DVrho ooV ypiong: [IAnpoeopicg yia Tov acdeviy

Vimpat 50 mg diokia emkoloppéva pe Aemtod vuévio
Vimpat 100 mg diokio smkaioppéve pe Aewtd vpévio
Vimpat 150 mg diokio smkaioppévoe pe Aewtd vpévio
Vimpat 200 mg diokio smkaioppévo, pe Aewtd vpuévio

Aakocopion

AP doTe TPOGEKTIKA 0AOKANPO TO GVALO 00N VLAV PTG TPV UPYICETE VA TAIPVETE AVTO TO
QOaPLOKO, OLOTL TEPLAGUPAVEL CNUAVTIKES TANPOYOPIES Y10, GOG.

. Dura&te avTo TO POAAO 0dNYIDV YpNone. Towg ypelaotel va to dupdoete Eava.
. Edv éxete mepartépm amopieg poTroTE TOV Y1IUTPO 1] TOV POPLOKOTOLO GAG.
. H cvvtayn yio autd 10 pdppoko xopnyndnke amokAelotkd yio oag. Agv TPEMEL VO SDGETE TO

@AapuroKo o€ GAAOVC. Mmopel va Tovg TPOKAAEGEL BAAPT], AKOUO KoL OTOV TO GUUTTOUOTO TNG
ac0évelds Toug glvan 1010 e TaL SIKAL GOC.

. Edv mapatmpnoete kKamowo avemBOunn evépyeia, EVILEPADOTE TOV YLOTPO 1) TOV POPLOKOTOLO
00G. AT 1oyvel Kot Yo kKaBe mhovy avemBOunTN eVEPYELN TOV OV OVAPEPETUL GTO TAPOV
@OALO 0ONYIBV yprione. BAéme mapdypagpo 4.

T epréyer To Tapév eUALO 00NYLOV:

Tt eivon To Vimpat kot wota givat ) gp1ion Tov

T mpéner va yvopilete npv mapete 10 Vimpat

[og va mdpete to Vimpat

[MBavég avemBounteg evépyeteg

[og va puidooete To Vimpat

[epreydpeva g cvokevaciog Kot AOES TANPOPOpieg

oL E

1. Th givor To Vimpat kon wowa givai 1 (prion tov

Th givon To Vimpat

To Vimpat nepiéyetl Aakocaption, n omoio aviKeL G€ Lo OPASA POPUAK®OY TOV ATOKOAOVVTOL
“ovTieEmANTTIKG edppoKa’”.

AvTa 10 QAPLLOKO YPNCUYLOTOIOVVTAL Y10, TV OVTIUETOTION TNG EMANYINGC.

. Yag €xetl 600l aVTO TO PAPLLAKO Y10l VO LELOGETE TOV aplBUd TOV KPIoE®V TOV EYETE.

INoarti ypnowonoieiton To Vimpat

. To Vimpat ypnoiponoieitar 6 eviAKes, ePNBovg Kot mondid nAkiog 4 Tdv Kot dve.
. Xpnoomotleitat:
. UOVO TOV 1] GE GLVOLAGHO LE AAAN AVTIETIANTTIKG QAPLLOKE, Y10 TV OVTILETMTLON UL0G

GUYKEKPLUEVIC LOPONC ETANYIOG TTOL YopakTnpileTal oamd TNV ELPEVION EMANTTIKNG
Kplomng eotiokng Evapéng Le N xOPIc SEVLTEPOYEVT YEVIKEVGN.XE OVTOV TOV TOTO
emnyiog, ol kpioelg ennpedlovv povo pio mThevpd Tov eykediov cag. Qotdco, glvar
duvatdv va emektaBodv 6€ PEYOADTEPEC TEPLOYES KUL OTIG dVO TAEVPES TOV EYKEPALOV
60,

. G€ GLUVOLOGUO e GAAQ OVTIETIANTTIKA PAPLLOKO Y10l TV OVTLLETMOMTICT TOV TPOTOYEVDG
YEVIKEDUEVOV TOVIKO-KAOVIK®V EMANTTIKGOV KPIoe®V (GOPapéc KpiGELS, oV
mePLaUPavovy amdAELN TG GVVEIdNONC) o8 aoBeveic e 1010mad1 yevIKELUEYT] ETAN YN
(N wopon ¢ emtAnyiog moL TOTELETAL OTL OQEIAETAL GE YEVETIKO 0iTIO).

2. T pémer va yvopilete mpv mapete To Vimpat

Mnyv wapete To Vimpat
. o€ MEPIMTOON aAlepYiaG 0T AOKOCAWION, ] GE OTOLOTOTE AAAO OO TO. GLGTUTIKA AVTOD TOL



eapuaxov (avapépovtol otny mapdypapo 6). Edv dev eiote BéPatog/n yuo to av giote
oAAEPYIKOY/T, TaPUKOAODUE GL{NTHOTE LE TO YIOTPO COC.

. av €xete KATOo TPOPAN L SLUTAPOYNS TOV KOPILOKOD puOLOD TOL KOAEITOL KOATOKOIAMOKOG
OTOKAEIGHOG deDTEPOL T} TPiTOL PablLoD.

Mnyv mépete To Vimpat av 1oyvet yuo €6dg Kamoto ond ta mapandve. Edv oev eiote BEParot,
ovuPovAevuteite TO YIOTPO 1) TO PUPLOKOTOLO GOG TPV TAPETE AVTO TO PAPUAKO.

IIpogidomou|celS Ko TPOPLAGEELS

AmevBuvheite 6ToV Yi0TpO GOC TPV TAPETE TO Vimpat av:

. [Mopovciicete GKEYELS AVTOTPAVUATIOUOD T awTokTtoviag. Evag pukpdc aptOpog atdpmy mov
Aappdvoov Bepameion pe OVTIEMANTTIKA (QOPUOKEVTIKA TPOIOVIO OTMG 1 AUKOCOUION &lyov
TOPOVCLAGEL GKEYELS UTOTPOVLATICHOD 1 OVTOKTOVIOG. AV TOPOVCIAGETE TIC CKEWYELS OVTEC
omoTedNmoTE, omevbuveite apEc®S 6TO YITPO GOG.

° "Exete éva mpoPAnpa kapdidg mov ennpedlel Tov KopoloKkd TaAUd Kot LYV Tepovctalete Evay
Wwitepa apyo, Yp1yopo N aKovovioTo Kapdtako puiud (6nme KOATOKOIANKOG OTOKAEITUOGC,
KOATIIKY] LOPLOPVYT KO KOATKOG TTEPLYIOUOG).

. [Taoyete and cofapn Kapdlokn vOcOo OTMG KOPOLOKT OVETAPKELD 1) ELYOTE TOPOVGLAGEL £VaL
KopOLOKO ETEIGOSI0
o Yuyva ColiCeote N méptete. To Vimpat gvdéyetan va tpokaréost (aAn, 1 omoia B propovoe va

avénoet Tov Kivouvo tuyaiog kKakmong N TTdoNG. AvTd ONUAiVEL OTL TPETEL VO TPOGEYETE UEXPIS
6tov cvvnBicete Tig EMOPACGEIS TOL PIMOPEL VO, EYEL TO PAPLLOKO.
Av 1oy0el Yio €64¢ KAmo10 amd T Tapamave (1 oev elote PEPator), cuuPovievteite To YaTpd 1 TO
(QOPUOKOTOLO GOG TPV ThpeTe To Vimpat.
Eav maipvete to Vimpat, pidnote pe tov ylatpd 6og e0v ELQaVIcETE VEO €100¢ EMANTTIKOV KPIGE®V 1)
EMOEIVOOT TV VPIGTAUEVOV ETANTTIKAV KPIGEMV.
Edv maipvete to Vimpat ko aviipetonilete GOUTTOUOTO U1 GVGI0A0YIKOD ToAUoD (Ommg Bpadic,
Tay0OG N AVOUOAOS TOANOGC, aicOnpa TaApdy, Bpaydtnta avarvong, aicOnon Laing, Tdon mpog
MmoBupia), evnuepmote apécms tov 1tpod oag (BA. mapdypago 4).

Hodra kdto Tav 4 gTav
To Vimpat dev cuvictdtotl 6 Todid Katm tov 4 etdv. Avtd copPaivel emeldn dev yvopilovpe ok
€av Bo AerTovpyYNoEL KoL €AV EIVOL AGPAAES Y10 TOOLE VTNG TNG NMKIOKNS OMAdIGC.

Allo @éppoxa ko Vimpat
Evnuepdote 10 yotpd 1 T0 GOpUOKOTOLd Gag €AV TOIPVETE, EYETE TPOCOATA TAPEL ) UWITOPEL VO TAPETE
AN QApPHLOKDL.

2UYKEKPHEVE, EVILEPMOTE TO YLTPO 1] TO POPULOKOTOW GOG 6V maipveTe Kamolo amd ta akdiovba

Qappaka wov exnpedlovy Vv Kapdid - avtd cupPaivel exedn To Vimpat umopei exiong va ennpedoet

TNV Kapdld cag:

. (APLLOKO Y10, TNV OVTIUETOTION TOV KAPIOK®OV GO TPOPANUATOV

J eappaka ta omoia av&avouy 1o “didotnua PR” og pa odpwon g kapdidg (HKI 7
NAEKTPOKOPIOYPAPN L) OTTMG T PAPLOKA Yo TV EXANYyic 1] TOV TOVO T0, ooia ovopdlovtot
kapPapalenivn, Aapotpryivn, N TpEYKOUTOAIVY

. QAPLLOKO TTOV YPNGLUOTOLOVVTOL Y10 TV OVTILETMMIOT OPIGUEVAOV TOTIMV OVAUUAOD KOPILKoD
pLOLOD 1] KOPIIIKNG OVETAPKELOG.

Av 1oy0el Yio €64¢ KGTO10 0o Ta Tapamave (1 oev elote PEPator), cvuPovievteite To YaTPd 1 TO

QOPUOKOTOLO GOC TPV TAPeTE TO Vimpat.

Eriong evnuepmaote 10 y10Tpd 1 TO POPUOKOTOLO GOG OV TAIPVETE KATOLO AtO TO TOPUKATD QAPLOKOL -
ovtd cvpPaivel yiati evoéyetal vo avENcouy 1 va. LELDMCOVY TNV ETidpaoT Tov Vimpat GToV OpyavIGHO
oag:

o QAPLLOKO Y10, LUKNTIOGIKEG AOUMEELS, TOL omoia ovoudlovtal @Aovkovaloin, rtpakovaloin,
Ketokovalon
. éva pappaio v tov HIV mov ovopdletan prrovafipn



. QApLLOKA Y10 BOKTNPLOKES AOTUDEELG, Ta 0Toia ovopdaloviot KAaptBpopvkivn 1 proapmikivn

. &va PUTIKO PAPLOKO TTOV YPMoIoToleiTal Yo T Bepameia Tov dyyovg pétpiov Pabuov kat tng
KaTaOAymc, To omoio ovoudleton St.John’s wort.

Av 1oy0¢1 y1o €06¢ Kdmoto amd ta mapandve (1 dev eiote BEParot), cupfovievteite 1o yoTpd N TO

(OPLOKOTTOL0 Gag TPV ThpeTe To Vimpat.

To Vimpat pg owvorveopotdon
[poinmtikd, unv wivete alkool 6tav maipvete Vimpat.

Kdnon kot Onraocpog
Edwv giote éyxvog i OnAdlete, vouilete 0tL umopei va €iote €ykvog 1 oxe01ALETE VAL ATOKTHOETE TOUdL,
{ntote 1 GVUPOVAN TOL YIATPOV 1) TOV POPLOKOTOLOD GG TPV TAPETE OVTO TO PAPLLOKO.

Agv ouvictdtol va maipvete to Vimpat av giote éykvog 1 Onhalete, kabng ot emdpdoelg tov Vimpat
oTnVv KONOoN Kol 6TO ay€vvnTo 1 610 veoyévvnto oudi dev etvon yvwotés. Eniong, dev etvar yvwoto gdv
10 Vimpat anekkpiverol 6to pnTpikod yaho. Avalntnote apéoms GVUPOLAN Ao TO Y1TPd GG EQV
glote £ykvog N oyxedidlete vo amoktoete modi. Avto Oa cog Pondnoet vo amopacicete dv 0o Tpémel
va wépete To Vimpat.

Mn cropathoete ™ Oepomeio yopic apykd vo evUEPDGETE TO YLOTPd G0, Kabmg o1 kpioelg cog Oa
umopovcay va avénbobv. H emdeivmon g acbéveldc cog umopei eniong va frayet to popd cag.

O0fyNoN KoL LEPIOROS PNY AV RATOV

Mnyv odnyeite, KAVETE TOONAATO N YPNCUOTTOLEITE EPYOAEL 1] UnyaviLLOTa LEXPLS OTOV va YvopileTe
OGS 6og ennpedlel To eapuako. Avtd cupPaivet enedn to Vimpat uropei va npoxorécet {dan 1
Bopmn 6paon.

3. og va mapete To Vimpat

[Tévtote va maipvete avTd TO PAPLOKO AKPIPMG COUP®VA UE TIG 00MYiEG TOV Y1aTPOD 1| TOV
eappakonoloV oag. Eqv éxete appifories, potiote ToV Y10TPO 1 TOV QOPLOKOTOLO GOC.

Afqyn Vimpat

. Noa naipvete to Vimpat d0o popég tnv nuépa, pio eopd 1o mpoi kot pio eopd 1o Ppddv.
. [Ipocnabnote va to maipvete mepimov v 1010 dpa Kabnuepva.

. Kortonivete 1o diokio Vimpat pe éva motipt vepo.

. Mrnropeite va mépete To Vimpat pe 1 xopig Tpoen.

Oa Eexvhoete cLVNOWG pE pa yapmAr d0om TV NUEPa Kat o Ylatpog oag Ba avénoet apyd t doom
o€ évav aplBuo efdouddwy. Otav pBdoete 6TV KATAAANAN 366N Yo £6GG, 0L KaAgiton “0dom
ocuvtipnong”, Oa maipvete v 1o TocoTTa KABe nuépa. To Vimpat ypnoipomoteiton wg
paxpoypovia, Bepaneia. o tpénet vo cuveyioete vo maipvete Vimpat péypig o ylotpog vo oog TeEL Vo
OTOLLOTIOETE.

II6c0 va tépete

21N oUVEYELD TOPOTIOEVTOL O1 PUGLOAOYIKEG CUVICTMUEVEG OOGELG TOV Vimpat Y10 S1pOPETIKES
NAKLOKEG opades kot Bapn. O yaTpdc coG UTOPEL VO GLVTAYOYPUPNGEL SIULPOPETIKT) OGN OV EYETE
TPOPANATA LLE TOVG VEPPOVE N TO MTTAp COG.

"Eonpor ko wawowd pe papog peyarvrepo 1q ico pe 50 kg ko evijhkeg

Otav maipvete 1o Vimpat poévo 1ov

H ovvnng 660om évapéng Tov Vimpat givar 50 mg 2 popég v nuépa

O ywTpdc cag Pmopel emiong va 6ag GuVTayoypagncet o, 66o1 évapéng tov 100 mg Vimpat 2 gopég
™V NUEPO.

O ywatpog oag pmopel va avENCEL TN d1¢ NUEPTGIG Yop1yoLLEVT 860N Gag kabe efdopdda

3



avd 50 mg, puéypt vo bdoete ot 660m cuvinpnong tov 100 mg £wg 300 mg 2 popég v nuépa.

Oroav maipvere o Vimpat 6€ cuVOLAGUO UE QAN AVTIETIANTTIKG QOPOLLOKO
H ocvvnng 600om évapéng Tov Vimpat eivan 50 mg 2 popég v nuépa.

O ywTpog oag pmopel va avénaoet ) 01g npepnoing yopryovuevn 66on cag kdbe efdopddo
avé 50 mg, péypt va pbdcete oty nuepnota doom cuvrnpnong petasd 100 mg ko 200 mg dvo popég
™V Nuépa.

Edv &yete Bapog peyorvtepo 1 ico pe 50 kg, o yiatpdc cog umopei va amopaciost vo EeKivioet T
Oepaneio pe Vimpat yopnyovrog pia epdnal doom “poptions” twv 200 mg. Metd and 12 mpeg,
umopeite va EEKVoETE TNV TPEXOVGH dOGT GLVTHPNOTG.

Modwa ko Epnpor pe Bapog pkpotepo Tov 50 kg

H d60n e€aptaton amd to copotikd Bdpog tove. Zuvhbwg apyilovy t Oepaneia pe To GO Kot
ovveyilouv pe diokia v g0V TN SLVOTOTNTA VO, TAPOLV SIoKia Kot vo AdBovv T oot d0oN UE TIg
OLOPOPETIKEG TEPLEKTIKOTNTEG dtokimv. O Y1aTpdg Ba cLVTAYOYPUPTGEL TNV KATAAANAOTEPN

QOPUOKOTEXVIKT LOPOT].

Eav napete peyordtepn 66on Vimpat and tnv kevoviki

Ed&v mpate meprocdtepo Vimpat an’ 660 TPEMEL, EXUCOIVOVIOTE HE TO YIUTPO GOG OLECHS. MnV
EMLYELPTOETE VO OONYNOETE.

Mmnopet va fudoete:

e (&,
. adabecia (vavtio) 7 acOévelo (epuetdc),
. EMANTTIKEG Kpioelc, TpofAnuato KapdiokoD puiuod OTmg apyod, YPNYoPo 1| AVAOUOAO KOPSIoKO

pLOUO, KDL N TTAOGT TG THECTG TOV ALATOG [E YPIYOPO Kopdlakd puOpod kot pidpwon.

Edv Eeyaoete vo mapete To Vimpat

o Edv moapodeiyete po 666m eviog TV TPOTOV 6 0p®dV 0d TNV TPOYPUUUOTIGUEVT 00CT, VO TV
népete poOAg to BounOeite.
o Edv mapareiyate pio 661 HETA TIG TPAOTEG 6 MPEG Omd TNV TPOYPOUUATIGUEVT] dOGT, NV

ndpete o diokio mov maporeiyate. Avtibeta, Tapte To Vimpat v exduevn eopd mov Ha to
Aoppavate KavoviKa.
o Mnyv mtapete SITAN 600T Y10 VAL OVOTANPOGETE T1) 0061 oL EEYACOTE.

Eév otapomioete va naipvere To Vimpat

. Mn crapaticete va maipvetre To Vimpat yopig va ANceTe 6To yatpd cag, kabdg 1 eminyio
c0G UTOPEl va EMGTPEYEL 1) VO EMOEVODEL.
o Av 0 yuoTpdg cog amopaciost va dakoyel T Bepaneio cog pe To Vimpat, Bo cag S0oeL 001Yieg

Y10 TO TAG VO LLELDGETE GTASIOKA TN 0OG™ GOC.
Edv éyete mep1ocdtepeg EpMTNCELS GYETIKA LLE T YPTOT CVTOV TOL PAPUAKOV, POTAOTE TOV YATPO N
TOV PUPUOKOTOLO GOG.

4. MBavég avemBOpunTeg evépysreg

Onwc 6la o pdppoka, £T61 Kol aLTd TO EAPUOKO UTOPEL VO TPOKAAESEL AVETIOOUNTEG EVEPYELES, OV
Kot 6gv TaPovclalovtal 6€ OAOVG TOVG avOPMITOVC.

AvemBOUNTEG EVEPYEIEG OO TO KEVIPIKO VEVPIKO GOOTNLO OGS Yol Topadetypa (AN, prmopet va eivat
GLYVOTEPEC UETA atd TN YopnyNon epdma 66ong @O0V

Evnuep®ote T0 Y10TpO 1| TO QUPUAKOTOL0 GOS EAV TAPOVOLAGETE KATO0 U6 TO TAPUKATM:

oA ovyvég: umopei va TpocPariiovy meptocdtepa. and 1 ota 10 dropa
o [Tovoképarog



Z62n M adwbecio (vavtio)
Aut\ 6paon (dimhomia)

Yuyvég: umopei vo tpocsPdirovy ém¢ 1 ota 10 dropa

Mikpoi omacuol vog Lo 1 Opadag LU®OV (LVOKAOVIKES ETANTTIKEG KPIoELS)

AVGKOMEG GTOV GLVTOVIGHO TOV KIVIIGEDY GAG 1) GTO TEPTATN LN

[pofinuata otn dathpnon TG 1I60PPOTIAG 6ag, TPEUOVAO (TPOLOG), LupUnKioo
(mroparcOnoio) N puikoi oracpol, CLYVEG TTAOGELG KOl LOAMTICHOT

[pofinuata pe ™ uvhHun cag, Svokoiio ot okéyn N otV gvpecn TV AéEewv, GOy Lo
Tayeieg ko ave&éleykteg KIVAGELS TV 0QOUAN®Y (VooTayprog), Oaurn opacn

AtcOnuo meprotpopng (IAtyyoc), aicOnua uébng

Adwobeaio (Euetog), Enpootopio, SLOKOIAMOTNTA, SLOTEYIN, VTEPPOAIKA 0EPLA. GTO GTOUAYL T
010 EVIEPQ, OLappOLn

Mewopévn aicnon 1 evarsbnoio, Suckoria oty dpBpwon AéEewv, d1omAoT TG TPOCOYNG
Bd6pvPog oto avuti dHmwg Bodioua, yTOTNUE 1| GEVPTYUQ

Evepebiotomra, dvokorio vrvov, katdOinym

Yrvnia, kémwon 1 advvapio (eEacBévnon)

Kvnopog, e€bvnua

Oy ovyvég: umopel va tposPariovv éog 1 ota 100 dropa

Bpadug kapdiakodg puiude, aicOnua taAudv, akoavoviotol moipol 1 dAreg oAlayég otnv
NAEKTPIKY SpOacTNPLOTNTO TNG KAPILAS GG (dLoTapoyn Ay@YHOTNTOG)

YrepPoikod aicOnua gvpopiag, yevdaioOnoelg

Alkepyucr| avtidpaon otn ANy eapudicov, kvidmon

O apotohoyikég eEETAGELS EVOEYETAL VO ATOKAADYOLV U1 PLGLOAOYIKY| doKIHaGia TG
NTATIKNG AELTOVPYIOG, TPOVLO TOL NTUTOG

YKEYELS OVTOTPOVUATIGLOV 1| VTOKTOVING 1| ATOTEPA SATPAENG CVTOKTOVING: EVILEPDOTE
OUECMS TO YOTPO GOG

®opdc N d1éyepon

M @UGLOAOYIKT GKEYN 1] OTOAELN ETAPNG LLE TNV TPUYUOTIKOTITO

Yofapn aAlepykn avtidpacn, 1 onoio TPOKUAEL 01010 TOV TPOGMITOV, TOV AULUOV, TOV
YEPLDV, TOV TOSDV, TWV OCTPUYIA®V 1 TOV KAT® AKpmV

AuroBopio

Mn @uo10A0YIKES 0KOVGLEC KIVIIOELS (OLGKIVIGi)

Mn yvooTtég: dev pumopel vo ekTiunBoiv amod to Stabécio dedopéva

I'pryopoc, pn puotoAoykog Kopdlakog TaAdg (KoMK Tayvappuduia)

[Tovolaipog, vymAdg TuPeTdS Ko TEPIOTOTEPES AOIUMEELS ATTO TO PUCLOA0YIKO. Ot
OLLLOTOAOYIKEG EEETAGEIG EVOEYETOL VO, ATOKAADYOLV GOPAPT) TTOCT] GE GUYKEKPIUEVT] OLLADL
AELKOKLTTAP®V (OKOKKIOKLTTOPOLLLIOL)

Yofapn depuatikn avtidpacn Tov propel va, TEPIAaUPavel LYNAO TLPETO Kot GAA YPLTTOIN
ocopnTopata, eEavinuo 6to TPOGMTO, EKTETAUEVO eEAVONA, TPIGUEVOL 0OEVES (S10YKMUEVOL
Aeppadéveg). Ot arpatoroyikég e€etdoelg delyvouv avénuéva enineda NroTK®OV EVEOUOV Kol
€VOG TOTIOV AEVKOKVLTTAP®V (NOGIVOPIAiR)

Extetapévo e£avOnpa pe pAOKTOIVES Kot OTOAETION TOL SEPLATOC, EOKA YOP® and TO GTOUA,
TN K0T, T LATLOL KO TO YEVVITIKG Opyova, (cuvdpouo Stevens-Johnson) kot o o coPapn
LOPPT OV TPOKAAEL AMOAETION TOL SEPUATOG GE MEPLETOTEPO 0mtd T0 30 % TG COUATIKNG
EMPAveLNg (ToEIKT EMOEPIKT VEKPOALGN)

2TOGUOC.

Emnpo6c0eteg avemOOunTes evépyseieg o mardna

Yoyvéc: umopei va TpocPariiovy émg 1 oto 10 modid

Koatappon (pvogpopuyyitida),
IMupetog (mopeia),



. [Movérapog (papoyyitida),
. Tpove Myodtepo amd 0,TL GuVHOWG,.

'Oy ovyvég: umopei va tpocsParrovy £oc 1 ota 100 moidid
. AtsOavovtal kovpacuéva 1 oev £xovv evépyela (AnBapyoq).

Mn yvooetég: dev pmopel va ektiunfovv and ta dtebéoipa dedopéva
. AMAOYEG OTY] GLUTEPLPOPA, OEV Elval OT®MG GLVHOWC.

Avo@opd avemOOunTOV EVEPYELOV

Edv mapatnpnoete kKamoo avemBOunTn evEpyela, EVIUEPADOTE TOV YLOTPO 1) TOV POPLOKOTOLO GOG.
AVT0 1oyl Kot Yo kdOe mhavr avemBountn evépyela Tov OgV aVaPEPETAL GTO TOPOV PUALO OONYIDV
yphone. Mmopeite emiong va avagépete avembounteg evépyeleg anevbeiag, péow tov EOvikod
Opyaviopov Qoppakmv, Mecoyeimv 284, 15562 Xohapyog, ABnva, TnA.: 213 2040380/337, ®al: 210
6549585, www.eof.gr. Méow g avopopdg avemBountov evepyeidv umopeite va. fondncete ot
GLALOYN TTEPLOCOTEPMY TANPOPOPLDV CYETIKA [LE TNV ACPAAELN TOV TAPOVTOG PAPLAKOL.

5. IIog vo purdccete To Vimpat
To @apuako ovTd TPETEL VO PLAAGGETOL GE UEPT) OV OEV TO PAETOVV KoL OV TO POAVOLV TO TOUdLA.

Na pn gpnoponoleite avTd T0 PAPUAKO LETA TNV NUEPOUNVIC ANENG TOV OVOPEPETOL GTO KOVTL Kol
otV KoyéAn petd  Aéén AHEH 1 EXP. H nuepounvia AMéng elvan n televtaio nuépa tov piva mov
ovVOPEPETOL EKEL.

Mo 10 eappoKo avTd dev amTATOVVTOL WO10ATEPEG GLVONKES POAAENG.

Mnv metdite eAPLAKO GTO VEPD TNG OMOYETEVONC 1| OTA OKLOK( amoppippoto. Potiote tov
(OPLOKOTTOLO GOG Y10, TO TAOC VO, TETAEETE TAL PAPUAKE, TTOVL JEV YPNOILOTOLELTE T AvTd Ta péTpa O
BonOncovv oty Tpoctacia Tov TEPPAAAOVTOG.

6. Mepreyépeva g GVOKEVAGING KOL AOUTEG TANPOPOPiES

T epréyer To Vimpat

. H dpactikn ovcia givar ) Aakocouion.
‘Eva dioxio Vimpat 50 mg mepiéyer 50 mg Aokooapiong.
"Eva dioxio Vimpat 100 mg nepiéyet 100 mg Aaxocauiong.
"Eva d1okio Vimpat 150 mg mepiéyel 150 mg Aaxocouiong.
"Eva d1oxio Vimpat 200 mg mepiéyel 200 mg Aaxocopuiong.

. Ta dAda cvotatikd siva:
Hvpijvag d1eKiov: LIKPOKPLOTOAAKT KVTTOPIvY, VOpOoELTPOTLAOKLTTOPIVY,
vdpoéumpomvriokvTTapivn (YOUUNANG VTOKATAGTAGCTG), KOALOELDEG AVVOPO TLPITIO,
KkpoomoPidovn (polyplasdone XL-10 yio opuakevTiKny Xp1ion), OTEATIKO HOyVIGLO
Emixaloyn orexiov: ToAvP1voAalikoOAT), TOAVABVAEVOYAVKOAY, TAAKNG, S10E€id10 TOV TITOVioL
(E171), ypootikéc*
* O1ypooTikég giva:
Atokio 50 mg: gpuBp6 0&eidio Tov cidnpov (E172), pavpo o&eidio tov oidnpov (E172), Adka
apyiov wowokoppivng (E132)
Awokio 100 mg: Kitpwvo o&eidio tov cidnpov (E172)
Atokio 150 mg: kitpivo 0&gidio tov adnpov (E172), epubpd 0&egidio tov cidnpov (E172), pavpo
o&eidio Tov cnpov (E172)
Awokio 200 mg: Adka apythiov wowokappivng (E132)


http://www.eof.gr/

Epg@avion tov Vimpat ko wepreyopeva Tng cVOKEVOGIOG

. To Vimpat 50 mg givol poddypopa, moeldn EMKOAVUUEVO LE AETTO DUEVIO dloKia,
nepimov 10,4 mm X 4,9 mm, yopayuéva pe tnv £vosiEn ‘SP’ ot pio mhevpd kot o 50’ otnv
AN TAELPAL.

. To Vimpat 100 mg ivatr ckovpo Kitpva, mOELdT| ETKUAVUUEVE LE AETTO DUEVIO OloKia,
nepimov 13,2 mm X 6,1 mm, yopaypéva pe tnv €vdeitn ‘SP’ ot pio mievpd kot to ‘100° otnv
GAAN TAELPA.

. To Vimpat 150 mg eivar copdv, @oeldn eMKoAVUUEVO Pe AETTO DUEVIO dloKia,
nepimov 15,1 mm x 7,0 mm, yopayuéva pe tnv €voeién ‘SP’ ot pio mhevpd kot to ‘150° otnv
AN TAELPA.

o To Vimpat 200 mg eivon umhe, 0og1dn emkalvppéva e Aemntd vuévio diokia, mepirov 16,6 mm
X 7,8 mm, yopayuévo, pue v évoeién ‘SP’ ot pioa mievpd kot to 200° oty GAAN Thevpd.

To Vimpat dwatifeton o cvokevaocies tov 14, 28, 56, 60, 14 X 1 ko1 56 X 1 enucaivppévon pe Aemto
vpévio dwokiov. To Vimpat 50 mg ko to Vimpat 100 mg diotibevton o€ cuokevaoieg tov 168
emKoAppEVOVY pe Aemtd vuévio diokimv kot To Vimpat 150 mg kot to Vimpat 200 mg dwotibevton o€
TOAAOTAEG GUOKEVAGIEG TV 3 KOLTIMV, IOV TEPLEYOLY 56 diokia o kabéva. Ot cuokevaoies

v 14 X 1 kou 56 X 1 emxaAvppévov pe Aemtd vpévio diokimv dtatiBevial og SidTpnTeG KOWEAES
povadwv doong and PVC/PVDC cppayiouéveg pe @OAAo alovpviov, ot cuokevaciec tov 14, 28, 56
kot 168 diatiBevrarl e kavovikég koyéieg PVC/PVDC copaylopéveg e pOALO aAovpviov, ot
ocvokevaoieg v 60 datibBevion oe praiec HDPE pe topa aopokeiog yio moidid.

Mmropei vo, unv KuKAOPOPOLY OAEG Ol GUGKEVAGIEC.

Karoyog Adcrag Kvkiopopiog
UCB Pharma S.A., Allée de la Recherche 60, B-1070 Bruxelles, Béiyto.

Mapaoskevaotic: UCB Pharma S.A., Chemin du Foriest, B-1420 Braine-I’ Alleud, Bé\yio
n
Aesica Pharmaceuticals GmbH., Alfred-Nobel Strasse 10, D-40789 Monheim am Rhein, Teppovia.

INo omoladnmote TANPOPOPic GYETUCH LLE TO TOPOV PAPUAKEVTIKO TPOIOV, TAPAKOAEITTE VO
amevBuvleite otov TOMIKS avTmpdsmmo Tov Katdyov g Adstog Kukhopopiag.

Belgié/Belgique/Belgien
UCB Pharma SA/NV
Tel/Tel: + 32 /(0)2 559 92 00

Bbnarapus
10 CU BU bearapus EOO/]
Ten.: + 359 (0) 2 962 30 49

Ceska republika
UCB s.r.0.
Tel: + 420 221 773 411

Danmark
UCB Nordic A/S
TIf: + 45/ 32 46 24 00

Deutschland
UCB Pharma GmbH
Tel: + 49 /(0) 2173 48 4848

Eesti
UCB Pharma Oy Finland
Tel: + 358 9 2514 4221 (Soome)

Lietuva
UCB Pharma Oy Finland
Tel: + 358 9 2514 4221 (Suomija)

Luxembourg/Luxemburg
UCB Pharma SA/NV
Tel/Tel: + 32/(0)2 559 92 00

Magyarorszag
UCB Magyarorszag Kft.
Tel.: + 36-(1) 391 0060

Malta
Pharmasud Ltd.
Tel: + 356/ 21 37 64 36

Nederland
UCB Pharma B.V.
Tel.: + 31/ (0)76-573 11 40

Norge
UCB Nordic A/S
TIf: + 45/ 32 46 24 00



E\rada
UCB A.E.
TnA: + 30/ 2109974000

Espafia
UCB Pharma, S.A.
Tel: +34/9157034 44

France
UCB Pharma S.A.
Tel: +33/(0)1 47 29 44 35

Hrvatska
Medis Adria d.o.o.
Tel: +385 (0) 1 230 34 46

Ireland
UCB (Pharma) Ireland Ltd.
Tel: + 353/ (0)1-46 37 395

island
Vistor hf.
Simi: + 354 535 7000

Italia
UCB Pharma S.p.A.
Tel: +39/02 300 791

Kvnpog
Lifepharma (Z.A.M.) Ltd
TmA: + 357 22 05 63 00

Osterreich
UCB Pharma GmbH
Tel: + 43 (0) 1 291 80 00

Polska
UCB Pharma Sp. z 0.0.
Tel: + 48 22 696 99 20

Portugal
Bial — Portela & C? S.A.
Tel: + 351 22 986 6100

Romania
UCB Pharma Romania S.R.L.
Tel: + 40 21 300 29 04

Slovenija
Medis, d.o.o.
Tel: + 386 1 589 69 00

Slovenska republika
UCB s.r.0., organiza¢na zlozka
Tel: + 421 (0) 2 5920 2020

Suomi/Finland
UCB Pharma Oy Finland
Puh/Tel: + 358 9 2514 4221

Sverige
UCB Nordic A/S
Tel: + 46/ (0) 4029 49 00

Latvija United Kingdom (Northern Ireland)
UCB Pharma Oy Finland UCB (Pharma) Ireland Ltd

Tel: + 358 9 2514 4221 (Somija) Tel: + 353/ (0)1-46 37 395

To mwapév pvilo 0dNYLAOV ypioNS ovabempOnke Yo TeLsvTaio Popd 6Tig 06/2021.
AlLeg TNYEG TANPOPOPLOV

Aemtopepeic TANpoPopieg Yo T0 APHOKO AVTO givol SIBEGIIES GTOV SIKTLOKO TOTO Tov Evpmmaikod
Opyavicpod Oapudxwv: http://www.ema.europa.eu/.



http://www.ema.europa.eu/

@VYAro oYLV 1 piong: IIAnpoopics yia Tov ac0evi)

Vimpat 10 mg/ml c1pom
AoKocoion

A doTe TPOGEKTIKG 0AOKANPO TO PVALO 0ONYLAV YP1)ONG TPV UPYICETE VU TAIPVETE AVTO TO
QOAaPLOKO, O1OTL TEPLAGUPAVEL CNUAVTIKES TANPOQOPIES Y10 GOG.

. DdvrdEte avTd TO PUALO 0N YDV YprionG. Towg ypelaotel va to dufdcete Eavd.
. Edv éxete mepartépm amopieg poTroTe TOV Y10TPO 1] TOV POPLOKOTOLO GO,
. H ocvvtayn yio autd 10 pApHOKO AmOKAEIGTIKA Yio 600G, Agv TPEMEL VO ODGETE TO PAPUAKO GE

dAlovg. Mropei va, Toug Tpokaréaet PAGPN, akdpa Kot OTaV To GLUTTOUOTA TNG 0oOEVELAC TOVG
elvar idwo pe Ta d1kd Gog.

. Edv mopotmpnoete Kamowo avemBOUnT evEPYEL, EVILEPDGTE TOV YIOTPO 1) TOV (POPLUKOTOLO
oag. Avtd oyvet Kot ya kéOe mbovn avemBOunTn evépyela TOL deV OVAPEPETUL GTO TOPOV
@OALO oMYV yprionc. BAére mapdypagpo 4.

T epréyer To Tapov QUALO 00NYLOV:

Tt eivon To Vimpat kot oo givat ) gp1ion Tov

T pémer va yvopilete mpv Tapete t0 Vimpat

[og va mdpete to Vimpat

[MBavég avembounteg evépyeteg

[og va puidooete To Vimpat

[epreydpeva g cvokevaciog Kot AOTES TANPOPOPIES

ocouprLNOE

1. T eivon To Vimpat ko owa givon 1 yp1)on Tov

T eivan To Vimpat

To Vimpat mepiéyel Aakocapion. AViKeL 6€ Lo Opade. QAPUAK®Y TOV OTOKAAOVVTOL “OVTIETANTTIKA
oappoko’”.

AvTd T0 QAPLLOKO YPNCUYLOTOIOVVTOL Y10, TNV OVTILETOTION TNG EMANYING.

. Yag &€xel 600l aVTO TO PAPLAKO Y10l VO LELMGETE TOV AP0 TOV KPIGEMV TOV EYETE.

INarti ypnowonoiciton To Vimpat
. To Vimpat ypnoiomoteiton og eVAAIKES, pnPoug kot mondid nikiog 4 eTdv Kot Gvo.
. Xpnowonoteitot:

®  LOVO TOL 1] G€ GLVOVLOGHO UE GAA OVTIETIANTTIKG GAPUOIKO Y10 TNV AVTIUETMOTION ULOG
GUYKEKPIUEVNC LOPPNG EMANYING TOV YopuKTNPileTon amd TNV EUPAVIOT ETIANTTIKNG
Kkpiong eoTiokng Evapéng Le N Y®PIg SELTEPOYEVT YEVIKELGT. ZE ALTOV TOV TUTO EMANYING,
01 Kpioelg apykd TpocPAAlovv LOVO T pia TAELPA TOV EYKEPALOV, OAAL GT CUVEYELD
glval duVaTOV Vo ETEKTAOOVY GE LEYOADTEPES TEPLOYES Kol GTIG OVO TAEVPES TOL EYKEPAAOV
60G,

e 0€ GLVOLOOUO LE GAAL OVTIETIANTTIKA QAPUOKO Y10l TV OVTLILETMOMTICT TOV TPOTOYEVDG
YEVIKEVUEVOV TOVIKO-KAOVIK®DV EMANTTIKOV KPIGEDV (GOPapEg KpIoELS, TOL
TEPILOUPAVOLY OmdAELN TNG GLVEIONONG) o8 acheveic pe Womadn| yevikevuévn eminyio (M
LOPPTN TNG EMANYING TOV TOTEVETAL OTL OPEIAETAL GE YEVETIKO 0{T10).

2. Tvpémer va yvopilete mpv mwapete To Vimpat

Mnyv wapete To Vimpat

. o€ MEPIMTOON aAlepYinG 0T AOKOCAWION, 1] GE OTOLOTOTE AAAO OO TO. GLGTUTIKA AVTOD TOL
eopuakov (avagépovtol oty mapdypaeo 6). Edv dev elote BEPatog/n yio To av giote
aAlepyIKOG/M, TapakaloOe GLINTAGTE LE TO Y1TPO GOG.

. av €YETE KATO10 TPOPAN UL S1ATAPOYNG TOV KOPILKOD puOUod mov KUAEITOL KOATOKOIALOKOG



OTOKAEIGUOG dEVLTEPOL N TPiTOL POV,

Mnyv mépete To Vimpat ov 16Y0€1 Y10, £60¢ KATO10 amd T Topandve. Edv dev eiote BEPatot,
ocvppovAevteite T0 YI0TPO N TO PAPHOKOTOLO GOG TPV TAPETE AVTO TO PAPUAKO.

IIposgidomou|cElS KoL TPOPVAGEELS

Amevbuvieite otov yiaTpd cag TpoTov ndpete To Vimpat av:

. [Mopovcidcete GKEWYELG OVTOTPAVUATIOUOV 1) awTokToviag. Evag pukpdc aptBpog atépmv mov
Aappdvoov Bepameion pe OVTIETIANTTIKA QOPUOKEVTIKA TPOIOVTO OTTMG 1 AoKooouion &iyov
TOPOVOIACEL OKEWYELG OTOTPOVUATIGHOD 1 OVTOKTOVIOG. AV TOPOVGIACETE TIC OKEWYELS OTEC
omotednmote, omevduvieite apécws 6To Y1TPod GO,

° "Exete éva mpoPAnua kapdidg mov ennpedlel Tov Kapdlokd TaAUd Kol cuYVA Tapovctalete Evay
Wuitepa apyo, Yp1yopo N aKovOvioTo Kopdtako puiud (0nme KOATOKOIALOKOG OTOKAEITUOG,
KOATIIKT] LOPLOPVYT KOl KOATIKOG TTEPVYIGUOC).

. "Exete coPfopn kapdiaxn vOG0 OTmG KOPILaKT OVETAPKELN 1] EIYUTE TAPOVGCIAGEL EVOL KOPILOKO
EMELGOO10.
. Yuyva Carileote M méptete. To Vimpat evoéyetal va mpokaréoet {dAn, 1 onoia Ba propodoe va

av&Noet Tov Kivouvo Tuyaiog KaK®mong N TTdoNG. AVTO OMUAIVEL OTL TPETEL VO TPOGEYETE_UEXPIS
01OV VYN BICETE TIG EMOPACELS TOV LITOPEL VL EYEL TO QPAPLLAKO.
Av 1oy0¢e1 y1o €06¢ Kdmoto omd ta mapandve (1 dev eiote BEParot), cupPfovievteite 1o yoTpd N TO
(OPLOKOTTOL0 GOG TPV TApeTe To Vimpat.
Edv naipvete to Vimpat, jwiinote pe tov yiotpd oag €6v ep@avicete véo €id0g ETANTTIKMOV KPIce®V 1
EMOEIVOOTN TOV VPIGTAUEVOV ETANTTIKOV KPIGEDV.
Edv maipvete to Vimpat kot aviipetonilete GOUTTOUOTO U1 GVGIOA0YIKOD Todo (6mmg Bpadig,
TOYOG N AVOUOAOG TOANOC, aictnua Talpmy, Bpoydtnta avorvong, aictnon {aAng, Tdon mpog
Mmobouia), evnuepdote auéowc Tov wTpd cag (PA. Topdypago 4).

Hadra kTo TV 4 etV
To Vimpat dev cuviotdton og mondid katw tomv 4 etdv. Avtd cupfaivel encdn oev yvopilovpe akduo
€av O AEITOLPYNGEL KO EGV EIVOL AGQUAES VIO TOLOLA GE QLTI TIV NAIKLOKT OGO

Ao @appoxa kot Vimpat
Evnuepdote 10 y10Tpd 1 TO QOPUAKOTOL0 GaG €6V aipveTe, £xeTe TPOGPATA TAPEL 1] LTOPEL VO, TAPETE
GAlo edppoka.

SVYKEKPIUEVE, EVIIUEPDOTE TO YIULTPO 1] TO PUPLOKOTOLO GOC AV TaipvETE KATO10 atd T akdAovOa

Qappaka Tov exnpedlovy v Kopdld - avutd cupPaivet enedn To Vimpat pnopei eniong va exnpedoet

NV Kapdld cog:

. (APLLOKO Y10, TNV OVTLUETOTION TOV KAPIOKDV GOG TPOPANUATOV

. eappaka ta oroia av&avouy 1o “didotnua PR” og o odpwon tng kapdidg (HKI 7
NAEKTPOKAPIIOYPAPNUAL) OTOS TA PAPUAKE, Yio TV ETANYio 1] TOV TOVO T ool ovoudlovtal
kapPapalenivn, Aapotpryivn, N TPEYKOUTOAIVY

. (QAPLLOKO TTOV YPTGLLOTOLOVVTOL Y10 TIV OVTIUETMOTICT OPIGUEVAOV TOTIMOV OVAUIAOD KOPILKoD
VOOV 1 KAPSLOKNG AVETAPKELNS.

Av 1oy0el Yo €64¢ KAmo10 amd T Tapamave (1 oev elote PEPator), cuuPovievteite To YaTpd 1 TO

(QOPUOKOTOL0 GOG TPV ThpeTe To Vimpat.

Eniong evnuepdote 10 yotpd 1 TO GOPUAKOTOL0 GG 0V TOIPVETE KATO10 OO T TULPOUKAT®O QAPLOKO -
ovté cvpPaivel yioti evogyetal va avENcoVY 1 Vo, LELWGOLY TNV €Tidpact Tov Vimpat GTov 0pyaviGuo
oag:

o (QAPLLOKO Y10, LUK TIGIKEG AOUMEELS, T ool ovoudlovtal pAovkovaloAn, 1tpakovaloAn,
KeTokovalOAN

. éva pdppaio yuo tov HIV mov ovopdleton prrovafipn

. Qappaka ylo Paktnplokég AoUMEELS, Ta omoio ovopdalovtot kKAaptBpopvkivi 1 prpopmikivn

. éva pLTIKO Papuako Tov ypnotponoteital yio ) Bepameio Tov dyyovs pérplov Pabuov kot g

KatdOAyng, To omoio ovopdletar St.John’s wort.
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Av 1oy0¢1 Yo €06¢ Kdmoto omd ta mapandve (1 dev eiote BEParot), cupfovievteite 1o yoTpd N TO
QOPUOKOTOLd cO¢ TPV hpeTe TOo Vimpat.

To Vimpat pe owvomrvevpat@on
[IpoAnmtikd, punv mivete aAKoOA OTov Taipvete Vimpat.

Kinon ko Oniaopog
Edv giote éyxvog 1 OnAdlete, vopilete 0TL umopei va iote £€ykvog 1 oxe014LeTE VO ATOKTHOETE TOUD,
{nthote Tt GLUPBOVAT TOL YITPOV 1| TOV PUPLOKOTOLOD GO TPV TAPETE AVTO TO PAPLLUKO.

Agv cvviotdtol vo maipvete To Vimpat av giote £ykvog 1 Onidlete, kabhg o1 emdpdoelg tov Vimpat
oTNV KOO KoL GTO AyEVVITO 1| GTO VEOYEVVITO Tl OgV Elval YVOOTEC.

Emiong, dev givor yvooto gdv to Vimpat anekkpiveTol 6To untpikd yaio. Avalntmote apécms
cupPovAn amd to YiaTpd cog edv iote £ykvog i oxeddlete va anoktioete Tondi. Avtd Ba cag
BonOnoet va anopacicete edv Oa mpénel va mapete To Vimpat.

Mn otapatioete ) Bepameio xopic apyucd vo eviLEPMGETE TO YUTPO 6ag, Kabmg o1 kpicels cag Oa
umopovcay va avénbodv. H emdeivoon e acbéveldc cog umopei emiong va PAGyeL To0 pwpd cag.

Odnynon Ko ELPLoPOS PNYEVIRATOV

Mnv odnyeite, KAveTE TOONANTO N PNCLUOTOLEITE EPYOAELD 1] Pnyavi|LOTO LEYPLG OTOV Va YvpileTe
OGS 60¢ emnpealel To Papuako. Avtd cvuPaivel enedn to Vimpat puropei va, mpokarécset (oA 1
Bopmn 6paon.

To Vimpat wepiéyer copprroin, vatpro, pedvieotépa Tov wrapavopoivfevioikov vatpiov,

AGTOPTANT, TPOTVAEVOYAVKOAN KOl KAALO

. YopPrtodn (évov OO cokyapov). Avtd 1o pdpuako mepEyxel 187 mg copPiroAng oe kabs ml.
H copPiroin givar anyn epovktdlng. Av o ylotpog cog, oag ExEL TEL OTL £6€(¢ (1] To Tadl GaCg)
&xete dvoaveEio og 0pPIGUEVO GAKYAPA, 1] EXETE OLOYVOGTEL e KANPOVOLULKY ducoveSio otnv
epovktoln (HFI), pia owdvia yevetkn diatapoyr, 6TV omoia To dtopo dev umopel va
Ol0OTAGEL TNV PPOVKTOLT, ETKOIVOVIGTE LLE TOV YIOTPO OaG TPV £0€lg (1] TO modi cog) mapete
N AaPete owtd 10 Papproko. H copPiroin pumopel vo mpokaAEsel YOOTPEVTEPIKT SVCPOPIN Kul
N0 VTOKTIKY dpdion.

. Nétpio (ardtr): Avtd 10 Pappako mepiéyet 1,42 mg varpiov (kOPLo GLGTATIKO TOV
payeipikov/enttpanéliov dlotog) og kabe ml. Avtd wwodvvapet pe 0,07 % tng cuvicTOUEVNG
UEYIOTNG NUEPNOAG TPOGANYNG VOTPIOL HE TNV dlaTpoen Yia Evav eviAka.O pebBulectépag Tov
napabopoéuPevioikov vatpiov (E219)unopei va mpokarécel aliepyikéc avidpdoel (mbavov
ue kabvotépnon).

. Aocmaptaun (E951): Avtd 1o pdppoko mepiéyet 0,032 mg acmaptaung o kdbe ml. H
acmapTapn etvor Tnyn eawvviaiaviving. Mropel va etvan emPrapng, edv Exete
eawvvoroketovovpia (PKU), pio omdvia yeveTikn dtatopoyn Ty omoio 1) ¢UVOACACVIVY
CLGOMPEVETOL YIUTL TO OO OV UTOPEL VA, TNV OTOPAALEL PUGTOAOYIKAL.

o [Ipomvievoyivkoin (E1520): Avtd 1o pdppoko mepiéyet 2,14 mg npomvuievoylukOAng oe kade
ml.

o Kdéio: To gappoko avtd mepiéyet Ko, Aydtepo and 1mmol (39 mg) avd 60 mL, dnA.
OVGLACTIKA «EAEVOEPO KAAIOVY.

3. og va napete To Vimpat

[Téavtote va maipvere To eApROKO avTd aKPIPMS COLE®VA LE TIG 00NYIEG TOV Y1ATPOL 1) TOV
pappakomoloV cag. Eav éxete apoiolies, potote 10 Y10TpO 1 TOV QOPLOKOTOLO GOC.

Afyn Vimpat

o Noa maipvete to Vimpat 300 @opég v nuépa, pio popd To Tpmi kal 1o popd to fpadv.
. [Ipocrabnote vo To maipvete mepimov v 1010 dpa kabnuepva.

. Mropeite va mépete To Vimpat pe 1 xopig Tpoen.
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Ba Eexvnoete cuVNBWG e o oA 00GT TV NUEPA KoL 0 Y1oTpog 6og Ba avénoet apyd tn 06om
o€ évav aplBuo efdouddwy. Otav pBdoete 6TV KATAAANAN 060N Y10 €64G, oL KaAgital “doom
ocuvtnpnong”’, Ba maipvete v idwo tocdTTa K6Be uépa. To Vimpat ypnoipomoteiton wg
paxpoypovia Bepareia. Oa tpénet vo cuveyicete va maipvete Vimpat péypig o ylotpog vo oog el Vo
OTOLLOTIOETE.

II6c0o va épete

1 cvvéyeln Topatifevtal 01 QLGLOAOYIKEG CUVICTMUEVES 0OGELG TOL Vimpat Y10 SlopOPETIKEG
NAMKLOKEG opades kot Bapn. O yatpdc cog UTOPEl Vo GUVTAYOYPOENGEL SIOPOPETIKT 0OCT AV EXETE
TPOPANLATO LLE TOVG VEPPOVS N TO IO COG.

"Eonpor kot wawowd pe fapog peyarvrepo 1M ico pe 50 kg ko gvijhikeg

. XpNoonomote T0 SOCIUETPIKO KOTEALO OTN XEPTIVI GUGKEVLUGICL.
Otav maipvete 1o Vimpat poévo tov

H cvving d6om évapéng tov Vimpat givar 50 mg (5 ml) 600 popég trv nuépa.

O ywtpdc cag pmopei emiong va oag cuvtayoypagnoset pa. 866or évapéng twv 100 mg (10 ml) Vimpat,
000 POpEC TV MUEPQL.

O ywatpog oag pumopel vo avENoet T d1¢ NUEPNGImG Yop1 YOO eV 6001 cog kdOe efdoudda avd 50 mg
(5 ml), uéypt va pOaoete otn 8601 cvvtipnong tov 100 mg (10 ml) émg 300 mg (30 ml), dvo popég
™V NUéPal.

Otav maipvete o Vimpat o€ cuvovaopud pe GAAD OVTIETIANTTIKO QAPLLOKOL
H cvving 86om évapéng tov Vimpat givar 50 mg (5 ml), d0o @opéc tnv nuépa.

O ywatpog cag pmopel vo avéNoet ) d1¢ nuepnoimg xopryoduevn 66om cog kdbe efdoudda ava 50 mg
(5 ml), uéypt va pOaoete oty 8601 cvvpnong peta&d 100 mg (10 ml) ke 200 mg (20 ml), dvo
POPEG TNV MUEPQL.

Edv &yete Bapog peyorvtepo 1 ico pe 50 kg, o yiatpdc cog umopei va amopocioet vo EEKvVGEL T
Oepameia e Vimpat yopnyovrog pia epdmal d6on “@optiong” 200 mg (20 ml). Metd and 12 dpec,
UTOPELTE Vo EEKIVIIOETE TNV TPEXOLGO dOGT GLVTHPNOTG.

IModra kan £enpor pe Bapog pikporepo tov 50 kg
. XPNOHOTOOTE TN CUPLYYO Yo XOPYNoN 0md GTOUOTOC GTN XEPTIVY] GUCKEVOGIO.

Oroav maipvere o Vimpat uévo tov

O ywatpog cag Ba anopacicetl T 660m Tov Vimpat pe fdomn to Papog Tov cOUATOS GOG.

H cvving 86om évapéng eivar 1 mg (0,1 ml), yia kabe yioypappo (kg) Tov fapovg To0v 6dUOTOG
c0c, 00 POPES TV NUEPQL.

O ywatpog cag pumopel va avénoet ™ d1¢ nuepnoimg yopnyobuevn d6on cag kabe efdopdda ava 1 mg
(0,1 ml), uéypt va pOdoete otnv 8601 cvvtipnong. H péyiotn cuviotodpevn d6on givar 6 mg (0,6 ml)
v KaOe kg Tov fapovg Tov cOUATOG Gag, VO POPES TNV NUEP, V1o TALdLd PApovs LIKPOTEPO TV

40 kg. H péytot ovviotdpevn 66om givan 5 mg (0,5 ml) yia kaOe kg Tov Bépovg Tov 6dpoTodg Gog,
300 Popéc TV Nuépa, yia Toudid Bapovg amd 40 kg éwc Arydtepo amd 50 kg. TTapoakdtm mapéyovial To
Ly pAUUATO, SOGOAOYUDV:

Orav maipvete To Vimpat pévo tov — povo yia tAnpoeopnor. O yiatpog oag 0o fpet T oot dOon
Yo €00IG:
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No Aoppdaverar 000 @opéc T nuépa yuo Tondld anod 4 etov pe Papog

wKpotepo tov 40 Kg

Bdapog Abdon 02ml/kg |0,3ml/kg | 0,4mllkg | 0,5ml/kg | Méyiot
évapéne: 0,1 ml/kg CUVIGTOUEVN
d6on: 0,6 ml/kg

10 kg 1ml 2 mi 3ml 4ml 5ml 6 ml

15 kg 1,5ml 3ml 4,5ml 6 ml 7,5 ml 9mi

20 kg 2mi 4ml 6 ml 8 mi 10 ml 12 ml

25 kg 2,5ml 5ml 75mi 10 mi 12,5 ml 15 mi

30 kg 3mi 6 ml 9ml 12 ml 15 ml 18 ml

35 kg 3,5ml 7ml 10,5 ml 14 ml 17,5 ml 21 ml

Na Aapféavetar 600 @opég v nuépa yio toudid kot pnPovg amnd 4 etov pe Bapog and 40 kg £mg
Myétepo amé 50 kg

Bdapog Abon 0,2 ml/kg 0,3 ml/kg 0,4 ml/kg Méyiom
évapénc: 0,1 mi/kg CUVIGTOUEVN
d6on: 0,5 mi/kg
40 kg 4 ml g8 ml 12 ml 16 ml 20 ml
45 kg 4,5ml 9ml 13,5 ml 18 ml 22,5 ml

Oroav moipvere o Vimpat 6€ cuvOLAGUO UE GALC AVTIETIANTTIKG QOPOLLOKO

O ywTpog oag Bo amopaciost tn 061 Tov Vimpat pe faon 10 copatikd Bdpog coc.

Ye moudid oo 4 etov e Papog ocdpatog kKatm tov 20 kg:
. H cvving d6om évapéng eivar 1 mg (0,1 ml), yia kabe yhoypappo (kg) Bapovg odpartog, dHo
QOPES TNV NUEPQL.

O ywatpog oag pmopel va avENoeL T d1¢ NuepNoimg yoprnyovuevn d6on cag kabe efdopdda ava 1 mg
(0,1 ml), yia kG0e kg Bapovg ohuatog péypt va eBdoete oty dd6on cuvripnong. H uéytom
owvicTdOpevn 86omn givar 6 mg (0,6 ml) yia kabe kg Bapovg oduatoc, dvo eopic v nuépa. Iapakdtem
TapEyeTal £va SLAY PO SOGOAOYLDV:

Orav maipvete To Vimpat 6€ GuvOLaGHO e GALY avTliemANTTIKG @appoakae —Iloawdwd dve tov 4 etdv
pe papog mkpoértepo Tov 20 Kg - povo yia mainpoeopnon. O yiatpds cog Ba Ppet ™ cwoth 8601 Yia

€00G:

No Aoppdaveror 600 @opéc Ty nuépa yo waudid and 4 etov pe papog mkpoétepo Tov 20 Kg

Bdapog Adon 0,2ml/kg | 0,3ml/kg |0,4mlkg | 0,5ml/kg | Méywom
évapénc: 0,1 mitkg CUVIGTOUEVN
d6on: 0,6 ml/kg
10 kg 1ml 2mi 3ml 4ml 5mi 6 mi
15 kg 1,5ml 3ml 45 ml 6 ml 7,5 ml 9ml

e moudid omo 4 etdv ue Bapog copatog and 20 fwg Arydtepo and 30 Kg:
. H cvving d6om évapéng eivar 1 mg (0,1 ml), yia kabe yhoypappo (kg) Bapovg odpartoc, dHo
QOPES TNV NUEPQL.

O ywatpog cag pumopel va avénoet ™ d1¢ nuepnoimg yoprnyoduevn d6on cag kabe efdopdda ava 1 mg
(0,1 ml), yia kG0e kg Bapovg ohpatog péypt va eBdoete oty dd6on cuvripnong. H péylom
ocwvioT®pevn 66om givar 5 mg (0,5 ml) yia kabe kg Bapovg cdpatog, dvo popéc v nuépa. IMapakdtwm
TapEyeTal £va SLAYPAULE. SOGOAOYLDV:

‘Otoav maipvete To Vimpat 6€ cuvovacuo pe dAlo avtieminmrikd edapuoiko, —Ilowdta ko Egnpor pe

Bapog amo 20 kg £wg Myétepo amd 30 Kg- pdvo yio minpopodpnon. O yatpds oag Ba Ppet T cwoTh
d00m Yo €G0C:
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No Aapfavetar 600 opég v nuépa yio mardid kot pNPoug amd 4 etmv pe Bapog amd 20 kg £mg
Myétepo amdé 30 Kg:

Bdapog Adon 0,2 ml/kg 0,3 ml/kg 0,4 ml/kg Méyiom
évapénc: 0,1 mitkg CUVIGTOUEVN
d6on: 0,5 ml/kg
20 kg 2 mi 4ml 6 ml 8 mi 10 ml
25 kg 2,5ml 5ml 7.5mi 10 mi 12,5 ml

e moudid omo 4 etdv ue Bapog odpatog and 30 Ewg Arydtepo and 50 Kg:
. H cvving d6om évapéng eivar 1 mg (0,1 ml), yia kaOe yhoypappo (kg) Bapovg cdpartoc, dHo
QOPEG TNV NUEPAL.

O ywatpog oag pmopel va awENoet T d1¢ uepnoimg yopnyovuevn d6on cag kabe efdopdda ava 1 mg
(0,1 ml), yia kGOe kg Bapovg ohuatog péypt va eBdoete oty dd6on cuveipnong. H péytom
owvioTdpevn 66om givar 4 mg (0,4 ml) yia kabe kg Bapovg cdpatog, dvo popéc v nuépa. IMapakdtwm
TapExeTal £Va OLAY PO SOGOAOYLDV:

Ortav moipvete To Vimpat 6€ GuvOLaGUO e GAAS avTiemANTTiKa eappoaka —Iloawdwd kot Eenpor pe
Bapog amé 30 Kg g Myotepo amo 50 Kg- povo yio minpoeopnon. O yorpdg cog Oa Bpet T oot
dooM Yo €06

No Aappaverar 600 opég Ty Nuépa yro mordid Ko epnPous oo 4 etdv pe Bapog amwd 30 kg £mg
Myotepo amo 50 kg:

Bdapog Abon 0,2 ml/kg 0,3 ml/kg Méyiom
évapénc: 0,1 mi/kg CUVICTOUEVN
d6om: 0,4 ml/kg
30 kg 3ml 6 ml 9mi 12ml
35 kg 3,5ml 7ml 10,5 ml 14 ml
40 kg 4ml 8 ml 12 ml 16 ml
45 kg 45 ml 9ml 13,5 ml 18 ml

Oonyieg ypnong: 000IUETPIKO KOTELLO

"Eonpor kot wawonwd pe Bapog 50 kg kon dve ko gvijhikeg

. XPNOUOTOOTE TO SOGLUETPIKO KOTEAAO OV PPIGKETOL G’ ALTHV TN GLGKELAGIAL.

1. Avokiviote KaAd T eLAAN TPV Otd T XPNoN.

2. SOUTANPDOOTE TO SOGIUETPIKO KOTEALO UEYPL TO SOGIUETPIKO GNadt YIAocToAiTtpev (ml), Tov
GLVTOYOYPOUPELTAL OO TO YLOTPO GOG.

3. Kortomieite T 8601 61pomiov.

4, Kotomy migite Ayo vepd.

Oodnyieg ypriong: cvprLyya Yo 1op11ynon and 6TépaTog

O ywatpog oag Oa cog Sgilel TOC Vo YPTCLLOTOGETE TN CLPLYYA Y10, YOPNYNOT| OO GTOUUTOC, TPV T
YPNOLOTOMGETE Y10 TPDTN Qopd. Edv éyete omoteodnmote anopiec, cvpPovievteite Eavd to yraTpd 1
TO PAPUOKOTTOLO GAG.

Moudwa ko Epnpor pe Bapog pkporepo Tov 50 kg
. XPNGYLOTOGTE T1 GUPLYYA Y10, XOPNYNOT| 0TO GTOUNTOC KO TOV TPOGOPUOYEN TTOVL PpickovTal
G’ QUTHV T1 GUGKELOGIA.

AvVOKIVAGTE KOAG TN LA TPV amd T YpNon.

Avoi&te ) 1dAN mElovTag TO TAOUN EVD TO CTPEPETE AVTIGTPOPA TPOG TN POPA TV OEIKTOV TOL
poA0Y100 (ekdva 1).
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TN
O o
f
AxoAiovBnote autd o fripata TNV TPMTN PopPd oL TaipveTE TO Vimpat:
. ATOUOKPVVETE TOV TTPOSAPIOYED QT T GVPLYYO. Y10 XOPN YN o and otdouatog (sikdva. 2).

. TomoBetnoTe TOV TPOGAPHOYEN GTO TTAV®D PEPOC TNG PLAANG (ekdva 3). BePaiwbeite dt1 €xet
otabeponomBei. Agv ypeldletal vo amopaKpOVETE TOV TPOGOUPUOYEN LETE T XPHON.

AxolovOnote avtd ta fripata kdbe popd Tov maipvete To Vimpat:

. TomoBetnote TN GUPLYYA YO XOPYNOT OO GTOUATOG LEGE, GTO (IVOLYLLO, TOV TPOGUPLOYEN
(ewova 4).
. Avamodoyvpiote TN PLaAN (1koOva 5).

. Kpamote ) ¢riin avamoda e To Eva y€PL Kol YPNOIUOTOOTE TO AAAO YEPL Y10 VO, YELUGETE TN
GLPLYYA Y10 YOpNyNoT and GTOUATOG.

. Tpapné&re mpog T K&t T0 £UPolo yio va yepicete T cOPLYya Le pKkpr TocoHTNTA SIOADUATOG
(ewova 6).

. Yrpmé&te TPOC TO TAVOD TO EUPOLO Y10, VOL LPUPECETE TVYOV PLGOAISES (e1KOVa 7).

o Tpapnr&re mpog Ta KaTm T0 EUPoro £m¢ To delkTn TG 600mMG o8 YIAooTOATpa (M) TOL £)EL

ovvtayoypoaendel amd to yorpd oag (ewdva 8).
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= J
. ZTpEYTE TN QLA TPOG TN 6OGTH TAELPA (E1KOVOL 9).
. Apaipiote T oOpryya Yo yoprynon amd otopotog and tov npocsapuoyia (ekova 10).

©)

fli EE—H

Ynapyovv d00 TPOTOL TOV popeite va eMAEEETE Yo vaL TTLEITE TO PAPLOKO:

. 00E1A0TE TO TEPLEYOLEVO TNG GUPLYYAS Y10 YOPNYNON ad GTOUNTOG o€ Alyo vepd, mELovVTag TO
¢UPoLo TPOC TO KAT® HEPOG TG GVUPLYYOS Y10 YOPNYNoT amd otopatoc (ewova 11). X
ouvvéyela, Oa mpénel v mieite OA0 TO VEPO (TPOCHESTE OPKETO MGTE VO UTOPEGETE VO TO TIEITE)
n

. meite 10 Sddlvpa katevbelav amd T cOpryya yio xoprynon and GTOUTOS XMPIG vepd
(ewova 12). [Tieite 6Xo to TEPLEOUEVO TG GVPLYYOS YO XOPNYNOT| OO GTOUATOG,.

(-
g
> {4

) 2 @

° KAelote ™ @udAn pe 10 TAaoTikd Pdwtd oo (dev ypeldleTal vo apalpEGETE TOV
TPOCAPUOYED).
° IMAovete ™ ovPLYYQ Yo  XOpYNON 00 6TOUATOC HOVO pE vEPO (ekdva 13).
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Edv mapete peyorvtepn 06on Vimpat a6 tnv Kavoviki)

Edv mpate mepiocodtepo Vimpat an’ 0G0 TPEMEL, EMKOIVOVAGTE LE TO YIOTPO GOG OUESHOG. Mnv
ETMLYEIPNOETE VO OO Y1OETE.

Mmnopel va Puvocete:

e (o,
. adabecia (vavtio) 1 acévelo (epuetdc),
. EMINTTIKEG Kpioelc, TpoPfAnuato kapdiakoD puiuod Ormg apyod, YPNYopo 1| AVOUOAO KOPILHKO

pPLOUO, KON 1| TTAOGCT TNG TIECTG TOV AULATOG HE YPIYOPO Kopdlakd puOpod kot pidpwon.

Edv Eeydoete vo mwapete To Vimpat

. Edv mopodeiyete po 066M evidg TV TPpOTOV 6 0p®@V 0d TNV TPOYPUUUOTIGUEVT 00T, VO TV
népete poMg to BounOeite.
° Edv mopodeiyate o d6om PeTd TIC TP@TES 6 DPEC OO TNV TPOYPAUUATIGUEVT] dOCT|, UV

ndpete 10 G1POTL TOL Taporetyote. AvtiBeta, Tapte To Vimpat tnv emouevn opd mov Ba To
Aoppavate KavoviKa.
o Mnyv népete SMAR 6G0T Y10 VO OVOTANPAGETE T 6001 oV EEYAUCATE.

Eév otapamioete va naipvere To Vimpat

o Mn crtapaticete va maipvete To Vimpat xopig va MANGETE 6TO Y1aTpd 6ag, Kabdg 1 emnyio
c0G UTopel va eMGTPEYEL ) VO EMOEVOOEL.
o Edv o yiatpdg oag amopacicet va dtakdyel ) Oepaneio cog pe to Vimpat, Oa cog ddoet

001 YiEC Y10, TO TG VO, LEIDCETE GTAOIOKE TN 006 GOC.
Edv éyete meprocOTEPEG EPOTNOELG GYETIKA LLE TN (PNOT AVTOD TOV PUPUAKOV, POTNOTE TOV Y1UTPO N
TOV (OPLOKOTOLO GOG.

4. MBavég avemBOunTeg evépysereg

Onwg 6ho To pApUHOK, £TCGL KOL GVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEC EVEPYELEG, OV
Kot 6gv Tapovctdlovtal 6 GAOLS TOVG AVEPMOTOVC.

AvemBOUNTEG EVEPYEIEG OO TO KEVIPIKO VEVPIKO GOGTNLO OGS Yol Topadetypa (AN, pmopet va givat
oLYVOTEPES LETA amd TN Yopnynon epdma 66ong “epddov”.

Evnuep®cte T0 Y10TpO 1| TO QUPUIKOTOL0 GOS EAV TUPOVOLAGETE KATOL0 U0 TO TAPUKATM:

oA ovyvég: pmopei va TpocPariiovy meptocdtepa. and 1 ota 10 dropa
. ITovoképaiog

. Zahn M adwobecio (votio)

. Auth 6paon (Sumhomia)

Yoyvég: umopet va tpocsPdirovv éog 1 ota 10 dropa

o Mikpoi omacpol evog po 1 opddag LudV (LVOKAOVIKESG EMANTTIKEG KPIGELS)

. AVGKOAIEG GTOV GUVTOVIGUO TV KIVIIGEDY GO 1| GTO TEPTATN LA

o [Ipofinuarta otn diatnpno g 160PPOTiaG oag, TPEUOVAO (TPOLOG), LupUNKiooT
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(mapaicOncia) 1 poikoi owacpol, CLYVES TTAOCELS KAl LOAOTIGHOL

[MpoPAnpata pe ™ pvfiun cag, Suvokoiio otn okéyn 1 otV gbpeon TV AEEEwV, GUYYLON
Tayeieg ko avegéreykteg Kivioelg tv oeBaAudV (vootayudc), Baumn dpaon

AioOnua epiotpopng (1Ayyoc), aicOnuo pebng

Adwfeoio (€petog), Enpootopio, SVoKOIAMOTNTA, SLoTEYiN, VTEPPOAIKA AEPLX GTO GTOUAYL 7
oto Eviepa, O1appota

Meiopévn aicOnon 1 evatetncio, Svokorio otV Apbpwon Aé&ewv, d146TACT TG TPOGOYNG
®6pvfog 6To awti dTwe Povicua, ¥TOTNUA 1| GEOPTYUA

Evepebiotomra, dvokorio otov vvo, KatdOinym

Yrvnia, kénwon 1 advvouio (eacbévnon)

Kvnouoég, e€avonua

'Oy ovyvég: pmopel va mposPdilovy £o¢ 1 ota 100 dropa

. Bpadvg kKapdiakodg puOuds, aicOnuo ToApmy, akavovioTol TaAol 1) GALES aALOYEC GTNV
NAEKTPIKN dPaSTNPLOTNTO TG KOPOLAG oag (dtatapoyn oy®YOTNTAG)

. YrepPoikd aicOnua gvpopiag, yevdaoOnoeig

. AAlepyikn| avTidpacT 6T AYn QapuUdKov, Kvidmon

. Ot apotoroyiKég eEETAGELG EVOEYETOL VO OTOKOADYOVV U1 GUGIOAOYIKT SOKIHOGTIO TNG
NTOTIKNG AELTOLPYING, TPAOLO TOV NTATOG
. YKEYELS OVTOTPAVHATICUOD 1) CVTOKTOVIOG 1} OTOTEPA SIATPOAENG AV TOKTOVIOG: EVIILEPDOTE

OUECHC TO YLOTPO GOG
. ®upog 1 diéyepon

. Mn @LGLOAOYIKT GKEYN 1) OTOAELN EXAPTG LLE TNV TPAYHOTIKOTNTO

. YoBapn arlepykn avtidpaon, 1 oroia TPOKAAEL 010N LG TOV TPOGMITOV, TOV AULLOV, TOV
YEPLDV, TV TOSDV, TOV ACTPAYIA®V N TOV KAT® AKPp®V
AwmoBopia

. Mn @uG1oA0YIKEG aKOVO1EG KIVIGELS (SuoKIVIGia)

Mn yvooTtég: dev pumopel vo ekTiunBoiv amo ta Stabécio dedopéva

. I'pryopog, pn puc1ohoyikdg Kapdlokog TaArdg (KotAtok TapvoappuOuio)

. [Tovérharpoc, vynAdg TLPETOG Kot TEPIOTOTEPESG AOUMEELS O TO PLGIOAOYIKS. Ot
OLUOTOAOYIKEG EEETAGELS EVOEYETOL VO ITOKOADYOLY GOPBapT) TTMOCN GE CLYKEKPIULEVN
OLLAd0 AEVKOKVTTAP®V (AKOKKIOKLTTOPOLLCL)

. YoBapn depuatikn avtidpaon Tov prnopel va TEPIAAUPEVEL LYNAO TLPETO Kot GAAN YPUTTOIN
oLUTTAONOTA, EEAVON O 0TO TPOCMOTO, EKTETOUEVO EEAVON LA, TPTIOUEVOL 0OEVEG (O10YKMUEVOL
Aeppadéveg). Ot arpatoroyiég e€etdoelg delyvouy avénuéva eminedo NTOTIKGOV EVEOU®V Kot
€vOG TOTOV AEVKOKVTTAP®V (N®MSIVOQIAia)

. Extetapévo e&avOnpa pe pAOKTOIVES Kol OTOAETION TOL SEPUOTOC, E01KH YOP® and TO GTOUA,
TN UOTN, o, LATLO KOt T YEVVITIKG, Opyava (cuvopouo Stevens-Johnson) kot pio o coPopn
LOPPT OV TPOKAAEL AMOAETION TOL SEPUATOC GE MEPLETOTEPO 0td T0 30 % TG COUATIKNG
EMPAVELNG (TOEIKT] EMOEPIKT VEKPOAVGT))

. 2TOGUOC.

Emnpdooc0eteg avemOOunteg evépysreg 6 marold

Xvyvég: pmopel va mpooPariovy éwg 1 ota 10 moudid
. Kartappon (pvopapuyyitida),

. [Mvpetdg (mopeia),

. [Hovérayog (papuyyitida),

. Tpmve Ayotepo and 6,11 cuvioc.

‘O ovyvég: umopel va tposfardovv éoc 1 ota 100 mondid
o AsOavovtal kovpacuéva 1 dev £xovv evépyela (AN0apyoq).
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Mn yvootéc: dev umopet vo extiunBodv amnd ta dabéotpia dedouéva
. AM\oyég ot ovumeplpopd, dev gival 0Tmg cuvndmg.

Ava@opd avemOvunTOV EVEPYELOV

Edv mapatmpnoete kKamowo avemBOunTn evEpyELn, EVILEPDOTE TOV YLOTPO 1) TOV PUPUOKOTOLO GO,
AVT0 1oyl Ko Yo kdOe mhavr avemBountn evépyela Tov OEV aVaPEPETAL GTO TOPOV PUALO 0ONYIDV
yphone. Mmopeite emiong va avagépete avembounteg evépyeleg anevbeiag, péow tov EOvikod
Opyaviopov @apudkmv, Mecoyeiov 284, 15562 Xolapyog, AOnva, Tni.: 213 2040380/337, ®a&: 210
6549585, www.eof.gr. Méow tng avopopdg avemBountmy evepyeldy umopeite va fondnoete ot
GLALOYN TTEPLOCOTEP®Y TANPOPOPLDV CGYETIKA LLE TNV ACPAAELN TOV TAPOVTOG PAPLAKOL.

5. IIog vo purdccete To Vimpat
To @apuako ovtd TPETEL Vo PLAAGGETOL GE UEPT) OV OEV TO PAETOVV KoL OV TO POAVOLV TO TOUdLA.

Na pn gpnoponoleite avTd T0 PAPUAKO LETA TNV NUEPOUNVIC ANENG TOV OVOPEPETOL GTO KOVTL Kol
otV euiAn petd ) AéEn AHEH 1 EXP. H nuepounvia Aqéng eivar 1 tedevtaio nuépa Tov PRva Tov
ovopEPETAL EKEL.

Mn @puAdoceTe 6To Yoyeio.
AoV avoitete T QLIAN TOL GLPOTLOD, OEV TPEMEL VAL TO YPNCLOTOMGETE Y10l ST PLEYOADTEPO
amo 2 Pvec.

Mnv metdite @APUAKO GTO VEPD TNG OMOYETEVGNC 1| GTA OKLOK( aroppinpoto. Pothote tov
QOPUOKOTOLd GOC Y10 TO TTMG VO TETAEETE TAL PAPLLOKA, TTOL OEV YpNOLoTOolEite . Avtd To pétpa Ba
Bonbnoovv oty mpoctacio Tov TepPdAlovtog.

6. Iepreydpeva TG 6GVOKELUGTUG KOL AOUTEG TANPOPOPIEg

T tepréyer To Vimpat

. H dpaoctikn ovoio_givar | Aaxooapidn. 1 ml oipoém Vimpat nepiéyet 10 mg Aaxocapiong.

. Ta dAha cvototikd gival: YAvkepoin (E422), vatpiovyog kapueAioln, copPitoin vypn
(kpvotariikn) (E420), modvaiBuievoylukoin 4000, yAwplovyo vatplo, KItpikd o&L (Gvudpo),
KaAoVyo¢ akesovApdun (E950), pebBvieotépag tov mapaiidpovPevioikov vatpiov (E219),
apopo ePEovAag (TEPIEXEL TPOTVAEVOYAVKOAT, LOATOAN), Apopa KdAvyNG (TepLéyel
TPOTLAEVOYALKOAT, acmaptaun (E951), kaiovyo akesovAeaun (E950), paitdin, amovicpévo
VOwp), KekaBapurévo HOWP.

Ep@évion tov Vimpat kon wepreyopevo. T 6uokevaciog

. To opdm Vimpat 10 mg/ml givar €va ehappdg moyhpeuoto, dSlovyEC VYPO, AYPOHO £MG
KITPIVOKOPE YPDLOTOGC.
. To Vimpat diatifeton og @iréieg tov 200 ml.

O xGpTiveg cuokevacieg Tov olpomiov Vimpat meptéyovv Eva dootuetpikd komeAho Tov 30 ml pe

SOGIUETPIKA oM uddia Kot o cOptyya yio yoprynon amd otopatog towv 10 ml.

. To dooietpikd KOmEALO gtvor KaTdAANAO Yo eviAtkes, eprifoug kot moudid pe Pépoc 50 kg kon
avo. Kabe dooipetpicd onuadt (5 ml) Tov docipetpikod kimeAlov avtiotolyei og 50 mg
Aokooapiong (Yo Topdderypo 2 doouetpikd onuddio aviiotorovv o 100 mg).

o H obdpryya yia yopriynon omd otoépatog ivar KatdAAnAn yio moudid Kot pnpovg kdto
tv 50 kg. Mo mAqpng cupryya yio xoprynomn and otopatog tov 10 ml avrictoryei o 100 mg
raxocapione. O ehdyiotog petprioog dykog givar 1 ml, to omoio eivon 10 mg Aaxocauiong.
Metd and ovtd, Kabe dooyetpikd onuddt (0,25 ml) avtiotoyyel og 2,5 mg Aakosopiong (v
TopAderypo 4 S0GIUETPIKA onpadia avticToyovy o 10 mg).
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Katoyog Adsrog Kvkhogopiag

UCB Pharma S.A., Allée de la Recherche 60, B-1070 Bruxelles, Béxyto.

Hapaockevaotiig

Aesica Pharmaceuticals GmbH, Alfred-Nobel Strasse 10, D-40789 Monheim am Rhein, T'eppoavia 1

UCB Pharma S.A., Chemin du Foriest, B-1420 Braine-I’Alleud, Béxyto.

[Ma omoladmoTe TANPOEOPia GYETIKA UE TO TOPOV POPUAKEVTIKO TPOIOV, TOPAKOAEIGTE VO

amevBuvleite otov TOMKS avTupdsmmo Tov Katdyov g Adstoc Kukhopopiag.

Belgié/Belgique/Belgien
UCB Pharma SA/NV
Tel/Tel: +32/(0)2 559 92 00

bbarapus
1O CH BU boarapus EOO/Q
Ten.: + 359 (0) 2 962 30 49

Ceska republika
UCB s.r.o.
Tel: +420 221 773 411

Danmark
UCB Nordic A/S
TIf: +45/ 32 46 24 00

Deutschland
UCB Pharma GmbH
Tel: + 49 /(0) 2173 48 4848

Eesti
UCB Pharma Oy Finland
Tel: + 358 9 2514 4221 (Soome)

E\rada
UCB AE.
TnA: + 30/ 2109974000

Espaiia
UCB Pharma, S.A.
Tel: +34/91570 34 44

France
UCB Pharma S.A.
Tél: +33/(0)1 47294435

Hrvatska
Medis Adria d.o.0.
Tel: +385 (0) 1 230 34 46

Ireland
UCB (Pharma) Ireland Ltd.
Tel: + 353/ (0)1-46 37 395

island
Vistor hf.
Simi: + 354 535 7000

Lietuva
UCB Pharma Oy Finland

Tel: + 358 9 2514 4221 (Suomija)

Luxembourg/Luxemburg
UCB Pharma SA/NV
Tél/Tel: + 32/ (0)2 559 92 00

Magyarorszag
UCB Magyarorszag Kft.
Tel.: + 36-(1) 391 0060

Malta
Pharmasud Ltd.
Tel: + 356/ 21 37 64 36

Nederland
UCB Pharma B.V.
Tel.: + 31/ (0)76-573 11 40

Norge
UCB Nordic A/S
TIf: + 45/ 32 46 24 00

Osterreich
UCB Pharma GmbH
Tel: + 43 (0) 1 291 80 00

Polska
UCB Pharma Sp. z 0.0.
Tel: + 48 22 696 99 20

Portugal
Bial — Portela & C? S.A.
Tel: + 351 22 986 6100

Romania
UCB Pharma Romania S.R.L.
Tel: + 40 21 300 29 04

Slovenija
Medis, d.o.o.
Tel: + 386 1 589 69 00

Slovenska republika
UCB s.r.0., organiza¢na zloZka
Tel: + 421 (0) 2 5920 2020
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Italia Suomi/Finland

UCB Pharma S.p.A. UCB Pharma Oy Finland

Tel: +39/02 300 791 Puh/Tel: + 358 9 2514 4221

Konpog Sverige

Lifepharma (Z.A.M.) Ltd UCB Nordic A/S

TnA: + 357 22 05 63 00 Tel: + 46/ (0) 40 29 49 00

Latvija United Kingdom (Northern Ireland)
UCB Pharma Oy Finland UCB (Pharma) Ireland Ltd

Tel: + 358 9 2514 4221 (Somija) Tel: + 353/ (0)1-46 37 395

To mopdv pOALo 0dNYLAOV ypRoNS ovadepOnKe Yo TELsVTOia Popd 6Tic 06/2021.
Adreg I YEG TANPOPOPLAOV

Aemtouepeic TANPOPOPIES Y10 TO PAPLOKO aVTO givol fEGIIEC GTOV dIKTLOKO TOTO Tov Evpmmaikod
Opyaviepov doppdxev: http://www.ema.europa.eu/.
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@VYAro ooV 1 piong: IIAnpoeopics yia Tov a.c0evi)

Vimpat 10 mg/ml siahope yuo £yyvon
AoKocoion

AWfaoTe TPOGEKTIKG 0AOKANPO TO PVALO 00N YLAV YP1)ONG TPV UPYICETE VA YPNCLUOTOLELTE AVTO
T0 PAPUOKO, OLOTL TEPLAGUPAVEL ONUAVTIKES TANPOPOPIES Y10 GUS.

. DdvrdEte avTd TO PUALO 0N YDV YpronG. Towg ypelaotel va to dufdcete Eavd.
. Edv éxete mepartépm amopieg poTroTe TOV Y10TPO 1] TOV POPLOKOTOLO GO,
. Edv mapatnpnoete kKamowo avemBOUNTN eVEPYELD, EVILEPDGTE TOV YIATPO 1) TOV (POPLOKOTOLO

c0G. AT 1oyvel Kot Yo KaOe mhovn avemBOUNTN eVEPYELN TOV JEV OVAPEPETOL GTO TAPOV
@OALO 0dNydV yprione. BAéne mapdypapo 4.

T epLéyeL 1o TaPOV PUAAO 00N YLOV:

T eivon To Vimpat ko o givot 1 gprion tov

T pémer va yvopilete mpv ypnoyomoricete To Vimpat
[og va ypnoomomoete to Vimpat

[MBavég avemBounteg evépyeteg

[ va puracoete to Vimpat

[epieydpeva tng cLoKELAGING Kol AOITEC TANPOPOPIES

I e

1. T eivon To Vimpat ko o givan 1) yp1)o1 TOL

T eivon To Vimpat

To Vimpat nepiéyetl Aaocaptidon, n omoio aviKeL G€ Lo OPAd POPUAK®OY TOV OTOKOAOVVTOL
“OVTIETANTTIKA PApUOKa”.

AVTd TO QAPLOKO YPNOIUOTOLOVVTOL Y10, TNV AVTILETOTICT TG ETANYING.

. Yag £xel 000l aVTO TO PAPOAKO Y10, VO LEIMGETE TOV APOUO TOV KPIGEMV TOV EYETE.

INati ypnowomoreitor To Vimpat
. To Vimpat ypnopomoteiton oe eviiikes, epnoug kot mondid niwkiog 4 eTdv Kot Gvo.
. Xprnowonoteiton:
®  OVO TOL 1] 6€ GLVOLOGHO LE GARD OVTIETIANTTIKG GAPLLOKO Y10 TV OVTILETMOTIOT] HLOG
GULYKEKPIUEVNG LOPONG ETANYiaG TTOL yopoaKTnPileTal omd TNV ELPAVIOT) ETANTTIKNG
Kkpiong eotiokng Evapéng e 1 xopic dgvutepoyev] YEVIKELGT. Ze ALTOV TOV TOTO EMANVYiAG,
o1 kpioelg emnpedlovv povo pio TAELPE ToL eYKEPAAOL cag. 6TdG0, eivat Suvatdy va
enektafovv og PEYOADTEPEG TEPLOYEG KOl GTIC SVO TAEVPES TOV EYKEPAAOL GO,
®  GE GLVOVLOGUO HE GAAD OVTIETIANTTIKA QAPLOKO Y10, TV OVTILETOTICT TOV TPOTOYEVAS
YEVIKEVLEV®V TOVIKO-KAOVIKAOV EMANTTIKOV KpicewVv (coPapés kpioelc, mov
TEPIAAPAVOLY amdAELD TNG cLVEIONONG) G€ aoBevel] Le 1010madN Yevikevpévn emanyia (n
LOPPN TNG EMANYING TOV TOTEVETAL OTL OPEIAETAL GE YEVETIKO 0{T10).

2. T wpémer va yvopilete Tpy ypropomrounicete To Vimpat

Mnyv ypnoiponouicete T0 Vimpat

. o€ MEPIMTOON aAlepYiag 0T A0KOCAWION, 1] GE OTOLONTOTE AAAO OO TO. GLGTUTIKA VTOD TOL
oapudrov (avapépoviol otny mapdypapo 6). Edv dev eiote BéPatog/n yuo To av eiote
aAAEPYIKOG/M, TapaKoAoDUE GULNTAOTE LE TO YIATPO GUG.

o oV EYETE KATO10 TPOPAN O S1ATAPOYNG TOV KAPILKOD puOpov mov KOAEITOL KOATOKOIALOKOG
ATOKAEIGHOG 0eVTEPOL T} TPpiTOL PaboD.

Mnyv ndpete o Vimpat av 1oydel yio €6d¢ kdmoto omd ta mapandve. Edv dev elote BéParot,
ovppovAevteite 10 YIOTPO N TO POPUOKOTOLO GOG TPV TAPETE AVTO TO PAPLAKO.
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IIposgidomou)cels Ko TPOPLAGEELS

AmevBuvieite otov yiatpd cag mpv ndpete to Vimpat av:

. [TapovcldceTe GKEYELS ALTOTPAVUATIGHOL T avtokToviac. 'Evag pikpog aptBpdc atdépmy mov
Aappdvoov Bepameion pe OVTIETANTTIKA QOPUOKEVTIKA TPOIOVTIO OTMG 1| AUKOCOUION Elyov
TAPOVCLAGEL CKEWYELS OVTOTPOVLOTIOUOD 1] OVTOKTOVIOG. AV TOPOVCIAGETE TIC OKEYELS OVTEG
omotedNmote, ancvbvvheite apéows oTo YaTpd GOC.

. "Exete évo mpoPAnua kapdidg mov ennpedlel Tov Kapdlokd TaAUd Kot cLYVA Tapovctalete Evav
Wwitepa apyo, Yp1yopo N aKovovioTo Kapdtako puiud (0nme KOATOKOIANKOG OTOKAEITUOG,
KOATIIKT] LOPLOPVYT KOl KOATIKOG TTEPVYIOUOC).

. "Exete coPfopn| kapdiakn vOG0 OTmMG KOPILUKT OVETAPKELD 1] EIYOTE TAPOVCLACEL £VO, KOPILOKO
EMELGO010.
. Yuyva Carileote M méptete. To Vimpat evdéyetal va mpokaréoetl (dAn, 1 onoia Ba propodoe va

av&Noet Tov Kivouvo tuyaiog KaK®mong N TTdoNG. AVTO OMUAIVEL OTL TPETEL VO TPOGEYETE_UEXPIS
6tov cvvnbicete TIg EMOPACEIC TOL PTOPEL VO, EYEL TO PAPLLOKO.
Av 1oy0et Yo €0d¢ Kdmoto omd ta mapandve (1 dev eiote BEParot), cupPfovievteite 1o yoTpd N TO
(OPLOKOTTOL0 Gag TPV TApeTe To Vimpat.
Edv maipvete to Vimpat, prinote pe tov yiotpd oag e6v eLavicete vEO 160G ETANTTIKOV KPIGEDV 1|
EMOEIVOOT TOV VPIGTAUEVOV ETANTTIKOV KPIGEDV.
Edv naipvete to Vimpat kot aviipetonilete cuumtdpoto un guetoAoytkod toiuod (6nwmg Bpadig,
TayO¢ N AVOUOAOG TAAUOS, aioOnua TaApudVY, BpaydtnTa avarvong, aictnen {aAng, tdon tpog
Mmobopia), evnuepdote auéowc Tov wTpd cog (PA. Topdypago 4).

Hoda kTe TV 4 eTadv
To Vimpat dev cuvictdton o mondid nikiog kto Tov 4 etdv. Avtd cvpPaivel enedn dev yvopilovue
axopa eav Ba AertovpynoEL Kot eav eival acPAAES Yio Toudid QLTS TNG NAIKIOKNG OUAOaC.

Alho @appoxo kor Vimpat
Evnuepdote 10 y1atpd 1 T0 QOPUOKOTOL0 GaG 6V Taipvete, £xETE TPOGPUTO TAPEL 1) LWITOPEL VO TAPETE
AN QOPLLOKDL

SVYKEKPIUEVE, EVIIUEPDOTE TO YIULTPO 1 TO PUPOKOTOLO GOC EAV TaipVETE KATO10 atd T akdAovOa

Qapuako, Tov ennpedlovy TV Kopold - avtd cvuPaivel exeldn to Vimpat pnopei eniong vo exnpedost

™V Kapold cog:

. (QAPLLOKO Y10, TNV OVTLUETOTLON TOV KAPIOK®DY GO TPOPANUATOV

. Qappoka ta oroia avéavouvy to “didotnuo PR” og wa capwon g kapdidg (HKT 7
NAEKTPOKAPIOYPAPNLLOL) OTWS TAL PAPLLAKE Yio TV EMANYia 1] TOV TOVO T omoia ovopdlovral
kapPapalenivn, Aapotpryivn, N TpEYKUUTOAIVY

. (QAPLLOKO TTOV YPTGLLOTOIOVVTOL Y10 TIV OVTILETMOTIOT OPIGUEVAOV TOTTOV OVAOUOIAOD KOPILHKoD
pLOLOV 1 KAPSLOKNG AVETAPKELNS.

Av 1oybel Yo €64¢ Kdmoto amd ta apandve (1 oev elote BEPatot), supPfovldevteite o yaTpd 1| TO

QUPLOKOTOLO GOG TPV TapeTe To Vimpat.

Eniong evnpepdote 10 yotpd 1 TO GOPUOKOTOL0 GOG 0V TOIPVETE KATO10 OO T TULPOUKAT®O PAPLOKA -
ovtd cvpPaivel yioti evogyetal vo avENCOVY 1 Vo, LELWGOVY TNV ETdpacT) Tov Vimpat GToV 0pyaviGIo
oo

. (QAPLLOKO Y10, LUKNTIOGIKEG AOUMEELS, TOL ool ovoudlovtal pAovkovaloAn, 1tpakovaloAn,
Kketokovaloin

. éva papuaio yro tov HIV mov ovopdleton prrovafipn

o QAapurOKa Yo BakTnplokég AOUMEELS, To. 0Toio ovopalovtol KAAPIOpopvKivy 1 pLoapumikivn

. &va PUTIKO PAPLOKO TOV YprolpoToleital yuo ) Bepameio Tov dyyovg pétpiov Pabuov kot tng

KkatdOAymc, o onoio ovopdleton St.John’s wort.
Av 1oybel Yo €64¢ KAmo10 amd T Tapamave (1 oev elote PEPator), cvuPfovievteite To YaTpd 1 TO
QOPUOKOTOLd GOC TPV TAPETE TO Vimpat.
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To Vimpat pg owvortveopotdon
[IpoAnmtikd, punv mivete aAKoOA 6ToV ypnoiponoteite to Vimpat.

Kinon ko Oniaopog
Edv elote éyxvog 1) Onidlete, vouilete 0T1 umopel va giote £yKvog 1 oxed1dLETE VO ATOKTHOETE TOOL,
{ntote T GLUPOVAT TOL YLUTPOV 1} TOL PAPLLOKOTOLOV GG TPV YPTCLUOTO|GETE OVTO TO PAPLLOKO.

Agv cuvioTdtot vo, yprnoiponoteite to Vimpat av giote £ykvog 11 Onralete, Kabmg o1 emOPAGEIC TOV
Vimpat 6tnv K0ONoT| Kol 6TO ayEVviTO 1| 6TO VEOYEVVITO Tl dev gival yvwotés. Emiong, dev givat
YVOGTO £0v TOo Vimpat amekkpiveTol 6To UnTpiko yoa.

Avalntiote apécmg cupPovAn amd To YTpd Gag edv €ioTe £YKVOG 1) OYENALETE VO OMOKTNGETE TTodi.
Av16 0o cog Pondnoet va anopacicete eav o mpénet vo, mhpete To Vimpat.

Mn crtapatioete ) Oepomeio yopic apykd vo evUEPDOGETE TO YLOTPO oG, Kabmg ol Kpioelg cag Oa
umopovcay va avénbodv. H emdeivmon g acbéveldc cog umopei eniong va fAdyet to pwpd cag.

Odnynon Ko EPLoROS PNYEVIRATOV

Mnyv odnyeite, KAVETE TOONAATO N YPNCUOTOLEITE EPYOAELR 1 UnyavioTa LEXPLG OTOV va Yvopilete
OGS cog emnpedlel To Papuaxo. Avto cvuPaivel enedn to Vimpat puropei va, mpokarécsst (oA 1
Oopmn 6paon).

To Vimpat wegpréyerl vatplo

Av16 10 Pdpuako mepéxel 59,8 mg varpiov (KOPLO0 GLOTATIKG TOV HayEIPKOV/EMTPATELIOL AANTOC)
o€ k60e PloAidlo. Avtd toodvvaypet pe 3 % NG CLVIGTOUEVNC PEYIOTNG NLEPNOLOG TPOGANYNG VaTpion
LE TNV STPOPN Yo VOV EVAALKAL.

3. [ og va ypnowporomcete To Vimpat

[Tévtote va ypnoyomoieite awtd 10 PAPUOKO aKPPDOS COUPOVA UE TIG 0N YIEG TOV YLOTPOD 1] TOV
eoppakonolod cag. Eav éxete apeifolieg, potiote 10 Y10TPO 1 TO QUPLOKOTOIO GOC.

Xpnon Tov Vimpat

. H évapén g Oepameiag pe Vimpat umopei va yivet:
- LLE YOPNYNOTN TOL POPUAKOV OTO TO GTOUA 1|
- 1 evOoQAEPLa yopnynom (oplopéveg popig amokoAeitor “evoo@AEPia £yyvon”™) 6mov T0
Qapurako yopnyeitar ot AEPa cog amd éva yiatpo 1 voonievth. Xopnyeital 6
dtdotnua 15 émg 60 Aemtdv.

° H evoopAiéfia éyyvon cvuvnbmg xpnoIoTolEiTaL Y100 GOVTOUO YPOVIKO SLAGTNIA, OTAV TO
@appako dev pmopel va Anedet amd to otdua.
. O ywrpdc o anopoaociost yio moéoeg npuépeg Ba AaPete Tig eyyvoels. Yrdapyet epmepia e v

&yyvon Vimpat d0o @opéc v nuépa yio ddotnua uéypt 5 nuépec. o ™ poakpoypovia
Oepaneia, diatibBevton Ta diokia Kot To opdmt Vimpat.

Ortav yiver aAloyn omd v Eyyuon 6TV 0o ToV GTONNTOC YopnyNon (1 To avTiGTPOEPO), 1| GUVOALKN
TOGOTNTO TOL TOIPVETE NUEPTOIME KL 1) GUYVOTITA TAPUUEVOLV O1EC.

° Xpnowonoteite o Vimpat 300 @opég tnv nuépa — pia popa 1o Tpwi Kot pic popd o Ppdov.
. [Ipocnabnote va 10 ypMolLoTolEite Tepimov TNV idta dpo Kobnuepva.

[I6c0 va ypnoypomou)cete

> cvvéyeln TopatifevTal 01 PLGLOAOYIKEG GUVICTMUEVEG 0OGELS TOL Vimpat Y10 Sl0pOpPETIKEG
NAKLOKES opddeg kot Bépn. O yaTpds cog UTopel va GuVTOYOYPAPNGEL SLPOPETIKT) OGN OV £YETE
TPOPANLATA [LE TOVG VEPPOVS N TO MTTAP COG.

"Eonpot ko1 wordra pe papog peyorvtepo 1 ico pe 50 kg kon evijhkeg
Orav ypnoiponoteite to Vimpat povo 1ov
H ocvvnbng 66om évapéng tov Vimpat givon 50 mg, 2 @opég tnv nuépa
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H Oepancio ue Vimpat pumopei eniong va Egxivioet pe po 86om tov 100 mg Vimpat, 2 popéc tnv
nuépa.

O ywatpog oag pmopel va avENCEL TN d1¢ NUEPT GG Yop1yoLLEVT 000N Gag kabe efdopdda
avd 50 mg, uéypt va pbdocete ) 660m cvvinpnong tov 100 mg £wg 300 mg, 2 eopég v nuépa.

Oroav maipvere o Vimpat 6€ cuvOLAGUO LUE GALC AVTIETIANTTIKG QOPOLLOKO
H ocvvnbng 66om évapéng tov Vimpat ivor 50 mg, 2 popég tnv nuépa.

O ywatpog oag pmopel va avENoEL T d1¢ NUEPT GG Yop1yoLuEVT 860M Gag kabe efdopdda
avd 50 mg, péypt va phdcete tn 6601 cvvipnong Tov 100 mg £wg 200 mg, 2 popég v nuépa.

Edv &yete Bapog peyorvtepo 1 ico pe 50 kg, o yiatpdc cog umopei va amopaciost vo EeKvioeL T
Oepaneio pe Vimpat yopnyovrog pia epdnal doom “poptions” twv 200 mg. Metd and 12 mpeg,
umopeite va EgKvioete TNV TPEXOVGN dOGT GLVTHPNOTG.

Modra ko g por pe Bapog puxpotepo tov 50 kg
Otav ypnowonoteite To Vimpat pévo tov
O ywTpog oag Ba amopaciost T 0661 Tov Vimpat e faon 10 copatikd Bdpog coc.

H cvving d6om évapéng eivar 1 mg (0,1 ml), yio kabe yhoypappo (kg) Bapovc cdpatog, 6o Popég
mv nuépa. O yatpdc cag pmopel va avENCEL TN d1¢ NUEPNGIOC yopNnyoLLEVN d0O0T Gag KABe efdopdda
ava 1 mg (0,1 ml), yio xéBe kg Bapovg copotog péypt va edacete otny 66om cvvinpnong. H péyiom
ocwvioT®pevn 86om givan 6 mg (0,6 ml) yia k4Be kg Bapovc odpatoc, 300 Popég TV NUEPQ, Y10, TOLOLA
kato tov 40 kg. H péyiot d6on cvviipnong eivan 5 mg (0,5 ml) yio k4be kg Bapovg odpuatog, 560
QOPEC TV NUEPQ, Y1, ool e Bapoc omd 40 kg £wc Myotepo amd 50 kg. [Tapakdto mapéyovrot

Sy pAUUATO SOGOAOYUDV:

‘Otav ypnouonoteite To Vimpat pévo tov — udévo yia mAnpoeopnon. O yiotpds cag Oa Ppet T cwot)
dooM Yo €06

Na ypnoiponorcitor 600 @opéc TNy nuépa yio Toudid oo 4 etodv ue Papog pmkpotepo tov 40 kg

Bdapog Abdon 02mllkg |0,3ml/kg | 0,4ml/kg | 0,5ml/kg | Méyiot
évapéne: 0,1 ml/kg CUVIGTOUEVN

d6on: 0,6 ml/kg

10 kg 1ml 2 mi 3ml 4ml 5ml 6 ml

15 kg 1.5ml 3ml 4,5ml 6 mi 7,5 ml 9mi

20 kg 2ml 4 ml 6 ml 8 ml 10 ml 12 ml

25 kg 2,5ml 5ml 7.5mi 10 mi 12,5 ml 15 mi

30 kg 3mil 6 ml 9ml 12 ml 15 ml 18 ml

35 kg 3,5 ml 7ml 10,5 ml 14 ml 17,5 ml 21 ml

Na ypnoipomorcitor 600 Qopéc TNy nuépa yio moudid kot eprifovg and 4 etcdv pe papog amo 40 kg

£0¢ Myotepo a6 50 Kg

Bdapog Abon 0,2 ml/kg 0,3 ml/kg 0,4 ml/kg Méyiom
évapénc: 0,1 mitkg CUVIGTOUEVN
d6on: 0,5 ml/kg
40 kg 4 ml 8 ml 12 mi 16 ml 20 ml
45 kg 4,5ml 9mi 13,5 ml 18 ml 22,5 ml

Ortav ypnowonoteite To Vimpat 6€ GuvoOLaoUd pe GAAD OVTIETANTTIKG QAP UK,

O ywTpog oag Ba amopaciost tn 0661 Tov Vimpat e faon 10 copatikd Bdpog coc.

Y& moudid omo 4 etov e Papog cdpatog katm tmv 20 kg:

. H cvving 86om évapéng eivar 1 mg (0,1 ml), yia kabe yldypappo (kg) Bapovg oduatog, 560

QOPES TNV NUEPQL.
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O ywTpog oag pmopel va avénaoet ) 01g npepnoing yopnyovuevn 66on cag kébe efdoudda avé 1 mg
(0,1 ml), yia kG0e kg Bapovg ohpatog péypt va eBdoete oty ddon cuveipnong. H péyto
ocwvioT®pevn 66om givar 6 mg (0,6 ml) yia kabe kg Bapovg cdpatog, dvo eopéc v nuépa. Iapakdtm
TOPEYETOL £VO, O1GYPOLLO SOGOAOYIDV:

Otav ypnoonoteite To Vimpat o€ Guvovacuo pe AL avtiemAnmTtikd edppoko —Ilawdid ave
TV 4 g1V pe Bapog pkpotepo Tov 20 Kg - povo yio minpoeopnon. O yiatpdg cog Oa Ppet ™
GMOTNH 000T Y10 EGOC:

Na ypnoipomoreitor 600 Qopéc TNy uépe yio Todid oo 4 etov e Papog pukpotepo tov 20 kg
Bdapog Adon 0,2ml/kg | 0,3ml/kg |0,4mlkg | 0,5ml/kg | Méywom
évapénc: 0,1 mi/kg CUVICTOUEVN
d6on: 0,6 ml/kg
10 kg 1ml 2mi 3ml 4 ml 5 mi 6 ml
15 kg 1,5ml 3ml 45 ml 6 ml 7,5 ml 9ml

e moudid omo 4 etdv ue Bapog odpatog and 20 fwg Arydtepo and 30 Kg:
° H cuving 86om évapéng eivar 1 mg (0,1 ml), yia kabe ylodypappo (kg) Bapovg oduatog, 560
QOPES TNV NUEPQL.

O ywatpog cag pumopel va avénoet ™ d1¢ nuepnoimg yoprnyoduevn d6on cag kabe efdopdda ava 1 mg
(0,1 ml), yia k60Oe kg Bapovc chpatog péypt va eBdoete oty d6on cuvehipnong. H péylom
ocwvioTdpevn 66om givar 5 mg (0,5 ml) yia kabe kg Bapovg cdpatog, dvo eopéc v nuépa. Iapakdtwm
TOPEYETOL £VO, OLAYPOLLLLO SOGOAOYIDV:

Orav ypnoponoteite to Vimpat og cuvévacud pe dAha avtiemAnmtucd edppoxo —Ilowdid ko £pnpor
pe papog amo 20 kg £mg Myotepo amd 30 Kg- pwovo yio minpoedpnon. O yiatpds oag Ba Ppet
omOTH 000T Y0 EGAC:

Na ypnoponorcitar H00 @opéc v nuépa yio Todid kot prifovg and 4 etmv pe papog amd 20 kg
£o¢ Myodtepo amo 30 Kg:

Bdpog Adon 0,2 ml/kg 0,3 ml/kg 0,4 ml/kg Méyio
évapénc: 0,1 ml/kg CUVIGTOUEVN
d6on: 0,5 ml/kg
20 kg 2 mi 4ml 6 ml 8 mi 10 ml
25 kg 2,5 ml 5mi 7,5 ml 10 ml 12,5 ml

e moudid omo 4 etdv ue Bapog odpatog and 30 Ewg Arydtepo and 50 Kg:
. H cvving d6om évapéng eivar 1 mg (0,1 ml), yia kaOe yhoypappo (kg) Bapovg odpartoc, dHo
QOPEG TNV NUEPQL.

O ywatpog oag pmopel va awéNoet T d1¢ nuepNoimg yopnyovuevn d6on cag kabe efdopdda ava 1 mg
(0,1 ml), yia kGOe kg Bapovg ohpatog péypt va pBdoete oty doon cuvtipnone. H péytom
owvioTdpevn 86om eivar 4 mg (0,4 ml) yia kabe kg Bapovg cduatog, dvo @opic v nuépa. Iapakdtem
TapEeTaL £Va OLAY PO SOGOAOYLDV:
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Otav ypnoonoteite To Vimpat 6€ GuVOLOCUO Le GAAL avTIETIANTTIKE edppoka —ITawwia ko épnpor
pe papog amo 30 kg £émg Myotepo amd 50 Kg- povo yio minpoeodpnon. O yiatpds cag Oa Ppet ™
omoTN 6001 Y10 EGAC:

Na ypnoipomorcitor 600 @opéc TNy nuépa yio Toudid kot eprjfovg and 4 etdv pe papog amo 30 kg
£w¢ Myotepo amd 50 kg:

Bdapog Adon 0,2 ml/kg 0,3 ml/kg Méyiom
évapénc: 0,1 mi/kg CUVICTOUEVN
d6om: 0,4 ml/kg
30 kg 3ml 6 ml 9mi 12ml
35 kg 3,5ml 7ml 10,5 ml 14 ml
40 kg 4ml 8 ml 12 ml 16 ml
45 kg 4,5ml 9ml 13,5ml 18 ml

Edv otapoatioete va maipvete To Vimpat

Edv o yuutpdc coc amopacioet va dtaxoyet ) Beponeia cog e To Vimpat, 0o o ddoel odnyieg yio
TO TAOC VO, LEIDMCETE GTASIOK( T1 000N 600G, AVTO £YEL MG GKOTO VO TPOAGPEL TNV EXAVOI0 TG
emumyiog i TV emdeivoon .

Edv éxete meplocdtepeg epmTNOELG OYETIKA LLE TN YPNOT AVTOV TOL QOPLEAKOV, POTAGTE TOV Y1ATPO 1)
TOV QUPULOKOTOLO GOG.

4. MBavéc avemOOuNTES EVEPYELEG

Onwg 6Aa Ta PAPLOKE, £TGL KO GVTO TO QAPUAKO UTOPEL VO TPOKAAEGEL OVETIOOUNTEG EVEPYELEC, OV
Kot 6gv Topovclalovtal 6€ OAOVG TOVE avOPMOTOLC,.

AvemBOunTEG EVEPYEIEG OO TO KEVTPIKO VEVPIKO GOGTN IO OTTC Y10 Topadetypa (AAn, umopetl va, gival
oLYVOTEPEC UETE ad TN YopTyNon epamal 66ong “eddov”.

Evnuepoote To y10Tp6 1| TO QUPRAKOTOL) GOS EAV TAPOVOLAGETE KATOL0 U0 TA TAPUKATM:

oAd ovyvég: pmopei va tpocPariiovy mepiocdtepa and 1 ota 10 dropa
. [Movoképarog

. 762 M aicOnua adradeciog (voavtio)

. AwmAn 6pacn (Suthmmica).

Yuyvéc: umopei va TposParriovy €m¢ 1 ota 10 dtoua

. Mikpoi omacpol evog Lo 1 opddag oGV (LVOKAOVIKES EMANTTIKES KPIGELS)

. AvGKOAiEG GTOV GUVTOVIGHO TOV KIVIGEDY GOG 1| GTO TEPTATN LA

o [IpoPinparta otn dtatipnon g 16oppomiog oag, TPEUOVAO (TPOHOG), LupunKioon

(moporcOnoio) 1| poikoi cacpol, CUYVEG TTOGCELS KOl LOAD®TICUOT

[MpofAnuata pe ™ uvAun cag, Suokoiio otn okéyn 1 otV gvpecn TV Aé&gwV, GOy Lo

Tayeieg kot ave&éleykteg KIVAGEIS TV 0QOaAN®OY (VooTaypdg), Oaumn opacn

AloOnpo meprotpopng (1Ayyoc), aicOnuo pebng

Adwbeoio (€petog), Enpootopio, SLOKOTAMOTNTA, SOLVGTEYIN, VTEPPOAIKA 0EPLA GTO GTOUAYL T
oTa £VTEPQ, OLGPPOLaL

Mewwopévn aicbnon i evaiodncio, dSuckorio oty ApBpwon AéEewv, dSIACTAGT TG TPOCOYNS

®06pvPog 610 avti O fodioa, ¥TOTNUA 1| CEVPLYLLN

Evepebiotomta, duokora 6tov VTvo, KatdoAym

YrvnMa, kémwon 1 advvapio (eEacBévnon)

Kvnoudc, edvonua
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'Oy ovyvég: pumopel va mpocsPdirovv émg 1 ota 100 droua

Bpadvg kapdiaxdg pubudc, aicOnpoa ToAudv, okovovioTol ToApol 1| GAAEG aAlOyEG GTNV
NAEKTPIKT dpacTnPLdTNTa TS Kapdlds cag (StoTapoyn oyoyluoTnToS)

YnepPoikod aicOnpa svgpopiog, YevdaicOnoelg

AAlepyikn avtidopacn otn Ay eapuUaKov, kvidmon

Ot aportoAoYIKEG EEETAGELG EVOEYETOL VO OTTOKOADYOVV U] GUGIOAOYTKT SOKIUOGTO TG
NTOTIKNG AELTOLPYING, TPODLLO TOV NTOTOG

YKEYELG AVTOTPUVUATIGHOD 1| GVTOKTOVIOG 1| AOTELP S1AmPaEnNg OLTOKTOVIG: EVIUEPDOTE
OUECHG TO YLOTPO GAG

Bupog N d1éyepon

Mn @ucloAoYIKT GKEYN 1) OTOAELN ETOPNG LLE TNV TPAYLOTIKOTTO

YoBapn aAlepykn avtidpaon, 1 onoia TPOoKAAE 0101 LEL TOV TPOGMITOV, TOV AULLOV, TOV
YEPLDV, TOV TOODV, TOV ACTPUYIADV 1] TOV KATWO AKPOY

AwmoBopia

Mn @ueloroyikég aKoVolEg KIvioelg (duoKivnoia)

Mn yvooTtég: dev pmopel vo ekTiunBodv amd ta Stabécio dedopéva

I'pyopog, un euctoroyikdg kapdlakdg TaAUOS (KOTAMOKT TayvappLOuic)

[Movorapog, VYNAOG TLPETOG KO TEPLGGOTEPES AOUADEELS OO TO PLGLOAOYIKO. Ol AUUTOAOYIKEG
e€etdoelg evogyeTal v OmOKOAOYOLY GOPapT) TTMON GE GUYKEKPLUEVT OLADO AEVKOKVTTAP®V
(axokklokvTTOpOLpi0)

YoBapn depuatikn avtidpacn mov propet va mepAapPBavel LYNAO TLPETO Kot GAAD YPUTTOON
couTTOpOTO, EEAVON LN GTO TPOGMTO, EKTETAUEVO eEAVONILA, TPNGUEVOL 0OEVES (S10YKMUEVOL
Aeppadéveqg). Ot arpatoroyikés eEetdoelg delyvouv avénuéva eninedo Nratik®dv evEOROV Kot
evog TOTOV AEVKOKVLTTAP®V (NMOSIVOQEIAia)

Extetapévo e£avOnpa pe pAOKTOUIVES Kot OTOAETION TOL SEPUATOC, EOKA YOP® amd TO GTOUA,
TN HOTI, TO LATLOL KO TO YEVVITIKG Opyova (Guvopouo Stevens-Johnson) kot o o coPapn
HopON TOL TPOKAAEL ATOAETION TOL dEPUATOG GE TEPIGSOTEPO amtd TO 30 % TNG COUATIKNG
eMPAveLNG (TOEIKT EMOEPLIKT VEKPOALGT))

XTac oG,

Emnpooc0eteg avemBOunteg evépyereg 6tav yopnyeitor pe evooeréfra £yyvon
Evdéyetar va eppaviotovV tomikéc avembounteg evépyeLec.

Yoyvég: umopet vo tpocsPdilovy Emg 1 ota 10 dropa

[Tovog oto onpeio tng €veong 1 ducpopia, 1| epediopoc

Oy ovyvég: umopel va mpocsParrovy éog 1 ota 100 droua

EpvBpdtra oto onpueio g £veong

Emnpo6c0eteg avemOOunteg evépysieg og mardia

Yoyvéc: umopei va TpocPaiiovy £wg 1 ota 10 wondid

Katappon (pvogpapuyyitida),
[Mupetodg (mopetia),

[Movorapog (papuyyitida),
Tpmdve AMyotepo and 6,T1 cuvhibmc.

'Oy ovyvég: umopel va mpocsParrovy éoc 1 ota 100 mondid

Aws0davovtol kovpacuéva 1 dev £xovv evépyela (AN0apyoq).

Mn yvootég: dev pmopet va ektipnfovv and to dStbéotipa dedopéva

AlAaryEg 0T GLUTEPLPOPA, OEV Elvar OTT®MG GLVNOWG.
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Ava@opa avemOounTOV vEPYELOV

Edv mapotnprioete Kamoto avemBOUNTN EVEPYELN, EVILEPDOTE TOV YLUTPO 1) TOV QUPLOKOTOLO GOG.
Av10 1oy0et kot Yo kBe mhovr avemBOUNTN EVEPYELD TOV OV AVAPEPETAL GTO TAPOV PVAAO 0OMYIDV
xpNone. Mmopeite emiong va avapépete avemBounteg evépyeieg anevbeiag, péow tov EBvikod
Opyoaviopuov ®apudkwv, Mecoyeiov 284, 15562 Xolapyog, AOfva, Tni.: 213 2040380/337, ®a&: 210
6549585, www.eof.gr. Méow tng avopopdg avemBountmy evepyeldv umopeite va fonbioete ot
GLAAOYN TTEPLGGOTEPMV TAT|POPOPLDY GYETIKA UE TNV OCPAUAELD, TOV TOPOVTOG POPUAKOV.

5. [®g va pvracoete To Vimpat
To @dppako avtd Tpénet voo pAAGGETOL G€ LEPT OV OgV TO PAETOVY Ko Ogv TO POEVOLY Ta TALdLA.

Noa pn ypnolponoteite ovtd T0 PAPUOKO LETE TV UEpOUNVio ANENG TOV AVOPEPETOL GTO KOVTL Kol
070 QroAidwo peta ™ AéEn AHZEH 1 EXP. H nuepounvio AnéEng sivat 1 tedevtaio nuépa Tov Pivo Tou
ovVopEPETAL EKEL.

Mnv puAdocete og Oeppokpacio peyorvtepn twv 25°C.

To kdBe praridlo pe dSihopa Vimpat yio £yyvon TPEMEL Vo PN CLUOTTOLEITOL LOVO pio popd (EQATas
xpnon). Kabe aypnoyonointo didivpa Tpénel va amoppinteTol.

[Ipéner va ypnoyomoteitan povo Srowyég Sdivpa xwpic COUATIONN KOl OTOYPOHATICLO.

Mnv metdite @APLAKO GTO VEPD TNG AMOYETEVGNC 1] OTA OKLOK(G amoppippoto. Potiote tov
(POPLLOKOTTOLO GOG Y10, TO TAC VO, TETAEETE TAL PAPUAKE, TTOVL JEV YPNCILOTOLETE T AvTtd Ta pétpa Oa
Bonfncovv oty Tpoctacia Tov TePPAAAOVTOG.

6. Mepreyépeva TG GVOKEVAGIAG KOL AOLTEG TANPOPOPiES

T egpréyer To Vimpat
. H dpaoctikni ovoia givar ) Aakocapion.
1 ml SroAdpatog yia €yyvorn Vimpat nepiéyet 10 mg Aakocsouiong.
1 proridio 20 ml drwdvpatog yuo Eyyoon nepiéyel 200 mg Aakoocouidng.
. Ta dAha cvotatikd gival: YAwPLoHYO VATPLO, VOPOYA®PLKO 05D, VOMP Yo Eveon.

Epg@avion tov Vimpat ko wepieyOpeva. TG 6VoKELOoiog

. To Vimpat 10 mg/ml diddlopa yio €yyvon ivor StanyEg, dypmpo dtdAvua.

To Vimpat diddlvpa yia £yyvon dtatifetar oe cuokevacies Tov 1 praAidiov kot twv 5 eroidiov. Kabe
oaAido mepéyet 20 ml.

Mmropei vo, unv KoKAOPOPOLY OAEG Ol GUGKEVAGIES.

Karoyog Adcrag Kvkiopopiog
UCB Pharma S.A., Allée de la Recherche 60, B-1070 Bruxelles, Béiyto.

Mapaskevastig: UCB Pharma S.A., Chemin du Foriest, B-1420 Braine-I’ Alleud, Béxyio

n
Aesica Pharmaceuticals GmbH., Alfred-Nobel Strasse 10, D-40789 Monheim am Rhein, I'eppovia.

INo omoladnmote TANPOPOPic GYETUKH LLE TO TOPOV PAPUAKEVTIKO TPOIOV, TAPAKOAEITTE VO
amevBuvleite otov TOMIKS avipdsmmo Tov Katdyov g Adstog Kukhopopiog

Belgié/Belgique/Belgien Lietuva
UCB Pharma SA/NV UCB Pharma Oy Finland
Tel/Tel: + 32/(0)2 559 92 00 Tel: + 358 9 2514 4221 (Suomija)

29


http://www.eof.gr/

bbarapus
10 CU BU boearapus EOO/]
Ten.: + 359 (0) 2 962 30 49

Ceska republika
UCB s.r.o.
Tel: + 420 221 773 411

Danmark
UCB Nordic A/S
TIf: + 45/ 32 46 24 00

Deutschland
UCB Pharma GmbH
Tel: + 49 /(0) 2173 48 4848

Eesti
UCB Pharma Oy Finland
Tel: + 358 9 2514 4221 (Soome)

E))LGoa
UCB A.E.
TnA: + 30/ 2109974000

Espafia
UCB Pharma, S.A.
Tel: +34/9157034 44

France
UCB Pharma S.A.
Tel: +33/(0)1 47 29 44 35

Hrvatska
Medis Adria d.o.o.
Tel: +385 (0) 1 230 34 46

Ireland
UCB (Pharma) Ireland Ltd.
Tel: + 353/ (0)1-46 37 395

island
Vistor hf.
Simi: + 354 535 7000

Italia
UCB Pharma S.p.A.
Tel: +39/02 300 791

Kvnpog
Lifepharma (Z.A.M.) Ltd
TnA: + 357 22 05 63 00

Luxembourg/Luxemburg
UCB Pharma SA/NV
Tél/Tel: + 32/ (0)2 559 92 00

Magyarorszag
UCB Magyarorszag Kft.
Tel.: + 36-(1) 391 0060

Malta
Pharmasud Ltd.
Tel: + 356/ 21 37 64 36

Nederland
UCB Pharma B.V.
Tel.: +31/(0)76-573 11 40

Norge
UCB Nordic A/S
TIf: + 45/ 32 46 24 00

Osterreich
UCB Pharma GmbH
Tel: + 43 (0) 1 291 80 00

Polska
UCB Pharma Sp. z 0.0.
Tel: + 48 22 696 99 20

Portugal
Bial — Portela & C? S.A.
Tel: + 351 22 986 6100

Romania
UCB Pharma Romania S.R.L.
Tel: + 40 21 300 29 04

Slovenija
Medis, d.o.o.
Tel: + 386 1 589 69 00

Slovenska republika
UCB s.r.0., organiza¢na zlozka
Tel: + 421 (0) 2 5920 2020

Suomi/Finland
UCB Pharma Oy Finland
Puh/Tel: + 358 9 2514 4221

Sverige
UCB Nordic A/S
Tel: + 46/ (0) 40 29 49 00

Latvija United Kingdom (Northern Ireland)
UCB Pharma Oy Finland UCB (Pharma) Ireland Ltd
Tel: + 358 9 2514 4221 (Somija) Tel: + 353/ (0)1-46 37 395

To mapév pvilo 0dNYLAOV ypioNS ovabempOnke Yo TeAsvTaia Popd 6Tig 06/2021.
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AALeg TNYEG TANPOPOPLOV

Aemtopepeic TANPoPopieg Yo T0 APHOKO aVTO givol SIBEGIUES GTOV SIKTLOKO TOTO Tov Evpmmaikod
Opyavicpod apudxwv: http://www.ema.europa.eu/.

O T po@opicg Tov akorovhovy amrsvdivovtorl pévo o€ YIaTpovg 1 ETayyELRATIES VYELOG.

Kabe praiidio dtodvpatoc yuo £yyvon Vimpat mpénel va ypnotpomoteitor poévo pia opd (epdmas
xpnon). Toyov ayxpnoipomointo didivpo tpénel va amoppintetal (BAEne mapdypapo 3).

To Vimpat diddopa yio €yyvon pmopei va yopnyndei xwpic meportépm apaimon 1| umopel vo apotwbel
LE To TopakdT® Stodhvpata: yAwplovyo vatpio 9 mg/ml (0,9%), yAvkoln 50 mg/ml (5% ) 1 yohaxtico
dwéAvpa Ringer.

A pikpoProAoyikng amoyng, To Tpoidy TPEMEL va ypnotonoteitar apéoms. Edv dev ypnoyomomndei
OUECMG, 0 XPOVOG Kol 01 GUVONKEG PUAAENG TPV T YPNION ATOTELOVY EVOVLVN TOL ¥PNOTY Kot dEV
nwpénel vo, veepPaivouy Tic 24 dpeg o Oepuokpacio 2 Emg 8°C, ektog av 1 apaimon
TPOYLATOTOONKE VIO EAEYYOUEVES KO ETIKVPMUEVES AONTTES GLVOTKEC.

"Exet katadeyBel ynukn kot puoikn otabepdtnta Katd tn ypnon yio 24 dpeg o€ Beppokpacio Emg

ka1 25°C yia wpoidy mov £xetl avapuybel pe avtovg Toug dtaddteg Ko £xel amodnkevtel og aoKkog amd
yvaAin PVC.
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