOo Xeplion o€ GAEC TIG LTOKATIYOPIEC TOV TAdLATPIKOD TANBVGUOD
ot oyloppévela. BAéme mapdypapo 4.2 yio TANPOPOPIEC GYETIKA LE TNV TOLSIOTPIKT YPTON.

5.2 @oppokoKivnTIKES OLOTNTES

Amoppopno™n Kol KOTAVOLT

H moAputikcn moAmeptdovn gival To TpoQapUako TOAULTIKOD EGTEPA TG TOMTEPIOOVNG. AOY® TNG
eEaPETIKA YopMANG VOATOSHAVTOTNTAG TNG, 1) TOAUITIKY TAMTEPLOOVT] SLHAVETAL APy LETA OO
EVOOLVTKN évean TPy VOPoIVDEl 6e malmepldOVN Kot amoppopndel TN CLGTNHOTIKY KLKAOPOPId.
Metd amd pio epdama evoopvikn 6001, 01 GLYKEVIPMGELS TNG TOMTEPIOOVNG 6TO TAAGHO ALEAVOVTOL
OTUOLOKA MOTE VO PTACOVV OE PEYIOTEG CUYKEVIPDGCELG GTO TAACUA G O1Apuecn Tmax 13 nuepmv. H
amodécpenon TG OpacTIKNG ovaiag apyilelt NoN amd v In nuépa kat dtapkel yio TOLAGYIGTOV

4 unveg.

Metd and gvdopvikn éveon vd T popen epana 66cemv (25-150 mg) oto deATOEON L, KATH LEGO
opo, mapatnpnonke 28% vymAdtepn Cmax CLUYKPLTIKG e TNV EVEST] 6TO YAOLTLOHO V. Ot dV0 apyIkég
EVOOLVTKEG EVEGELG 0TO dehToedn Towv 150 mg v In nuépa kat tov 100 mg v 8n nuépa Pondodv
va enttevyfovv BepamevTiKéc cLYKEVTPMGELS YpNyopa. To mpoeik amodécienong Kot To H0GOA0YIKO
oynua tov Xeplion £yovv ¢ amotéleoua otabepég Oepamevticég cvuykevipmaoelc. H cuvoiikn éxBeon
NG TOAMTEPIOOVNG LETA amtd T yopnynon tov Xeplion ftav avaioyn g d0oNg 6€ E0Pog dOGEMV
25-150 mg kot Atyotepo amd avaAoyr e 86omS Yo TN Crax Y10 d00€1G TOL VREPPaivovv Ta 50 mg. O
HEGOG OPOG TOL AOYOL TOV HEYIOTOV TTPOG TIC EAAYIOTEG CLUYKEVIPMOELG G GTAOEPT KATAGTOOT Y10, T
d0oom tov Xeplion twv 100 mg ftav 1,8 petd amd yopnynon oto yAouTIaio Kot 2,2 HETA amd yopnynon
670 0eAToeld wo. H didpeon pavouevn nuumepiodog (ong ¢ maAmeptddvne LETA amd YopiyNnon Tov
Xeplion og e0pog docemv 25-150 mg kopdvOnke omd 25-49 nuépeg.
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H amélvtn BrodiafecitdotnTo TS TOAUITIKNAG TOAMTEPIOOVNG LETA amd T yopnyNnon Tov Xeplion gival
100%.

Metd amd TN yopnyNnon TS TAAUITIKNG TOAMTEPIOOVNS, To (1) Kot (-) EVAVTIONEPT TNG TOAMTEPIOOVTG
aAinAopetatpémovral, enttuyydvovtag avaroyia AUC (+) mpog (-) mepinov 1,6-1,8.

H déopevon g paxepikng TaAmepldovng pe Tig TpaTeiveg TAAGHOTOS eivar 74%.

Buopetooynuotiopnds kot amrofoin

Mia gfdopdda petd amd T Yopnynon Hog pianas amd oTOUATOG 00T GUESTG amodésevons 1 mg
HC-maMmep1d6vng, to 59% g 86onc anekkpidnke apetdPpAnto ota 0vpa, VIOINAOVOVTOG OTL 1
mamep1dovN dev petoPolriletar ektevag oto fmap. To 80% mepimov TG xop1nYOOUEVNS PUSIEVEPYELNG
avaktinke ota ovpa kot 10 11% ota kompava. Téooepig petafolikég 0dol £xovv avayvoploTel in
vivo, Kapio amd Tig OToieg OEV AVTIOTOL(OVCE GE TEPLGGOTEPO amd 6,5% NG dOOMG: amoUAKLAIWGT),
vOpoéuAinom, aeudpoydvmon kot dtdoract TG Peviico&aloing. Av kat in vitro peléteg £dei&av
Kdmotla cuppetoyn tov CYP2D6 kat tov CYP3A4 6to petafolMopd tng Tolmeptdovng, dev vdpyovv
amodei&elg in vivo 611 ta 160éviupo avTd Stdpapatilovy onuaviikd poOAo 6To PETAROMGUO TNG
maAmep1OoVNC. Ot avoADoELS TG QUPUOKOKIVNTIKNG TANOLGHOD dev £de1&av KAmolo opath Slapopd.
oTN OVOUEVT KABOPON TNE TOATEPLOOVNG UETE 0 YOpYNON TOAMTEPIOOVNG 0O GTOUATOG UETAED
TOV ATOU®V OV HETAPOAILOVV EKTEVDS KAl AVTMV TOV HETAPOALOVV Aly0 TO VTOGTPMUATO TOV
gevlopov CYP2D6. In vitro pehétec pe avOpomiva nratikd pikpocoputokd Evivpa édetéav 6t
TOAMTEPLOOVT OEV OVACTEALEL CTLOVTIKG, TO LETAPBOAGUO POPUAKEVTIKMY TPOIOVTMOV TOV
petafoiifovior amod ta 16oévivpa Tov Kutoypmpatog P450, courepthappavopévaov tov CYP1A2,
CYP2A6, CYP2C8/9/10, CYP2D6, CYP2E1, CYP3A4 xa1 CYP3AS.

In vitro peléteg éxovv deilel 6TL N TaAMIEPIOOVT Eival Eva VITOGTPOUA TG P-yAvKompmteivng kot £vag
aoBevig avaoTtoréag TN P-yAvkompwteivng o vymAéc cuykevip®doels. Agv vtapyovy dabéciia
in vivo 0edoUEVI KOl ] KAMVIKT] GUGYETION €ivat GyvmoT.

Evéown modutikn mtoAmeptddv e dpact LokKpdc Stapkelas EVOVTL TNE amd 6TOUATOC YOPNYOVLEVNC
TOAMTEPLOOVC TOPATETAUEVNC OTTOOEGUEVOTIC

To Xeplion €yet oyediaotel va mopéyel maAmeplddvn oe unviaio fact, v 1 ond GTOUATOG
YOPNYOVLEV TOMTEPIOOVT] TAPAUTETAUEVNG ATOOEGUEVOTG YopTYEiTal o nuepnota Bdon. To
EVOPKTAPLO 0060A0YIKO oynua Yo to Xeplion (150 mg/100 mg 6to deAtoeldn wo v nuépa 1/ nuépa
8) oyedidotnKe Y10, va nttevyfovv TayEmg cVYKEVIPOGELS 6TafEPNC KaTdoTaoNg KOTH TNV Evapén TG
Bepamneiog yopic T ypnon and GTOUATOG CLUTANPOUOTIKYG Oepaneiog.

I'evikd, Ta cuVolkd emimeda 6to TAdGua pe Xeplion katd v évapén g Oepomeiog Kopaivovtay
€VTOG TOL €0pOLG £kBeong mov TapatnpnOnKe pe 6-12 mg and GTOUATOG XOPNYOOUEVNG TAMTEPIOOVIG
TapoTETAUEVT G amodéapevong. H yprion Tov oynuatog évapéng tov Xeplion enétpeye otovg acbeveig
va Tapapeivovv og avtd 1o Oepamevtiko moapabuvpo ékbeong tov 6-12 mg omd GTOUATOG XOPNYOOUEVNS
TOMTEPLOOVNC TOPATETOUEVNG OTOOECUEVOT|G, OKOUO KOl GE NUEPES [LE YOUUNAEG CUYKEVTIPMGELS TPV
T 600m (Muépa 8 kot nuépa 36). AOYm NG d1aPopdis oTa SIGUESO PUPHOKOKIVNTIKA TPOPIA peta&y
TOV 30O PUPLOKEVTIKADV TPOTOVTOV, TPETEL VO, OI0ETAL TPOGOYN OTAV YIVETUL AUECT] GVYKPION TOV
QOPUOKOKIVITIKGOV 1010THTOV TOVG.

Hrotwn dusAisttovpyio

H moAimepidovn dev petaforiletan ektevag oto Nrap. [Tapdro mov 1o Xeplion dev €xet peletbel oe
aoBeveig e nratikn dvoiettovpyia, dev amarteiton pOBon g d6oNG o€ acbeveig e N 1 HETPLAL
Nratikn dSucAettovpyia. Xe pio LEAETN UE OO GTOUUTOC YOPTYOVUEVT TOAMTEPIOOVT GE GTOU, LLE
pétpio nroTikn dvciettovpyia (kotnyopia B katd Child-Pugh), ot cuykevipdoeig e erebbepng
TOMTEPLOOVNC GTO TAAGLO TAV TAPOUOIEG LE OVTEG TOV VYLDV aTOP®V. H TaAimepdovn dev Exet
ueAetnOei og acbeveic pe coPfapn nrotikn Svciertovpyia.
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Neppikn dvsAsttovpyia,

H dud0gomn piog epdmos amd oTOLOTOC YOPTYOOUEVNG dOONC TaATEPLOOVNC 3 mE o€ O10Ki0
TOPOTETAUEVTG ATOOEGUEVOTG LEAETONKE O dTOopd LE SLoPOPETIKG emimeda veQpikng Asttovpyiag. H
OTEKKPLON TNG TAMTEPLOOVNC ELTTAOONKE KaOMOG LetmvoTtay 1 ekTiudpevn kdBapon kpeatvivig. H
oA KaBapor TG moAMmeploovNe LEIDONKE oe dToua LE VeQPIKN ducAettovpyia katd 32% Kotd
péco opo oe Nma (Kabaporn Kpeatvivng [CrCl] = 50 éwg < 80 ml/min), katd 64% oe pérpia (CrCl =
30 émg < 50 ml/min) kot kotd 71% oe coPapn| (CrCl 10 émg < 30 ml/min) veppikn duciettovpyia,
7oV avtiotoyel o uéomn avénon g ékBeong (AUCinr) katd 1,5, 2,6 kot 4,8 @opéc, avtioTorya,
GLYKPLTIKA UE vy dtopa. Baoel evoc meplopiopévou appod mapatnprioeny pe Xeplion o dtoua e
N0 VEPPIKT SVGAEITOLPYIO Kol POPLAKOKIVITIKEG TPOGOUOIDGELS, GUVICTATOL LEIMWEVT 000N (BAEne
Toapaypapo 4.2).

Hiuiwopévor

H avéivon gappokokivntiking TAnducepot dev £dei&e oyetilopevec pe Ty NAKio S1opopéc 6t
(QOPULOKOKIVITIKY.

Agikne palog sopotoc (AME)/ couatikd Bapoc

O1 QOPHOKOKIVNTIKEG HEAETEG [LE TOALUTIKT TOAMTEPIOOVT] £x0VV Ogi&et kdmmg yauniotepeg (10-20%)
GUYKEVTIPMGELC TNG TOMTEPIOOVNC 6TO TAAGO o€ aobeveic mov givatl vEpPapot 1 TaydoAPKOL
OLYKPITIKA pe aobeveic Tov €xovv PUGIOA0YIKO GOUATIKO Bapog (BAéne Tapdypapo 4.2).

Duin

H avéAivon tov dedopévmv euprakoKvTIKNAG TANOVoUOD 0md HEAETEG e aO GTOUOTOS XOPTYOVUEVT
TOMTEPLOOVT], OV OVEDEIEE OYETIKEG LLE TN QUAT S10POPES OT POPUAKOKIVITIKT TG TOATEPIOOVNG
uetd omd ™ yoprynon tov Xeplion.

[OLYNs)
Agv mapotnpionkoy KMVIKG oUavVTIKEG S10POoPEG LETAED OVOPDV KOL YOVOIK®MV.

Kénvicpa

Me Bdon in vitro peléteg otic omoieg ypnoiporomdnkoy avipmmve nratikd Evivpa, 1 TaAmeplodvn
dev amoteAel vmooTpopa Tov evivpov CYP1A2. Enopévag, To kAmviopo dev TPETEL va £XEL KATOLO!
EMIOPACT GTN POPUAKOKIVITIKN TNG TaAmepddvne. H enidpaomn tov Komvicpotog ot
QOPUOKOKIVITIKT TNG TOAMTEPIOOVNC dev pehetOnke pe to Xeplion. Mia avaAlvomn @opUokoKIVITIKNAG
TANBvuopoL pe Paon dedopéva Le amd GTOUATOC YOPTYOVLEVO d10KI0 TOATEPIOOVNG TAPAUTETOUEVNG
amodéopevong, £de1&e pia eElappd pelwpévn ékbeon oty TaAMmepldovI GTOVG KATVIOTEG O GYEON LE
Tovg un kamviotéc. H dtapopd avth dev givar mibhavo va €xel KAvikn onuacia.

5.3 IIpoxlvikd dogdopéva Yo TNV A6QIAELQ

O1 peréteg to&kdtTnrag enavolauPavOouevoy 00GEMV TN EVOOUVTKMG EVIOUEVNC TOAMLTIKNG
ToMTEPLOOVNG (UNnviaio oKeEVACKO) KOl TG OO GTOLOTOS YOPTYOVUEVIG TAMTEPLOOVNG OE
apOLPAIOVG KOl GKVAOVG KATESEIEAY KVUPIWC POPUOKOAOYIKES ETOPACELS, OTMG KOTOUGTOAN KOl
EMOYOLEVEG QIO TNV TPOAUKTIVY EMITTMOGEIS 6TOVG MAlIKOVG AOEVEG KO TO YEVVNTIKG Opyova. Xe {da
oV Ehafav TOATIKY TOAMTEPLOOVT, TOpO TP ONKE PAEYLOVOING 0VTIOpOoT) 6TO OMpEI0 EVOOUVTKNG
éveong. [lepiotaciokd, TopoOVGIIGTNKE GYNUATICUOS ATOGTY|LLOTOG.

Y& UEAETEG aVOTUPAYWDYNG OPOVPUIMY UE OO GTOUNTOC YOPTYOVUEVT PLOTEPIOOVN, 1] OTCOTN

LETATPENETAL EKTEVAOG GE TOAITEPIOOVI] GTOVG APOLPOIOVE KOl TOVG AvOpMOTOVS, TapaTPONKaY
avemBounTeg EVEPYELEC 6TO COUATIKO PAPOg KOTA TN YEVVNOT| Kol 6TV EMPIOOT TOV amoyovev. Agv
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mapoTnpnOnKay euPpooto&ikdTnTa 1 S1UaPTIEG LETE OO TNV EVOOUVIKT YOPTYNON TOAMLTIKNG
TOMTEPLOOVIC GE KLOPOPOVVTES 0pOVPAioNg £mG Kot otV LYNAOTEPN d60m (160 mg/kgmuépa),
omoia avtiotoel o€ 4,1 opéc To eminedo Ekbeong oTovg avOpMITOLE GTN UEYIOTI GUVIGTOUEVT] dOOT
v 150 mg. AALOL OVTOY®VIGTEG TG VIOTTOUIVIG, OTOV YopTynOnkay 6g kKvoeopovvta (ha,
TPOKAAEGOY OPVNTIKESG EMOPACELS OTI LAONOT KOl OTNV KWVNTIKN AVATTUEN TOV Am0YOV@mV.

H moAputicny momeptdovn kat 1 Tolmeptdov 6gv NTay YoVISIoTOEIKES. Xe LEAETEG KOPKIVOYEVESNG LLE
OO GTOLOTOG YOPTYNON PLOTEPIOOVIG GE CLPOVPOIOVS Kol TOVTIKLY, TapaTnpnOnKay avéNcelc oTa
adeva AT TNG VTOPLOTG (TOVTIKIA), T AOEVAOUATO TG EVOOKPIVOS LOIPAG TOV TAYKPENTOG
(apovpaiot) Kot 6To AOEVOUATE TOV LACIKOV adévav (Kot ota 600 €idn). To kapkivoydvo duvauiko
NG EVOOUVIKADC EVIOUEVTG TOAULTIKNG TOAMTEPIOOVTG a&loloynOnke o apovpaiove. Yrnpée
OTOTIOTIKA GTULOVTIKT a0ENCN G OOEVOKAPKIVOUATO TV LACIKOV adévev o€ OnAvkong apovpaiovg
o€ 06c¢1g 10, 30 kot 60 mg/kg/ufva. Ot apcevikoi apovPaiol ELPAVICHY GTATICTIKG ONUOVTIKY
avéNom TOV adEVOUATOY KOl TOV KOPKIVOLATOV TV LolIKOV adévav o 60celg 30 kat

60 mg/kg/pnva, ot omoieg avtiotoyovv oe 1,2 ko 2,2 popég to eninedo Ekbeong otn PHEYIoT
cuviotdpevn door tov 150 mg otov dvBpwmo. Ot 6ykot avtoi propet va anodobodv oTov
TOPUTETAUEVO AVTOYOVIOUO TNG VTOTauiving 6tovg D2-vmodoyeic kat oty vepaporoktvotpio. H
GUVAPELD, TOV EVPTUATMOV Y10, TOVG OYKOVS OTO TPWKTIKA OGOV apopd TOV Kivouvo otov dvOpwmo dev
glvon yvoort.

6. DOAPMAKEYTIKEX ITAHPO®OPIEX

6.1 Koatdaroyog ekdoymv

[HoAvcopPiko 20

IToAvaBvrevoyivkdin 4.000

Movoddpikd Kitpikd 0D

Avoopo 6EV0 PpOoPoptKd dvATPlo

Movoddpikd S160EWVO0 POGPOPIKO VATPLO

Yépo&eido tov vatpiov (Yo ) pvOuion tov pH)

"Yowp yio evéoipa

6.2 Aocvppoarétnreg

AVTO TO PUPUOKEVTIKO TPOTOV JEV TPEMEL VAL OVOLLLELYVVETOL PUE AAAL POPUAKEVTIKY TPOTOVTA.
6.3 Awdpkera Long

2 xpovia

6.4 Iowitepeg mpoPuLAAEELS KATA TV PVLAEN TOV TPOIOVTOG

Mn puAdooete og Oeppokpacio peyarvtepn tov 30°C.

6.5 ®@Vo1 KOl GVOTUTIKA TOV TEPLEKTI

25 mg

0,25 ml evoudpnua og Tpoyepiopévn cvpLyya (CLUTOAVUEPEG KUKAKNG OAEPIVIG) HE TOU ERBOAOVL,
UVOGYETIKO Kol TAOU AKpoL (EAASTIKO ard PpmpoBovtiio) pe Belova aoporeiog 22G 1% tvioog
(0,72 mm x 38,1 mm) kot ferdva acpareiog 23G 1 ivroag (0,64 mm x 25,4 mm).

50 mg

0,5 ml evaudpnpo G€ TPOYELGUEVT GUPLYYE (CUUTOAVUEPES KUKATKNG OAEPIVIG) LE TOUA EULPOAOV,
OVOGYETIKO KOt T AKPOoV (EAaCTIKO amd Bpopofovtdro) pe Berova acpareiog 22G 1Y% tvioag
(0,72 mm x 38,1 mm) kou Berdéva acpareiog 23G 1 tvroag (0,64 mm x 25,4 mm).
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75 mg

0,75 ml evoudpnpo og TPOyEUIoUEVT] GUPLYYO (CVUTOAVUEPES KUKAIKTG OAEPIVIIG) e TN EUPOLOD,
OVOGYETIKO KOt T AKPOoV (EAaOTKO amd Bpopofovtdro) pe Berova acpareiog 22G 1Y% tvioag
(0,72 mm x 38,1 mm) ko1 erdva acpareiog 23G 1 ivroag (0,64 mm x 25,4 mm).

100 mg

1 ml evoudpnpo 6€ TPOyEMGUEVT] GUPLYYO (CUUTOAVUEPESG KUKAIKNG OAEPIVIG) LE TOUA EUPOAOD,
OVOGYETIKO Kol TOUA AKpoL (ehaotiko and Bpopofovtdiio) pe felova acpadreiog 22G 1% tvicag
(0,72 mm x 38,1 mm) kon Berdéva acpareiog 23G 1 tvroag (0,64 mm x 25,4 mm).

150 mg

1,5 ml evaumdpnpo 6€ TPOyEGHEVT) GUPLYYA (CUUTOAVUEPES KUKATKNG OAEPIVIG) e TOUA ELPOLOV,
OVOGYETIKO KOl TOHO AKPOoV (EAaOTIKO amd Bpopofovtdro) pe Berova acpareiog 22G 1Y% tvioag
(0,72 mm x 38,1 mm) ko1 ferdva acpareiog 23G 1 ivtoag (0,64 mm x 25,4 mm).

Meyébn cvuokevaciov:
H ovokevaoia mepiéyel 1 mpoyspiopévn cdpryyo kot 2 BeAdved.

6.6 Iowitepeg mpo@urdcers amdppryng

Kabg aypnoiponointo eopuakevtikd Tpoidv 1| DVITOAEUO TPETEL VO OTOPPITTETAL COUPOVOL UE TIG
KOTA TOTOVG 1GYVOVCESG GYETIKES SLOTAEELG.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX

Janssen-Cilag International NV

Turnhoutseweg 30

B-2340 Beerse

Béhyo

8. APIOMOZ(OI) AAEIAY KYKAO®OPIAZ

EU/1/11/672/001 (25 mg)

EU/1/11/672/002 (50 mg)

EU/1/11/672/003 (75 mg)

EU/1/11/672/004 (100 mg)

EU/1/11/672/005 (150 mg)

9. HMEPOMHNIA IMPQTHX ET'KPIZHX / ANANEQYXHX THX AAEIAX
Huepounvia tpdng €ykpiong: 4 Maptiov 2011

Hpepounvia tedevtaiog avavémong: 16 Askepppiov 2015

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agmtopepeic TANpoeopieg Yo T0 TapdV POPUOKEVTIKO TPOioV gival S100EGIEG GTOV SIKTLOKO TOTO
tov Evponaikod Opyavicuov Gapudkwv: http://www.ema.europa.eu.
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1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Xeplion 150 mg kot Xeplion 100 mg eVEGIUO EVOULDPT IO TOPATETOUEVIC OTOOECUEVOTG

2. MNOIOTIKH KAI IOXOTIKH XYNOEXH

Kabe mpoyepiopévn oopryyo mepiéyxet 156 mg maiputikng noimepiddvng oe 1 ml mov wodvvopel pe
100 mg maAimepldovngG.

Kabe mpoyepicpévn cdpryyo mepiéyetl 234 mg moAptikng maAmeplodvng o€ 1,5 ml wov 1codvvapei pe
150 mg molmepdovng.

IMa tov TA7pN KaTdloyo TV kOO ™V, PA. Tapdypogo 6.1.

3. OAPMAKOTEXNIKH MOP®H

Evéoo evaidpnpo Topatetopévng omodEcUEVOTS.
To evarmpnua givatl Aevkod Emg vrorevko. To evarmpnpa €xet ovdétepo pH (mepinmov 7,0).

4. KAINIKEYX TIAHPO®OPIEX
4.1 OgpamevTiKég EVOEilelg

To Xeplion gvdeikvotal yio cuvtnpntiky Oepaneio e oylloppévelag oe eviaikeg acbeveic mov €govv
otabeponomOei pe TalmePdOVN 1} PLOTTEPIOOV.

e emheypévong eviilkeg aoBeveig Le oylo@pEveld Kol TPOTYOVLEVT] OVTATOKPLION GE 0O GTOLOTOG
TaATEPLOOVN 1| plomepdovn, To Xeplion umopei va ypnoiorondel yopic Tponyoduevn
otabepomnoinom e amd 6TopaTog Oepameia, £V TO YOYMOIKA CUUTTOUOTO ELVOL N0, EMG LETPLO. KOl
ypewaletan evéoun Bepameio pokpac dpdong.

4.2  Aocoloyio Kol TpOTOS YOPYNONS

Aocoloyia

H ocvvietdpevn evapktiplo 66on tov Xeplion eivar 150 mg v npd nuépa Oepaneiog kot 100 mg
pio efdopdda apydtepa (8n nuépa), xopNyoOUEVES Kot 01 2 dOGEIS GTO OEATOELON L MOTE VO
emtevyfovv Tayémg o1 Bepamevtikéc cuykevipmoelg (PAEme mapdypapo 5.2). H tpitn d6om Oa mpénet
va yopnyeitan Eva uipva LETA T devTEPN EvapKkThple. 0661. H cuvietdpevn unviaio 6661 cuvtipnong
glvar 75 mg. Opiopévol acBeveig pmopel va @@ednBovv omd younAotepes 1 VYNAOTEPEG dOGEIS EVTOG
TOV GUVICTMOUEVOV EVPOLS TV 25 £wg 150 mg, pe fdon v avekTikdTnTa KoL / 1 TNV
OTOTEAECUATIKOTN T TTOV TTapaTnpeitan o€ kdbe acbevn Egywpiotd. Ot veépPapor 1 TaydoapKoL
aoBeveic pmopet va yperdlovtar 001G 6To Ave Oplo ToL S0COAOYIKOL £0povg (BAETE Tapdypapo 5.2).
Metd amd T 6g0TEPT EVAPKTNPLA dOCT], OL UNVIoiES SOCELS GLUVTNPNONG UTOpEl va yopnynBovv eite
07O 0EATOELON €lTE GTO YAovTIOiO LY.

[Ipocappoyn tng 66ong cuvtipnong uropel va tpaypoatonombel unvicios. Katd tic tpocappoyég g
d00oMG, TPEMEL Va, AAUPBAVOVTOL VTTOYN TU YAPUKTNPIGTIKG, TOPOTETAUEVTG ATOdEGUEVGNC TOL Xeplion
(BAéme mapdrypo@o 5.2), kabmg ot TANPELS ETOPACELS TOV dOCEMV GUVTNPNONG UTOPEL va. unVv givat
EUOAVEIS 1O APKETOVG U VEG,.

Aoy omo TOMTEPIOOVH TOPATETOUEVHS ATOOEGUEDOHGS 1} PLOTEEPIOOV G0 OTOUATOS o€ Xeplion

H évapén g Oepameiag pe Xeplion Tpémel va Tpoy LATOTOLEITAL OTME TEPTYPAPETAL GTNV APYT TNG
apoypaeov 4.2 toparndve. Kotd  unviaio Oepaneio cuvinpnong pe Xeplion, ot acBeveig mov eiyov
TPONYOLUEVAC oTabepomombel e d1popeg dOGEIC SIOKIMV TOMTEPIOOVNG TUPUTETAUEVIG

25



OTOJECIEVONG UTOPOVV VOl EMLTOYOVV TOPOLOL0 EKOECT] GTNV TOATEPLOOVT GE oTOOEPT] KOTAGTOON LIE
éveon. Ot dooelg ouvtipnong Tov Xeplion wov amaitovvot yio v enitevén napopoag ékbeong oe
otabepn| katdotaot anekovifovtat akolobOmg:

AGGELS OIOKIMV TOPATETAREVIG OTTOOECUEVGT S TalmeEPLOOVIS Kot Xeplion wov amarteitor yio
v enitevén mopoporus £kdeong oty TOMTEPLOOVY 6€ 6TAOEPT| KUTAGTAON KOTA T1| OLAPKEL.
¢ Oepaneiog cuvtipnong
IIponyovpevn 6601 OI1GKI®OV TAPATETANEVIS OTOOEGUEVOTG "Eveon Xeplion

TOMTEPLOOVIG

3 mg nuepnoing 25-50 mg pnvioimg

6 mg nuepnoing 75 mg punvioimg

9 mg nuepnoing 100 mg unviaiong

12 mg nuepnoing 150 mg unviaiog

H mponyoduevn yopnynon Talmeptdovng 1 pLomeptdovng amd 6TOUTOG UTOPEL va SloKOTEL KaTd TNV
évapén g Bepameiog pe Xeplion. Mepikoi acBeveic umopei va @@eAnfoidv and t 6TadloKN
amocvpor. Opiopévor acbeveic, ol omoiot petafaivovv and vynidtepeg and oTOUATOG OOGELG
mamepldovng (my. 9-12 mg nuepnoing) oe yAovtiaieg evéoelg pe Xeplion propet va Egovv
younAotepn €kfeon TAGGUATOC KATA TN OIAPKELD TOV TPOTOV 6 UNVAOV UETA TNV GALOYT. ZVVETDG,
EVOALOKTIKA, B0 pmopovoe vo eEETAGTEL TO EVOEYOIEVO YOPNYNONG TOV EVEGEMV GTOV OEATOELON Ylal
TOVG TPATOVG 6 PNVEC.

Aoy amo evéoiun promeploovy ue dpaon UoKpag olapkelag o Xeplion

Oroav aAralete T Bepomeio TV aclevov and evéoyun promeplddvn pe dpaon Lakpag S1apKeELNg,
apyiote T Oepomeio pe Xeplion otn 0o g enduevng TpoypappoTicpévng éveong. H yopnynon tov
Xeplion mpénet toTE VO, cuveylotel o unviaia dtuotnuato. To EVapKTNplo 00G0A0YIKO GYAUO HioG
efdopdoag mov mepriapPaver tig evéopvikég evéoelg (1 kan 8n nuépa avtictoya), OTMG TEPLYPAPETL
oV Tapdypapo 4.2 Tapandve, dev eivar avaykaio. Ot acBeveig mov giyov otabepomoindel 6to
TaPEMOOV e SLOPOPETIKES OOGELS EVEGIUNG PIOTEPLOOVNC UE OPAoT KPS SIEPKELOG UTOPOVV VO
eMTOYOLVY TOPOUOLD EKBECT] OTNV TAAMTEPLOOV GE 0TOOEPT] KOTAGTAON KOTA TN SLIPKELR TNG
Oepaneiog cuvtnpnong pe unviaieg dooeig Xeplion copemva pe tao eEMg:

AOGELG eVEGIUNG PIOTTEPLOOVIG NE Opaon HoKPag orapKeLog Kot Xeplion mov ararteital yia Tnv
emitevln Tapéporag £kBeong 6TV TAMTEPLOOV 68 6TUOEPT] KOTAGTAON
[ponyodpevn 8061 evéoung pLoTePLoOvIG N "Eveon Xeplion
opaon noKpas dLapKeELNg
25 mg kdbe 2 gfdoudadeg 50 mg unviaiog
37,5 mg xabe 2 efdoudoeg 75 mg punvioiog
50 mg kéBe 2 efdopddeg 100 mg unviaimg

H dtokom TV avTiyvy®otKOv QopUOKEVLTIKMY TPOTOVTHOV TPETEL VO, YIVETUL COLPOVA LE TIC
KaTdAANAES cuvTayoypapucég TAnpopopies. Edv dtaxomel n xoprynon tov Xeplion, mpénet va
ANeBovY vIOYN TO YOPAKTNPIOTIKA TOPATETAUEVIC 0modécpevong o Exel. [Ipémet va
enovaSloAOYELTAL TEPTIOOIKA 1| AVAYKT] YI0L GUVEYLCT] TOV YOPTYOVUEVOL (OPLAKOD Y10, TO,
eEomupopdikd copntopata (EI1X).

TMoporerpfeicec ddoelg

Amopoyn e mopalenyns d0oewv

ZVVIGTATOL 1] YOPNYNOT TNG 0eVTEPNC EVapPKTNPLC 600G Tov Xeplion va, yiveton pia fdouddo puetd
amd Vv Tpd doon. Ilpokeuévou va amopevyel n Tapdieyn dd6onc, ol acbeveic pmopovv va
AdPovv ™ devTEPN dOOT 4 NUEPEG TPV N PETE amd TO XPpoviKo onueio g piag efdopdadag (nuépa 8).
Opoimg, cvviotdTor unviaio xop1ynomn tng Tpitng Kot TV EtakOAovdv eVEGEDV LETA O TO
EVOPKTAPLO 0060A0YIKO oynua. TTpokeévou vo amopevyfel n Tapdietyn piog unviaiog 666mMc, ot
aoBeveig pmopovv va AaPovv v €veon g Kot 7 UEPEG TPV N HETE amd TO punviaio Ypoviko omnpueio.
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Edv mopaderpdei n nuepounvia-otoyog yio tn devtepn éveon tov Xeplion (8 nuépa + 4 nuépeg),
ovvieTtouevn enavévapén eEaptatat amd To YpOVo oV ExEL TOPELDEL A0 TV TPMTY EVECT| TOV
acBevoug.

Tapaleryn dedrepns evaprtiprag doong (< 4 gfdouades amo v mpwn éveon)

Edv &yovv mapél0el Aryodtepo amd 4 efdoudoeg amd TV TpmTn £vEn, T0TE 6TOV aclevi TPEmEL va
yopnynOei n devtePN d601 Twv 100 Mg 6T0 dEXTOEDN LV TO GUVTOUOTEPO dLVOTO. Mia Tpitn Eveon
Xeplion 75 mg mpémel va yopnynet eite oto deXt0€10M €ite GTO YAOLTIRHO HL 5 EBSOUGOEG HETA amd
Vv Tp®Tn £veon (ave&aptiTeg TOV YPOVOL YOPNYNONE TNG OEVTEPNC EVEGTC). XT1 GLVEXELN TTPETEL VO,
akolovbeitar 0 GuVHONG UNViaiog KOKAOG EVEGEWV giTe GTO 0EATOELON €lTE GTO YAOLTINIO LV TOV

25 mg émg 150 mg, pe Pdomn TV oVEKTIKOTNTO KOUT TNV OTOTEAEGHOTIKOTNTA o€ KAOe acBevn
EexwploTd.

Tapaleryn dedrepns evaprtipras 6oons (4-7 efidouddes amo v mpwn Eveon)
Edv &govv mapéibet 4 £wg 7 efdopdadec amd v mpadn £veon tov Xeplion, cuveyiote T d0GOAOYIN [E
dvo evéoelg 100 mg ¢ e€ng:

1. pio €veon oto SEATOEION LV TO GLVTOUOTEPO dVVATO

2. pio okopa £veor 6To deATOEON Ho pia fdopdda apydtepa

3. GLVEYIOT) TOV GLVHOOVE UNVINioL KOKAOV EVECE®Y €(T€ GTO OEATOELDN EITE GTO YAOLTIOHO UL TOV
25 mg émg 150 mg, pe Baomn TV aVEKTIKOTNTO KOUT TNV OTOTEAEGUATIKOTN T o€ KAOE acbevn
EexoploTd.

THopdleiyn dedtepne evaprthpiag 00ong (> 7 efoouddes amo tny mpwn veor))

Edv égovv mapéhBel nepiocdtepeg and 7 efdopddeg amod v tpmtn £veon e Xeplion, apyiote
d000A0Yi0L OTTMG TEPLYPAPETAL Y10 TNV OPYLKT] CUVIGTMLEVT EVOPKTNPLO yopnynon tov Xeplion
TOPOTOV®.

THapaleryn unviaiog doons ovvenpnons (1 unvag éwg 6 gfdouddes)

Metd v évapén, 0 CLUVIGTOWEVOG KOKAOG evEcemV ToL Xeplion gival unviaioc. Edv £xovv mapéldet
Ayodtepeg omd 6 efdouddeg amd TV TeEhevTain £veon, TOTE TPEMEL Va, yopnyn0el n Tponyoduevn
otabepomompévn d66M T0 GLVTOUOTEPO dVVATO, AKOAOVOOVLEVT] OO UNVIIEG EVEGELS.

THopdletyn unpviaiog 00ans ovvenpnons (> 6 gfidouades éwg 6 unveg)
Edv &govv mapéhfel mévo and 6 efdopddeg amod v tedevtaia £veon pe Xeplion, cuviet@vot Ta
edng:

Tio aoBeveic mov Epovy otabeporonbet ue dooeis twv 25 éwg 100 mg

1.  pio éveorn 610 EATOELSN] WL TO GLUVTOUOTEPO dLVATO otV 1010 dOOM UE TNV oTola Elye
otabeponombei o acevic oto TopehOOV

2. uio akopo éveon oto deXTOEdN Lo (idw 060m) pio fdopdada apyotepo. (8n nuépa)

3. ovvéyiomn tov cvviBoug Pnviaiov KOKAOL evEcemV €ite 6TO OEATOEIDN €iTe GTO YAOLTIOIO [V TV
25 mg émg 150 mg, pe Paom TV OVEKTIKOTNTO KOUT TNV OTOTEAEGHOTIKOTNTA G€ KAOe achevn
EexwploTd.

Lo aoBeveic wov Epovv otalbepomoinbet ue dooeis twv 150 mg

1.  pia éveon pe 66om 100 mg 610 SEATOELDN [V TO GUVTOUOTEPO SLVOTO

2. uio akopo éveon pe 06omn 100 mg oto dedtoedn pu pia efdoudda apyotepa (8N nuépa)

3. ovvéyion tov cvviBoug unviaiov KOKAOL evECcE®V €iTe GTO HEATOEIDN €iTE GTO YAOLTIOHO L TV
25 mg émg 150 mg, pe Baom TV OVEKTIKOTNTO KOUT TNV ToTEAEGUATIKOTN T o€ KAOE acbevn
EexwploTd.

Hapalewyn unviaiog doons ovveipnons (> 6 unveg)

Edv &yovv mapélbel Tepiocdtepot amd 6 unveg amod tnv teAevtaio éveon tov Xeplion, apyicte ™
d060A0Yi0 OTMG TEPLYPAPETAL YIO TNV QPYIKT) CUVICTMLEVT EVOPKTNPLO YopnyNnon tov Xeplion
TOPOTOVE.
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Ewwoti mAinbvouoi

Hliciouévor
H omotelecpatikdTnTa Kot 1 a6QAAELD 0TOVE NAKIOUEVOLS > 65 eTmV gV £xEl TEKUNPLmOEL.

I'evikd,  cvvictodpevn docoroyia Tov Xeplion Yo nAKi@pEVOVG acBEVEIS e PLGIOAOYIKT] VEQPIKY
Aettovpyia givor 1 10100 OTTOC Kot Y10, TOVG VEATEPOVG EVIAIKEG 0lGOEVEIS e PUGIOAOYIKT VEPPIKN
Aertovpyia. Qotdc0, EMEWON 01 NAKIOUEVOL aobevelg pmopel va eneavifovy HetmpEvn veepikn
Aertovpyia, pmopet va ypelaotel va yivel mpocappoyn g 86ong (PAéne Neppiki dvaleitovpyio
TOPUKATO Y10 T1) CLUVIGTAOUEVT d0G0A0Yia Yo 0oOeVELS e veppikr duciettovpyia).

Negpixn dvoiertovpyio

To Xeplion dgv £yl pehetndei cvotnuatikd og acbeveic pe veppikn dveiettovpyia (PAETE Tapdypopo
5.2). ' asBeveic pe Nmo veppikn dvoiertovpyia (kabapon kpeatvivng > 50 £mg < 80 ml/min), 1
cuviotdpevn doon Evapéng pe Xeplion givar 100 mg v Tpodtn nuépa Bepameiog kot 75 mg pio
ePooudda apyotTepa, YOp1YOUUEVES KOl Ol 000 6TO deATOEWN L. H cuvietdpevn unviaio d6on
ocuvtnpnong ivor 50 mg, 1 omoia pmwopet va kopavOet amo 25 £wg 100 mg pe fdomn Ty avekTikOTnTO
KO/ TNV OTOTELECUATIKOTITA GTOV 0.o0gvT).

To Xeplion dev cuviotdtal o€ acbeveic pe uétpia | coPapr veppikn dvsiertovpyia (kabapon
Kkpeatwvivig < 50 ml/min) (BAéne mapdypopo 4.4).

Hrartikn dvoiertovpyio

Me Bdomn v eUTEPIO LE TN YOPTYOVUEVT OO GTOUATOS TOATEPIOOVT, OEV OTALTEITAL TPOCUPUOYN
doon|g og acbeveic pe Nmia N pétpro nratiky dSvoieitovpyia. Kabag n molimepidodvn dev €xet peretnel
o€ aobeveig pe cofapn Nratikn SuoAEITOVPYIN, CLVIGTATOL TPOGOYN G€ AVTOVS TOVG acbeveic (PAEme
Toapaypapo 5.2).

Taudrazpiros ninBoouog
H aopdleia kot 1 amotelecpatikotnTo Tov Xeplion o€ maidid kot pripovg nAkiog < 18 etdv dev

&yovv tekunplwbei. Agv vadpyovy dStbEcia dESOUEVAL.

Tpomog yopnynong

To Xeplion wpoopiletar yio evoopvikn ypnon Hovo. Aev Tpémel va yopnyeitol HLEGM OTOLCONTOTE
GAANG 0000. [Ipémetl va evietan apyd, fabid péca otov deltoegldn N 1o YAoutwaio p. Kébe Eveon
TpEMEL va, yopnyeital amd emayyeipatio vyeiog. H yopnynon npénet va yivetal pe pio epdmaé éveon. H
d00T1| gV TPEMEL VOL YOPTYEITOL OE TUNUUTIKEG EVEGELC.

Kabe pia amod tic evapkipleg d6celc g nuépoc 1 kat g nuépag 8 mpémet va, xopnyeitol 6to
deXTOEION L Yo va emtevy B0V ToEmg Depomentikéc ouykevipoelg (PAEre Topdypao 5.2). Metd
amd TN 0e0TEPN EVaPKTIPLa OGN, Ol unviaieg 00GELG cLVTIHPNONG UTopEl vo. xopnyndobv gite oto
deltoe1dn eite oto yAovtiaio pu. [pénel va eEetaotel 1o evogyOUEVO OAANYNG OTO TO YAOUTIOHO GTO
OEXTOEION L (KL aVTIGTPOPWS) GTNV TEPITTM®ON TOVOV GTO GNUELD EveoTg, €0V 1 dSucpopia 6To
onueto g éveong dev givar kadd avektn (PAEne mapdypapo 4.8). Zuviotdrtal emiong va yivetol
evaAloyn HETOED TNG aploTEPNG Kot TNG 05106 TAEVPAS (PAETE TAPOKATM).

IMa 0dnyiec ypriong kot yeptopov tov Xeplion, PAEnE TO0 GUALO 0ONYIOV XpNONG (TANPOPOPiEC TOV
npoopilovTal yio enayyeApaTieg VYELNG).

Xopnynon oto deArocion uo

To cuvictdpevo péyebog tng Pehdvag yio TV apyikn YOpNYNoN Kot T XOP1YNOoT GLVINPNCNG TOL
Xeplion oto dehtogdn pv kabopiletar omd to Papog Tov acbevovg. Ma toug acbeveic > 90 kg,
ocuviotdral feAdva peyébovg 1% tvtoag, 22 gauge (38,1 mm x 0,72 mm). ['a tovg acBeveic < 90 kg,
ocvviotdral ferdva peyéboug 1 ivtoag, 23 gauge (25,4 mm x 0,64 mm). Ot evEcelg 610 deATOEION
TPENEL VO, EVOALAGGOVTAL LETOED TV 000 OEATOEIOMY VOV,
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Xopnynon oto ylovtiaio po

To cvvictdpevo péyebog feldvag yio T xop1ynomn cvviipnong tov Xeplion 6to yAovtiaio p givol
1% ivtoa, 22 gauge (38,1 mm x 0,72 mm). H yopniynon npénetl va yivetal 6to dvm-££® TeETApTNUOPLO
g YAovTwaiag meployng. Ot EVEGELG 6TO YAOVTO TPENEL VA, EVOALAGGOVTOL LETAED TV dVO YAOVTIOI®V
HLGV.

4.3 Avtevoeigelg

YrepevaioOnoio 6tn dpactikn ovoia, 6T PLoTEPOOVN 1 € KATO0 0T TO EKOOY0 TOL OVAPEPOVTOL
otV mopdypoeo 6.1.

4.4 FE101kég TPoLtdomoMGELS KOl TPOPLAAEES KATA TN (P10

Xpnon ot acBeveic oe katdotaon ofeioc diéyeponc 1 cofopns wiymong

To Xeplion dev mpémel va ypnoponoteitol otn dlayeipion Kataotdoewv o&eiag diéyepong 1 coPapng
Yoywong otav emPAALETOL O GUEGOG EAEYYOG TMV CUUTTOUATOV.

Avdomua QT
Amarteital Tpocoyn 6tay 1 TOAMTEPIOOVT GLVTAYOYPUPEITAL OE OIGOEVELS e YVOOTN KOPIIOYYELNKN
VOG0 1 Pe 0oyevelakd 16Topikd mapdtaong Tov QT, kabdg Kot Katd T cuyyopnynot Tov He Gl

QOPUOKEVTIKG TPOTOVTa OV Bempeitar L mapateivovy to ddotnuo QT.

Kokénbec vevponmtikd chvopoLLo

Kokdnbeg Nevpoinmtikd Zovdpopo, to omoio yapoktnpiletor omd vrepOeppio, Hoikn axopyio,
aoTAOE TOV AVTOVOUOV VEVPIKOD GVOTNUATOS, LeTaPfAnOeica cuveidnon kot avénuéva emimeda Tng
KPEATIVOPOOPOKIVAGTG GTOV 0p0, EXEL avopepBel OTL TopatNnpeital Le TNV TOAMTEPIOOVN.
EmmpocBeta khvikd onueio uropei va mepthopupavovv poooceatpvovpia (papoopvdivon) kot o&eio
veppikn avendpkelo. Eav évac aobevig ekdnAmdoel oneio | COUTTOUOTO TOL VITOINADVOLY TNV
napovcio KakonBovg NevpoAnmtikod Zuvopopov 1 ToAmreptdovn TPETEL Vo SIOKOTTETOL.

Ovywun dvokivnoio/sEOmUPaLdKd GV UTTOUATO

Ta poppaKevTIKd TPOidVTA TOL JSIAPETOVY 1O1OTNTEG OVTAYMVIGLOD TOV VITOSOYEMV TG VTOTAUIVIG
£YOVV GYETIOTEL UE TNV EMOYOYN OYIUNG SLGKIVNGIOg, 1) omoia yopaktnpiletal amd pLOUKES, 0KOVGIEC
KWNGELC, KVPImG TS YADGGOE KA TOL TPoc®OTov. EGv epeavictody onueio Kot GOUITOUOTE OYLUNG
dvokwvnoiag, TpEneL v, eEETUCTEL TO EVOEXOUEVO SIAKOTNG OAMV TOV OVTIYVYWOGIKOV,
GLUTEPTAOUPAVOUEVNC KoL TNG TOAMTEPIOOVNC.

Amatteital mpocoyn og aobeveic mov Aapfdvovy tavtdypova yuyxodieyeptikd (my pebvApaividdtn) Kot
TAMTEPLOOVT], KOODG EEOMLPALUSIKA CUUTTOUATO UTOPEL VO TPOKVYOLV KOTA TNV TPOSHPLOYT TOV
€vOC M Ko TV 600 Qoprak®v. Zuviotdtol otadiokn dlakony tng Oepomeiog pe dieyeptikd (PAéme
Tapdypoeo 4.5).

Agvkomevia, OVOETEPOTEVIO KO OKOKKIOKVTTOOOLLLIO,

[Teprotatikd Aevkomeviag, OVOETEPOTEVIOG KOl AKOKKIOKLTTAPAIULiaG Exovv avapepbel pe to Xeplion.
H axokkiokvttapapio et avoaeepOei modd omdvia (< 1/10.000 acbeveic) katd ) didpkelo TG
TapuKoAovONGNC LETG TNV KVKAOQOpPia TOV Gappdkov. Ot acbeveic pe 16TOPIKO KAVIKG GTIUOVTIKOD
yopunAov ap1dpov Aevkokvttdpmv (WBC) 1 papurokoyevovg Aevkoneviog/ovdeteponeviog TpETEL va
TapoKoAoLOOVVTAL KATA TN SEPKELD TOV TPOTOV UNveV g epaneiog Kot 1 dtakonr tov Xeplion
npénel va, EeTAETOL UE TO TPADTO CNUEID KAVIKA OTUOVTIKNG peimong Tov aptduol tov
AEVKOKVTTAP@V, OTOVGI0 GAAWDV OITIOAOYIKOV TapayovTev. Ot 0c0gVelg e KAIVIKG O1LOVTIKY
0VLOETEPOTEVIO TPEMEL VO, TOPUKOAOVOOVVTOL TPOGEKTIKA Y10t TUPETO 1 AAAL GUUTTOUATO 1 onpeio
Aoipwéng kot va Adfouv dueca Bepomeio edv ELEAVIGTOVY TETOW cLUTTOMOTO 1) onueia. Ot acbeveig
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e coPapn ovdetepomevio (andAvtog apldudg ovdetepdeilmv < 1 x 10%/1) npémet va Sroxdmtovy T0
Xeplion kot va vrofdiioviol o€ TapoKoAovONon Tov apBoD TOV AEVKOKVTTAP®Y TOVG HEXPL TNV
ovappwon.

Avtidpaoeic vrepevaionoiog

AvoeulokTikéc avTidpdoelc o€ acbeveic mTov 610 TOPeAOOV Elyav emdei&el ovoyn 6TV amd GTOUATOG
PLoTEPIOOVN 1 OTNV OO GTOUATOG TOMTEPLOOVN EXOVV GTLAVIO. avapepBel katd TNV gumelpio HETH TNV
KuKlogopia Tov Tpoidvtog (BA. mapaypdpovg 4.1 ko 4.8).

Av gppavicboiv avtidopacelg vrepevalcinciog, dtoukdyte ™ ypnorn tov Xeplion, Eekviote yevikd
VTOGTNPIKTIKA LETPO OTTMOG EVOEIKVLTAL KAIVIKA Kot TopakoAovdnote Tov achevr péypt Ta onueio kot

TO GUUTTOUATO, VO VoY ®PRoovy (PA. mapaypdeovg 4.3 kot 4.8).

Yrepylvkoipio Kot cokyap®one dtofnng

"Exovv avaeepOei vrepyAvkaipio, cokyopaong dafnmg kot tapo&uven tpodmdpyovtog dafnt
coumepAapPovorévey Tov S1oPnTIKoy KOUOTOG Kot TNG KETOEEWONG, KOTA TN ddpketo Bepaneiog pe
TOMTEPLOOVT. ZUVIGTATAL KATAAANAT KAVIKN TOpaikoAo0ONoT), GOUQ®OVO, LLE TIG YPTOYLOTOLOVUEVEG
avTyYmoikég Kotevbuvtnpleg odnyies. Ot aoBeveic mov AapPdvovy Oepameio pe Xeplion mpénetl va
TOPUKOAOVOOVVTAL Y10 GLUTTOUATO, LIEEPYAVKALUIG (OTT®G ToALdYia, TToAVOLPia, TOAVEAYia Kot
advvapio) kot o1 acbevelg pe cayopmon SlapnTn TpEnet va TapaKolovfovvTol TAKTIKA Yo
eMOEiVOGT TOL EAEYYOL TNE YAVKOING.

AvEnon copatikon Bapouc

"Eyet avagepei onuovtikn avénon Bapovg pe m ypnon tov Xeplion. [Ipémnet va yivetal TaxTiky
TapaKoA0VONGN TOL COUATIKOV BApoug.

Xpnon ot acBeveic pe eaptduevoue amd TnV TPOAUKTIVI) OYKOLS

O1 HeAETES 10TIKNG KOAMEPYELOG VTOSELKVOOVVY OTL 1] KUTTAPIKT AVATTUEN GTOLG OYKOVG TV
avOpOTIVOV HooT®V propel va dieyepBet pe v Tpoiaxtivr. Av kot dev €xet KataderyOel capng
GLGYETIGUOG UE TN XOPTYNOT AVTIYVYDGIKOV GE KAIVIKEG KOl EMONUIOAOYIKEC LEAETEG, GLVICTATOL
pocoyn o€ acBeveic e oYETIKO WTPIKO 10ToPLKO. H TaAmep1dovn mTpEnel va, XP1CILOTOIEITAL [UE
pocoyn og acBeveic e TPovTAPYOVTO OYKO TOOVMG EEUPTAOUEVO OO TNV TPOAUKTIVY.

Opbfoototikn vdtoon

H maAimepdovn pmopet vo tpokarécel opfoctatikn vroTaoT o€ pepikoig acbeveic e€attiog g
OVOGTOATIKNG TNE OPEONG GTOVG B-DTOJOYELC.

Me Bdom cuyKevIpOTIKA H£S0UEVA OO TIG TPELS, EAEYYOUEVES LLE EIKOVIKO (PAPLOKO, SIAPKELOG

6 efoopadmv, oTabepng 600NG SOKIUES LE A GTOHOTOG XOPTYOLUEVA O1oKia TAAMTEPIOOVNG
mapuTETOUEVN G amodéspevong (3, 6, 9 kot 12 mg), avaeépbnke opboctatikny vadtacn 6to 2,5% TtV
atopV Tov Adupavay Bepomeio e amd GTOHOTOS YOPTYOOUEVT TOAMTEPIOOVN cLYKPLTIKA pe To 0,8%
TV atOU®V Tov AdpPovay Oepaneia pe eiovikd pdappako. To Xeplion tpémetl va yopnysitot pe
TPocoyn o€ acBeVEIC [iE YVOOTH KapdloyyYELOKN VOoO (T.). KOpOLOKT OVETAPKELD, ELEPOYUO T}
oYL LOOKOPITO, SLOTAPAYES TG AYOYIUOTNTOG), OYYELOKT] EYKEQOAIKT VOGO 1) KOTOGTAGELS TTOL
podiaféTovy Tov acsbevn yio voTaon (T.y. AELIATMON Kot VITOOYKOLIOL).

EmAnnrtikol owocpol

To Xeplion wpémnet va yopnyeital pe Tpocoyn o€ aoOeVELG e 10TOPIKO EMANTTIKOV GTUCUAOV 1] GAA®DV
KOTOOTACE®DY OV EANTTMVOVY SVVITIKA TOV 0VO0 TOV GTOUCUOV.
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Neoppikn dvsAsttovpyia,

O1 GUYKEVTPOGELG TNE TAATEPLOOVIG 6TO TAAGO, eivatl avénuéveg oe aceveic Le veppikn
dvoAeltovpyio Ko, GUVETMS, GUVIGTATOL TPOCUPLLOYT TNG 600N G oE aohEVEIC [LE Lo, VEQPIKN
dvodertovpyia. To Xeplion dev cuviotdrtal og acBeveic pe pétpia 1| coPapn veppikn duciettovpyio
(kaBapon kpeatvivng < 50 ml/min) (BA. mapaypdpovg 4.2 kot 5.2).

Hrotikn dvcsAsttovpyia,

Agv vtapyovv dabéciua otoygia yo acbeveic pe cofapn nrotikn dvciertovpyia (konyopio C kotd
Child-Pugh). Zvvictdtol mpocoyn| 4y TpoKerTal va ypnoionotnfel TaAmeplddvn e TETO10VG
aocBeveic.

Hlxopévor acbeveic pe dvoa

To Xeplion dev &xel peietnfei oe nhkiwpévoug acbeveic pe dvota. To Xeplion mpémetl va
YPNOULOTOLEITAL LE TPOGOYN 0 NAKIOUEVOLG 0GOEVEIS e dvolo o1 0mToiotl EY0VV TaPAyoVTEG KIvODVOL
Y0 AYYELOKO EYKEPAAIKO ETEIGODIO.

H eumeipio amd tn piomeptdovn mov avapépeTal 6T cuvExELn Dewpeitat 0Tl 1oYVEL ETiONE KoL Y10, TV
TOMTEPLOOV.

2vvokiky vnoiuotnta

e pio peta-avaivon 17 eleyyOuevov KMVIKGV SOKIU®V, 01 NAKIOUEVOL acbevels pe dvola Tov
E\oPav Bepameio pe GALA ATUTO OVTIYLYOGTKE, CUUTEPIAUUPAVOIEVIG TNG PIOTEPLOOVIG, TNG
apumpalOANG, TG OAUVCATIVIG Kot TNG KOVETIOMIVIG, ELOAVIGAY avENEVO Kivouvo Bvnoudtnrag
GUYKPITIKA UE TO EIKOVIKO QAappoko. Metald antdv Tov akoAovincay aywyr Le promeplddvn, N
Bvnootto rav 4% ce cvykpion pe 3,1% yio 10 EIKOVIKO PAPLLOKO.

AvemOounteg eVEPYELES OTTO OLOTAPAYES TV OLYYELWY TOD EYKEPCAOD

"Evag mepimov tpumhdcio avénuévog Kivouvog ovemBiunTt®v eVEPYELDV OO QyYEINKEG EYKEQUAIKES
SroTapayéc Exel mapatnpnOel og TUYOOTONUEVESG, EAEYYOUEVES LLE ELKOVIKO PAPUAKO KAVIKES OOKIUES
oTov TANBLGUO 0cOEVAOVY UE Gvola Pe OPICUEVO ATVTOL OVTIYVY®GTKE, COUTEPIAOUPAVOUEVIC TNG
PLETEPIOOVNG, TG opmpaloAng kot g oloviamivig. O unyavioprog yio ovtdv Tov avEnpévo Kivouvo
dev givarl yvootog.

Noococ Parkinson kot dvowo pe copdrio Lewy

Ot yiatpol mpénet va, a&loAoyohv Tovg KIvduvoug EVOVTL TOV 0QEA®V 0Tav Yopnyolv Xeplion cg
aoBeveic pe Nooo tov Parkinson 1| Avota pe Zopdtio Lewy (DLB), kafd¢ kat ot 600 minbuopiokég
ouadec umopet va, dratpéyovv avénuévo kivovvo gupaviong Kakonbovg Nevpoinmtikod Zuvopopov,
KoL ELEAVIoNG avENEVG evaictnoiog ota avTnyvywotkd. Ot ekONADCELS aVTHG TNG LENUEVNS
gvoiodnoiog pmopel va meptiapfdvovy cOyyvon, Helwon Tng cuveidnong, aotdbeia 0Eong Tov
OMUOTOC UE GLYVEC TTMGELS, EXTPOSHeTa TV E£OTLPAUSIKDOY GUUTTOUATOV.

Ipwmopodg

Ta ovTIYVYOO KA POPUOKEVTIKE TPOTOVTA (CLUUTEPIAAUPOVOUEVIC TNE PIOTIEPIOOVIG) ILE VUG TUATIKEG
dpdoelc 6TOVG a-adPEVEPYIKOVS VTTOJOYEIS £xouV avapepBel 6Tt TpokaAiovy mplamicpd. Katd
duapkela TapakorovOnong Letd TV Kuklogopio Tov TPoidVTOg, £xel ovapepbel eniong Tplamoudg e
OO GTOOTOC YOPTYOVUEVT TOATEPIOOVT], 1) OTtOla. €ivail 0 EvePYOS ueTaforitng tng promeplodvne. Ot
aoBeveic mpémel va evnuepdvovTal vo avalnTtodv ETelyovsa 10TPIKT GPOVTION OTNV TEPITTMON TOV O
TPLOTIGLOG OEV EYEL VITOYWPNOEL EVIOS 4 ®PDV.
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PYOon e Oepokpascioc Tov GOUATOS

IMopepPorin 6NV IKOVOTNTO TOL COUATOS VO ELUTTOVEL TV KEVTPIKT TOV Ogpuokpoacio, £xel amodobel
GE OVTLIYVYWOO KA QOPLUKEVTIKA TPOTOVTO. ZVVIGTATOL 1] KATAAANAN TPOGOYN KATE, TN
ocuvtayoypaenon tov Xeplion o acheveig mov Ba aVTIPHETOTIGOVY KATAGTAGELS, 01 OTOlEg UTOPEL VoL
oupupdAdovv oe avénon g BeproKpaciag TOV GOUATOS, .. TOAD £VIOVI CMUATIKY Gokno, Ekfgom
o€ TOAD VYMAEC OepproKpacies, GLYYXOPNYTON POPLAKEVTIKOV TPOIOVIMV UE OVTLYOAVEPYIKT dpdon 1
aQLOATOOT.

Drefucn Opoufoserorn

"Exovv avaeepbel nepintdoeig prefikng Opoppoepforng (POE) pe avinguyooud oproKeuTiKa
poidvta. Agdopuévou 6Tt o1 acbeveic mov axolovbodv Beparneio e avTyLYOOIKA, TOPOLSIALOVY
GLYVO EMIKTNTOVE TaPAYOVTEC KivovvoL Yo DOE, dhot ot mbavol mapdyovteg kKivdvvov yio POE
péneL va Tpoodtopilovial Tpv Ko KoTd TN didpkela g Oepaneiog pe Xeplion kot va Aappdvovtot
TPOANTTIKA PETPAL.

Avtiguetikn dpaon

Kotd t1g mpokAvikéc peAéteg g TaAmePOOVNG TopatnpiOnKe avtiepetikn dpdor. H dpdon avtn,
€pOcoVv gppaviletal otov GvOpmmo, Pmopel va, KOADWYEL To OTUEIN KOl TO GUUTTOUOTA TNG
VIEPOOGOLOYIOG OGOV APOPA CLYKEKPIUEVO PUPUOKEVTIKG TPOTOVTA 1| KATAOTAGELS, OGS 1] EVIEPIKN
amoepaén, 1o cvvdpouo Reye kat ot dykol 6Tov eyKEQOLO.

Xopnynon
[Ipémer vo dideTor Tpocoy| MOTE VO, AmoPEVYETAL 1] KOO £vecn Tov Xeplion 6€ ao@opo ayyeio.

Aeyyepntikd 2ovopouo Xaropng Ipdog

Atgyyeipntiko oovdpopo yorapng ipidag (IFIS) €xet mapatnpnOei kotd T SidpKeln YELPOVPYIKDY
enepPacenyv KoTappaKtn o€ acheveic Tov AapPfavouy EapUOKEVTIKG TPOTOVTA LLE OVTAY®OVIGTIKN
dpdon otovg Ahpa 1a-adpevepyikovg vrodoyels, 0nmg To Xeplion (BA. Tapdypapo 4.8).

To IFIS evdéyetor va avénoet Tov kivouvo opBaAUIK®OV ETTAOK®OY TOGO KOTA TN SIPKELD TNG
emépPaong 660 Kot petd omd avtn. [pwv amd v enépuPacn Oa Tpénet va avapEpeTar 6To XEPOLPYO
0POoAUioTPO €AV YPNOULOTOLOVVTAL ETL TOV TAPOVTOG 1 £YOVV Ypnoionon el 6to TapeAbov
QOPUOKEVTIKG TPOTOVTA. [LE OVTAYMVIGTIKT dpAcT 6Tovg dApa 1a-adpevepykovg vrodoyeic. To
duvnTikd 6pehog amd TN dlakomy g Bepanciog pe ovaoTorelg TV dApa 1o adPEVEPYIKOY VITOSOYEMV
TPV OO TN XEPOVPYIKN emEUPacT KaTappdrtn dev Exel Tekunplmbel kot Tpémnel va otabuiletal
£vavTL TOL KIvdOVo amd TN S1eKOTN TNE OVTIYVYWOOIKNG Oepameiog.

"Exdoya

AVTO TO PUPUOKEVTIKO TTPOTOV TTEPLEYEL AyOTEPO amd 1 mmol vatpiov (23 mg) avd 66com, glvar ovTd
mov ovopalovpe erevBepo vatpiov.

4.5 Almiemopdocseig pe GAA0 QUPRUKEVTIKE TPOTOVTO KO GAAES HOPPES aAANAeTiOpaONG

ZUVIGTATOL TPOGOYN KOTA TN cLVTayoypdenor tov Xeplion pe poppokenTika Tpoidvta Tov gival
Yvooto 6Tt Topateivovy 1o ddotnua QT, 6mmg m.y. ta aviioppuOud komyopiog [A (.. kvidivn,
dtoomupapion) kot ta avteppudpkd katnyopiog I (7.y. apodapodvr, GoTaAdOAN), OpIGUEVE
AVTUOTOUVIKA, OPIoUEVO GAAD AVTIYLYMGIKE Kol 0plopéva avlelovootokd (.. peplokivn). H Aota
oVt €lval EVOEIKTIKN Kot Oyt TANPNG.
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Evdeyduevn eridpoon tov Xeplion 6€ AN QOPLLOKO

H moAimepdovn dev avapéveTol va TPOKOAECEL KAIVIKGA OTLOVTIKESG QOPUOKOKIVI|TIKES
OAANAETIOPAGELG LUE PUPUOKEVTIKG TPOTOVTA, Ta omoia petaforilovtar omd To 160Evivua TOV
Kutoypouatog P-450.

AESOUEVOV TOV KOPLOV ETOPAGEDV TNE TAATEPLOOVNG 010 KN (BAéne mopdypago 4.8), To Xeplion
TPETEL VAL YPT|CYLOTOLEITAL [LE TPOGOYN OE GUVOVLOCUO HE AAAN KEVIPIKADS SPDOVTO POPLOKEVTIKE
TPOTOVTA, .Y CYYOAVTIKA, TO TEPIGGOTEPO AVTIYVYMGIKE, VIVOTIKY, OTLOEDN], K.AT. 1] OAKOOA.

H maAimepdovn pmopet vo avtayoviletor ) opacn g AePOVIOna Kot GALDY 0y@VIGTOV TNG
vromapivng. Epdcov o cuvdvacudg autog Bempeital anapaitrog, wiaitepa og voco tov Parkinson
TEAIKOD 0TOOI0V, TPETEL VO GLVTAYOYPAPELTAL 1 EAGYLOTN OmOTEAEGUOTIKT dO0T KGOe Oepameiog.

Adym Tov evdgyopevov Tpoxkinong opBootatikig vrotaong (PAéne mapdypapo 4.4), uwopel vo
napotnpndet abpoiotikn dpdorn 6tav To Xeplion yopnyeiton poali pe dAlovg BepamevTicong
TOPAYOVTEG TOV EYOVV GVTN TNV EVOEYOUEVT OPAOCT), TT.X. GALO AVTIYLYDGIKE, TPIKVKAIKA.

ZUVIGTATOL TPOGOYN EAV 1] TAATEPLOOVT] GLVOVALETOL e AAND PUPHOKEVTIKA TPOTOVTO TTOV Eivar
YVOGOTO OTL EAATTMVOLV TOV 0V30 TV GTUcUOV (ONA. patvobelaliveg 1| PouTupOoPAIVOVES, TPIKVKAIKA
N EKAEKTIKOVG avOoTOAEG emavampdoAnyng ¢ oepotovivng (SSRI), tpapaddin, ueprokivn, K.AT.).

H ovyyopnynon tov and cToUATOC YOPNYOOUEV®Y SIOKIMV TOAMTEPIOOVIG TUPUTETAUEVIG
amodéopevong og otabepn kotdotaon (12 mg pia popd nuepnoing) pe diokio TapATETOUEVNC
amodéopevong divalproex sodium (500 mg éwg 2.000 mg pio popd nuepncing) dev ennpéace v
(QOPUOKOKIVITIKT TOL BaATpoikol 0&€og oe otafept] KOTAGTAOT.

Agv &yel mpaypatomoindel perétn alinienidpaong peta&d tov Xeplion kat tov ABiov, w1660, OV
glvar mBavo va eLEOVICTEL PAPUOKOKIVITIKY QAANAETIOpaoN.

Evdgyouevn enidpoon GAAmv apudkov oto Xeplion

In vitro peléteg vodekviovv 6Tt ta Evivpa tov kutoypopatog CYP2D6 kot CYP3A4 pumopel va
GUUUETEYOVY EAAYIOTO OTO UETAPOAIGUO TNG TAATEPLOOVIG, OEV VITAPYOLV OU®G eVOEIEELS, 0UTE in
vitro o0Te in vivo, 0Tt T 160€viuHe aVTd d1adpopatilovy oUAVTIKO pOAo 6To LETAROMOUO TNG
mamepldovnc. H cuyyoprynon g amd oTtOHaTog Yop1yoOHEVTG ToAmeptdovng poll pe mapoletivn,
&vO¢ 1oyvpov avactorén Tov CYP2D6, dev £0e1&e kopio KAVIKG GNUAVTIKT ETIOPACT OTIG
QOPUOKOKIVITIKES IO10TNTES TNG TOMTEPIOOVNG,.

H ovyyopnynon g omd otouatog 3opnyodUeVNC TAATEPLOOVNC TAPATETUUEVIC OTOOECUEVOTG Lid
@opa nuepnoing pe kapPapalenivny 200 mg dV0 QoPEC NUEPT|CIMG, TPOKAAEGE PEI®ON KOTA TEPITOVL
37% 1oV péocwv TH®V Crax kot AUC g molmep1ddvng o€ otabepn katdoTaot. Avti 1 peioon
TpoKaAeital, o oNUAVTIKO Pabuod, amd avénon katd 35% g veppikng kaBapong T TaAmEPOOVG,
TOOVOV O UMOTEAEG O, ETAYMYNG TNG VEPPIKNG P-gp amd v kapPapalenivn. Mia nocovog onpaciog
LEl®ON TNG TOGOTNTAS TNG AUETAPANTNG OPOCTIKNG OLGING TOL EKKPIVETOL GTA OVPA, VTTOINAMVEL OTL
vap&e pkpn enidopaocn oto petafoitopd tov CYP 1 ot frodabecipdtnra tng momeptdovng kot
N cuyyopnynon kapPapalenivng. Meyadbtepeg LEIMGELS OTIC GVYKEVIPMGELS TG TOMTEPIOOVNG GTO
T doua uropel vo mapovctacbodv pe vynihdtepeg d0oelg kapPapalenivng. Katd tnv Evapén g
kapPapalenivng, n d6or tov Xeplion mpénet va emava&loloyeitor Kot va av&avetat, edv givot
avaykaio. Avtifeta, kotd ™ dtokomn ¢ kapPapalenivng, n d6on tov Xeplion wpémel va
emovoSlOMOYELTAL KOl VO LELDVETAL, EAV ElvaL avayKaio.

H ovyyopnynon epdmaé d6omg £vog S10Kiov amd oTOUATOG XOPTYOVUEVNG TOAMTEPIOOVNG
mapoTETOUEVN G amodéapevong 12 mg pe diokio divalproex sodium mopateTapévng amodEGIEVONC
(dvo dtokio Twv 500 mg pia opd nuepnoing) eiye w¢ amotéleoua Ty avénon katd tepimov 50% tov
TIAOV Crmax K0t AUC g ToMmep1dovng, Thovov g amoTéAEGHO TG AVENUEVIC ATOPPOPTONG 0T
otouatog. Eedcov dev mapatnpndnke kopio exidpacrn otn cvotnpatikiy kaboapon, oev 0o avapevotay
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pio KAvikd onuovtikn aAAnAenidpoon pHeta&d tov diokimv divalproex sodium mopatetopévng
amodéopevong kat tng evoopikng éveong pe Xeplion. Agv £yel peketnel avti 1 aAAnAenidpaon pe
t0 Xeplion.

Zuyyopnynon tov Xeplion pue prowepddvn 1 UE 0o oTOUOTOC TOATEPLOOVT

Agdopévovu OTL 1 ToMIEPIOOVT EIvaL 0 KUPLOG OPOCTIKOG LETAPOAITNG TNE PLIOTEPLOOVIG, TTPETEL VO,
dtvetar Tpocoyn| 6tav To Xeplion cuyyopnyeital pe promeptddvn 1 and GTOUATOG TOATEPIOOVT Y10l
EKTETAUEVEG YPOVIKEG TTEPLOdOLC. Ta dedopéva acedielag Tov TephapPdvouy Ty TauTOYpOVN YPNoN
tov Xeplion pe GALO AVTIYLYOGIKG QAPUAKO EIVOL TEPLOPIGUEVAL.

Zuyyopnynon Tov Xeplion pe yuyodieyeptikd

H ocvvévacpévn ypnom yoyxodieyeptikav (.y., LeBVAPaVISATN) e TAATEPLOOVT UTOPEL VO, 00N YN OEL
0€ eEOMUPALUOIKG CUUTTAOUATO KOTA TNV dALOYN TNG pioag N Kot Tev 600 Bepaneidv (PAEne
Tapdypoo 4.4).

4.6 Tovipétnra, kONoN KM yorovyio
Kvnon

Agv vtdpyovv enapkn ototyeio amd T YPNoN TG TOATEPOOVNG KOTA TN dtdpkela TG konong. H
EVOOLDTKMG EVIOUEVT] TOAULTIKY TOAMTEPIOOVN KoL 1] OO GTOUATOG XOPTYOOUEVT] TAAITEPLOOVT OEV
NTav TEpaToyOVEC 6€ peAéTe o€ (ma, mopatnpnonKoy, OU®c, GAAEC LOPPEC TOEIKOTNTAS TNG
avamopay®ykng wovotntag (BAéne mapdypago 5.3). Neoyvd mov ektifeviat oe maAmepidovn KoTd ™
SLIPKELD TOV TPITOV TPNVOL TNG KON ONG S1aTpEXOVV KIVOLVO Yo avemBoupunTeg evEPYELES,
cuumepAoUPavoUEVOVY EEOTLPASIKAV KoL) COUTTOUATOV 0mdGVPONG, T, OTTOl0. LITOPEL Vol
mokiAovv 6g GoPapdtnra Kat S1dpKeLd LETA ToV TokeTO. Exouv vapéet avapopéc yio d1éyepon,
vIEPTOVIN, LTOTOVID, TPOUO, VITVNAIL, AVATVEVGTIKT SLGYEPELD 1] OLULTAPOYT TPOCANYNG TPOPNG.
SVVETMG, TO, VEOYEVVITO, TTPETEL VO, TopakoAovbovvtal tpocektikd. To Xeplion dev mpémel va
YPNOLOTOLEITOL KATE, TN O1APKELD, TG KOTONG, EKTOC OV EIVOL COPDC OTAPAITNTO.

OnAaopoc
H moAimepdovn anexkpivetal oto untpikod yoio og t€to10 fabud dote givar Todd mbavo va vadpEovy

emdpdoeig oto ONralov Ppépog, edv yopnyovvrat Bepamevticég dooelg og OnAdlovoeg yovaikec. To
Xeplion dev wpémel va yopnyeitar katd tnv mepiodo Tov Onracuov.

Tovipdmra

Agv mapommpnOnkay oyeTikég eTOPACELS O UN KMVIKEG MEAETEC.

4.7 Emodpdaosig 6TV IKOVOTNTO 001]Y1|6NG KOl YEIPICHOD PNy OVI|LATOV

H moAimepdovn pumopet vo £yl ukpn 1 LETPLA ETLOPACT] GTIV KAVOTNTA 0O1YNOTG KOl EPICLOV
LYoV LATOV AOY® TV SUVNTIK®V EMOPACEMY GTO VEVPIKO GUGTNIO KOl GTNV OPACT], OT®G
KATOOTOAN, VTVNALL, cuykomn, Oaumn dpacn (BAéne Tapdypago 4.8). Emouévmg, mpénet va
ouvieTtdrtal 6Tovg acteveic vo unv 0dnyobv 1 vo unv yepilovton unyoviuoto, LEyPt vo, Yivel yvootn 1
gvoiodnoia tov kdbe atdpov oto Xeplion.

4.8 AvemOOunTEeg evépyELES

20VoYT TOV TPOPIA 0LGQUAELOC

Ot avemBOunTeC EVEPYELEC TTOV OVAPEPONKAY TTLO GLYVA OTIC KAVIKES SOKIUEC NTOV abTTvid,
KeaAadyia, dyxog, AoiUOEN TOV AVMTEPOL AVOTVEVCTIKOD GUOTNUATOG, avTidpaot tng Béong Eveong,
TOPKIVGOVIOUOS, 0véNuévo couatikd Bapoc, axadnacio, S1€yepon, KATAGTOAN/VTVNALL, VaLTia,
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dvokototnta, (AN, PVOCKELETIKO AAYOG, TaLKAPi, TPOUOG, KOIAMOKO AY0g, EUETOC, dLdppota,
KOT®OT Kol dvotovia. Ao avTéG, 1 akafnoio Kot 1 KOTaoToA/vvniio eavnkoy 6Tt nTav
docoeEapTdUEVEC.

KotdAloyoc ovemfountmy EVEPYELDY GE LLOPPT) TIVOKO

AxoAov0olv GAeC 01 OvVETIOVUNTEG EVEPYELEG TTOV AVOPEPONKOV LE TNV TOATEPLOOVT LE Baon TV
KATNYopio GLYVOTNTOG OV EKTIUNONKE 08 KAVIKEG SOKIUEG e TUAUITIKY] TOATEPLOOVT).
Xpnoipomotovvol ot akoAovhot 6pot Kot cuyvotnTeG: modd suyvés (> 1/10), ovyvés (= 1/100 wg

< 1/10), 6yt ovyvés (= 1/1.000 éwg < 1/100), omavies (> 1/10.000 émg < 1/1.000), wold oravies
(< 1/10.000) kou un yvawotég (dev umopoy va ektiunbovv pe faon ta dabéciuo dedouéva).

Katnyopia/opy AvemBopnreg evépyeieg
OVIKO GUOTNHO Toyvétnra
Moo Xoyvég 'Oy ovyvég Xravieg Mn
oVYvég YVooTic”
AopdEeis ko Aolpwén Tov mvevpovia, Bpoyyitida, Aoipwén Tov
TOPUCITAOGELS AVAOTEPOV Aolpwén Tov opBoALL0V,
OVATTVELGTIKOV OVOTTVELGTIKOV AKOPEOSEPHATITL
GUGTNLLOTOG, GLOTNHATOG, LYHopiTda, | da
ovporoipwén, ypinn KvoTtitda, Aolpwén Tov
®TOG, APVYOUAITION,
OVUYOHVKNTIOOT,
KutTopitida, vroddplo
OmOGTNUO
Awtopoyés Tov HELOpEVOS ap1OdS ovdetepomevia, OKOKKIOK
JLLOTTOU TUKOV AEVKOKLTTAP®V, ovorpio | OpopPomevia, VTTOPOLL
K01 TOV avENpEVOG o
Aep@kov apOpog
CUGTNOTOG NOSWOPIADV
Awrapayés Tov vrepgvotodncio AVOQPLAOK
UVOGOTOUTIKOV TIKN
GUGTILOTOG avtidpoo
n
Awrapayés Tov vrepmpolokTivatia? anpoOGPopM
EVOOKPIVIKOV £€KKplon
GUGTIHLOTOG AVTIOOVPNTIKNG
OpHOVNC,
Topovcio
yYAvkong ota
ovpa
Awrapayés Tov vrEpyAVKOLiaL, coxyap®dng S, | dapntich dninmpi
petaforicpov AVENUEVO COUATIKO VIEPVGOVAVALULD, keto&éman, oon pe
Ko NG 0péyng Bapog, petwpévo avénpévn opekn, VIOYAVKOULiL, vepd
ocOUATIKO Bapog, avope&ia, avEnuéva moAvdVYia
petpévn 6peén Tprylukepida aipartog,
avEnpévn yoAnotepoin
oipaTog
Yoyuatpikés abmvio® Séyepon, katabAyn, | datapoyn vvov, povia, | KoTotovia, oyxetiloue
owTapoyés ayxog HElopUEVN 6eE0VOAIKN GLYYVLTIKN V1| LE TOV
emBopio, vevpkdnra, KaTAoTOOM, vmvo
EQLIATNG vvoPaocio, Swotapay
D f
ouvaicOnpua, TPOGANY
avopyaopia NG TPOPiig
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AwTopoyés Tov TOPKIVOOVIGUOCY, oy dvokvnoio, Kakomoeg Sopntikd
VELPLKOD oxoOnoia?, GUYKOTN, YUXOKIVITIKY | VEVPOANTTIKO KOO
GULOTI|LOTOG KOTAGTOAN/ VTVl vrepKivnTikota, {aAn | cvvdpopo,
dvotovia?, {aAn, 0éomg, dwTapayn oV EYKEQPUMKN
dvokwnoio?, Tpépoc, | mpocsoyn, ducapbpia, woyotpio, EAAENYT
KeEPOAOAYio dvoyevoia, vroaicOnoia, | avtidpaong o€
mapaicincio epedioparta,
ATOAELL
oovveidnong,
HELOUEVO EMITEDO
oovveidnong,
onacpoc,
dlatapoyn g
1Goppomiog, Un
(PLGLOAOYIKOG
GLVTOVICUOG,
KOOVILLOL
KEQAANG
O@0aipikég Oapmn 6paon, YAOKO L, GUVOPOLO
dwatapoyés emme@uKiTd, SwaTopoyn YoAopNG
Enpoebaipio KINTIKOTNTOG ip1dog
oV 0QOUALLOY, (dreyyepm
GLGTPOPT| TOL TIKO)
opBuApIKoD
BoABo0,
poTOQOPia,
oENHEVN
dakpvppota,
VIEPALUIN TOV
o@BaAuon
AwTopoyés Tov tAyyoc, eppoéc, otakyio
®OTOS KAl TOV
AafopivOov
Kapdwkég Tayvkapdio KOATTOKOIMOKOG KOATTIK
dwatapoayés amoKAEIoNOC, datapay | LoprapLyn,
AYOYLLOTNTAG, pAefokopPikn
niektpokapdoypdonue | appvipio
L€ TOPOTETAUEVO
Staotpa QT, cvvdpopo
opBoocTatiKng
Tayvkapdiog,
Bpadvkapdia, un
(PLGOAOYIKO
NAeKTpOKAPIOYPAPTLLQ,
aicOnuo moApdv
Ayyelokég VEPTAGT vroTOoT, 0pBocTATIKY TVELLOVIKN woyopio
dwatapoayés VIOTOOT euPorn, phefkn
Bpoupwon,
gpvbpioon
Awrapoyés Tov Bryxag, pwvikn dvomvoua, GUVOpPOLLO VIEPOEPL
UVOTVEVGTIKOD oupeopNoN QOPLYYOLOPVYYIKO VIVIKNG Gmvolog, | GHOG,
GUGTINOTOG, dAyog, emiotaén TVELHOVIKY TVELHLOVL
70V OOpaka Kol ouueopnon, o amd
0V ouUEOpNOoN €10pOPNC
pecodmpaxiov OVOTTVEVGTIKNG ,
0000, poyyot, dvopmvia
ovptypdg
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AwTopoyés Tov KOWaKO dAyog, Kowtakn dvcpopia, Taykpeatitido, eledg
YOGTPEVIEPLKOV éuetog, vovrtia, yaotpeviepitida, EVTEPIKN
dvokotMoTnTO, dvoopayia, Enpootoptia, amoeputn,
duappota, dvomeyia, LETEOPIGUOG SloyKopévn
odovtalyio YADGOO,
axpdrelo
KOTPAvV®V,
KompoAbog,
YEWITIOO
Awrapoyés Tov avénpéveg avEnpévn y- iktepog
NTATOS KO TOV TPOVGOUVAGES YAOUTAUVATPAVGPEPAGT),
KO QPOpOV avENpEVO NTOTIKO
évlopo
Awrapayés Tov Kvidwor, kvnopoc, (POPLLOKEVTIKO GLVOPOLLO
OépRoTog Ko eEavnpa, olomexiol, eEhvOnua, Stevens-
TOV VT0O6PLOV éxlepa, Enpodeppia, VIEPKEPATWOO, Johnson/t
1670V €pUONM O, oK ouNypaToppoikn | o&ikn
deppatitida, EMOEPLUK
mTupida |
VEKPOALO
n
ayye00id
nua,
ATOYPOL
OTIGHOG
dépuatog
AwTopoyés Tov HVOCKEAETIKO AAYOC, | avénuévn papdopvorvon, oTlOoT
LVOCKELETIKOD 0GQLOAYICL, KPENTIVOQPMGPOKIVAOT odyKmon CMUOTOG
GUGTINOTOG, apBpoiryio aipartog, poikoi apBpwong un
TOV GUVOETIKOV onacpoi, dvokapyio (LGOAOYL
16700 KOl TOV apBpmong, poikn KN
06TOV advvapio
Awrapayés Tov aKpATELD OVP®V, KOTOKPATNON
VEQPAOV KU1 TOV mohlAakiovpia, duvcovpia | ovp@V
0VPOPOPOV
00V
Katacstdosig GUVOPOLLO
™G Kdnong, Tng TV
Aoyeiog kKo NG VEOYVDV
TEPLYEVVITIKNG ond
nEPLOOOV ondcLpo
n
QOPHLAK®
v (PAéme
Tapdypag
04.6)
Awrapayés Tov aunvoppota GTLTIKN SLGAELITOLPYiQ, TPLOTIGULOG,
UVOTOPAYOYUKO dwataporyn dvcaveia
¥ cvoTpaTOg EKOTEPLATIONG, HOOTOV,
K01 TOV LoGToV dwaTapoyn ELpnvov GULLPOPNTIKY
pvong’, yvvoukopaotial, SdyK®oN
YOAOKTOPPOLQL, Ha.oTOV,
6€E0VAAIKN odyKmon
dvcietrtovpyia, HO.OTOV, KOATIKO
LacToduVvia EKKPIUOL
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I'evikég mopeia, e€acBévion, | oidnuo TpocdTOL, vrofeppia, ptyn, | pelopévn
owTapoyEs Kot KOT®ON, avtidpaon oldnpa’, avénuévn dlya, ovvdpopo Oeppokpa
KOTOOTAGELS g B€omg éveong Oeppokpocio cOUATOG, amd amdGLPON ol
™¢ 06090 L1 OLGLOAOYIKO PapudKov, OMOTOC,
xopnynong Badiopa, Bwpaxikd AmOCTN O TNG VEKPOOT)
GAyog, Bopaxikn 0¢omng éveong, ot
dvcpopia, aicOnua KuTTapiTIdN TG Béomtng
Kakovyiog, okAnpouvon Béong éveong, éveong,
KO0 g Béong | €Akog NG
€veong, Béomng
apdTopo e éveong
Béong éveong
Kokooeig, TTOON
ONANTNpPLaCELS
KOl ETUTAOKEG
0epameEVTIKAOV
LEPLORAOV

“  H ovyvomro tov avemdoun oy evepyeldv ToEIVOUEITOL g «iT YYOOTEC) Eneldn dev mopoatnpiOnkoy oTig KAMVIKEG HeAéTeg e

ToApTiKn Tolmepldovn. IIponAbav eite amd avbopuNTES AVOPOPES LETE TNV KUKAOPOPIa TOL TPOTIGVTOG KOL 1] GUYVOTITA dEV
Umopel va TPocdIoPLoTEl, £iTe 0O dESOUEVE, KAVIKOV HEAETOV Kot / 1] avopopEG LETE TV KLKAOPOPIo, TOL TPOIOVTOG e
pLomeptdovVN (0010 TOTE GKEVAGHA) 1] O GTOLOTOG YOPTYOVUEVT TOAMTEPLOOVT).

B AvatpéEte oty Topdypopo «Y TEPTPOAOKTIVOLLLIO TAPAKATO.

Avatpé€te oy mapdypoa@o «EEOmTUPUSIKE CUOUTTOHOTOY TOPUKATO.

=

g gleyyOueveg pe €1KoviKd Qappako KAMVIKES SOKIHES, avapépOnke cakyapmdng dtafng oe mocootd 0,32% oe acbeveig mov
£éhaPav Bepancio pe Xeplion og cvykpion pe m0c0otd 0,39% oty opdda Tov gtkovikov popudkov. H cuvoliky enintmon and
Oheg Tig KAViKEG dokiuég Tav 0,65% oe GAovg Tovg acbeveig mov éhafav Bepaneio pe Xeplion.

H adnvia meprhappaver: apyu) admvia, admvia Kotd ™ péon ToL VIvov. O 6TASROS TEPIAAPPAVEL: CTOCUO YEVIKEDUEVNG
emnviog. To oidnpa weprhapfaver: yevikevpévo oldn o, TEpLPEPKO oidn e, oidnua pe evrorope. H dwetapaynq éppnvov
poong meprhappaver: Kabvotepnpév ELUNvo poct, aKkavovieTn EUpnvo poot|, OAYOUNvVOPpOLa.

AvemBounTec evEPYELEC 01 OTTOIEC TOPATNPNONKOY GE QAPLOKOTEYVIKEC LOPPEC PIGTLEPIOOVTC

H moAimep1dovn givat o dpaotikdg HeTafoAITNG TNG PLOTEPLOOVIG, CUVETMG TA TPOPIA AVETIOOUNTOV
EVEPYELDV OLTAOV T®V dV0 0VOIDV (GVUTEPIAAUPAVOUEVOY 0O GTOUATOS KOL TMV EVEGIUMV LOPPDV)
oyetilovion peta&d Toug.

TIeprypoen emAeyuévav ovemfountmy EVEPYELMV

Avagpoloxtikn aviidpaon

Zravia £govv avapepbel TEPIOTOTIKG AVOPUANKTIKNG 0vTidpaoTg LeTd amd Eveon pe Xeplion kotd
TNV gumEpion LETE TV KuKAOPOpia TOV TPOidVTOg Ge acheveic Tov oTo TapeABoV elyav emdei&el avoyn
OTNV OO GTOLOTOC PLOTEPIOOVT] KOl TNV 00 GTOUATOC TOATEPLOOVN (PA. Topdypago 4.4).

Avtidpaoeis g Oéong eveans

H mo ocuyvd avoaeepduevn avemBountn evépyeta mov oyetileton pe tn 0éon éveong Ntav to dAyog. H
TAELOYN (L0 AVTOV TOV AVETIHOUNTOV EVEPYEIDV avapEpOnie OTL NTav NIoG £0G LETPLOG PapdTnTOg.
O1 0&1oA0YNOEIG OO TOVG GUUUETEYOVTEG TNG LEAETNG TOV AAYOLG otr BEom éveong pe faon pia
OTTIKY OVOAOYIKT KATHOKO £TEVAY VO LELDVOVTOL GE GLYVOTNTO Kol £VTOOT] LE TNV TAPOS0 TOV ¥POVOL
o€ Oheg Tig peréteg Daomng 2 ko 3 pe Xeplion. Ot evéaelg 010 deAtoedn pov BewpnOnkay tL NTOV
EMIPPAOG TLO EMMOVVEG OO TIG AVTIGTOLYESG EVESELG 0TO YAOLTIOHO pv. Ot Aouwég avemBOUNTEG
gvépyeleg ¢ Béong éveong Nrav Kupimg Nieg o€ vtaon Kot cupmeptlapupavoy ckinpuven (cuyva),
Kvnouo (0y1 cuyva) kot olidio (omdvia).

Elonmvpogudixa ovurrouaro (EI1L)

Ta EIX meplapufoavoy piog GUYKEVIPOTIKN avAADGT TOV akOAOVO®Y OPp®V: TOL TOPKIVGOVIGUOD
(mepriapPivel VTEPEKKPIOT GLEAOV, LVOCKEAETIKY SLCKOUIN, TUPKIVGOVIOUO, AKOLGia EKPOT| G1EAOV
amd 10 oToHa, oNUelo 000VIMTOD TPOY0D, OYiun dSvoKIvNGia, VTOKIVNGid, KAONA®UEVO TPOGMTEID,
uoikd oei&uo, axwvnoio, ovyevikn akopuyio, Loikn akopyio, TOPKIVGOVIKO BASIGHO, U1 PVGIOAOYIKO
UEGOPPLO OVTUVOKAUGTIKO KOl TOPKIVGOVIKO TPOWO NPepiag), T akabnaciog (mepthapupdvet
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akafnoio, avnovyio, VTEPKIVIOIO Kol GUVOPOLO VGOV TOdMV), TG duoKivnoiag (dvokivnoia,
LUiKEG OECOMGELS, OPEOABETMOT, AOETMOT, Kot LLOKA®VO), TG duatoviag (TeptiapPiver
dvortovia, vreptovia, paPokpovo, aKOVGIEG LVIKEG GUOTAGELS, LDTKEC CLOTAGELS, PAEPAPOGTOCLO,
Kpion TEPLoTPOoPNC 0POUAUIKOY BOAPBOV, TAPUAVCT YADGGUC, CTAGUO TOV TPOCHTOV,
A0PLYYOGTOGCLO, LVOTOVIA, OTIGHOTOVO, OTAGLO GTOLATOPAPLYYA, TAAYIOTOVO, CTAGHO YADCGCOS, Kol
TPoUO) Kot Tov Tpopov. Tpémel va onpelmbel 60tL mepriapfdveral £va evpvTEPO PAGLO CUUTTOUATMV,
TaL oToia 6gV £XOVV OmOPaiTNTO, EEOTLPALOIKT TPOEAELGT).

Avénon owpotixod fapovs

> perétn 13 gfdopddwv mov mepieraupave ™ docoroyia Evapéng 150 mg, | avaroyia Tov
GULUETEYOVTOV LE 1] LGLOAOYIKT abENGM Papous >7% £deiée pia docoe&aptdpevn taom, e 5%
GLYVOTNTA ELPAVIONG OTIV OULASN ELKOVIKOD QUPIAKOV GUYKPITIKA LE TIG GUYVOTNTEG ELPAVIONC TOV
6%, 8% xo 13% otic opddec tov Xeplion 25 mg, 100 mg kot 150 mg, avtictowya.

Koatd ™ didpketa g ovoiktig peTofatikng neptddov/meptodov cuviipnong 33 gfdopddwv g
SOKIUNG HaKPOTPOBESUNG TPOANYNG TNG VTTOTPOTNS, 12% TV cvupeteyovimv Tov Adupavay Xeplion
TANPOVGAV AVTO TO KPITHP10 (AHENOT COUOTIKOD BApovg > 7% amd Tn SITAd TVEAN PACT £mG TO
teAko onueio). H uéon (T.A.) petafoin tov copotikov Bapouvg amd v Evapén e ovoikTg
Oepaneiog rav +0,7 (4,79) kg.

Yreprpodaxtivayuio

e KAMVIKEC SOKIHEG, TTopatnpROnKay Siipeses ALENCELS OTIV TPOAOKTIVI) 0pOL GE ATOUO, KOL TV dVO
@OA®V ov AdpPovay Xeplion. AvemBounteg evépyeleg Tov Umopei va vtodnAmdvouy avénon twv
EMIESOV TNG TPOAUKTIVIG (T.)., AUNVOPPOLLL, YOAAKTOPPOLL, SLOTAPAYES TNG ELUVOL POGEMG,
YOVOUKOHOGTIO) avo@EpOnikay cuVOAKA 610 < 1% TV GUUUETEYOVTOV TG LEAETG.

Emdpdosic e kotnyopiog

IMopdrtaon Tov dwwotnuatog QT, kothakég appubuiec (Kotokn papuopvy”, KooKk Toyvkapdia),
aevidtog ave&nynrtog Odvatog, KapdloKn avakomy Kot KooKy Tayvkapdio diknv putidiov (torsade de
pointes) pumopel va Gupfovv e avTyuY®CIKA.

[eprotatikd eAefikng Opoupoepfoing, coumepAaUPovVOLEV®VY TOV TEPITTOCEDY TVEVIOVIKNG
eUPoAG Kot TEpITTOCE®Y €V T® PAOel pAefrcng Opopfmonc, Exovv avapepbel KoTd T Yop1yNon

OVTLIYLYOCIK®OV QOPUOKEVTIKAOV TPOTOVTOV (U1 YVOGTI GUYVOTNTO ELPEVIONG).

Avopopb Thavorloyoduevev aveTOOUNTOV EVEPYELDV

H avagopd mboavoroyoduevoy avemBOunTmy evepyelmy PETO amd TN YopNyNnon Goelng Kuklopopiog
TOV QUPUOKELTIKOD TPOIOVTOG elvan onuavtikn. Emtpénet tn cuveyn mapakolovdnon g oxéong
0PEALOVC-KIVOVVOL TOV PUPHOKEVTIKOD TPOTOVTOC. ZNTeital and Tovg EXayyEALATIEG VYELNG VO
avaPEPOLY OTTOLEGONTOTE TOUVOLOYOVUEVES OVETIOOUNTEG EVEPYELEG UEG® TOV EOVIKOV GUOTNUATOG
ovopopds mov avaypdeeton oto [Hopdptnua V.

4.9 Ynagpodocoroyia

ZOUTTOUOTO

€ YEVIKEG YPOUUES, TO OVOUEVOLEVO CNUELN KOl COUTTOMOTO VAL ALTE TOL TPOKVTTOLY ATO TNV
VIEPPOAIKT] EKPPOCT) TOV YVOOTMV POPUAKOAOYIKADV ETOPACEDY TNG TAATEPIOOVNG, ONANOT VITIVNALL
K0l KATOOTOAT, TOXVKOPSia Kot vtdTaot, tapdroct tov dtaotiuatoc QT kot eEmmupapdicd
ocvopntopoata. Kotliokn tayvkapdia dikny puridiov (torsade de pointes) Kot KOAMOKN Hapuopvyn EouV
avapepbei og évav aobevi oTa TAAICL0 VITEPSOCOAOYING UE IO GTOLUTOC YOPTYOVUEVT] TOAMTEPIOOV.
2V nepintmon o&eiag vrepdocoroying, TpEnet va, AapPivetal VoY 1 TOAVOTNTO CLUUETOYNNS
TEPLGGOTEP®V TOV EVOG PUPLAKDV.
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Awyeipion

[Ipéner va AauPavetat vadoyn n OO TG TUPUTETAUEVNG ATOOEGUEVGTC TOV PUPUOKEVTIKOD
TPOTOVTOC Kal 1 LOKPA NUITEPI0d0g CMNE TNG AMEKKPIOTG TNE TOAITEPLOOVNG OTAV EKTIULOVTOL O
BepamenTiKég avAYKeS Kot 1 avappmon. Agv vrdpyel e01kO avtidoTo yio TNV tolmepdovn. [lpénet va
epappolovrot yevikd vrootnpiktikd pétpa. EEacpaiiote kot diatnpiote fotd agpaymyod Kot
dloo@oAioTe Pk 0ELYOVOOT) KOl AEPIGUO.

[Ipémer va apyioet dpeco Kapdlayyelokn TopakoAovdnon mov Tpénet va mepAapPavel cuveyn
NAEKTPOKAPIIOYPAPIKN TapakoAovOnomn yuo mhavig appubuicc. H vrdtacn kot 1 kukAopoptkn
katomAnéio Tpénel va avTiuet@nilovTol pe To KATaAANAo HETPa, OTTMG 1) EVOOPAEPLN YOPTIYNGT LVYPDOV
KO/ GUUTAON TIKOUUNTIKOV TOPAYOVI®V. L€ TEPITTM®OT GOPapdV EEOTVPOUIIIKOV CUUTTOUATOV,
npémel va yopnynbovv avtiyoivepyikoi Ttapdyoviec. H otevn emifreyn kot Tapakoroddnon npénet va
oLVEYIETOOV UEYXPL VO AVAPPAOCEL 0 0GOEVIC.

5. DAPMAKOAOI'TIKEX IAIOTHTEX

51 ®@oppoxodvvopikég 1010TNTES

Doppokobepamentikn katnyopio: Yoyoinmtkd, dAla avingvymoikd, kodikdég ATC: NOSAX13

To Xeplion wepiéyetl éva pakepkd petypo (+)- kot (-)- TaMITEPLOOVIG.

Mnyoviopoc dpdong

H maAimepidovn givarl évog eKAEKTIKOC TOPAYOVTOG TOV OTOKAEIEL TIG LOVOUUIVEPYIKES ETIOPAGELS, Ol
QOPUOKOAOYIKES IO1OTNTEG TOV OTTOIOV EIVOIL SLUPOPETIKES OO AVTEC TOV TOPASOC UKDV
vevponmtik®v. H molmepidovn deopevetar 1oyvpd otovg oepotovivepytkovg S-HT?2 kat Tovg
vromopvepyikovg D2-vmodoyeic. H molmepiddvn emiong amokiegiel Toug a-1-0dpevepytkong vwodoyEig
Kol omokAgiel, o pikpoTEPO Pabud, Tovg H1-16Tapuvepytkong Kot Toug o-2-a0peVEPYIKODS VTTOS0YEIC.
H pappaxoroykn dpdon tov (1) Kot (-) EVAVIIOUEPDV TNG TAMTEPIOOVTG EIVOL TOLOTIKA KO TOGOTIKA
wapdpoto.

H moAimepdovn dev deopevetar o€ yoAvepytkovg vodoyeis. [laporo mov 1 TaAimeplddvn eivor Evog
oyvpog D2-avtaymviotig, mov Bewpeitat 6Tt avakovpilel To BeTikd copnTdpate TG oXloPpEveLlog,
TPOKUAEL KATAAN i 6 WKPOTEPO PaBUd Kot LEIDVEL TIG KIVITIKEG AEITOVPYIEC O LKPOTEPO Pabuod
amo T, TOPUSOCIOKA VEVPOANTTIKA. O £VTOVOC OVTOY®VIGUOG TNG CEPOTOVIVIG GE KEVIPIKO EMIMEDO
Umopel vo EAATTOCEL TV TAGCT TG TOAMTEPIOOVNG VA TPOKOAEL EEMTLPAIOIKESG avemBOUNTES
EVEPYELEC.

KMvikn omotereouatikdTnro

OCeia Ocpareio e oyiloppévelog

H amoteleopatikotnta tov Xeplion oty ofeia Oepaneia tng oyloppévelag tekpunprobnke oe
té00ep1g Ppoayumpdieoieg SITAG TVQAES, TUYALOTOUUEVES, EAEYYOUEVES LE EIKOVIKO QAPLAKO,
otabepng 06ong peréteg (Lio Tov 9 efdouddmv Kot Tpelg TV 13 efdopddmv) € VOOTAEVOUEVOVC
eviAIkeg aoleveic pe o&ela vrotpom, ot omoiot TANpovoay ta kprtiple DSM-IV yia oylloppéveta. Ot
otabepég 60ce1g Tov Xeplion og awTéG TIg peAéteg yopnynOnkav v In, v 8n kot tnv 36m nuépa ot
ueAétn tov 9 efdouddwv kot extmpoctiétmg v 64n nuépa otic peréteg Tmv 13 gfdouddwv. Agv
YPEWICTNKE EMTPOCOHETT CLUTANPOUATIKY Oepameia pe 0md GTOUATOG YOPNYOVUEVO AVTIYLYDCIKE,
Katd tn ddpketn g o&eiag Bepoameiog g oyxlloppévelng pe Xeplion. Qg Tpmtedov KATUANKTIKO
onueio amoteAecpoTikoTnTOg KaBopiotnke 1 peimon 6t cuvolikr| Babuoioyio tng KAiipaxkog
Oetikov kot Apvntikod Xvvdpouov (Positive and Negative Syndrome Scale, PANSS), 6mwg gaivetat
otov mopakdto Tivaka. H khipoka PANSS givar pio emikopopévn Alioto moAvaplfuny otolyeiov mov
OmOTEAEITOL OO TEVTE TAPAYOVTES Y10l TNV 0&0AOYNON TOV BETIKAOV CUUTTOUATOV, TOV APVITIKOV
CUUTTOUATOV, TOV ATOOI0PYOVOUEVOV CKEYEWDY, TNG aveEEAEYKTNG emOeTIKOTNTOC/ EEQWYTG KOL TOV
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ayyovg/katdOiyng. H Asttovpyikotnta a&iohoynonie pe  xpnon g KMUOKOG TPOCOTIKNG Kot
Kowmvikng enidoong (Personal and Social Performance, PSP). H PSP givot pio emkvpopévn, kKAtvikd
Babuovounuévn KAipaka, n omoio LETPA TNV TPOCMIIKT KOl KOWVMVIKT] AELTOVPYIKOTNTA G TEGGEPIS
TOUEIG: KOWOVIKA ¥PNGULES dpaoTnPlOTnTES (EpYacia Kol HEAETN), TPOCHOTIKEG KO KOWVOVIKES

OYE0EIC, AVTOEELTINPETNON KoL EVOYANTIKEG KOl EMBETIKEG GLUTEPLPOPES,.

e pio pekém 13 gfdopadmv (n = 636), n omoia cOyKpive Tpelg otabepés do6aelc Tov Xeplion (apyikn
éveon 150 mg oto dedtog1dn P, akoAovBovpevn amod 3 d6celg Tov 25 mg/4 efoounddec,
100 mg/4 gfdopddec 1 150 mg/4 efdopddeg 6To YAOLTIHHO 1) TO SEATOELON V) LE EIKOVIKO PAPLOKO,
Kal o1 Tpelg d0oelg Tov Xeplion HTav avMOTEPES Ad TO EIKOVIKO PAPUAKO OGOV apopd TN Pertimon g
ouvolkng Badporoyiag oty kKAipaxe PANSS. Ze avtr tn pedétn, kat ot 600 ouddeg Oepameiag Tmv
100 mg/4 gfdopuddeg kot twv 150 mg /4 efdopdoeg, alid oL opdda Tmv 25 mg/4 efSopddeg,
emESEIENV GTUTIOTIKN LIEPOYN O GYECT LUE TO EIKOVIKO dpuako ot faduoroyio g KAipakag PSP.
Avtd to amoteréspota vrootnpilovy Ty amotelecpatikdTTa KoO' OAN TN didpKela TG Oepoameiog

ka1 TN Pertioon oty Khpoka PANSS kot mapatnpninke omd v 4n nuépa e ONUOVTIKI

S0 (pOPOTOINCT| OO TO EIKOVIKO QAPHOKO OTIG 0pades Tav 25 mg kot 150 mg tov Xeplion péypt tnv

8n nuépa.

Ta anotehéopATO TOV GAAOV LEAETOV £dMCOV GTUTICTIKA CNHOVTIKA OTOTEAEGUOTO VITEP TOV
Xeplion, gktdg TG d6oMC TV 50 mg oe pio pehétn (PAéne Tov TOPAKAT® TIVOKD).

Yvvoaikn Pabuoroyio otnv Kiipoka Oetikod kot Apyntikod Zovopopov yua ) Zyloepévern (PANSS) -
Metafoin anod v Evapén Oepaneiog émg to Katainktikd Enpeio - LOCF yia tig pehéteg R092670-
SCH-201, R092670-PSY-3003, R092670-PSY-3004 ka1 R092670-PSY-3007: Zet avdAvong Koplog

OTOTEAECLATIKOTITOG
Ewoviko 25 mg 50 mg 100 mg 150 mg
QAPUAKO
R092670-PSY-3007* n=160 n=155 -- n=161 n=160
Méon BaBporoyia katd | 86,8 (10,31) | 86,9 (11,99) 86,2 (10,77) | 88,4 (11,70)
v évapén Bepameiog -2,9(19,26) | -8,0(19,90) -11,6 (17,63) | -13,2 (18,48)
(T.A) -- 0,034 < 0,001 < 0,001
Méon petafoin (T.A.)
Twn P (évavtt tov
EIKOVIKOD QOpUAKOV)
R092670-PSY-3003 n=132 -- n=93 n=94 n =30
Méon BaBporoyia katd | 92,4 (12,55) 89,9 (10,78) | 90,1 (11,66) | 92,2 (11,72)
v évapén Bepanciog -4,1(21,01) -7,9 (18,71) | -11,0(19,06) | -5,5 (19,78)
(T.A) -- 0,193 0,019 --
Méon petafoin (T.A.)
Ty P (évavtt Tov
EIKOVIKOD QOpUAKOV)
R092670-PSY-3004 n=125 n=129 n=128 n=131 -
Méon PBabuodroyio katd | 90,7 (12,22) | 90,7 (12,25) | 91,2 (12,02) | 90,8 (11,70)
v évapén Oepameiog -7,0 (20,07) | -13,6 (21,45) | -13,2(20,14) | -16,1 (20,36)
(T.A) - 0,015 0,017 < 0,001
Méon petafoin (T.A.)
Ty P (évavtt Tov
EIKOVIKOD QOPLAKOV)
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R092670-SCH-201 n=66 - n=063 n=068 -
Méon BaBporoyia katd | 87,8 (13,90) 88,0 (12,39) | 85,2 (11,09)

v évapén Oepameiog 6,2 (18,25) -5,2(21,52) -7,8 (19,40)

(T.A.) - 0,001 <0,0001

Méon petafoin (T.A.)
Twn P (évavtt tov
EIKOVIKOD QOpUAKOV)

* T perém R092670-PSY-3007 yopnynOnike pia evapktipia 86om 150 mg oe 6Aovg Toug 0cdsveic oTic opddeg Oepamnsiog

pe Xeplion mv nuépa 1, axohovBolpevn peténetto amnd Ty exxopnuéVT dOo.
Inueioon: H apynrikn petafoin ot Poduoroyio dnidvel fedtioon.

A10THPHoN TOL EAEYYOD TWV COUTTWUATWV Kol KaODOTEPHON THS VIOTPOTHS TS OYILOPPEVELOS

H amoteleouarikotnta tov Xeplion 6t S10.m1p1on ToL EAEYYOL TOV GUUTTOUATOV Kol GTNV
KaBvoTéPMoN TNG VIOTPOTNG TG OYLLOPPEVELNG, amodeiyOnke o pia Mo pokpompdbeoun, dSuthd
TOQAT, ELEYYOUEVT LE EIKOVIKO PAPHOKO, LEAETN EVEAKTNG 0OONG OOV GLUUUETEYOV 849 un
nAkiouévol eviilkeg acbeveic, ol omoiol TAnpovoay ta kpreipe, DSM-IV yio ) oylloppéveln. Avt
N peAétn mepeddpfove pio avolkt paon o&elag Oepaneing kot otabepomoinong 33 efdouddwy, pia
TUYOLOTOMUEVT], STAG TVPAT KoL EAEYYOUEVT OO EIKOVIKO PAPUAKO GACN Yl TNV TAPATHPNCT TNG
VIOTPOTNG Kot pia avoikt mepiodo eméktaong 52 efdopadmv. Xe avt T UEAETT, 01 OOGELS TOV
Xeplion coumepiidpuPovay 25, 50, 75 kot 100 mg yopnyovuevo, unvicioe. H 66on t@v 75 mg
EMTPATNKE POVO GTNV OVOIKTI GUUTANPOUATIKN TEPI0d0 TV 52 gfdopddmv. Ot GUUUETEXOVTEG
apykd ElaPav evélikteg dooel (25-100 mg) Xeplion katd T S1dpKELD, TG LETARAUTIKNAG TEPLOSOV TOV
9 gfdopadmv, axolovbodueveg and pia mepiodo cuvtipnong 24 efdouddmv, OTOV T, ATOUE EXPETE VA,
&yovv Babporoyia otnv Khipaka PANSS < 75. Ov tpocappoyég ot 6060 0Yia EMTPATNKOY HOVO TIC
pmteg 12 gfdopadeg g meptodov cuvtipnong. Zuvoiikd 410 otabepomompuévor acbeveic
ToyotomomOnkay gite yio va, Adfovv Xeplion (d1don dudpkeia 171 nuépeg [evpog 1 nuépa €mg

407 nuépec]), gite yia va Adfovv eiovikd apuako (dtdpeon ddpketo 105 nuépeg [ebpog 8 nuépec
€mc 441 nuépeg]) péxpt va VITAPEEL LTOTPOTN TOV CUUTTOUATOV TNG GYLLOPPEVELNG OTN LETAPANTIG
duapkelag OmAd TVEAN eact. H dokyun dtexdmn mpdipa yio AOYous omoTeAesUOTIKOTNTAG KOOMG
mapoTNPRONKE GNUAVTIKA UEYOADTEPT YPOVIKT dtdpkela Eog TV vrotporn (p < 0,0001, Ewodva 1) oe
aoBeveig mov éhafav Oepaneia pe Xeplion cuYKPITIKG LE TO EIKOVIKO QAPUOKO (avoAoyio KivduVoL =
4,32, 95% CI: 2,4-7,7).
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Ewova 1:  Adypappa Tov ¥povov émg tny vrotponn kotd Kaplan-Meier — Evouaueon avdivon (et
gvoldpeong avaivong g npodeong Bepaneiog)

TIoudrorpikdc TANOvoudS

O Evponaikoc Opyaviopog Capudikmv €xel SOCEL amaAlayn and TNV VTOYPEMSN VIOPOANG TV
amoTEAECUATOV TV HEET®V [E TOo Xeplion 6g GAEC TIG LTOKATYOPIEC TOV TALdLATPLKOD TANOVG OV
ot oyloppévela. BAéme mapdypao 4.2 yio. TANPOPOPIEC GYETIKA UE TNV TOLIIATPIKT YPTON.

5.2 @oppokoKivnTIKES OLOTNTES

AmoppdOno™n Kol KOTAVOLN

H moAputikn moAmeptdovn gival To TpoQapUaKo TOAUITIKOD EGTEPA TNG TAMTEPLOOVNC. AdY® TG
eEQPETIKA YOUMANG VIATOJHAVTOTNTAG TNG, 1) TAAULTIKY] TAAMTEPLOOVT SLHAVETAL APy LETA OO
EVOOLVTKT éveon Py VOPoIVDEL 6E malmep1dOVN Kot amoppopndel 6T CLGTNHOTIKY KLKAOPOPId.
Metd amd pio epdma evoopvikn 6001, 01 GLYKEVIPMGELS TNG TOMTEPIOOVNG 6TO TAAGHA ALEAVOVTOL
OTUOLOKA MOTE VO PTAGOLVY GE UEYIOTEG GVYKEVIPDOGELS GTO TAACUN G O1AueST Tmax 13 nuepmv. H
amodécpenon TG OpacTIKg ovaiag apyilelt Non amd v In nuépa kat dtapkel yio TOLAGYIGTOV

4 pnves.

Metd and gvdopvikn Eveon vd T Lopen epana d6cemv (25-150 mg) oto deATOEON U, KATH LEGO
opo, mapatnpnOnke 28% vynAdtepN Crmax GUYKPITIKA LE TNV €vEOT GTO YAoLTIHO pv. Ot §00 apyikég
EVOOLTKEG EVEGELG 0T0 dehToeldn Twv 150 mg v In nuépa kat tov 100 mg v 8n nuépa Ponbodv
va enttevyfovv OepamevTiKéG cLYKEVTPMGELC YpNyopa. To mpo@ik amodéouevong Kot 10 60G0A0YIKO
oynua tov Xeplion £yovv ¢ arotéleoua otabepég Oepamevticég cvuykevipmoelc. H ouvoiikn éxBeon
NG TOAMTEPIOOVNG LETA amtd T Yopnynon Tov Xeplion ftav avaioyn g d6oNg 6€ E0Pog dOGEMV
25-150 mg kot Atyotepo omd avaroyn g 66omg yio T Cumax Y100 d0GEIC TOV VITEPPaivovy Ta 50 mg. O
HEGOG OPOG TOV AOYOL TV UEYIOTOV TTPOG TIC EAAYIOTEG CLUYKEVIPMOELG 0 6TADEPT] KATAGTOOT Y10, T
d0oo1 tov Xeplion twv 100 mg ftav 1,8 petd amd yopnynon oto yYAoUTIoio Kot 2,2 HETA amd yopnynon
670 0eAtoeldN wo. H didpeon pawvouevn nuumepiodog (ong ¢ mameplddvne LETA amd YopnyNnon Tov
Xeplion og g0pog docemv 25-150 mg kopdvinke omd 25-49 nuépeg.
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H amélvtn BrodiafeciptdotnTo TS TOAUITIKNG TOAMTEPIOOVNG HETA amd T Yopnynon Tov Xeplion gival
100%.

Metd amd TN YopNyNon TS TAAUITIKNG TOAMTEPOOVNC, Ta (+) Kot (-) EVAVTIONEPT] TOATEPIOOVNG
aAinAopetatTpémovtal, enttuyydvovtag avaroyia AUC (+) mpog (-) mepinov 1,6-1,8.

H déopevon g paxepikng TaAmepldovng pe Tig TpaTeiveg TAASHOTOS eivar 74%.

Buopetaoymuotiopnds kot arrooin

Mia gfdopdda petd amnd T Yopnynon Hog panas amd oTOUATog d0oNg ApeoTg amodéspevong 1 mg
HC-maMmep1d6vng, to 59% g 86omnc anekkpidnke apetdPAnto ota 0Vpa, VIOINADOVOVTOG OTL N
mamep1dovN dev petoPolriletal ektevag oto Nmap. To 80% mepimov Tng xopMnyOOUEVNS POUSIEVEPYELNG
avaktnke ota ovpa kot 10 11% ota kompava. Téooepig petafolikég 0dol £xovv avoyvoploTel in
vivo, Kopio amd Tig OToieg OEV OVTIOTOLYOVGE GE TEPIGGOTEPO amd 6,5% Tng d0omMG: amoaAKVAI®G,
vopoéuAinom, aeudpoydvmon kot dtdoract TG Peviico&aloing. Av kai in vitro peléteg £de1&av
Koo cuppetoyn tov CYP2D6 kot tov CYP3A4 oto petafolMopd tng ToAmeptdovng, dev vdpyovv
amodeitelg in vivo 611 ta 160éviupa avTd Stadpapatilovy onuavTikd podo 6To PETAROMGUO TNG
maAmep1OoVNC. Ot avoADoELS TG QUPUOKOKIVNTIKNG TANOLGHOD dev £de1&av KAmolo opath Slapopd.
oTN QOVOuEVT KABaPON NG TOATEPLOOVIG UETE 0d YopTyNoT TOAMTEPIOOVNG 0d GTOUATOG UETAED
TOV ATOU®V OV HETAPOAILOVV EKTEVDS KAl AVTMV TOV HETOPOAILOVY AlyO TO VTOGTPMUATO TOV
gevlopov CYP2D6. In vitro pehétec pe avOpomiva nratikd pikpocoputokd Evivpa édetéav 6t
TOAMTEPLOOVT OEV OVOCTEALEL GTLOVTIKG, TO LETUPBOAGUO POPUAKEVTIKMY TPOIOVTMOVY TOV
petafoiifovior amod ta 16oévivpa Tov Kutoypmpatog P450, copmepthappavopévov tov CYP1A2,
CYP2A6, CYP2C8/9/10, CYP2D6, CYP2E1, CYP3A4 xa1 CYP3AS.

In vitro peléteg éxovv deilel 6TL N TOATEPLOOVT gival £vo, VITOGTPOUA TG P-yAvKompwteivng kot £vag
aoBevig avaoToréag Tng P-yAvkompwteivng oe vymAéc cuykevip®doels. Agv vtapyovy dabécia
in vivo 0edoUEVI KOl ] KAMVIKT] GUGYETION €ivat GyvmoT.

Evéown moAutikn mtoAmeptddvn ne dpaomn Lokpdc SLAPKELOG EVOVTL TNE artd GTOUATOC YOPNYOVUEVNC
TOAMTEPLOOVC TOPATETAUEVNC OTTOOEGUEVOTIC

To Xeplion €ye1 oyediaotel va mopéyel mameplddvn og unviaio BAct, eV 1 ond GTOUATOG
YOPNYOVLEV TOMTEPIOOVT] TAPAUTETAUEVNG ATOOEGUEVOTG YopTYEiTal o nuepnota Bdon. To
EVOPKTAPLO 0060A0YIKO oyfua Yo to Xeplion (150 mg/100 mg 610 deAtoeldn wo v nuépa 1 / nuépa
8) oyedidoKe Y10, va enttevyfovv TayxEmg cVYKEVIPOGELS 6TafEPNC KaTAoTAONS KOTH TNV Evopén TN
Bepamneiog yopic T ypnon and GTOUATOG CLUTANPOUOTIKYG Oepaneiog.

I'evikd, To cuvolikd emimeda 6T0 TAdouo pe Xeplion katd v évapén g Oepaneiog Kupaivovtay
€VTOG TOL €0poLG £kBeong mov mapatnpnOnke pe 6-12 mg and GTOUATOG YOPNYOVUEVNG TAMTEPIOOVIG
TapoTETAUEVT G amodéapevong. H yprion Tov oynuatog évapéng tov Xeplion enétpeye otovg acbeveig
va Tapapeivovv g avtd To Oepamevtiko mapdbvpo ékbeong tov 6-12 mg omd GTOUATOS XOPNYOVUEVNS
TOMTEPLOOVIC TOPATETOUEVNG OTOGECUEVOT|G, OKOLO KOl GE NUEPES [LE YOUUNAEG CUYKEVTIPMGELS TPV
T 600m (Muépa 8 kot nuépa 36). AOYm NG d1aPopdis oTa SIGUESO PUPHOKOKIVITIKY TPOPIA peta&y
TOV 000 PAPUOKEVTIKADV TPOTOVTOV, TPETEL VO, OI0ETAL TPOCOYN OTAV YIVETUL GUEST) GVYKPIO TOV
QOPUOKOKIVITIKGOV 1010THTOV TOVG.

Hrotwn dusAisttovpyio

H moAimepdovn dev petaforiletan ektevmg oto Nrap. [Tapdio mov 1o Xeplion dev €xet peletbel o
aoBevei pe nmatiky Suoieitovpyia, dev amarteiton pOBon g d6oNG o€ acbeveig e N 1 HETPLOL
Nratikn dSvcAettovpyia. e pio LEAETN UE OO GTOUUTOC YOPTYOVUEVT] TOATEPIOOVN GE GLTOUO, LIE
pétplo nratikn dSvcieitovpyio (katnyopia B katd Child-Pugh), ot cuykevipdoeig e elebOepng
TOMTEPLOOVIC GTO TAGGLO TAY TAPOLOIEG LE CVTEG TOV VYLV 0TOU®V. H TaAimepidovn dev €xet
ueAetnOei o acbeveic pe coPfapn nrotikn Svciertovpyia.
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Neppikn dvsAsttovpyia,

H dud0eom piog epdmos amd 6TOLOTOC YOPTYOOUEVNG 0OONC TaATEPLOOGVNC 3 mE o€ O10Kio
TOPOTETAUEVNG ATOOEGUEVOTG LEAETNOKE O ATOUO LE SLOPOPETIKA eMimeda VeQPIKNG Aettovpyiag. H
OTEKKPLON TNG TAMTEPLOOVNG ELTTAOONKE KaOMOG LetmvaTav 1 ekTiudpevT kdBapon kpeatvivig. H
oMK KaBapor g moAMmeploovNC LEIDONKE oE dToua e VEQPIKN ducAettovpyia kotd 32% Kotd
péco opo oe Nma (Kabaporn Kpeatvivng [CrCl] = 50 éwg < 80 ml/min), katd 64% oe pérpia (CrCl =
30 émg < 50 ml/min) kot kotd 71% oe coPapn| (CrCl 10 émg < 30 ml/min) veppikn dvciettovpyia,
7oV avtiotolyei o péomn avénon g ékbeong (AUCine) katd 1,5, 2,6 kot 4,8 @opéc, avtioTorya,
GLYKPLTIKA Ue vy dtopa. Baoel evoc meplopiopévou appod mapatnprioeny pe Xeplion o dtoua e
N0 VEPPIKT SVGAEITOLPYIO KOl POPUUKOKIVITIKEG TPOCOUOIDGELS, GUVICTATOL LEI®UEVT 060 (PAEre
Toapaypapo 4.2).

Hiuiwopévor

H avéivon goppokokivntikng tAnbucpod dev €de1&e oyetilopevec e tnv ki, S10popég ot
(QOPULOKOKIVITIKY.

Agikne palog sopotoc (AME)/ couatikd Bapoc

O1 QOPHOKOKIVNTIKEG HEAETEG [LE TOALUTIKT TOAMTEPOOVT] £xoVV dgi&el kammg yauniotepeg (10-20%)
GUYKEVTPMGELC TNG TOMTEPIOOVNC 6TO TAAGO o aobeveic mov givatl vEEpPapot 1 TaydoapPKOL
OLYKPITIKA pE aoBeveic Tov €xovv PUGIOAOYIKO coUTIKO Bapog (BAéne mapdypapo 4.2).

Duin

H avéAivon tov dedopévmv QapuakoKvTIKNAG TANOVoHOD 0md HEAETEG e A0 GTOUOTOS XOPTYOVUEVT
TOMTEPLOOVT), OV OVEDEIEE OYETIKEG LLE T QLAT O10LPOPES OTI POPLUAKOKIVITIKY] TG TOATEPIOOVNG
uetd omd ™ yoprynon tov Xeplion.

[OLYNs)
Agv mapotnpnOnikay KMVIKG oNUOVTIKES S10POPES LETOED AVOPMY KAl YUVOIKOV.

Kénvicpa

Me Bdon in vitro peléteg otic omoieg ypnoiporomdnkoy avipmmve nratikd Evivpa, 1 TaAmeplodvn
dev amoteel vrooTpopa Tov evivpov CYP1A2. Enopévag, To kAmviopo dev TPEMEL va £XEL KATOLO!
EMIOPACT GTN POPUAKOKIVITIKN TNG TaAmepddvne. H enidpaon Tov Komvicpotog ot
QOPUOKOKIVITIKT TNG TOAMTEPIOOVNC dev pehetOnke pe to Xeplion. Mia avaAlvomn @opUokoKIVITIKNAG
TANBvuopov pe Paon dedouéva Le amd GTOUATOC YOPTYOVLEVO d10KI0 TOATEPIOOVNG TAPAUTETOUEVNG
amodéopevong, £de1&e pia eElappd peiopévn ékbeomn oty TaAMTEPIOOVI] GTOVG KATVIOTEG OE GYEON LE
Tovg un kamviotéc. H dtapopd avth dev givar mibhavo va €xel KAvikn onuacia.

5.3 IIpoxlvikd dogdopéva Yo TNV A6QIAELQ

O1 peréteg to&kdtTnrag enavolauPavOouevoy 00GEMV TN EVOOUVTKMG EVIOUEVNC TOAMLTIKNG
ToAMTEPLOOVNG (UNviaio oKEVACHO) KOl TG OO GTOLOTOG YOPTYOVUEVIG TAMTEPLOOVNG OE
apOLPAIOVE KOl GKDAOVG KOTESEIEMY KLPIOC PUPUOKOAOYIKES EMOPUCELS, OTTMG KOTOGTOAN KO
EMOYOLEVEG QIO TNV TPOAUKTIVY EMITTMOGEIS 6TOVG MAlIKOVG AOEVEG KO TO YEVVNTIKG Opyova. Xe {da
7oV Ehafav TOATIKY TOAMTEPLOOVT, Topa TP ONKE PAEYLOVOING 0vTIdpaoT 6TO OMpEi0 EVOOUVTKNG
éveong. llepiotaciokd, TopoOVGIACTNKE GYNUATICUOG ATOGT|LLOTOG.

Y& UEAETEG aVOTUPAYWDYNG OPOVPUIMY UE OO GTOUNTOC YOPTYOVUEVT PLOTEPIOOVN, 1] OTCOTN

LETATPENETAL EKTEVAOG GE TOAITEPLOOVI] GTOVG APOLPOIOVE KOl TOVG AvOpMOTOLS, TapaTnpONKay
avemBouNTEg EVEPYELEC GTO COUATIKO BAPOC KaTA TN YEVVNOT| Kol 6TV EMPIOOTN TOV amoyovay. Aev
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mapoTnpnOnKay euPpooto&ikdTnTa 1 S1UaPTIEG LETE OO TNV EVOOUVIKT YOPTYNON TOAMLTIKNG
TOMTEPLOOVIC GE KLOPOPOVVTESG 0POVPAiong £mG Kot otnv vynAotepn d6on (160 mg/kgmuépa),
omoia avtiotoyel o€ 4,1 popéc to eminedo EkBeong oTovg avOpMTOVE 6T LEYIGTH GUVIGTOUEVT] OO0
v 150 mg. AALOL OVTOY®VIGTEG TG VIOTTOUIVIG, OTOV YopTynOnkay 6g kKvoeopovvta (ha,
TPOKAAEGOV OPVNTIKEG EMOPACELS OTI LAONGOT KOl OTNV KWVNTIKN OVATTUEN TOV Am0yOvV@mV.

H moA itk moAmeptdovn kai 1 ToaMmaepdovT 6gv NTav YOVISIOTOEIKES. Xe LEAETEG KOPKIVOYEVEONC LLE
OO GTOLOTOG YOPTYNON PLOTEPIOOVG GE CLPOVPOIOVS Kol TOVTIKLN, Tapo TP ONKay avéNoelc oTa
adeva AT TNG VTOPLOTG (TOVTIKIA), T AOEVAOUATO TG EVOOKPIVOS LOIPAG TOV TAYKPENTOG
(apovpaiot) Kot 6T0 AOEVOUATE TOV LAIKOV adévav (Kot ato, 000 €idn). To kapkivoydvo duva ko
NG EVOOUVIKADC EVIOUEVTG TOAULTIKNG TOMTEPOOVTG a&loloynOnke oe apovpaiove. Yrnpée
OTOTIOTIKA GTULOVTIKT A0ENCT G AdEVOKAPKIVOUATO TV LACIKOV adévmv o€ OnAvkovg apovpaiovg
o€ 06c¢1g 10, 30 kar 60 mg/kg/ufva. Ot apcevikoi apovPiol ELPAVICHY GTATICTIKG GNUOVTIKT
adéNom TOV AdEVOUATOV KOl TOV KOPKIVOUATOV ToV Lalikdv adévev o d6celg 30 kot

60 mg/kg/pnva, ot omoieg avtiotoyobv oe 1,2 ko 2,2 popég to eninedo Ekbeong otn PLEYIGTN
cuviotdpevn door tov 150 mg otov dvBpwmo. Ot 6ykot avtoi propet va anodobodv oTov
TOPUTETAUEVO AVTOYOVICUO TNG VTOTauiving otovg D2-vmodoyeic kat oty vrepaporoktvotpio. H
GUVAPELD, TOV EVPTUATOV Y10 TOVG OYKOVG OTO TPOKTIKE 0G0V apopd ToV Kivduvo otov avOpwmo dev
glvon yvoort.

6. DOAPMAKEYTIKEX ITAHPO®OPIEX

6.1 Koatdaroyog ekdoymv

[HoAvcopPiko 20

IToAvaBvrevoyivkdin 4.000

Movoddpikd Kitpikd 0D

Avoopo 6EVO POoPoptkd dvATPlo

Movoddpikd S160EWVO POGPOPIKO VATPLO

Yépo&eido tov vatpiov (Yot pvOuion tov pH)

"Yowp yio evéoipa

6.2 Aocvppoarétnreg

AVTO TO PUPUOKEVTIKO TPOTOV JEV TPEMEL VAL OVOLLLELYVVETOL PUE AAAL POPUAKEVTIKY TPOTOVTA.
6.3 Awdpkera Long

2 xpovia

6.4 Iowitepeg mpoPuLAAEELS KATA TV PVLAEN TOV TPOIOVTOG

Mn puAdooete og Oeppokpacio peyarvtepn tov 30°C.

6.5 ®@Vo1 KOl GVOTUTIKA TOV TEPLEKTI

100 mg

1 ml evaudpnpa o€ TPoyeOUEVT] GUPLYYO (CUUTOAVUEPEG KUKAIKNG OAEPIVIG) [E TOUO EUPOAOD,
UVAGYETIKO Kol TOU AKpoL (EAASTIKO ard BpmuoBovtiio) pe Belova acporeiog 22G 1% tvieog
(0,72 mm x 38,1 mm) kot ferdva acpareiog 23G 1 ivtoag (0,64 mm x 25,4 mm).

150 mg

1,5 ml evaudpnpa og Tpoyeiouévn cvpryya (GUUTOADUEPES KUKAMKNG OAEPIVIG) LE TOUO EPPOAOL,
OVOGYETIKO Kol TOUA AKpoL (eAaoTikd and Bpopofoutdio) e felova acepodreiog 22G 1% tvieog
(0,72 mm x 38,1 mm) kot ferdéva acpareiog 23G 1 tvtoag (0,64 mm x 25,4 mm).
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Meyébn cvuokevaciov:
H ovokevaocia nepiéyel 1 mpoyspiopévn cdpryya Kot 2 BeAdves.

Yvokevaocio Evapéng Oepamneiog:
H xd8e ocvokevacia nepiéyet 1 kovti Xeplion 150 mg kot 1 xovti Xeplion 100 mg.

6.6 Iowitepeg TPOPLAGEELS aTOPPLYNG

Kabe aypnoiponointo eappakeuticd Tpoidv 1 VIOAELUN TPETEL VO OTOPPITTETAL COUPOVO LIE TIG
KOTO TOTOVE 1GYVOVGEC GYETIKEC SLOTAEELG.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX

Janssen-Cilag International NV

Turnhoutseweg 30

B-2340 Beerse

Béhyo

8. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/11/672/006

9. HMEPOMHNIA ITPQTHX EI'KPIXHY / ANANEQXHY THX AAEIAX

Huepounvia tpadng éykpiong: 4 Maptiov 2011

Hpepounvia tedevtaiog avavémong: 16 Askepppiov 2015

10. HMEPOMHNIA ANAOGEQPHXHX TOY KEIMENOY

Aemtouepeic TANPoQopieg oToYElR YO TO TOPOV PAPUOKEVTIKO TPOioOV gival dlabéciueg otov
dktvakd tono Tov Evponaikod Opyavicpod @oppdakov: http://www.ema.europa.eu.
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ITAPAPTHMA 11

IHAPAXKEYAXTHY, YHEYOYNOX I'TA THN
AHIOAEXMEYXH TQN ITAPTIAQN

OPOI'H IEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXZEIX THX AAETAX
KYKAO®OPIAX

OPOI'H NIEPIOPIEMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. TIAPAXKEYAXTHX YIIEYOYNOZX I'TA THN AITOAEXMEYXH TQN ITAPTIAQN

Ovopo kot d1evfuven Tov TaPACKELAGTH TOL £ival VTeEVHVVOC Yo TNV ATOOEGUEVCT) TOV TOPTIOWV

Janssen Pharmaceutica NV
Turnhoutseweg 30

B-2340 Beerse

Béhyo

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

DopUAKEVTIKO TPOTOV Y10 TO OTTOI0 AMOLTEITAL LOTPIKT CUVTOYT.

.  AAAOI OPOI KAI AITAITHXEIX THX AAEIAY. KYKAO®OPIAX
. Ex0¢cg1g meprooknig mapaxkorovdnong g acpdirelas (PSURS)

Ot amortnoelg yio v vofoin twv PSURS yo To ev Adym @appakevtikd tpoiov opiloviol 6Tov
KaTdAoyo e Tig nuepounviec avapopds e Evoong (katdroyoc EURD) mov mopatifetal otnv
Tapdypoeo 7, Tov dpbpov 107y, tng odnyiag 2001/83/EK kot kdOe emakdlovdng enikaiporoinong
OTMG OMNUOGIEVETAL OTIV EVPAOTOIKT OUKTLAKT TOAN Y10l TO POPLLOKCL.

A.  OPOI'H IEPIOPIXMOI XXETIKA ME THN AX®AAH KAI ATIOTEAEXMATIKH
XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Yyé010 owayeiprong Kivovvov (XAK)

O Kdroyog Adeiag Kvkhopopiag (KAK) Ba die&aydyet Tig amoitodpeveg SpacTnplotTnTes Kot
TAPEUPAGELS PUPLOKOETOYPVTVIONG OT¢ Tapovotdlovial oto cupenvniéy XAK mov mapovcialetan
omv Evémra 1.8.2 ¢ Adsiag Kukhopopiag Kot 0molecdnmote enakOAoV0ES EYKEKPIUEVES
avabempnoelg Tov ZAK.

‘Eva emkatporompéo LAK Oa mpénet va kototedet:

. Meté and aitnpo tov Evponaikov Opyoaviopod Oapudxmv

o OnoTEdNTOTE TPOTOMOLEITAL TO GVGTN O, SLOYEIPIONE KIVOHVOUL, EIO01KE MG ATOTEAEGLO ANYNG
VE®V TANPOQOPIDOV TOV UTOPOVV VO EMUPEPOVY CTIUAVTIKT GAAQYT) OTN GYECT] 0QELOVC-KIVOHVOL
N ©¢ 0TOTELEG A TG EMITEVLENG EVOG GNUAVTIKOV OPOCTLOV (PUPHOKOETOYPOTVIION 1
glaylotomoinon Kvévvov).

49



ITAPAPTHMA II1

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. ENIXHMANXH
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Xeplion 25 mg evéGUO EVOLOPTLO TOPOTETAUEVTG OTTOOEGUEVCTG
HoAmep1dovn

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

Kdabe mpoyepicpévn cipryya meptéyel TOAMTIKN TOAMTEPIOOVT OV 160dVVaUE pe 25 mg
TAMTEPLOOVNC.

3. KATAAOTI'OX EKAOXQN

"Exdoya: ITohvcopPucod 20, IToivaibvievoyrlokoin 4.000, Movoidpikd kitpukd 0&H, Avudpo 6&vo
PMGPOPIKO dVATPLO, Movoidpikd S160EIV0 pmSEOPIKO VATPLo, Y dpoeidto Tov vatpiov, Yomp yio
EVECTLLOL.

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéopo evaidpnpo TopateTapévng omodEcUEVOTS.
1 mpoyeopévn ovupryya tov 0,25 ml
2 Beldveg

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPacte 10 PUALO 0dNYIOV XPNOTG TPV 0Td TN YPNOT).
Evdopvikn yprion

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

Na euidooetal o€ 0éon, TV onoia dev PAETOVY Kot dgv TPoceyyilovy Ta, O

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

| 8. HMEPOMHNIA AHEHZ

AH

[1]

H
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9. EIAIKEX XYNOHKEYX OYAAEHX

Mn puAdooete og Beppokpacio peyardtepn twv 30°C.

10. TAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOIHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TOQN
YIHOAEIMMATQON ITIOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

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

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Béhyo

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/11/672/001

13. APIOMOX ITAPTIAAX

Moptida

‘ 14. TENIKH KATATAZEH I'TA TH ATIAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TNAHPO®OPIEX XE BRAILLE

xeplion 25 mg

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

A16O106T0TOC YPAUUU®TOS KDOIKAG (2D) oV OEPEL TOV TEPIANPOEVTO LOVASTKO CVOyVOPLOTIKO KOOTKO.

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

PC
SN
NN
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EAAXIXTEX ENAEIZEIX ITIOY IIPEITIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYYXKEYAXIEX

INPOI'EMIEMENH XYPIITA

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHXZ

Xeplion 25 mg evéoyo
HoAmep1dovn
M

‘ 2. TPOIIOX XOPHI'HXHX

| 3.  HMEPOMHNIA AHEHZ

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. IHEPIEXOMENO KATA BAPOZX, KAT' OI'KO'H KATA MONAAA

25 mg

6. AAAA ETOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Xeplion 50 mg evéco EVOLOPTILO TOPOATETAUEVTG OTTOOEGUEVCTG
HoAmep1dovn

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

Kdabe mpoyepicpévn oipryya mepiéyel TOATIKN TOATEPIOOVT OV 160duvapel pe 50 mg
TAMTEPLOOVNC.

3. KATAAOTI'OX EKAOXQN

"Exdoya: ITohvcopPucod 20, IToivaibvievoyrlokoin 4.000, Movoidpikd kitpukd 0&H, Avudpo 6&vo
PMGPOPIKO dVATPLO, Movoidpikd S160EIV0 pmSEOPIKO VATPLo, Y dpoeidto Tov vatpiov, Yomp yio
EVECTLLOL.

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéopo evaidpnpo TopateTapévng omodEcUEVOTS.
1 mpoyeopévn ovpryya twv 0,5 ml
2 Beldveg

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPacte 10 PUALO 0dNYIOV XPNOTG TPV 0Td TN YPNOT).
Evdopvikn yprion

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

Na euidooetal o€ 0éon, TV onoia dev PAETOVY Kot dgv TPoceyyilovy Ta, O

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

| 8. HMEPOMHNIA AHEHZ

AH

[1]

H
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9. EIAIKEX XYNOHKEYX OYAAEHX

Mn puAdooete og Beppokpacio peyardtepn twv 30°C.

10. TAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOIHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TOQN
YIHHOAEIMMATQON ITIOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

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

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Béhyo

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/11/672/002

13. APIOMOX ITAPTIAAX

Moptida

‘ 14. TENIKH KATATAZEH I'TA TH ATIAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TNAHPO®OPIEX XE BRAILLE

xeplion 50 mg

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

A163106T0TOC YPOUUU®TOS KDOIKAG (2D) oV OEpEL TOV TEPIANPOEVTO LOVASTKO aVOyVOPLOTIKO KOOTKO.

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

PC
SN
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EAAXIXTEX ENAEIZEIX ITIOY IIPEITIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYYXKEYAXIEX

INPOI'EMIEMENH XYPIITA

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHXZ

Xeplion 50 mg evéoyo
HoAmep1dovn
M

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO 'H KATA MONAAA

50 mg

6. AAAA XTOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Xeplion 75 mg evEGUO EVOLOPTILO TOPOTETAUEVTG OTTOOEGUEVCTG
HoAmep1dovn

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

Kdabe mpoyepicpévn cidpryya mepléyel TOAUTIKN TOATEPIOOVT OV 160dVVaUEl ue 75 mg
TAMTEPLOOVNC.

3. KATAAOTI'OX EKAOXQN

"Exdoya: ITohvcopPucod 20, IToivaibvievoyrlokoin 4.000, Movoidpikd kitpukd 0&H, Avudpo 6&vo
PMGPOPIKO dVATPLO, Movoidpikd S160EIV0 pmSEOPIKO VATPLo, Y dpoeidto Tov vatpiov, Yomp yio
EVECTLLOL.

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéopo evaidpnpo TopateTapévng omodEcUEVOTS.
1 mpoyeopévn ovupryya tv 0,75 ml
2 Beldveg

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPacte 10 PUALO 0dNYIOV XPNOTG TPV 0Td TN YPNOT).
Evdopvikn yprion

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

Na euidooetal o€ 0éon, TV onoia dev PAETOVY Kot dgv TPoceyyilovy Ta, O

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

| 8. HMEPOMHNIA AHEHZ

AH

[1]

H
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9. EIAIKEX XYNOHKEYX OYAAEHX

Mn puAdooete og Beppokpacio peyardtepn twv 30°C.

10. TAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOIHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TOQN
YIHOAEIMMATQON ITIOY IPOEPXONTAI AIIO AYTA, E@OXON ANTAITEITAI

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

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Béhyo

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/11/672/003

13. APIOMOX ITAPTIAAX

Moptida

‘ 14. TENIKH KATATAEH I'TA TH AIAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TNAHPO®OPIEX XE BRAILLE

xeplion 75 mg

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

A16O106T0TOC YPAUUU®TOS KDOIKAG (2D) Tov OEPEL TOV TEPIANPOEVTO LOVASTKO aVOyVOPLOTIKO KOJOTKO.

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

PC
SN
NN
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EAAXIXTEX ENAEIZEIX ITIOY IIPEITIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYYXKEYAXIEX

INPOI'EMIEMENH XYPIITA

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHXZ

Xeplion 75 mg evéoyo
HoAmep1dovn
M

‘ 2. TPOIIOX XOPHI'HXHX

| 3.  HMEPOMHNIA AHEHZ

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. IHEPIEXOMENO KATA BAPOZX, KAT' OI'KO'H KATA MONAAA

75 mg

6. AAAA ETOIXEIA

60



ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Xeplion 100 mg evéo1pl0 EVOIOPTLO TOPATETUUEVIG OTOSECUEVOTG
HoAmep1dovn

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

Kdabe mpoyepucuévn oipryya mepiéyxel TaAUTIKN TaMIEPdOVT oV 160duvapel e 100 mg
TAMTEPLOOVNC.

3. KATAAOTI'OX EKAOXQN

"Exdoya: ITohvcopPucod 20, IToivaibvievoyrlokoin 4.000, Movoidpikd kitpukd 0&H, Avudpo 6&vo
PMGPOPIKO dVATPLO, Movoidpikd S160EIV0 pmSEOPIKO VATPLo, Y dpoeidto Tov vatpiov, Yomp yio
EVECTLLOL.

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéopo evaidpnpo TopateTapévng omodEcUEVOTS.
1 mpoyeopévn ovpryya tov 1 ml
2 Beldveg

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPacte 10 PUALO 0dNYIOV XPNOTG TPV 0Td TN YPNOT).
Evdopvikn yprion

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

Na euidooetal o€ 0éon, TV onoia dev PAETOVY Kot dgv TPoceyyilovy Ta, O

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

| 8. HMEPOMHNIA AHEHZ

AH

[1]

H
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9. EIAIKEX XYNOHKEYX OYAAEHX

Mn puAdooete og Beppokpacio peyardtepn twv 30°C.

10. TAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOIHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TOQN
YIHOAEIMMATQON ITIOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

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

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Béhyo

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/11/672/004

13. APIOMOX ITAPTIAAX

Moptida

‘ 14. TENIKH KATATAEH I'TA TH ATIAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TNAHPO®OPIEX XE BRAILLE

xeplion 100 mg

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

A163106T0TOC YPUUU®TOS KDOIKAG (2D) Tov OEpEL TOV TEPIANPOEVTO LOVASTKO avoyVOPIOTIKO KOOTKO.

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

PC
SN
NN
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EAAXIXTEX ENAEIZEIX ITIOY IIPEITIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYYXKEYAXIEX

INPOI'EMIEMENH XYPIITA

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHXZ

Xeplion 100 mg evéoipo
HoAmep1dovn
M

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEHX

EXP

‘ 4. APIOMOZX ITAPTIAAX

Lot

5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO 'H KATA MONAAA

100 mg

6. AAAA XTOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Xeplion 150 mg evéciplo eva®pn O TOPATETUUEVIG OTOGECUEVOTG
HoAmep1dovn

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

Kdabe mpoyepucuévn oipryya mepiéyxel TaAUTIKN TAMITEPIOOVT TOV 160dVuVapEl pe 150 mg
TAMTEPLOOVNC.

3. KATAAOTI'OX EKAOXQN

"Exdoya: ITohvcopPucod 20, IToivaibvievoyrlokoin 4.000, Movoidpikd kitpukd 0&H, Avudpo 6&vo
PMGPOPIKO dVATPLO, Movoidpikd S160EIV0 pmSEOPIKO VATPLo, Y dpoeidto Tov vatpiov, Yomp yio
EVECTLLOL.

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéopo evaidpnpo TopateTapévng omodEcUEVOTS.
1 poyeopévn ovupryya tov 1,5 ml
2 Beldveg

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPacte 10 PUALO 0dNYIOV XPNOTG TPV 0Td TN YPNOT).
Evdopvikn yprion

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

Na euidooetal o€ 0éon, TV onoia dev PAETOVY Kot dgv TPoceyyilovy Ta, O

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

| 8. HMEPOMHNIA AHEHZ

AH

[1]

H
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9. EIAIKEX XYNOHKEYX OYAAEHX

Mn puAdooete og Beppokpacio peyardtepn twv 30°C.

10. TAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOIHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TOQN
YIHHOAEIMMATQON ITIOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

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

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Béhyo

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/11/672/005

13. APIOMOX ITAPTIAAX

Moptida

‘ 14. TENIKH KATATAEZEH I'TA TH ATIAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TNAHPO®OPIEX XE BRAILLE

xeplion 150 mg

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

A163106T0TOC YPAUUU®TOS KDOIKAGS (2D) oV OEPEL TOV TEPIANPOEVTO LOVASTKO aVOYVOPIOTIKO KOOTKO.

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

PC
SN
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EAAXIXTEX ENAEIZEIX ITIOY IIPEITIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYYXKEYAXIEX

INPOI'EMIEMENH XYPIITA

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHXZ

Xeplion 150 mg evéoipo
HoAmep1dovn
M

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO 'H KATA MONAAA

150 mg

6. AAAA XTOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA
YYXKEYAXJA ENAPEHX OEPAIIEIAX
EEZQTEPIKH XYXKEYAXIA (ME BLUE BOX)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Xeplion 150 mg

Xeplion 100 mg

EVEGLO EVOLDPN O TOPATETAUEVIG ATOOEGIEVCNG
Molmep1dovn

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

Xeplion 150 mg: Kabe mpoysuiopévn chptyyo TepLéyel TUAUITIKY TAAMTEPLOOVT] TTOL 1GOOVVAEL UE
150 mg naAimepldovnge.
Xeplion 100 mg: Kabe mpoysuiopévn chptyyo TepLEYEL TAAUITIKT TAAMTEPLOOVT] TTOL 1GOOVVAEL pE
100 mg molmepdovNg.

3. KATAAOTI'OX EKAOXQN

"Exdoya: ITohvcopPucod 20, IToivaibvievoyrlokoin 4.000, Movoidpikd kitpikd 0&H, Avudpo 6&vo

POCPOPIKO dVATPLo, Movoidpikd S160E1vo pmSPopIKo vatplo, Y dposeidto Tov vatpiov, Yomp yio
gVECTLLOL.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéopo evaidpnpo TopateTapévng omodEcUEVOTS.

Yvokevaocio Evapéng Oepameiog

H xa0e cvokevacio mepiéyetl 2 TPOYEUIGUEVEG CUPLYYEG:

1 mpoyeopévn ovupryya tov 150 mg molmepdovng o 1,5 ml kot 2 Peddveg
1 mpoyepopuévn cvpryya tov 100 mg naiimepiodvne o€ 1 ml ko 2 Perdveg

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPacte 10 PUALO 0INYIOV XPNOTG TPV 0Td TN YPNOT).
Evdopwikn ypnon

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

Na pvidooetar o€ Béon, TV onoia dev PAETOLY Kot dgv Tpoceyyilovv Ta TAd1dL.

7. AAAH(EX) EIAIKH(EX) IPOEIAONIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EY)
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8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEYX XYNOHKEX OYAAEHX

Mn puAdooete og Beppokpacio peyardtepn twv 30°C.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOIHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TOQN
YIHHOAEIMMATQON ITIOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

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

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Béhyo

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/11/672/006

13. APIOMOX ITAPTIAAX

Moptida

‘ 14. TENIKH KATATAZEH I'TA TH AIAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TNAHPO®OPIEX XE BRAILLE

xeplion 150 mg
xeplion 100 mg

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

A163106T0TOG YPOUU®TOS KDdIKAG (2D) Tov épet Tov TEPIANPOEVTO LOVOITKO aVoyVOPLOTIKO KOOTKO.
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18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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ENAEIZEIX ITOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI (ITPOI'EMIXMENH XYPIITA 150 mg, MEPOX THX XYXKEYAXIAX
ENAPZHX OEPAIIEIAX - XQPIX BLUE BOX)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Xeplion 150 mg evéoiil0 EVOLOPTLO TOPATETAUEVIC OTOOECUEVCTG
HoAmep1d6vn

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

Kdabe mpoyepuouévn ovpryya mepi€yel TaAUTiKn ToAMmepdovn mov woodvvapel pue 150 mg
TAMTEPLOOVNC.

3. KATAAOI'OX EKAOXQN

"Exdoya: IToAvoopPikd 20, IToivaibvievoyrlokoin 4.000, Movoidpukod kitpikod o&d, Avudpo 6&vo
QPOOPOPIKO dVATPLo, Movoidpikd S160EV0 pmSEOPIKO VATPLo, Y opoeidto Tov vatpiov, Yomp yia
gVECTLLOL.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéoipo evaidpnpo TopateTapévng omodEcUEVOTS.
Hpépa 1

1 mpoyepopuévn cvpryya tov 1,5 ml

2 Beldveg

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPacte 10 PUALO 0INYIOV XPNOTG TPV 0Td TN YPNOT).
Evdopvikn yprion

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

Na euidooetal o€ 0éon, TV onoia dev PAETOVY Kot dgv TPoceyyilovy Ta, A1

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

| 8. HMEPOMHNIA AHEHZ

AHEH
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9. EIAIKEYX XYNOHKEX OYAAEHX

Mn gpuAdooete og Oeppokpacio peyardtepn tov 30°C.

10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN ATTIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN ‘H TOQN
YIHOAEIMMATQON ITOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAETAY KYKAO®OPIAX

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Béhyo

12. APIOMOX(OI) AAETAYX KYKAO®OPIAX

EU/1/11/672/006

13. APIOMOX ITAPTIAAX

MMoptida

‘ 14. TENIKH KATATAEH I'TA TH ATAGEXH

| 15. OAHTIEX XPHIHE

‘ 16. NAHPO®OPIEX XE BRAILLE

xeplion 150 mg
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI (ITPOI'EMIXMENH XYPIITA 100 mg, MEPOX THX XYXKEYAXIAX
ENAPZHX OEPAIIEIAY - XQPIYX BLUE BOX)

1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX

Xeplion 100 mg evéo1pl0 EVOIOPTLO TOPATETUUEVIG OTOGECUEVOTG
Molmep1dovn

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

Ka0e mpoyepucuévn oipryyo mep€yetl TaAUTIKN ToAMTePdOvVT Tov 1eodvuvapel e 100 mg
TAMTEPLOOVNC.

3. KATAAOTI'OX EKAOXQN

"Exdoya: [ToAvcopPikd 20, ITolvaibvievoyrlokoin 4.000, Movoidpukod kitpikd o&d, Avudpo 6&vo
POOPOPIKO SVATPLo, Movoidpikd S160E1vo pmSPOopIKo vATplo, Y dposeidto Tov vatpiov, Yomp yio
gvéopal.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéopo evaidpnpo TopateTapévng omodEGIEVONS
Huépa 8

1 mpoyeopévn ovpryya tov 1 ml

2 Behdveg

| 5.  TPOMNOX KAI OAOX(OI) XOPHTHZHE

Awpaote 10 PUALO 0INYIOV XPNOTG TPV Ol TN (PTOM.
Evdopwikn ypnon

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIIEI NA ®YAAXXETAI XE OEXH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZETTIZOYN TA TTAIAIA

Na puidooetar o€ Béon, TV onoia dev PAETOVY Kot dgv Tpoceyyilovv Ta Tald1dL.

| 7. AAAH(EZ) EIAIKH(EE) TPOEIAOMOIHEH(EIE), EAN EINAI ATAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

AHEH
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9. EIAIKEX XYNOHKEYX OYAAEHX

Mn gpuAdooete og Beppokpacio peyorvtepn twv 30°C.

10. TAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOIHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TOQN
YIHHOAEIMMATQN ITIOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

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

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Béhyo

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/11/672/006

13. APIOMOX ITAPTIAAX

Moptida

‘ 14. TENIKH KATATAZEH I'TA TH ATIAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TNAHPO®OPIEX XE BRAILLE

xeplion 100 mg
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B. ®YAAO OAHI'TQN XPHXHX
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®vrho oonyIOV ypions: [IAnpoeopies yia Tov ypijoty

Xeplion 25 mg €vEoo EVOLOPNNG TOPATETUUEVIS UTOOECUEVOG
Xeplion 50 mg gvéoo EvorOPNNO TOPATETAUEVIS UTOOECUEVOG
Xeplion 75 mg gvéc1L0 EVOLOPNNO TAPATETANREVIS ATOOEGUEVOG
Xeplion 100 mg evéopno evol@PLO TOPATETAREVIG OTTOOECUEVCNS
Xeplion 150 mg £véGLp0 EVOLOPN RO TAPUTETUNEVIS OTTOOEGUEVOTG

[MoAmep1dovn

AP AOTE TPOGEKTIKA OLOKANPO TO PUAAO 0ONYLOV YP1ONGS TPV UPYIGETE VU PN CLUOTOLEITE AVTO

T0 @appoKo, 16T TEPLAAPPAVEL SNUOVTIKEG TANPOPOPIES VIO COG.

- dvraEte avTd TO EUALO 0N YDV Yprone. Towg ypelaotel va to dwuPdacete Eavda.

- Edv éxete meportépw amopieg, poTRGTE TOV Y10TPO, TOV PAPLOKOTOLO 1} TOV VOGOKOLO GOG.

- Edv mopatnpnoete Kamoto avemiBountn evEpyeLn, EVILEPADGTE TOV YLOTPO, TOV PUPUOKOTOLO 1)
TOV VOGOKOUO G0G. AVTO 10y0eL Kot Yo KAOe mhovi) avemBOunTn evépyeia Tov OV avapEPETOL
GTO TOPOV PUALO 0dNYIDV YpNong. BAéne mopdypago 4.

T Tepréyer To Tapov QAL 0ONYLAOV:

T eiva To Xeplion kot mota givar 1 xpno” TOL

T mpénet va yvopilete mpv ypnopomomosete to Xeplion
[Mwg va ypnoyomooete to Xeplion

[MBavég avemBounteg evépyeleg

IMog va puidcoete to Xeplion

[Tepreydueva TG CLOKEVAGING Kol AOITEG TAT|POPOPIES

AU e

1. Tu givan To Xeplion kot owa givan 1 xprion Tov

To Xeplion wepi€yel T dPAGTIKY OVGI0 TAMTEPIOOVT|, 1] OTTOI0, AVIKEL GTNV KT yopio TMV
AVTIYLYOGIKOV QOPUAK®V KoL YPTCIUOTOLEITOL 0 Ogpameio. GUVTHPNONG Y10l TO CLUTTAOUOTO TNG
oyloppévelag og eviaikeg acBeveic mov givan otabepomompévor pe TaAmeplddvn 1 pLoTEPLOOV).

Edv &yete dgi&et aviamdkpion oty molmeptddvn i TN PLoTEPLOOVT GTO TAPEADOV Kal £YETE NI £WOC
LETPLO. COUTTTOMOTO, O YI0TPOG oag Umopei va Eekvioet Bepaneio pe Xeplion yopig va wponynOei
otabeponoinon pe ToAmepldovN 7| PLIOTEPLOOVT.

H oyilogpéveta ivar pio vOc0g pe «OeTiko» Kol «apvnTIKG» COUTTOUOTO. OETIK( CUUTTOUOTO
onuaivel viepPoin og copnT®pATE TOV dgV elvan cuvnBmg TopdvTa. o mapdadetypa, Eva dTopo pe
oylo@pévela, Lmopel vor akoVEL POVES 1 Vo, BAETEL TPAY LT TOV OV VTTAPYOLY (AEyovTat
YeLdaeNGEL]), Vo TLETEVEL TPAYIOTA TTOV OeV Eivar aAnOwvd (Aéyovtol mapatcOnoelg) | va
aoBdvetarl aouvi 0ot Kayvmoyia Yo Toug AAAOVG. APVNTIKA CUUTTMOUOTO CULOIVEL EAAELYN
CLUTEPIPOPMV T} cvvalcONUAT@V Tov glvarl cuvnBmg Tapdvta. o mopdadetypa, Eva dTopo pe
oyloppévela, umopel vo gaivetal omoTpafnyuévo Kot va uny avtamokpivetol kaboAov
cuvaeONUOTIKA 1| PTopel va SUGKOAEVETAL VO LAT|OEL LE Gapn] Kot Aoyiko Tpomo. Ta dtopa pe auth
TN vOco umopel, emiong, va atcBdavovrol katdabAyn, dyyog, evoyn 1 évtaon.

To Xeplion pmopei vo fondfcel 6Tny avoKoVPLoT TOV CLUTTOUATOV TN AcOEVELAS GOC Kot Vol T
EUTOJIOEL VO ELPAVIGTOVV EAVAL.

2. T péner va yvopilete Tpiy ypnoyonomcere To Xeplion

Mnyv ypnoiponomcete 70 Xeplion

- 0€ MEPIMTOOT CALEPYIOG OTNV TOMTEPIOOVT T} GE OTOL0ONTOTE GALO OO TO GLGTATIKA AVTOV
TOV PAPUAKOL (avapEépovTal 6TV Tapdypapo 6).
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- o€ MEPIMTOOT aALEPYIOG 0€ GAAD AVTIWLYMGIKO PAPLOKO, COUTEPIAAUPBAVOUEVIC TG OLGTOG
OV OVOULALETAL PIOTEPLOOVT).

IIpogrdomon|oElg Kot TPOPULAGEELS

AmevBuveite otov Y10TpO, TOV POPLAKOTOLO 1] TOV VOGOKOUO GOG TPV YpNoLonooete 1o Xeplion.
To @apuaxo ovtod dev Exetl peketnbei oe nAikiopévoug acbeveig pe dvola. 2oT6G0, 01 NAIKI®UEVOL
aocBeveic pe avola mwov Aapfavovy Oepameia e GALa TopOUOLO €101 EUPUAK®Y UTOPEL VO £OVV
avénpévo kivéuvo eykepaikov enelcodiov 1 Bavdatov (PAEre Tapdypapo 4, mbavég avemBounteg
EVEPYELEG).

O)a to pappoko EXoVV avemBuuNTEG EVEPYELES KAl OPIGUEVES Ol TIG AVETIOOUNTEG EVEPYELEG AVTOV
TOV QUPUAKOV UTOPEL VO EMOEWVMOGOLV TOL CUUTTOUOTA GAL®VY WTPIKOV Tadnoemv. [a 1o Adyo avTo,
glvatl onuavtiko va cu{NTNoETE e TOV YIUTPO GO OTOLEGONTOTE Ao TIG akOAOVOEC TN GELS, Ot
omoieg umopovv dLVNTIKA Vo emdevBoliy Kotd T dtdpkela ¢ Oepameiag (e avTod T0 PAPUAKO:

- €dv yete vooo tov Ildpxiveov

- €av €xete dloyvwoTel TOTé pe pia wdhnon e omoing To CLUTTOUATO TEPIAAUPAVOVY DYNAN
Bepuokpacio chpoTog Kot puikn dvokapyia (eniong yvootm wg Koakonbeg Nevpoinmrikd
2Hvdpoo)

- €04V €yeTe TOTE EUPAVIGEL AVOUUAEG KIVIOELS TNG YADOGAG 1) TOV TPoo®mov (Oyiun
Avokivnoio)

- €av yvopilete 6L glyate oto TapeABOV yopunAd enineda AEVKOKVTTAP®Y 0TO aipo (Tov pmopel
va TpokAnOnkay 1 va unv tpokAnOnKay amd ahia eapuaKo)

- €av glote daPntikdc N Exete mpodiabeom yo P

- €4V €xete KOPKIVo TOL HOGTOV 1 OYKO TNG VITOPVOTG GTOV EYKEPUAD GUG

- €av €yxete kamown Kapdomdbela 1 AapPdvere Oepaneia yio kopdionddeio mov cag mpodiabétet
Yo YOUNAT apTNPLOKT TTieom

- €4V €xETE YOUNAT OPTNPLOKT TTiEGT OTAV GTEKEGTE 1) OTOV OTKMOVESTE OpHIoL aTOTON

- €aqv €yxete emAnyia

- €4V €xete VEQPIKA TpOPAN T

- €4V €yete NEaTIKA TPOPARUATO

- €4V €xete TOPATETOUEVN KAUT EXDOSIVVT] 6THON

- €aqv €yxete mpoPAnuata eEAEYYOL TG BepUokpaciog TOL CAOUATOG 1 VTEPHEPLLOVON

- €4V €YETE APVOIKO VYNAO ETTEDO TNG OPLOVIG TPOAUKTIVIIG OTO QL0 GOG 1 OV EYETE £V OYKO
7ov mBavVOG eEapTaTal 0md TNV TPOAUKTIVN

- €4V €ogig N KATO10G GALOG GTNV OIKOYEVELL OO EYEL 1I0TOPLKO OpouPmv aipatog, kabng ta
AVTIYOYMGIKG EYOVV cLGYETIOOEL e T0 oynuationd Opoupwv aiparoc.

Edv éyete omowadnmote and avtég Tig Tabnoelg, mopakaieicte va cuintioeTe e ToV Y1IoTpO GOC,
KkaOdc ovTtdY/M propel vo BeAnceL va, TPocapUOGEL TH 006N CaG 1| VO GOG TAPOKOAOLONGEL Yio KATO10
dtotnua.

Kabng mapatnpndnikoy mold ondvia oe acbeveig mov Emaipvay avtd To PAPLAKO, ETKIVOLVE YounAol
apOpol oplopEVOD €160VG AEVKOKVTTAP®Y TOV YPELAlOVTOL Y10 VO, KOTOUTOAEUN GOV TIC AOUMDEELS GTO
aipo 6og, 0 YTpoc oog UTopel va EAEYYEL TO EMIMESQ TOV AEVKOKVLTTAP®OV GOG.

Axoun Ko av 6To TopeAloV £XETE ELPAVIGEL AVOYN OTNV 0O GTOUATOG TOAMTEPLOOVN 1| PLOTTEPLOOVT,
gppaviCovrol omaving oAAepYIKEG avVTIOPAGELC LETE amd yopnyNnon evécemv Xeplion. Zntote apéonc
oTpikn| Pondeta edv epeavioete eEdvOnpa, oidnpo Tov Adpvyya, KVNoUoO 1) GVOTVEVCTIKAE TPOPAN LT
KkaOd¢ ot popel va eivar onueio soPapng aALePYIKNG ovTidpaong.

To @appako ovtd propet va cog Tpokarécel avénon Papovg. H onpavtikn avénon Bapovg pmopei va
ennpedoetl opynTikd TV vyeia oag. O y1Tpdg 6oc TPETEL VO LETPA TAKTIKA TO COUATIKO 6aG BApOC.

Kobmg 0 caxyapmong dafntne N 1 enOEivect TpodTdpyovTog coKkyap®Oong dafnt Exovv
napotnpn et oe acbeveig mov Emaipvay aVTO TO PAPLOKO, O YIATPOG GOG TPETEL VO ELEYYEL Yio onpeia
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VYNAGV EMTESOV GUKYAPOV OTO aipla. Xe acheveic pe Tpobmdpyovta cokyapdon PNt Tpémnel va
mapoKoAovOeitot TakTikd 1 YAvkoLn oTo aipa.

Kobmhg avtd to papuoko Hmopel vo LEMGEL TNV TAoN oag Yio EUETO, VIAPYEL TOAVOTNTA VO KOADWEL
1 PLGIOAOYIKY] OVTIOPAOT] TOV GMUATOC GTNV KATATOON TOEIKMY 0VGLMV 1) GALEG 1TPIKEG TAONCELS.

Kotd m didpkeia yeipovpykng enépufaong 6To UATL yio TV AVIUETORTION TG BOA®GONE TOL EOKOD
(kotappaktng), n kK6pn (o pavpog dickog mov Ppicketol 6To HEGOV TOL HATIOV) Hopel va, unv avénOel
oe péyebog 600 yperdletat. Emiong, n ipda (To ypopatiotd TR TOL HOTIoN) UITOPEl VoL XOALPDCEL
Katd T d1dpKeLn TNG EmEUPOONG KOl aVTO popel va odnynoet o€ PAAPn oto pdrt. Edv
npoypoupatilete va vrofAndeite o xelpovpyikn exéuPacn 6to LT, EVNUEPDOTE TOV 0QOUALIOTPO
o0 OTL AapPAveTe VTO TO PAPLOKO.

Iowowa ko £épnpor
To @appaxo avtd dev mpoopiletar yio dtopa nAKiog KAt Tov 18 etdv.

Alha @éppoxa ko Xeplion
Evnuepaoote tov y10tpo M TOV @OpLOKOTOL0 GO £V TOIPVETE, £YETE TPOCPATA TAPEL 1] LTOPEL VAL
mhpeTe GALO QApLAKOL.

H Ayn avtod tov poapudakov pe kopPopalenivn (€va avtiemAnTtiko Kot 6tafepomoinTig g
dudbeomng) pumopet vo amatel adiayn TG 600mGg 0VTOH TOL EUPUAKOV.

Koabmhg 1o edpuaxo avtd dpo. kKupimg 6Tov eyKEPAA0, 1| EXIOPOCT) TOV ALY PAPUAK®V TOL dPOVV
OTOV EYKEPAAO UTTOPEL VAL TPOKAAEGEL VIEPPOAIKT EKONAMOT OVETBVUNTOV EVEPYEIDYV, OTTMOG M
VIVNAL 1] GALEG EMOPACELS GTOV EYKEPOAO OTMG KL AAAL YUYLOTPIKE PAPLOKO, OTLOELD],
OVTUGTOUIVIKE KOl QAPLOKO Y10 TOV VITVO.

Kabmg to pdpparxo autd pnopet va LEMGEL TNV TEGT TOL AILATOS, GLVIOTATAL TPOGOYN OTAV TO
QAPUOKO OLTO YPNCUOTOLELTOL UE AAAL PAPUAKO TTOV TPOKOAODY UEIMGN TNE OPTNPLOKNG TTEONC.

To @apuako ovtd propet va EAATTOGCEL T OpdoT Papudk®v Tov Aapupdvoviot yio Tn VOGO Tov
Parkinson kot 1o chvopopo aviicuy®mv TodoV (T.)., Aefovtona).

To @appako ovtd Propel va TPOKAAEGEL [N PLGLOAOYIKO NAeKTpoKapdtoypdonua (HKT),
EMUNKOVOVTAG TO YPOVO OV YPEALETOL P NAEKTPIKT OO Yo Vo, S10TPEEEL £V OPIOUEVO TUNUA TNG
Kapdic (YVooTo g «mapdtoct Tov dactipatog QT»). AALo @AaproKa TOV £Y0VV VTN TNV ENIOPOCT
TEPILOUPAVOVY OPICUEVO PAPLLOKO TTOV YPTCLLOTOL0VVTOL Yio TN Bgpomeio Tov KapdiakoD pvhuod 1
1 Ogpameio Aoipwéng, kabmg Kot ALY AVTIYVYOGIKA.

Edv &yete mpodidbeon yio TV ELEAVIOT) GTAGUOV, TO PAPLOKO 0VTO UTOPEL Vo 0LENGEL TNV
mBovoTnTa Vo 60g cLUPBOVV. AAAC PAPLOKE TTOL £XOVV QLTI TNV ENIOPACT TEPIAAUPAVOLY OpIGUEVE
QApuOKa OV YpnotporotovvTot Yio T Oepaneio g katdblynmg 1 ™ Bepaneio Aoipméng, Kabmg Kot
AN OVTOYOYOGTKGL.

To Xeplion wpémel va yp1GYLOTOLEITAL [LE TPOGOYN HE PAPLOKO, TTOV AVEAVOVV T SPAGTNPLOTITO TOV
KEVTPIKOD VEVPIKOV GUGTNUATOS (WOYOOIEYEPTIKA OTT®G 1 LEBLAQUVIOATN).

To Xeplion pg owvonmvevpotd@on
Ta owomvevuatdon o TPETEL VoL AmoPedyoVTaL.

Konon kot Onhaopog

Edv eiote éyxvog 1 Onidlete, vopilete 0tL pmopet va eiote £yKv0og 1 oYESIALETE VO OMOKTHOETE TOd,
{ntote N GLUPBOLAN TOL YITPOD T} TOV PUPLOKOTOLOD GG TPV TAPETE AVTO TO EAPUAKO. AEV TPETEL
VoL YPNCUOTOIGETE TO PAPUAKO OVTO KATE TN SLAPKELN TG KOT|IONG, EKTOC Kol oV TO £xeTe GLINTNOEL
TPOTYOLUEV®G e TOV Y1Tpd cag. To akdiovbo coprtdpota givor Thavo va eppavicbovv o
VEOYEVVITO LOPA, TV 0TIV 01 UNTEPES EYOVV YPNCIUOTOMGEL TOMTEPLOOV GTO TEAEVTOIO TPIUNVO
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(oToVG TEAEVTAIONG TPELG UNVEG TNG EYKVUOGVVNG TOVG): TPEUOVAO, LLIKT SuoKapyio Koy advvapia,
vvnAia, d1€yepon, TPOPANHATO OVOTVOTG Kot SUGKOAIL otV TpdoAnym Tpoens. Edv 10 popod cog
avamTOEEL OTTOLOONTTOTE OO CVTO TOL CUUTTMOOTO UTOPEL VO YPELOCTEL VOl ETIKOIVOVIGETE LIE TOV
YTtpo coc.

To @apuaxo ovtd propel va TeEPAGEL Ao TN UNTEPA GTO PPEPOG LEGH TOL UNTPUKOD YAANKTOG Kot
umopei va PAdwet 1o Ppépoc. Emouévamg, dev mpémel va OnAalete €4v ypnoYLOTOLELTE TO PAPUAKO
avto.

Oonynon ko EPLoRog pNYavnpdToOv

ZaAn, e€aipeTikd £vTovn KovpaoT Kot TpoPfAnuaTa 0pacng UTtopel va TpokAndovv katd t Oepameio
He 1o eappako avtd (PAéne Tapdypapo 4). Avtd npénel va Anebel vTOYN GTIG TEPMMTMOCELS OTOV
amoteiton TANPNG EYPRYOPON, .Y OTAV 00NYElTE AVTOKIVITO 1 YEPIlEaTE UNYOVALLOTAL.

To Xeplion wep1éyer vatpro
To pdappaxo avtd mepiéyet Aryotepo and 1 mmol vatpiov (23 mg) avé 660, givar ovtd Tov
ovoudlovpe «erevBepo vaTpiovy.

3. Iog va ypnoyomonjcete To Xeplion

To eappaxo avtd yopnyeitar amd Tov yrorpd cag 1 dAAo enayyeipatio vyeiog. O yoTpdg cog Ba cag
nel wote Oa Tpémel va AaPete v emopevn €veon. Eivat onpoavtiko va uny mapoleiyete v
npoypoupatiopuévn doon cag. Edv dev punopeite vo mdte 6to pavtefod cag pe Tov yiotpo, PePfaiwndeite
0T1 00 TOV TNAEP®VNGETE AUECHC MOTE VO, TPOYPAUUATIOTEL Eva AALO povTEPOV TO GLVTOUOTEPO
duvarto.

®o AdPete v TpdTn éveon (150 mg) kot ) devtepn veon (100 mg) Tov apudkov aVTod 6TO AVEM
pépog tov Ppayiova pe mepimov 1 gfdopdda dwapopd. tn cvvéyeta, Oa Aappdavete pia éveon (mov o
Kopoivetal arnd 25 mg £mg 150 mg) gite 6to v uépog Tov Ppayiova gite GTOVE YAOLTOVG pict POPA
TO UNva.

Edv o yiatpog oag odg aAldtet Bepaneia amd evéoiun pomeptdovn HaKpag S1PKELNG GTO PAPLOKO
avtd, Oa Adfete TV TPdTN Eveon ue 10 eapuaxo avtod (Tov Oa kuuaivetar omd 25 mg ¢ 150 mg)
gite oto Ave PEPOG Tov Ppayiova €iTe GTOVE YAOLTOVG TNV NUEPOUNVI TNG EXOUEVNC
TPOYPOUUATICUEVNG EVEONG GOG. X1 GLVEXELD, Ba Aapfdvete pio éveon (mov Ba kKvpaiveton omd 25
mg o€ 150 mg) gite 6t0 Avew UEPOG TOL Ppayiova gite GTOVE YAOLTOVG Mot POPA TO UNVOL.

AvVALOYQ [LE TO. GUUTTAOUATH GOG, O YIOTPOG GOG UTOPEL VoL avENGEL 1] VO LEUDGEL TNV TOGOTNTO TOV
QUPUAKOV TTOV AOUPAVETE KOTA EVal EMITESO BOGNC TN YPOVIKN GTLYUN TNG TPOYPOUUOTIGUEVTG
unviaiog £veong oo,

AocBeveic pe veppikd mpofAarjuata

O y10tp0O¢ 00¢ UTOPEL VO TPOSUAPUOGEL TI) HOGT] AVTOV TOL POPLAKOV OVAAOYW LE TN VEPPIKT GOG
Aertovpyia. Edv €yete Nmio veppikd mpoPAnpata, o ylotpog Gog UToPEl VoL Gag XOPNYNOEL YapUnAdTEPT|
doon. Edv éxete pétpla 1 coPapd veppikd mpofinuata, dev Tpémnel va ypnooromdei To gpappoko
avTo.

Hiuiwopévor
O y101pO¢ 060G UTOPEL VO LELMGEL TN OGN CLTOV TOV PAPUAKOL EAV 1) AEITOVPYIO TOV VEQPOV GOG
glvon petopévn.

Edv napete peyorvtepn 66on Xeplion and tnv amwarrodpevn

Av16 10 Pappako Ba oag yopnyndei vd TPk TapakolovONoN. Tuvendg, sival amibavo vo cag
yopnynOel d6om peyaddtepn omd TNV KOVOVIKY.
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Ot acBeveic oToVg 0moiovg &xel yopnynel peyodlvtepn 060N TOAMTEPIOOVTG OO TV KOVOVIKY, UTopel
Vo ELPAVIcOVV To 0KOAOLOO GUUTTMOOTOL:

VIVNALG 1] KOTAGTOAN, TO(LKAPSio, YOUNATY OPTNPLOKT TEGT, U1 PVCIOAOYIKO

NAEKTPOKAPIIOYPAPN A (KOTOYpa®T] NAEKTPIKAG dPAGTNPLOTNTAG TNE KAPIAG) N opyEG N 1N
(QUOIO0AOYIKEG KIVIOELS TOV TPOCHOTOV, TOL CAOHOTOS, TOV Bpoylovmy 1| T®V TodmV.

Edv ctopatiocere vo ypnoiponoleite To Xeplion

Edv otapatioete va Aappdvete Tig evéoelg cag, Ba xdoete TG emMOPACELS TOV PAPUAKOL. Agv TPETEL
Vo SLOKOWYETE T1| P01 TOL POUPUAKOD 0TV, EKTOG KOL OV GOG TO TEL O YIUTPOS GOG, OLOTL TOL
GUUTTOMOTO LWITOPEL VO, EMGTPEYOLV.

Edv éxete meplocdtepeg EpMTNGELS GYETIKA LE TN XPTOT ALTOV TOL PAPUAKOV, POTNOTE TOV Y1 TPO N
TOV QUPLOKOTOLO GOG.

4. MBavéc avemBOuNTEG EVEPYELES

Onwg 6ha To pappaKa, £TG1 KO AVTO TO QAPUAKO UTOPEL VO TPOKAAESEL AVETIOOUNTES EVEPYELES, OV
Kol 0VTEG 0V TAPOVGIALoVTOL 68 OAOVG TOVG AVOPOTOVG.

Evnuepoote Tov Y10Tpo 60 apécmg edv:

o mapovctdoete OpopuPovug aipatog oTig PAEPEC, €101KA 0T0 TOSIK (TO CLUTTOUATA TEPIAAUPAVOLY
oidnua, Tovo Kot puBpdTNTA 0TA TOdIAL), 0L OO0 UTopEl va peTakivnBodv HEcm Twv
ALUOPOPOV AYYEIDMV GTOVC TVEDUOVEG TPOKAADMVTAS TOVO 6T0 6T 00g Kol SLGKOAN GTNV
avanvor|. Eqv mapatnprioete onotadnmote amd ovTd To GOUTTOUATO, avalNTHOTE WTPIKN
GLUPBOVAN ApES®G.

. £yete AVOL0L KOl TOPOVGLAGETE EQPVIKT QALAYT OTN VONTIKY G0¢ Katdotaon 1 Eaevikn
advvapio 1 povdoUe 6TO TPOGMTO, TOVG Ppayioveg 1 Ta oA, edIKE otV pio TAgvpd, N
GUYYVCT GTNV OALN, CKOUN KoL Y10, (WKPO XPOVIKO dtdctnio. Avtd umopel va eivat onueio
EYKEPOUAKOV ENEIG0S10V.

o TOPOVGIACETE TVPETO, UVTKN dvokapyia, EPidpmon N HEI®UEVO eninedo cuveidnong (Hia
dwtapayn 1 oroia ovopdleton «Kakdnbeg Nevpoinmtikd Zovopouo»). Mmopel va amarteitot
aueon watpikn Oepameio.

. €loTe AVOPaG KOl TOPOVGLAGETE TOPOUTETAUEVT 1] ELDOOLV GTOGT. AVTO OVOUALETAL TPLOTIGLOG.
Mropei va, ypelactel dueon atpikn Oepamneio.

. TOPOVGIACETE HKOVGIEG PLOUIKES KIVIGELC TNG YADCONG, TOV GTOLTOC KOl TOV TPOCHTOV.
Mmropei va, xpelaoTel Vo, GTAUATCETE TNV TOATEPLOOVN.

o TOPOVCIACETE GOPOPN AAAEPYIKT AVTIOPAOT) TOV YOpaKTNPILETOL 0O TLPETO, 010N IO TOV

GTOUATOG, TOV TTPOCMTOV, TOV XEIMMV N TNES YADGGAS, AUYAVIAGHA, KVOUO, SEPUATIKO
eEAvOM O KO LEPTKEC POPEC TTMGN TNE OPTNPIUKNG TTiEONC (CUUTTAOUOTO TOV OTOTEAODY
«OVOQLAOKTIKN avTidpaon»). AkoOun Kot ov 6to TapeABov Exete emdei&el avoyr oty and
OTOUATOG PIGTEPLOOVI 1 TNV OO GTOUOTOG TAMTEPLOOVT, ERPAVILOVTaL OTTaVImMG AALEPYIKES
AVTIOPAGELS LETO GO YOPTYNON EVEGEWDV TOMTEPIOOVNG,.

o npoypoupatilete va vrofAndeite o yelpovpyikn exéuPacn 6To UATL, EVIUEPDOTE TOV
opBoipioTpd cag 6T Aapfdvete avtd o edppako. Katd tn didpreta tng opOaipiKng
YEPOLPYIKNG ETEUPACTG Y10 TV OVIHETOMIOT TG BOA®GONG TOL PUKOV (KATAPPAKTING), 1 ipLda
(T0 YPOUATIGTO TUAKLO TOV HOTIOD) UTOPEL VO YAAUPDCEL (YVOOTO MG «GVUVOPOLO YOAUPTG
ip100c»), YEYOVOG OV UTopEl va 00N YN GEL o€ PAGPN Tov 0@OaA0D.

. yvopilete Ot £yete emkivouva younAd aptOpd evog GLYKEKPIUEVOD TOTOV AEVKOV
OLLOGPOIPIMY GTO O[O GOGC, TO OO0 ATOTOVVTOL Y10, TV KATUTOAEUN O TOV AOUMEEDV.

Ot ax6Aov0eg avemBOUNTES EVEPYELEC UTTOPEL VO, ELPOVIGTOVV:

oAb ovyvéic avemBOuNTES EVEPYEIES: pOPEl va exnpedoovy tepiocétepa amd 1 ota 10 aropa
. dvokolia oto va Kounbeite 1 va Tapapeivere KOYopUEVoL.
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Yoyvég avemOOunTeg evépyereg: pmopel va exnpedoovy £0g 1 ota 10 dropa

CUUATMOUOTO KOVOD KPLOAOYNLOTOC, OVPOoAOiHmEN, aicOnon Ot éxete ypinn

70 Xeplion pmopei vo, cog avéNcet ta. enineda Liog opuodvNg Tov OVOUALETAL KTTPOACKTIVI) Kol
Bpiokovtat pe e&étaon aipatog (mov pnopet va TPOKAAEGEL 1 VO, UMV TPOKAAEGEL GUUTTMOUOTA).
Orov gpeavifovtol GupRT®UOTe CVENUEVNS TPOANKTIVIG, UTopEl Vo TepAauidvouy (GToVG
Avdpeg) SLOYKMGON TV HOoT®V, SUGKOAIN 6TV enitevén N T dlathpnomn 6THGEWMY, 1 GAAN
oceEovaiikn duoAettovpyia. XTig yuvaikeg pmopet vo tepthappdvouy duvceopio 6TOVE HOGTOVC,
Sdoppon YEAAKTOG 0Td TOVG HOGTOVS, OMMAELN EUPUNVEV pOCEDY, 1 GAAL TPpOPANOTO LE TOV
KOKLO GOg

VYNAO GAKYOPO aipatog, avENoT Tov COUATIKOD BAPOVG, LEI®GT TOV COUATIKOD Bdpovg,
HE®UEVT Opeén

gvePeIGTOTNTA, KOTAOAIYT|, CIyYOC

TOPKIVGOVIOUOS: AVTN 1) KATAOTOOT Uropel vo tepthapufdvet: apyn 1 dotapayuévn kivnon,
aioOnua dSvokapyiog 1 cVGELENG GTOVG POES (TOL KAVEL TIC KIVI|GELS GOG GOV TIVAYLOTO), KoL
UEPIKEC POPEC OKOUA Kal TV aicOnom 0Tl «maydvew 1 kiviion kot uetd apyilel Eovd. Alla,
ONUELN TOPKIVGOVIGLOV TTEPIAAUPAVOLY apyd GLPTO Priua, TPEUOVAO GE KOTAGTOCT NPEUIOG,
avénpévo odAlo Kaun un nleAnuévn expor GAAL0V 0md TO GTOLO KOl ATMAELL TNG EKPPOCTG
610 TPOCMOTO.

avnovyia, vrvniio, 1 pet®pPEVN gypryopon

dvotovia: Avt gival pio Katdotaon Tov TEPIAaUPAVEL apYES 1| TOPATETAUEVEG U OEANUEVES
oLOTAoES TOV PL®V. [Tapodro Tov pumopel vo apopd G€ 0TOL0ONTOTE UEPOC TOL GMMOTOC (Kot
UTOpEL Vo 001 YNOEL G LT PLGIOAOYIKT] GTAGT] TOV GMOUOTOG), | SVGTOVIK GLYVA APOPH GTOVG
LWOEG TOL TPOGMOTOV, CLUTEPIAAUPAVOUEVOV OPVUCIKOV KIVICEDY T®V 0QOOAL®Y, TOL GTOUATOG,
™G YADOOOG 1 TNG GLoyOVaC.

CoAn

dvokwvnoia: Avt eivon pio katdotaoT wov tepthapufdverl un nOeAnuéveg HOIKEG KIVIIGELS Ko
umopel va mepthopPavel eTavolapPovOoleves, CTAGTIKEG 1] GUGTPOPIKESG KIVIOELS, 1| CUCTACELS.
TPOUOC (TPEUOVAO)

TOVOKEQPOAOC

YPYOPOG KapIaKog puouog

VYNARY apTNPLOKY TTieom

Prixes, pvikh copeopnon

KOWALOKO AAYOG, EUETOG, VOUTIO, SVCKOIAMOTNTO, d1ApPOoLd, SVOTEYI, 000VTAAYia

OVENUEVEC NTTATIKEG TPAVOOUIVACES OTO OliLLO GOG

OVOC 6T 0GTA 1} TOLE UVEC, 0GPLOAYIN, apBpaiyia

UTOAELD EUUNVOV POCEDY

TLPeTOC, aduvapio, kKOT®ON (Kovpaom)

avtidpacn oto onueio g Eveong, cvpmeptiopuPavouévne eayobpag, TOVou N O1ONUATOC.

Oyt ovyvég avemBOUNTES EVEPYELES: nmopeEl va emnpedosovy £mg 1 ota 100 dropa

TVeELUOViD, AoimEN Tov avamveLoTIKoD (Bpoyyitida), AoTUOEN TOV AEPOPOP®Y 0DV,
TOPOUPPIVOKOATITION, AOTH®EN TNG 0VPOSOYOL KOGTNG, AOTHMEN TOV MTOG, OVLYOULKNTINGN,
apuySoAiTda, Aoipmén Tov dEPUATOG

LELMUEVOG aPOOG AEVKOKVTTAP®V, LEIMOT] TOV THTOV TOV AELKOKLTTAP®Y oV fonbovv otV
TPOOTOGIN GOC 0o TIC AOIUMEELS, avortpiol

oAdepyikn avtiopaon

SdwafrTng 1 emdeivwon Tov SN, avEnpévn eovAiv (pia oppovn Tov eAEYYEL T EMiTESQ
TOL COKYGPOL TOV OULLOTOG) GTO QUL GOG

ov&npévn opeln

amMAELN OPEENG TOV 0ONYEL GE VTOGITIGUO KO YOUUNAO COUATIKO BAPOC

avénuéva TpryAukepidia (€vog TOTog Mmidion) 6To aipa, avENUEV YOANGTEPOAN GTO QLD GOG
dwoTapayn Tov VIvov, Eveopikn dtdbeon (Lavia), LELWUEVN YEVETNGLO OpUN, VEVPIKOTNTA,
eQiATES

oyun dvokivnoia (cvondoelg 1) Tvaypata Tov dgv umopeite va eElEyEete 010 TPOSMOTO, TN
YAOGGO 1| GAAG LéEPT TOL GOUTOC 60G). Evuepdote tov ylotpd cog apécms edv epeavicete
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un nleAnpévec pubKég KIVIOELS TG YADMGGOG, TOV GTOLOTOG Kol TOV TPOSOTOV. Mmopel va
YPEWGTEL 1] OLOKOTT TOV PAPUAKOL AVTOV.

o AMmoBopia, pio addconn Tdor vo KIVEITE LEPT] TOV CMUOTOC GaG, CAAN OTAV OTEKEDTE,
doTapayn TS TPOSOYNG, TPOPANUATE LE TNV OUIALN, ATOAELD 1] U1 PLGLOAOYIKY aicOnon TG
yebone, UEldpEVT aicnon Tov dEpUaTog oTov TOVO KoL TNV o, aicOnuoa popunkicong,
TOUTNUATOG 1] LOVIIACUOTOG OTO OEPLLL

o 0o\ 6pacn, oeBaiukn Lolpwmén N «emmepukitidon, Enpopdaiuic

o aioBnon weprotponig (ilyyoq), euPoéc, mtalyia

. SLOKOTY| TG ay@YWOTNTOG HETAED TV AVE Kot KATO TUNUATOV TNG KOPAAG, U1 GUGLOAOYIKN
NAEKTPIKY AYOYWOTNTO TG KAPSIAG, mopdtact Tov dtaotiuatog QT amd v kapdid oag,
YPYOPOG KOPALAKOG XTOTOG OTAV GTEKEGTE, aPYOG Kapdlokdg puOUdc, Un QLGIOAOYIKT
KOTOYPOQON TNG NAEKTPIKNG OpacTNpdTNTaS TG Kapdldg (nAektpokapdioypdenua | HKT),
TTEPVYICUOC | aicOnpa Suvatdv Kapdlakdv ¥TOTeV (aictnuoa TaApmy)

. YOUNAT 0PTNPLOKY] TEST], YOUNAT apTNPLOKT TEC OTAV OTEKESTE (CUVETMG, OPIGUEVOL
avBpwmot Tov TaipvouV To PApraKo avTd uropel va atcBavBolv Tdom yio Amobopia, (aAn N va
AMmoBuuncovy dtav otékovtat | otav onkmBovy 0pbiol amdTopua)

o AQYOVIOOLLOL, TOVOAQLILOC, PVOPPOYia

o KOIALOKT SVGEOPIN, AOIHU®EN TOL GTOUAYOL ) TOV EVTEPOV, BVCKOAID GTNV KOTATOOT),
Enpootopia

. LETEDPIGUOG 1] TOUTOVIGHLOG

o avénuévn GGT (éva nratucod Eviupo mov ovopdletot Y-yYAOUTAUVATPAVGOEPACT)) OTO OiLLO GOG,
ovénuéva nratikd vivpo oto aipa cog

o Kvidwon (M «kvid®Tiko e£avOnuoy), Kvnopog, eavinua, Tprydntmon, éklepa, Enpodepuia,
£pLOPOTNTA TOL SEPUATOC, AKUT, OTOCTNUO KAT® omd TO OEPUA

. avénon g CPK (kpeativopwopokivion) 6to aipo oag, evog evCOIOV TO 0moio LEPIKES pOPES
amedevfepdveTOL KOTA TN SIACTOCT TOV LMV

o puikoi otacpol, duokapyio Tov apdpooemv, poikn advvapio

o axpdrela (EAey” ELEYYOVL) 0Vp®V, GLYVOLPIN, TOVOG KAUTA TNV OVPNOT

o GTLTIKT OVCAEITOVPYIQ, SLTOPUYT EKOTEPUATIONG, ATMAELN AptOod Euumvev pOiceVy 1 G

TPoPANHaT PE TOV KOKAO GO¢ (YOVOIKES), avATTLEN LACTOV GTOVE AvOPES, GEEOVAAIKY
dvodettovpyio, LocTodVVia, EKKPLOT) YOAOKTOG 0O TOUG LOGTOVG

o 0101 L0l TOL TPOGAOTOL, TOL GTOUATOS, TOV 0OPOUAUDY 1) TOV XEIMDV, OO0 TOV COUOTOC, TV

YEPLDV M T®V TOOLDOV

avénomn g BepLoKpaGiag TOV GMUATOC

oAloyn GTOV TPOTO OV TEPTATATE

ovog 610 Odpaka, Svoeopia oto Odpoaka, aicOnuo adtadeciog

GKANPUVGN TOL SEPIOTOC

TTAOON

Yravieg avemOuunTeg evépyereg: pmopei va exnpedosovy £og 1 ota 1.000 Gropa

o opOoAk Aoiumwén

o QAEYLLOVT] TOV OEPUOTOC TOV TPOKOAELTAL OO AKAPEN, AETIOEONG O] TOV TPLYMOTOV TNG
KEPAANG 1 TOV OEPUATOG LLE KVNOUO

avénomn TV NOoVOPIA®V (EVOG TOTTOL AEVKOV CLLLOCPULPI®MY) GTO QL0 GOG

ueimon Tov aporetoliov (KuTTtdpov Tov aipatog wov fondody va oTouatd 1 apoppoyio)
TPEUOVAO TOV KEPAALOD

OKOTAAANAN EkKplom piog opudvne mov EAEYYEL TOV OYKO TV 00pOV

GAKYOPO GTO OVPU

ameANTkéG Yo T o1 ETTAOKEC Un EAEYYOLEVOD JafNTN

YOUNAO GAKYOPO aipoTog

VIEPPOMIKT] KATAVAAWDGCT) VEPOL

omovoia Kivnong 1 avtamodkpiong evoocw giote Emviot (katTatovia)

GUYYLoN

vvoPacia

EMeym cvvaicOnuoTog
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advvapio exitevéne opyacro

KakoM0eg VELPOANTTIKO GUVIPOLO (GUYYLGT, LEIMGT 1 ATMAELN GLUVEIONONG, VYNAOG TVPETOG
Kol coPapr| poikn Svokapyio), TPOPANLTA LE TA OUOPOPA OYYELD TOV EYKEPAAOV
SLUTEPTAAUPOVOUEVNG TNG EQPVIKNG ATMAELNG TG TOPOYNG OUILOTOG GTOV EYKEPUAO
(eYKeE@PAAIKO 1 «Uivy eYKEQPAALKO), EAAEWYT avTomdKplonG oto epebiopata, ammieia
GUVEIONONG, YUUNAO eninedo GuveidnoNg, EMANTTIKEG Kpioelg (omacol), dtoTapayn TS
coppomiog

U1 PLGTIOAOYIKOC GUVTOVIGHOG

yAavkoua (avénpévn mtieon puéoa 6to BoAPO Tov poTIon)

TPOPANLATO LLE TNV KIVNON TOV LOTIOV GOC, TEPLGTPOPT] TOV LATIOV, VITEPEVAICONGia TV
LTIV 6TO0 P®C, avénuéva dakpua, epudpdTNTA TOV LATIOV

KOATIIKY] LOpLLapLYn (U1 QLGLOA0YIKOG Kopdlakog puOROC), aKavOVIGTOG KOPILHKOG XTUTOG
Opoupog aipaTog 6TOVG TVEVHOVES TOV TPOKUAEL TOVO GTO 0THOOG KOl SLGKOAID GTNV AVATVON.
Edv mapatnprioete omotoonmote and ovTd To GOUTTOUATO, AvalNTNOTE AUECOC LOTPIKN
cuppovin

Opoupor aipatog otic EAEPES, €101KA 6TA TOSLO (TOL GVUTTOUATA TEPIAAUPBAVOLY 01dTUa, TOVO
ka1 gpuBpdTTa 0T THSW). Edy mapatnproete omoladnmote amd auTd T0 GUUTTOUOTO
avalnNTNoTE AUECHS LOITPIKT GLUPOVAN

gpubpioon

SVOKOAID, GTNV aVOTTVOT KOTA T O1dpKeLD TOL VIVOL (VITVIKT GTVOLa,)

TVELUOVIKT] GUUPOPNOT], GULPOPNGT TV 0EPOPOPOY 00DV

TIVELUOVIKOL TPIYUDOELG Y01, GUPLYLOG

QAEYLLOVT] TOV TAYKPENTOC, OIONUA. TNG YADGGOC, AKPATELN KOTPAV®OVY, TOAD GKANPA KOTPUVQ
amoQpaln TV EVIEP®V

OKAGUEVA YEIAN

deppotikd e€dvinua mov oyetiletar pe eapuaKo, Thyvveorn Tov dEPUATOC, TITVPIdN

IO TV UWOTKOV VAV Kol TOVOG 6Tovg LOEG (pafdopvdrvo)

doykmon Gpbpwong

advvapio ovpnong

dvoaveéio LooTon, SIOYKMGT TV AdEVOV GTOVE LAGTOVE GOG, OIOYKWOOT) TOV LACTOV
KOATIIKO EKKPLLOL

TPLOTIGUOC (TOPATETAWEVT] GTOGT] TOVL TEOVLE 1) OTTOL0, UTOPEL VoL aottel epovpytkn Oepameion)
TOAD yapmAn Oeppokpacio copatog, piyn, aicdnua diyog

GUUTTOMOTO OO ATOGLPCT PUPLLEKOV

GLYKEVTPMGT TOOV TOL TPOKUAEITOL QIO PAEYLOVT| GTO OTUEIO TNG EvEOTG, AOTU®EN TOV &V TM
Babet déppartog, koot g BEomng Eveong, poAwTag Tng BEong Eveongc.

Mn yvooTég: 11 ovyvoTNTA 08V Pmopel va ekTiun0si pe fdon ta dowwbéoipa oedopéva

EMKIVOLVO YOUNAOC aplOUOC EVOC GUYKEKPLUEVOD TOTTOL AEVKDV OLLLOCYOIPIMY GTO Oilo GOGC, TO
0010 OTOLTOVVTOL Y10l TNV KOTATOAEUNOT) TOV AOUOEEDV

cofapn aArepYIKn avTidpacT mov yopaktnpiletol amd TupeTd, 0idNUN TOV GTOUATOC, TOV
TPOCHTOV, TOV YEMMDV 1] TG YADGGUS, AUYAVIOGHA, KVIIOUO, dEpUATIKO EAvON UL Ko pLeplicég
POPEG TTMOGN TG APTNPLOKNG TTiEONS

EMKIVOLVA VITEPPOAIKT TPOGAN YT VEPOL

oyxetifopevn pe tov Hvo droTapayn TPOSANYNG TPOPNG

KOO AOY® [ EAEYYOLEVOL dafnTn

LEI®WEVO 0EVYOVO OE KATOLoL LEPT] TOV GMWUATOS (AOY® UEWOUEVNG OUOTIKNG POTG)

YPAYOPN, PN CVOTTVOT], TVEVHOVIO TTOL TPOKOAEITOL ATTO TNV EIGPOPTOT TPOPHG, SOTAPUYY TNG
POVAg

ENAEYT KIVITIKOTNTOG TOV EVIEPOV TTOV TPOKAAEL OTOPpacn

KITPIVIGUO TOV SEPIOTOC KOl TOV HOTIOV (IKTEPOQ)

cofapod 1 ametntikod yo T Con e€avinua pe povokaAeg Kot EEPAOVIIGUO TOV OEPLATOC TO
omoio umopel va EEKVIOEL HEGO KOt YOP® OO TO GTOUA, T HOTI), TO POTLO KO TO YEVVITIKA
opyava kot vo, eEamimbei o dlhec meployég Tov cdpaTog (cOvopouo Stevens-Johnson 1 To&ikn
EMOEPLUIKT VEKPOAVGT)
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o cofapn aAAEPYIKN ovTIOpaoT| e OIdN U TOV UIToPEl VO TEPIAAUPAVEL TO AdpVYYQ Kot VoL
001 YNGEL G€ OLGKOAID GTNV AvOTVON

. UTOYPMOUATIGUOC TOV OEPLLOTOC
. U1 PLGIOAOYIKT] GTAGT TOL CAOUATOG
o TOL VEOYEVVITO, LOPE TTOL YEVVIOUVTOL 0O UNTEPES TTOL Exovv AaPel Xeplion katd T didpKeln

NG KUNoNG Umopel va eReovicovy avemBOUNTEG EVEPYEIEG TOV POPLAKOD KO/ GUUTTOLOTO
AmOCLPOTG, OTMG eVEPENIoTOTNTO, PPadeies N TOPOUTETAUEVES UVTKEC GVOTACELS, TPEUOVAO,
VAIVNALL 1| TPOPANUATE, LLE TNV AVOTVOT KOL TNV TPOCANYT TPOPNC

. ueimon g Oeppokpaciog Tov COUATOG

o VEKPO KOTTOPA TOV dEPUATOG 6T 0€0m TG veong Kat EAkog otn B€om g Eveong,.

Avagopd avemBOunTmv evepyar@v

Edv mapoatmpnoete kamoto avemBOunTn evEpyela, EVIUEPOOTE TOV YIOTPO, TOV PAPUAKOTOL0 1) TOV
VOGOKOUO GaG. AVTO 1oYVEL KOt Yo kKEOe mhavi| avemBountn evépyela Tov SeV AVaPEPETAL GTO TAPOV
@OALO 00N YIDV Yprions. Mmopeite emiong va avapépete avemBounteg evépyeleg anevfeiog LEC® TOV
€0vikoO GLGTANATOG aVaPOPAS TOV avaypaeeTol oto [Tapdptnue V. Méom g ava@opac
avemBounTOv evepyeldv umopeite va fondnoete 6T GLALOYN TEPIGGOTEPOV TANPOPOPLOY GYETIKA
LE TNV ACPAAELL TOV TAPOVTOG PUPUAKOV.

5. o va puiaooete To Xeplion
To @appako ovtd TPETEL VoL UAACCETAL GE PEPT] TOV OeV TO PAETOVV Kol OV TO POAVOLV Ta, TOLSLA.

Noa pn xpnoiponoteite avtd To GAPUOKO LETE TV nuepounvia ANENG mov avapépetar 6to Kovti. H
nuepounvio ANENG sivar 1 tedevtaio NUEPE TOV UNVOL TTOL OVAPEPETOL EKEL.

Mn puAdooete og Beppokpacio peyarvtepn twov 30°C.

Mnv metdte @APUAKO GTO VEPS TNG AOYETELONG 1 OTA OIKLOKA amoppippata. Potote tov
(OPLOKOTOLO GOG Y0l TO MG VO TETAEETE TO. PAPUAKO TTOL OEV YPTCLUOTOIEITE T AVTE Tl HETPAL
BonBovv otnv mpoctacio Tov TepPiAiovToc.

6. Mepreyépeva TG GVOKEVOGING KO AOWTEG TANPOPOPIEg

Tvepréyer 1o Xeplion

H dpaotikn ovoia givar n molmepdov.

Kabe mpoyepicuévn ovpryyo Xeplion 25 mg nepiéyet 39 mg maAuitikng toimepdovng o 0,25 ml.
Kabe mpoyepicuévn ovpryyo Xeplion 50 mg nepiéyet 78 mg mwoApitikng molmeptdovng o€ 0,5 ml.
Kabe mpoyepiopuévn ovpryya Xeplion 75 mg nepiéyet 117 mg modputikng noAimepdovng oe 0,75 ml.
Kabe mpoyepouévn oopryya Xeplion 100 mg mepiéyetl 156 mg madpitikng moimepdovng o 1 ml.
Kabe mpoyepicuévn ovpryye Xeplion 150 mg mepiéyetl 234 mg oA pitikng modmeptdovng o 1,5 ml.

Ta GAAa cvotatikd givar:

[ToAvcopPikd 20

IToAvaBvrevoyivkdin 4.000

Movoddpkd Kitpikd 0&0

Avoopo 6EV0 PpOoPoptKd dvATPlo

Movoddpikd S160EVO POGPOPIKO VATPLO
Ydpo&eido tov vatpiov (Y i pvbuion tov pH)
"Yowp yio evéoipa

Epeavien tov Xeplion kot mepieyOpeva TG CVOKEVUGING
To Xeplion gival £éva Aevkd EmG VTOAEVLKO EVEGIHLO EVOLDPTLO TOPOTETAUEVTG ATOOEGUEVONG GE

TPOYEUICUEVT) GVPLYYAL.
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Kdabe ovokevacio mepiéyet 1 mpoyepiopévn ocupryya kot 2 BeAOVeC.

Yvokevaocio Evapéng Oepameiog:

Kabe cvokevacio mepiéyet 1 kovti Xeplion 150 mg kot 1 kovti Xeplion 100 mg.

Evdéyetar va unv kukAogopoiv OAa Ta LeYEDN CLCKEVOCLDYV.

Kéroyog Adsrag Kvkrhogopiag
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Béhyo

Iopaockevaotig

Janssen Pharmaceutica NV
Turnhoutseweg 30

B-2340 Beerse

Béhyo

IMa omoladnmote TANPOPOPIo. GYETIKA JLE TO TOPOV PUPLOKEVTIKO TPOIOV, TAPUKAAEIGTE VO,

amevbuvbeite otov Tomikd avtimpdécsmmo tov Katdyov g Adetag Kvkiopopiag.

Belgié/Belgique/Belgien
Janssen-Cilag NV
Tel/Tél: +32 14 64 94 11
janssen@jacbe.jnj.com

Bbarapus

»oKOHCBHH & [xonchH bparapus” EOOJ]
Ten.: +359 2 489 94 00
jisafety@its.jnj.com

Ceska republika
Janssen-Cilag s.r.o.
Tel: +420 227 012 227

Danmark
Janssen-Cilag A/S
TIf.: +45 4594 8282
jacdk@its.jnj.com

Deutschland

Janssen-Cilag GmbH

Tel: 0800 086 9247 / +49 2137 955 6955
jancil@its.jnj.com

Eesti

UAB "JOHNSON & JOHNSON" Eesti filiaal
Tel: +372 617 7410

ee@its.jnj.com

EALada

Janssen-Cilag ®oppokevtik) Movorpocmnn
A.EB.E.

TnA: +30 210 80 90 000

Lietuva

UAB "JOHNSON & JOHNSON"

Tel: +370 5 278 68 88
lt@its.jnj.com

Luxembourg/Luxemburg
Janssen-Cilag NV

Tél/Tel: +32 14 64 94 11
janssen@jacbe.jnj.com

Magyarorszag
Janssen-Cilag Kft.
Tel.: +36 1 884 2858

janssenhu@its.jnj.com

Malta
AM MANGION LTD
Tel: +356 2397 6000

Nederland
Janssen-Cilag B.V.
Tel: +31 76 711 1111
janssen@jacnl.jnj.com

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00
jacno@its.jnj.com

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 1 610 300



Espaiia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

France

Janssen-Cilag

Tél: 0 800 25 50 75/+33 1 5500 40 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jisafety@JNJCR.JNJ.com

Ireland

Janssen Sciences Ireland UC
Tel: 1 800 709 122
medinfo@its.jnj.com

Island
Janssen-Cilag AB
c/o Vistor hf.

Simi: +354 535 7000
janssen(@yvistor.is

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvnpog
Bopvéfoc Xoatinmoavaynig Atd
TnA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Latvija
Tel: +371 678 93561

lv@its.jnj.com

Polska
Janssen-Cilag Polska Sp. z o.0.
Tel.: +48 22 237 60 00

Portugal
Janssen-Cilag Farmacéutica, Lda.
Tel: +351 214 368 600

Romania
Johnson & Johnson Romania SRL
Tel: +40 21 207 1800

Slovenija
Johnson & Johnson d.o.o.
Tel: +386 1 401 18 00

Janssen_safety slo@its.jnj.com

Slovenska republika
Johnson & Johnson, s.r.o.
Tel: +421 232 408 400

Suomi/Finland
Janssen-Cilag Oy

Puh/Tel: +358 207 531 300
jacfi@its.jnj.com

Sverige
Janssen-Cilag AB
Tfn: +46 8 626 50 00
jacse@its.jnj.com

United Kingdom (Northern Ireland)
Janssen Sciences Ireland UC

Tel: +44 1 494 567 444
medinfo@its.jnj.com

To mapév @vALo 00N YIOV YprioNS avabempOnke 1o TELEVTAIN POPA OTIS

Aemtouepeic TANpoeopieg yio to appako ovtd eivar dtabéoipeg 6To dikTvakd TOTo ToL Evpmmaikon
Opyaviopov @apudxmv: https://www.ema.europa.eu.

85



O Tinpo@opisg mov akorovdovv arevdHvovTon pévo o€ YoTpovg 1 ErayyelpaTies VYELOG KoL
npéner vo, Swafalovrar amd Tov Y1aTpo 1] TOV ETAYYELPATIO VYELOG GE GUVOVAGUO IE TIC TANPELS
ovvtayoypaeikés Tinpogopiss (Ilepidnyn Tov Xapaktnpietik®v Tov Ipoidvrog).

To evéoyo evaidpnpua etvor yio pia epdanal yprion. [pénel va eleyybei ontikd yio EEva copatiow
TP TN YopnyNnomn. Aev mpémel va ypnoipomombei edv n cvupryya dev eivan ontikd kabopn amod Eéva
cOUOTIOW.

H ocvokevaocio mepiéyetl pia mpoyspiopévn ovpryya Ko 2 Berdveg acpareiog (pnio felova 1% tvtoag
22 gauge [38,1 mm x 0,72 mm] ko pio, Berova 1 ivtoag 23 gauge [25,4 mm x 0,64 mm]) yuo
gvoopikn éveon. To Xeplion dwotifetar emiong o€ cvokevacio Evapéng Oepaneiag, n onoia mepiéyet
dvo mpoyepiopéveg ouptyyes (150 mg + 100 mg) ko 2 emmpdodeteg feAdveg ac@oAeiag.

C

=

(A) 22G x 1 %" Tkpr mAnuvn
(B) 23G x 1” Mmke mhnquvn
(C) Ipoyepiopévn Zopryya
(D) MAfipvn

(E) lIopa dxpov

== |»

=S

1. Avaxivnote T obpilyya Evtova yio tovAdyiotov 10 devtepdienta yio va S106QaAIGTEL £val

OLOLOYEVEG EVOLMDPT LA
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EmniéEre v katdAinin Berdva.

H mpdtn 6601 évapéng tov Xeplion (150 mg) mpénet va yopnyeitor v Huépa 1 oto
AEATOEIAH pw ypnoiponowwvrag t Belova yio AEATOEIAH éveon. H dgbtepn 66om
évapéng tov Xeplion (100 mg) mpénet eniong va yopnyeitar oto AEATOEIAH pv pia efdopdda
apyotepa (Huépa 8) ypnoonowwvrag ) Pelova yio AEATOEIAH éveon.

Edv o acBevic aAdalel Oepaneio amd evéoiun piomeptdovn pokpdg didpkelag o€ Xeplion, n
TpMTN €veon tov Xeplion (mov kvpaiverol amd 25 mg émg 150 mg) propet va yopnynOei eite
o010 AEATOEIAH ¢ite oto TAOYTIAIO pv, ypnoipomoidvtog v KaTaAANAN felova yio, )
0¢om éveong, T YPOVIKN GTLYUN TNG EMOUEVNG TTPOYPOULUUOTIGUEVTG EVECT|G.

211 GLVEXEL, Ol UNVIBEG EVECELG GUVTINPNONC UTOPOLY Vo, xopnyndovv eite 6to AEATOEIAH
gite oto TAOYTIAIO pv ypnoomoldvog v KatdAAnAn Peddva yio T 0Eon Eveong.

I"o éveon oto AEATOEIAH, v o acBevig £xel cmpatikd Bapog < 90 kg, ypnoyomomote
Belova. 1 ivtoag, 23 gauge (25,4 mm x 0,64 mm) (BeAdva pe TANUVY WTAE YPOUATOS), EGV O
acBevig €xel copatikd Bapog > 90 kg, ypnowonomote Berova 14 ivicag, 22 gauge (38,1 mm
x 0,72 mm) (Belova pe TANUVY YKPL ¥PDUOTOC).

I"a éveon oto TAOYTIAIO, ypnoyomoote Berdva 12 ivicag, 22 gauge (38,1 mm x
0,72 mm) (BeAdvo pe TARUYN YKPL YPOUATOG).

Kpatnote tn ovpryya e T0 OO TOV GKPOL GTPULUEVO TPOG T TAV®, OPOIPECTE TO EAUCTIKO
TOUO, TOV AKPOL LE IOl ATOAT TEPIGTPOPIKT Kivnom.

87



4. Avoi&te Vv amokoliovuevn BNKn TOTTOL KLYEANG TG PEAOVaG acaleiog LEypL T Héo.
[Mdote T0 KAAVUPO TG PEAOVOG YPNCLOTOLDVTOG TNV TAACTIKT ATOKOAAOVUEVT] ONK).
Kpatnote ) ovpryya otpoppévn mpog o méve. [Ipocapudote ) felova acporeing ot
GUPLYYO YPNOUOTOIDOVTOC Ui OTUAT) TEPIGTPOPIKT KIVIOT| Y10 VO ATOQVYETE POYIEC T} Cnutd
oV TARpVN TG Berdvac. EAEyyete mavta yia onpeia {nuidg 1 Stappong mpv and
xopfiynon.

5. Tpapn&re to kGhvupa g feAdvag amd T Peldva og evbeia. Mny oTpépete To KAALUUA, KAODC
N Peldva pmopel vo YoAapdGEL amd TN cLPLYYO.

o
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6. TomoBetnote TN GUPLYYW [E TNV TPOocapTNUEVT PeAdva oe Opbila BEoT Yo va apapEceTe ToV
aépa. AQPUPEDTE TOV AEPO OO TN GUPLYYO LETAKIVOVTOG TN pEfdo Tov euPfOA0D TPosEKTIKA
TPOG T, EUTPOG.

~

i)

7. Xopnynote OA0 TO TEPIEYOUEVO WE apyn, Pabdid evdopvikn £veon oTov EMAEYUEVO SEATOELON N
yAovutiaio po Tov acBevoug. M yopnysite evooayyslokd 1) vTodopio.

8. Metd TV 0OAOKANP®GT TNG EVEGNC, XPTOLUOTOIGTE TOV OVTIYELPO 1] TO SAKTVAO TOL EVOC YEPLOD
(8a, 8B) N pia eminedn emeaveila (8y) yio vo, EVEPYOTOMGETE TO GVGTNUO TPOCTUGING TNG
BeAlovag. To choTU gvepyOmOLEITAL TANPOG OTOV AKOVGTEL VOl «KAK». ATTopplyTte KATAAANAQ
TN oVpLyya pE TN Perdva.

8a

S U

8p

89



Kabe aypnoiponointo eopuakevtiKd Tpoidv 1 VIOAELUN TPETEL VAL OTOPPINTTETUL COUPDVA LE TIG
KOTA TOTOLG 1GYVOVCES GYETIKES OLUTAEELG.
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