OYAAO OAHTI'TQN I'TA TON XPHXTH
RISPELEN®
(Risperidone)

1. IPOXAIOPIZMOX TOY ®APMAKEYTIKOY ITPOIONTOX

1.1 Ovopacia
Rispelen® Aiokia emucolvpuévae pe vuévio 1mg, 2mg, 3mg, 4mg.

1.2 XdvOson

Apactiki]: Risperidone (pionepidovn).

"Exdoyo: Lactose monohydrate, maize starch, microcrystalline cellulose, hypromellose, magnesium stearate,
silica colloidal anhydrous, sodium laurilsulfate, macrogol stearate, titanium dioxide (E171). EmnAéov, ta
diokia emkoAvppéva pe vuévio 2mg/tab mepiéyovv yellow iron oxide (E 172), red iron oxide (E172), talc, ta
dokia emkoloppéva pe vuévio 3mg/tab mepiéyovv quinoline yellow (E104) kot ta diokio emtkaAvppéva pe
vpévio 4mg/tab epiéyovv fd & ¢ blue 2, indigo carmine (E132), quinoline yellow (E104).

1.3 ®oappoxoteyviki popei)
Awokio eEmKAAVUUEVO, LLE DUEVIO.

1.4 TleprekTIKOTNTO GE OPOOTIKI] OVGIN
Kabe diokio mepiéxer 1 mg 1 2 mg v 3 mg 1} 4 mg Risperidone.

1.5 Heprypagi] — Xvokevacia

Avokio emkaivppéve pe vpévio Img/tab: Exypunkn diokio ypdpatog Aevkon mov @épouvy yopayn otny pia
mAeVpa. Zvokevacio kuyedidwv (blisters) mov mepiéyet 20 doxia (2 blister Twv 10 dokivv) 1 60 diokia (6
blister Twv 10 diokinv).

Avokio emkaloppéva pe vpévio 2mg/tab: Emunkn diokia xpdpoTog TOpTOKaAL 1OV QEPOVV YapAYY OTHV
pio Thevpd. Tvokevaocio kuyeridmv (blisters) mov mepiéyet 20 diokia (2 blister tov 10 diokiov) 1 60 diokia
(6 blister twv 10 diokimv).

Avokio emkaioppéve pe vpévio 3mg/tab: Empnkn diokio xp@dROTOg KITpVou OV GEPOLY YOpOy OTHV
pio Thevpd. Tvokevaocio kuyeridmv (blisters) mov mepiéyet 20 diokio (2 blister tov 10 diokiov) 1 60 diokia
(6 blister twv 10 diokimv).

Avokio gmkoloppéve pe vpévio 4mg/tab: Emypnkn diokia yp®dUATOC TPAGIVOL OV QEPOVV YOPUYT| OTHV
pio Thevpd. Tvokevaocio kuyeridmv (blisters) mov mepiéyet 20 diokia (2 blister tov 10 diokiov) 1 60 diokia
(6 blister twv 10 diokimv).

1.6 ®oppoxobepamevTiKi] KOTYOPiQ
Avtyuyoowo.

1.7 YrevBvvog Kukhoopiog/ 1.8 Tupackevastig
ELPEN A.E. DAPMAKEYTIKH BIOMHXANIA
Aegwpdpog Mapabavog 95, 19009 TTéppt Attikng.

2. TI HPEIIEI NA 'NQPIZETE I'lA TO ®PAPMAKO IIOY XAX XOPHI'HXE O I'TATPOX XAX

2.1 Tevikég minpogopieg
To Rispelen® givai éva aviiyuymoikd PAPHAKO TOV AVAKEL GE [0 VED KATIYOPio avTIyL®CIKOY OVGIOV
Tapaydyov g Beviico&aloing.

2.2 Evocieig

To Rispelen® gvdsikvutar yia tv Ogpomeio opddwv acleviv pe oyiloppéveia, coUTEPIAOUPBOVOUEVOD TOV
TPMOTOL YLYMGIKOV ENEIC0010V, TV 0EEIDV GYILOPPEVIK®Y EEAPCEMV, TNG YPOVING GYLOPPEVELNG KAl AAADV
YUYOOIKOV KATUOTACEWDY, OTIG omoieg OeTikd cvumtdpoto (0Tmg yevdalonoels, mopaAnpnTikés 10£€g,
dwtapayéc okéymg, €xfpucotnTo, Koyvmowio) M/Kol apvnTiKd ovumtopate (0tmg dupivven Tov
oLVAGONUOTOC, CLUVOLGOMUOTIKY KOl KOW®VIKY amOcvpor, dvckoAio otnv optio) sivor évtova. To
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Rispelen® eniong, amaAvver tic Sratopayéc tov cvuvaicOfpatog (6nme kotddiwym, cvvoicOnuo evoync,
ayyog) mov cvoyetiCovian e TV oxloppEvela.

To Rispelen® eivon emiong amoteleopatikd otn Swatipnon g KAvikig Pedtioong katd ™ didpkeia
ovveyolg Bepameiag oe aobevelg mov Exovv dei&etl avtamodkpion otV apykn Oepaneio.

To Rispelen® evdeikvotor yio TV COUTTOUATIKY 0y®YH TOV GoBapdv SlaTopay®V GOUTEPIPOPAS GE
acbeveic pe Gvolo 6tovg omoiovg cvumtdpate Onmg embeTikotnTa (AekTikég ekpriéels- Egomdopora,
ocopotikny Pondmrae), dSwtapayés dpactmprotnroag (Séyepon, Topoyn) N WYUYOOIKE GLUTTOMOTO &ival
£€viovo Kot KAvovv Tov acBevi] vo vmogépel 1 TOV 00MYyoUv og ovikavotnta Kot mlavd Kivouvo 1
OQLTOTPOVUATIGUO.

Xe aobevelg pe avola ot omoiol £YOVV TPONYOVUEVO 1GTOPLKO AYYEWNKNG EYKEPAAKNG VOGOL Vo yopnyeital
pdévo epdcoov dev givar duvarr 1) OMOTEAEGUATIKY] ONOWONTOTE EVOAAOKTIKY 1  QUPUOKOAOYIKY
avtipetdmon. H copntopatiky oyoyn pe Rispelen® 0a mpénet va eivar 660 to duvatd Ppaysiag didpreiag
KoL LOVOV VIO T 6TeVN eMPAeEYT €181KOV.

To Rispelen® gvdeikvutar yio t Bepancio Tov poviakdv enelcodimv ot durohiky dotapoyn. Ta eneicodia
avtd yopoktnpifovtolr omd GCLUUTTOUATE OTMG EVLPOPIKY], JWYLTIKN 1 evepEbiotn dudbeomn, 15éeg
vreptipnong tov Eym, petopévn avaykn yio vmvo, Aoyoppota (mieon ovvéyong opAing), 1deopuyn,
dvuoKoMa EMKEVTIPOONG TNG TPOGOYNS, HELWUEVT] KPIoT] KOl AITOSIOPYAVOLEVT] GUUTEPUPOPA.

To Rispelen® egvésikvoton oty Ogpancio @V cofapdv SUCTACTIKOV GUUATOUATOV GUUTEPIPOPAS GE
aoBevelg pe oplaxn vonrtikn Aertovpyio M vontikn kobvotépnon. Edikdtepa pmopel va peidost v
TOPOPUNTIKOTNTA, TNV EMOETIKN ALTO— N ETEPOKATAGTPOPIKT| KOl GTEPEOTVTIKT GLUTEPLPOPA.

To Rispelen® gvdeikvutatl ot Oepancio TV S106TUCTIKOV COUTTOUATOV TNG CLUTEPLPOPAG GE TOLdId Kot
epnPoug pe avTopd kol GAAEG O1dyvtec avamtvElakég datopayés. Ewdwotepa pmopel vo peudost v
€VEPEDIOTOTNTA, TNV VIEPKIVITIKOTNTA, TNV EMOETIKOTNTO KOL TNV AVTOKOTAGTPOPIKT] GUUTEPLPOP.

2.3 Avrtevoeiteag
To Rispelen® avtevdeikvuotar oe acleveic ue yvooty vrepevarshnoio ot Spoactiky ovsia 7 oe
OTO10ONTOTE OO T, EKO0Y O TOL TPOIOVTOC.

2.4 Idwitepeg TPOELOOTOUGELS KOL TPOPVAGEEIS KaTd TN Yp1jo

2.4.1 I'evika:

- Kotd m Sibpxeta pakpoypoviag Oepanciog, To Rispelen® pmopet va mpokaAéoel akoOo1eg KIVAGES GTO
TpoOcwno. Av avtd cvuPei, Tpémel va cupfovigvteite apéows To Y1ATPd COG.

- oA omdvia pmopei va gppaviotel pio KaTdoTtoon cOyyVoNg, HEIWUEVO EmiTedo GuVeIdNOoNG, LYNAOG
TLPETOG N LVTKN dvokapyio. AV avtd GUUPE], EMKOWVMVAOTE AUECMG HE TO YIOTPO COG KAl EVIUEPDOTE
ToV Yo TNV AMfym tov Rispelen®.

- Ed&v mapovcidoete TtdON TG ApTNPLOKNG THEGNS EVIUEPMOTE TO YuTpd cag. Mmopel va peiwcel v
3001 TOV PAPUAKOV.

- Xe dwfnrikovg acbeveic | oe acbeveig pe Topdyovieg Kivdhivou yio TV avamTuén cokyapddn defntm
GULVIGTATOL KOTAAANAN KAVIKT TapakoilovOnon.

- Adénon oopaticod fapoovg
Ipoonaffote va Aapfdvete puétplo mosdTTo. Poyntov, emedn to Rispelen® umopei v’ avénost 1o
COUOTIKO BApog.

- Kapowayysioxés mobnoeig, vooog tov Parkinson, avora ewuaticov Lewy i emiinyio
Av éoyete and KAToL 0o TIG TOPATAVED AVAPEPOUEVEG TAONGELS, EVIUEPDGTE TOV YLOTPO coc. Mmopei
va elvar amopaitn n wpiky Topakolovdnon kotd v didpkela mov AopPavete o Rispelen® koi m
docoioyia iomg va Tpénel vo Tpocapproctel KatdAinia (BA. map. 2.6).

- Hlkiouévor xai drouo. 1e o10Topoyuévn VePpIkn § NIOTIK AEITovpylo.

No evUepOVETE TAVTA TO YIOTPO GOG OV TACKETE OO KATOL0 Omd TIG TOPATAVED AVAPEPOUEVEG TAONCELC
(BA. map. 2.6).



2.4.2 Hhxwopévor. Meléteg oe nukiopévovg acleveic pe dvowo €6siéav 0Tl 1 yopnynon novo
PLETEPOOVIIG 1] OE GUVOLUGHO PE POvPocenion umopel vo oyetiletor pe avénuévn Ovnopdtnro.
Evnuepdote 10 yiatpd cag edv Aapfdavete povpocepion.

H ¢@ovpooeuidon eivor éva @AapROKO TOV ¥PNGLOTOLEITOL Y10 TNV OVTILETOTIOY TG VYNANG TiEoNS Tov
aiflatog My TNV GVIETMOMTICN TOV OWMUATOS TOL dnutovpyeital o PéPn 1oL odpatog egoutiog g
GLGGMPELGNG VYPOD.

Ot nAkiopévol acBeveic Kat o1 EPovTIoTEG TOVG B TPETEL VL AVAPEPOVY AUECHS OTOLOONTOTE GUUTTMUA,
OT®G LPVioLe peTafoin TS VONTIKNS KATAGTAGNS, EQPVIKT advuvapia 1 apmdio 610 TpdcmTOo, 6T YEPLA
N ota Tod Kot dratapayés Tov Adyov 1 g 6pacns. AVTA To GUUTTONOTO HUTOPEl Vo LITOdEIKVOOLVY TThavo
EYKEQOAIKO 1 oL “TTopodIKn HEIMOT THG PONG TOV QHHATOG GTOV EYKEPAAO” (TOPOdIKO 1GYOUKO ETEIGOBI0).
Edv ovpPei avto o yurpog Ba emavalloroynoet ) Oepaneio Kot mBavov vo ypelactel ko g xp1ons
pLoTEPOOVTG.

O nAikiwpévor mpémet vo, Aappavovv Aydtepn mosotnta Rispelen® and avt) mov Oa ehdufave kdmorog
evnakag (BA. mop. 2.6).

2.4.3 Eykvpociovn
Av eiote €yKVOG 1| OKOTEVETE VoL UEIVETE £€YKVOG, TPEMEL VA EVIUEPDGETE TOV YTPO GO, 0 omoiog 6’
anopocicel av mpénel va mdpete Rispelen®.

2.4.4 Onloopodg
Agv mpémet vo, Inhdoete to popd oag av AapPdavete Rispelen®, cuppovievteite Tov yiorpd cog e owTH TV
TEPIMTAOOT.

2.4.5 Indra
o Rispelen® yopnyseitot oe evilixeg, eprifoug kot moudid Onme meptypdpetol 6TV Topdypapo 2.6.

2.4.6 EmMOpacels oty IKAvOTNTA 00171 61|G KOL YELPIGROD U OVILATOV

To Rispelen® unopei va emnpedoet v gypryopon f v kavoTnTo 08\ ynong, yi' avtd KoAdTEPO Vo uny
00N YNGETE N VO, XEPIOTEITE KATO10 UnNydvnuo, UEYPL O YIOTPOG VO EKTIUNGEL TNV OTOUIKT GO¢ gvauctnacio
oto Rispelen®.

2.4.7 1010iTEPES TPOELOOTONGELS YLO TO, TEPLEYONEVA EKO0Y O,
Edv o yuotpdg cag éxel evnuepmaoet 0t gupavilete dvoaveéio oe opiopéva odiyapo, cuppovievteite Tov
TPV TAPETE TO PAPLLOKO.

2.5 AMiemopacels pe GrAha QAPRUKA 1] 0VGIEG
Evnuepoote 10 yiotpo cog av Aaufavete kot Ao eappaka. O yiotpog oag 0o cog TANPOQOPNGEL Yo Ta
eappoka wov puropeite vo AapBavete pali pe to Rispelen®.

To Rispelen® pmopel v’ avénoet v dpdon g oAkodANG (01vOTVELHN) KoL QAPUAK®Y TOV EAATTOVOLY TNV
KOVOTNTO Y10, avTiopoon (Y. MPEUIOTIKE, VOPKOTIKE OVOAYNTIKA, OPIGUEVE OVTIIGTOUVIKA, OPLGUEVOL
avTIKATOOMITIKG) KOl OPIGUEVOV AVTIDTEPTACIKMOV. LVUVETMOC 08V TPEMEL VO, TIVETE OAKOOAOVY O TOTA KOt
TPETEL VO, AAUPAVETE LOVO PAPLOKO, TTOV GG EYEL GLUVTAYOYPOUPNGEL O YIUTPOC.

To mopoakdto pmopei emiong vo emnpedoovv ) dpdon tov Rispelen®. Ta 1o Adyo avtd mpémer va

EVIUEPMOETE TO YIATPO GOG OV EEKIVI|CETE 1] CTOUOTGETE TN ANYN KATO10V amd avtd:

- ®appoko mov yopnyovvtat yio Tnv voco tov Parkinson (aywviotéc vromapivng, m.y. Aefoviona) pmopet
v’ aviayovicdody v dpdon tov Rispelen®.

- H xopBopalenivn, éva @appoko mov ypnoltomoleitol Kupimg yoo Ty emiinyio | TV vevpaAyio Tov
p1dOpov (16YVPHS THVOC TOL TPOGHOTOV), PTopPEl Vo emnpedoet Ty anotelespatikotnto tov Rispelen®.

- H ¢@lovoéetivn kar 1 mapo&etivn, @ApUaKO TTOV Y¥PNOLLOTOOVVIOL Kupiwg Yo v Begpomeio g
Katadhymnc, propet vo awEncovy ta enineda tov Rispelen® oto aipa.

- H owyetdivn kot 1 pavitidivr, d00 eApUaKL TOV YPNCILOTOIOVVTOL Y10 TNV EAATTMOT TNG 0EVTNTAG TOV
otopdyov, umopei va mpokarécovy wkph avénon tov emmédov tov Rispelen® oto aipa, oAAG eivar
amifavo va aAAAEOLY TV OpAcT TOV.

- H gpubpopukivn, éva avtifroticd, dev €xet enidpaocn oto enineda tov Rispelen® oto aipo.
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- H tompapdrn, éva @dppoko mTov YpNOUWOTOIETOL Yoo TNV emnyio Kot v Muikpovia, dev €xel
onpavtiky enidpaon ota enineda Tov Rispelen® oto aipa.

- H yxolavrapivn kot 1 vrovemeliln, @appoke mov ¥pnoiomolovvtal yuo ™ Bepaneia g dvolog, dgv
£€YovV emIOPAUGCT GTN PLETEPLOOV).

To Rispelen® dev epueaviler enidpoaon oto Aido 1 610 PEATPOiKO, 500 EAPLAKE TOV XPNGIULOTOIOVVTOL Y10
) Bgpameio g paviog 1 otn dryo&ivn, £va GAPLOKO Yo Kapdtakh Tabnon.

H Mjyn Rispelen® pe povpocepidn, &va @appako mwov xopnysital yio TNV ovIIUETOTION KOTOCTUGEDY OT®G
KopOLOKT AVETAPKELD Kot VITEPTAOT), uopel va eivan emkivouvn. Eviuepdote to yiotpo cag edv Aapfavere
@ovpoocelion (PA. map. 2.4).

2.6 Aocoloyia
To Rispelen® diotibeton o poper, Siokiwv. Mmopei va Aaupdvetonr eite pe to yeopota | petold tov
yvevpdtov. Ta diokio Aappdvovtor pe pkpn TocoOTNTO VYPOL.

Eivor moAd onuavtikd va Aappdavetor n cooty mocotnta Rispelen®, alld avtod Sugépet amd dropo oe
dropo. T avtd 10 AdYo 0 Yy1oTpdg Ba mposapudcel v mocoTa Tov Rispelen® péypt vo emrevydei to
emBountod amotélecpa. ‘Etol mpémel va akolovbeite mpooekTikd TG 0dMyiec TOL YlOTPOV KOl VoL PNV
aAralete M Sokomtete TV amawtovpevn 86om Tov Rispelen® ywpic mpdta va tov cupfovievteite.

- Woyooes oe evijlikes Kat épnfovs avo tov 15 etov

H Oepameia Eexva otadiokd. o mapddeypa, v Tpdt nuépa Aaufdavovtal 2mg kot tn dgbtepn 4mg.
Kotémv n d6on pmopet vo peivel apetdafAnt i va Tpocapuoctel KatdAnia, av givol amopaitnto.

e paxpoypovia Bepameia, 4mg g 6mg v nuépa givar 1 cuviong doon. Ilap’ 6Aa avtd, Lo younilotepn
d00T UTOpPEL VO EMAPKEL.

To nuepnoilo cuvolikd Tocd umopei va Anebei o pio AMym M va yopiobel e 6vo MYELS, Lo TO TPOL Kot
pia to Ppadv.

Adceig Tavo amd 10mg v nuépa dev £xovv deiletl KOADTEPN OTOTEAEGUATIKOTNTA OO YOUNAOTEPEC OOGELG
KoL UTopel VoL TPoKaAEGOVY EEOTLPAULITKE CUUTTMLOTO.

O yiatpoc o cag evnuep®GEL TOGO, d1oKi0 Elval KATAAANAQ Y10, TNV O1KT GO TEPITTMON.

- Woyonoeig oe nAIKIOuEvovs Kal 6€ aclsveis ue O10Topayuévi veppikij 1j NTatiky Agitovpyio
Yvviotdrol va AapPdvetal n pon 4661 omd aVTH TOL YOPTYEITAL GTOVE EVAMKES, LOIPAGUEVT] O OVO ANYELS
NV NUEPA. Ze poKpoypovia Bepoameic, 1 cuvolkn nuepnota 06on puropet, enione, va Anedei oe o Aym. O
Ywtpog Ba cag evnuep®oel TOca dlokia eivol KOTAAANAL Yio TV S1KN GOG TEPITTOOT).

- Metapopd amé diia avTIyoYwoeiKd

Agv vmapyovv emapkr 0ed0UEVE Y10 VL 000UV GUYKEKPIUEVEC 0ONYIES Y10, TNV LETOPOPA TOV acHEVOVS 0o
po GAAN oviiyuymoiky ayoyn oto Rispelen® 1 yio ™ ovyxopiynon tov pe ke avinyvywoikd. o
Kdmolovug acBeveic n Guecn SLOKOT TNG TPONYOVUEVNC OVTIYVYXWGIKNG Oepameiog umopei vo, yivel KaAd
AVEKTN, EVD Y10 GALOVG pmopel va amortn el oTadlok.

[Ipokeévon vo, amopevyfodv aAAnAenidpacelg puetad T TPOTNYOOUEVIG AVTIYLYMGIKNG Oy®YNG KOl TOL
Rispelen® cuvictdton n ypovikh mepiodoc petapopdc va givor N pikpdtepn dvvary Aapfavopuévev vdyn
TOV QOPLOKOKIVITIK®OY YOPUKTNPLOTIKOV TOV 0v0 Qapudkov. EmmAéov dtav ol acleveic petapépovial o
ayoyn pe Rispelen® amd avtiyvymoikd pokpag Sidpkelag (depot), n &vapén g Oepaneiog pe Rispelen®
wpénel va yiver otn 0éom g EmMOUEVEC TPOYPUUUOTICUEVNC Yopnynons. H avaykn ovvéyiong g
VIAPYOVOUG AVTITOPKIVGOVIKNG OY®YNG TPEMEL VO ETAVEKTIUATOL 0Td TO YIUTPO GaG KUTA TEPLOGOVG,.

- Awaropoyés coumEPIpopds o€ aclesveis ue avoia

[Tepimov t0 €vo TéTOPTO Trg OOCTG TOL YOpPMYEiTAl OTOVG AAAOVLG eVAAKEG, oLVNO®G €lval EmAPKES.
Soviotdron va Egkvd ) Bepameio pe 66om 0,5mg, potpacuévn og dvo Ayelg v nuépa (dnradn 0,25mg ce
Kkd0e Afym). Avti 1 doom umopei va awvénbei xkotd 0,5 mg v nuépa, KATd TPOTIUNGT Ol SLYVOTEPT OO
KG0e devTepn NUEPQL.

IMao poaxpoypovia Bepaneio, 1mg v nuépa givar n ovvnng 60om. Avty pmopel va Aapfdvetal o po M
popoaouévn oe dvo Anyelg v nuépo (dniadn 0,5mg ce kabe Afym). O ytpdg o kabopicel woom
TOGOTNTA ElvOl KOTAAANAN o€ kaOe TEPinTmOT, OAAG TEPIGGOTEPA OO GLUVOALKG 2 MY TNV MUEPA AV

QTOLTOVVTOL.
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Ot aocBeveic 6o mpémel vo emovo&loloyodvtal oe TokKTIKN Paon Kot o TPEmEL va EKTHATOL 1) OVAYKT
ovvéylong g Bepamneiog.

- dimolikij drarapayij (diwoiikij pavia)

H plonepdovn Ba mpéner va yopnyeitar o gopd v nuépa, Eexkvavtag pe 2mg. Ipocappoyés ot
docoioyia, av gvdelkvovtal, mpémel va yivovior Kotd daotiuote Oyl pKkpotepa TV 24 opdv Kol Ue
avENoelg 61o ocoAoYia KoTd 1mg v nuépa. ZuvietdTol e0pog doomg petal&d 2-6mg v nuépa.

Avti 1 660m propel va avénbel pe pukpég 06celg puéypt 2mg, oyt Op®G cuyvoTEP amd Kabe devTEPN NMUEPQ.
O meprocoTepol acbeveig aoBavovrar Kaldtepa pe 86celg peta&y 2 ko 6mg v nuépa. O yatpds Ba cog
evnuepooel moca dtokia glvat katdAAnAa yio KGO mepintmon.

Onog pe OAeg TIg cvpmTopatikés Oepomeicg, N pokpoypovio xprion tov Rispelen® mpénel va extipdron kot
va dikanoroyeital oe TakTiky| Béon.

- A10Topoyés O10CTTACTIKIG COUTEPIPOPIS

Mo KOTOGTPOPIKEG GUUTEPLPOPES GE EVAMIKEG, €QNPOLG Kol Todld v Tov 5 €@V, ocuvibmg
YPTCLLOTOLOVVTOL Ol TAPUKAT® dOGEIC:

e T dropa mwov uyiCouv 50 kiAd kot Tave, cuvictdtol va Eekvouy v Bepameio pe 0,5Mg po popd
v Nuépa. Avtiy n doom umopel vo avénbei pe pikpég dooelg tov 0,5mg, oyt 6w cuyvotepa omd Kabe
devtepn nuépa. H PBédtiotn do6om yuo tovg mepiocdtepovg acbeveic givar 1mg, woa gopd v nuépa. Ot
ocvvnOopéveg dooerg ivan 0,5 pe 1,5mg o popd v nuépa. O yotpdc Ba cag evnuepmoel mdco Rispelen®
ypelaletal yio T KN 6o¢ TEPITTOOT).

e T dropa mov Quyilovv Aydtepo amd 50 kiAd, cvvietdtarl vo ekvodv ) Oepameio pe 0,25mg o
@opa TV Nuépa. Avti 1 86on umopel va avénbei pe pikpég d6celg Tov 0,25mg, Oyl OUWOS GLYVOTEPO OO
Kka0e devtepn nuépa. H Béltiom 660m Yo Tovg TEPLocOTEPOLG aobeveig givar 0,5mg, pia popd TV NUéPaL.
O ovvnBiopéveg dooelg givar 0,25 pe 0,75mg pa opd v Nuépa. O yiatpdc Bo cog evnuep®oel ToOGA
dtokia givarl kaTtdAANA Yio KGO Tepinton).

Onog pe OAeG TIC CLUTTOPATIKEG Oepameiec, 1 pakpoyxpovia xpron Tov Rispelen® npémet va extpdran kot
va dikaoAoyeital og TaKTIKT Bdon.

- Haiowa
Yrdpyel ehhewmng epmeipio o Toudld PKPOTEPQ TV 5 ETAOV.

- AvTIGUOG Kal dlAeS O1ayVTES AvaTTTVOEIAKES O1OTAPOYES

H Socoloyio Tov Rispelen® yio ) Oepancio mordidv ko epnPov pe ovtiopd kot GAAeC didyvteg
avarmtuElokég dlatapayég TpEmel va. eEotoputkeveTal pe Paon Tig avaykeg Kot Ty avtamdkpion ot Oepaneio
KoL VoL TOPakoA0V00HVTOL TO EMITESN TOV PAPUAKOV KoL TOV EVEPYOD UETAPOAITN GTO OiiplaL.

H Socoloyio pmopei va Egkivnost pue 0,25mg / nuépa yio dropo pe Papog < 20kg kot 0,5mg/ nuépa yio
dropo pe Bapog > 20Kkg.

Tnv Huépa 4 g Oepamnciog, n d6on pmopei va avéndei katd 0,25mg yio dropa pe Papog <20kg ko xatd
0,5mg yio dropa pe Bapog > 20kg.

H 80601 avth B tpémet va dtotnpeitan kot 1 aviandkpion Oo mpénetl va a&lohoyeital amd tov yiaTpd mepinmov
v Huépa 14. Emmdiéov avénoelg g 06ong Oo mpénet va egtaotoby uovo yio toug acheveic avtovg mov
dgv emTLYXAVOUV KOVOTOMTIKY KAWIKY avtomokplon. H do6on umopei vo avénbei avd dSaotiuoata 2
gfdopadwv e avénoeig tmv 0,25mg ya dropa pe Bapog <20kg ko 0,5mg yio dropa pe Bapoc > 20kg.

O ywTpog Ba coc evnuepmdoel TOoa diokia eival katdAinda yio kKéOe mepintwon.



Aocoroyio tov Rispelen® oe moudratpikod ocOeveic pe avtiopd xor GAAEG d1dyvTec OVOmTLELOKEC
dwtapayéc (o€ cuvolikd mg/Mmuépa)
Katnyopia Bdpovg Avénoeig dv
Hpépeg  Hpépeg yperaletar avénon Evpog Adong
1-3 414+ ™G d6oMG

<20 kg 0,25mg 0,5mg + 0,25 mg 0,5mg-1,5mg
VA ST LLOTOL
> 2 gfoopadmv

>20kg 0,5 mg 1,0 mg +0,5mg 1,0 mg - 2,5 mg*
VA SLOCTALLOTOL
> 2 gfoopdadmv

* O1 aobeveig ue Popog > 45Kg umopel va omortovv vynlotepes dooeis. H puéyiotn déon mov ueletbnke nrav
3,5 mg/muépa.

H plomep1dovn pmopet va Aapfavetat pia 1 Svo opég TNV NUEPOL.

Ot acbBeveig mov mapovoidlovv vrvniio propel va w@eAnBobv and pia adlayr ot docoAoyio amd e popd
™V NUEPO TPOG el OPE TNV NUEPA TPV TO Ppadivo Hivo 1) TPog 600 POPES TNV NUEPOL.

Mo emrevyBel Ko droTnpnBel tkavomom Tk KAVIKY avtamokpion, Ba mpénet vo e£eTaoTel TO EVOEXOUEVO
peimong g 06oMg Yo va emtevyBei BEATIO 100ppoTia peTaE) AMTOTELECUATIKOTNTOG KOl AGPAAELOGS.

2.7 Ymepdoooloyia - AVTIHETOMION

Mmnopetl va epgavictobv €va M TeplocOTEPO amd To MOPOKATO cvpntdpate: EAattopévn ocuvveidnon,
vobpdtnra, VTVNALL, EKTETAUEVOG TPOLOG N EKTETAUEVT] PVTKT duokapyic. ETuovovnote pe 1o yiotpod cog.
Tavtdypova, pmopeite va EEKIVAGETE TNV OVIHETMOMICT OVTOV TOV EVOYANCE®V HE TN ARYN €vePyov
avBpaka, 0 0moiog AmoppPOPA OTL TOGOHTNTA PAPUAKOV EXEL TAPAUEIVEL GTO GTOUAYL.

IIAnpogopicg Yia To YioTp6 0€ TEPiTTMOT VITEPdOTOLOYING:

- Av o aoBevig éxel ydoel T1g ootnoelg Tov, epovtiote va dlatnpnBodv eredBepec ol aVOTVELGTIKES 0001
Kol va eEacpaiiotel 1 Vapén o&uydvmaong Kot aePIGLOD.

- Av 0 aoBevig £xel xapmAn mieon, YopNyNoTE EVEGILO GLUTAOOUIUNTIKO.

- Ipémer va yivetow mAektpokapdoypapikdg EAeyyog: Kpivete av mpémer va yivel petapopd oe
voookopeio. TnA. Kévtpov AnAntnpidcewv: 2107793777.

2.8 AvemOopnteg evépyeieg
To Rispelen® givar yevikd kahd avektod kot ot avembounteg evépyeieg eivar dHokoro va doympiotody amd
TO, GUUTTAOUOTA TG VOGOU.

O cuyvotepeg avemBounteg evépyeleg mov Umopel v gppaviotovv gival: Abdmvia, diéyepon, Ayxog Kot
Kepaiodyio. Arydtepa ovyvd: Nobpdtmra, kénwon, duckoria cuykévipwong, Boin opact, {aAn, dvomeyia,
vavtia, UETOC, EMYAOTPLO (YOG, dUOKOAID OTNV KEVWOOT], AVOUUAIEG 6TV GEE0VOAIKT TKOVOTNTO, LIKPT
akpdrtel 00paV, PVIKOG OTOKAEIGUOC, ayyslooidnua, deppatikd e&dvinua. Katactodn, cuvibog pétpla
Kol PKPNG O1GpKELOG, UTopel vo ELEOVIOTEL o cuyva o Toudld and 61t o eviAikes. [lap’ dho mov ta
CUUTTOUOTA CVTA OEV Eival, YEVIKA, PAAPEPA, 0V GO EVOYAOVY TTOAD, EMKOIVMOVNOTE LE TO YIUTPO GOC.

Y& UEPIKEG TMEPMTMOELS 1) TWECT TOV OHUATOG UTOPEL Vo, €€l W0, HIKPT] TTOOT GE OPYIKO OTAdI0 NG
Oepaneiog, n omoio KoToAyel oe (AN, Avtd ocuvnbmg vroywpel avtopata. Aiyo apydtepo, Kotd Tnyv
Oepaneia, avénpévn Tieon aipoTog UTopei emiong va ELEVIoTEL, dALL aVTO €lvol TOAD OTAVIO.

Mmnopei vo mopatnpndel o pikpn avénon copotikov Papovg (BA. map. 2.4) kotd TNV SPKED TNG
Oepameiog Kot Umopel Vo ELPAVIGTOOV UIKPEG AVOUUAIEG KIVNTIKOTNTOG OTTMG TPOUOC, EAAPLE SuoKayio
Tov poov kot ovinovyio. To televtaio ovtd ovumtopato dev eivar cvvnbog emkivovve kot Oa
eEapaviotody petd v ehdttoon tng d6ong tov Rispelen® mov 0o cag cvothcel o yaTpdg | uetd ™
YopNyno” vog emmpocHeTon PapUAKOU.



Xe nAKiopévoug acbeveig pe dvola €xovv avapepBel avemBOunteg evépyeteg amd To EYKEPAAMK ayyesio
(T oyyelaKd eyKeaAKd emelcdola, Tapodkd 1oyalKa encicddia) (PA. Tap 2.4.2).
[Top’ 6Ao mov givar omdvio kot akivovuvo, pumopel va eppaviotel oldnpo 6ToVg acTpaydlovs (TodoKVN UK

apbpwon).

Xe moAD OTAVIEG TTEPIMTAOCELS, £xel avapepbel avénuévo Toco cakydpov oto aipa. Agite To ylTpd cog av
TOPOVGLOCTOVY GUUTTOUATA OTOG AVENUEVN dlya 1] ovpTMoN.

YrepevaioOnoio oto Rispelen® eivar omdvia. Mmopei v’ avayvopiobel, my. and deppotikd eEavOnuoa,
Kvnopod, Ppoydmrta g avamvorg 1 mpREWo oto mPOcOmO. AV KAMOO OmO TO GLURATMOUOTO CVTAE
eppavicBolv mpémet va deite TovV youTpo GOGC.

Xe TOAD OMAVIEG TEPIMTAOGELG, L0 KOTAGTAGT GUYYLONG, EAATTOUEVO EMIMESO GLVEIONOTG, VYNADS TVPETOC
N dvokapyio Tov pu®dv uropel va gpeaviotovv. Av avtd copfel, emkowvoviote pe 1o yatpd cog. ITibava
Vo v avtamokpiveste avoromtikd oto Rispelen®.

Xe MOAD OMAVIEC MEPIMTMGELS, YEVIKOTEPO GOV OMOTEAEGUA OPOPOV GUVOVACUEV®OV TAPAYOVTI®V, OTMOG
vrepPolikn (€otn 1 kpvo, aloonueimteg aAlayég otV BeppoKpacio Tov GOUATOS, UTopEL Vo EppavicBovy.
Av vt cupPel, ETKOWVOVNAGTE LE TO YIOTPO GOG.

Koatd 1 Oepameio peyding didpkelng, akovoleg KIVAGELS TG YADGGOS, TOV TPOCHTOV 1] TOV ClyOvmV
pmopel va eLEOVIGTOUV. AV avTd GUUPEL ETIKOWVOVIGTE LE TO YIUTPO GOGC.

Metd and poxpoypdvia Bepamneia, pepikd dropa prnopet va gupavicovy adénomn tov 6tdovg, yoraktdppola
1N dTopayés oTov ERpnvo KHKAo. Avtd ta eavopeva gival akivovva.

[Ipémet va 606¢<i Eppacn oto yeyovog 0Tt Ta TeEPLocOTEPA ATOU dEV Ba TAPOLGLAGOLY TO TPOPANLLATO TTOV
avapépnkav mopamdve. [Hop’ 6ha avtd, pn Sotdlete va avapépete Kabe avemBOUNTN evépyeld GTO
Y1aTpd 1| GTO PAPULOKOTOLO GOLC.

Ye mepintmon mov Oempeite OTL TO PAPLOKO GOC TPOKAAESE KATOLN AVETIBOUNTN EVEPYELN TAPOKAAOVUE VO
TN YVOOTOMOMGETE 0T0 OepAmovTa 10Tpd Gag, 1| GTO POPUAKOTOLO 1| GAAO EMOYYEALOTIOL TOV TOUED TNG
vyeiog, N amevdeiog otov EOvikd Opyoviopnd dappaxkov (Mecsoyeiov 284, 15562, Xolapydg, www.eof.gr).

2.9 Tivrpémer va yvopilete otV TEPITTOGN TOL TOPUAEIYATE VO TAPETE KATOLN dOON

Apyixn mepiodog Oepameiog: 1lapte T yopévn 66om 660 T0 SLVOTOV GLUVTOUOTEPA Ot BEom TNg EMOUEVNG
doong. Katomv cuveyiote va maipvete Tig vOAOUTEG OOGELS LE T GEPE OV TEPLYPAPETOL GTNV TAPAYPOUPO
2.6.

AMeg mepiodor Oepomeias: Mnv maipvete ) yopévn 06omn oAAd TapTe TNV EXOUEVT] dOOTN 0TS GLVIOM®G Kot
ocvveyiote Kavovika t Bepaneio cog.

2.10 Hpepopnvie MEng Tov TpoidvTog
Avaypapetal 6TV eEOTEPIKT KOl OTNV ECOTEPIKT GLCKEVAGIAL.
Av ot 1 nuepounvia £yel TapéABeL, va unv Yp1CLUOTOGETE TO PAPUAKO.

2.11 Iowitepeg TPoPuLAGEELS Y10 TNV GVAAEN TOV TTPOTIOVTOG
Ta diokia Rispelen® guidccovtat o Oeppokpacio yopniotepn tov 25°C.



2.12 Hpepounvio terevtaiog avabsdpnong Tov ¢oilov odnyidv: 14-12-2012.

3. HAHPO®OPIEX I'TA THN OPOOAOI'IKH XPHXH TQN ®APMAKQN

To @dppaxo avtd cog 10 Eypaye o YTpdS OGS HOVO Y10 TO CLYKEKPIUEVO 0TPIKO cag mpoPAnua. Agv
B mpémer vo 10 divere og GAha dtopo 1 vo TO Yprolpomoteite yio kémoia GAAN mAOnom, ywpig
TPONYOLUEVES Va €xeTe cupPovievBel Tov ylaTpd Gog.

Edv xatd t Oudpxew g Oepameiog epeoaviotel KAmowo mTpoOPANpa HE TO QAPUOKO, EVNUEPDOTE
AUEGMG TOV YLOTPO N TOV PAPLOKOTOLO GOC.

Edv éyete omowdnmote epotnpatiKg yOopw amd TIG mANPOPOpieg mov APOpolV TO PAPULOKO OV
Aappdvete M ypeldleote KaADTEPT EVIUEPMOT Y10 TO WITPIKO Gag TPOPANUA, un diotdoete vo (NTioete
TIG TANPOPOPIES OVTES OO TOV YLOTPO 1| TOV PAPLOKOTOLO GOC.

INa va givonl amoteleocpatikd Kot ac@AAEs T0 GApHOKo Tov cag yopnynonke Ba mpémel va Aapfdverol
oOUPOVO 1 TIG 00N Yieg mov Gag dGOnKav.

Mo v aoedield cag kot v vyeia oag eivor amapaitmto va dafdoete pe mpocoyn Kabe TAnpopopia
OV APOPE TO PAPLLOKO TTOV GAG YOPNYNONKE.

Na pun dwtnpeite ta edppoke 6to Aovtpd, dott N Eotn kol 1 vypacio. umopel vo AALOIDGOLY TO
(APLLOKO KO VO, TO KATACTNGOLY eMPAAPES Yo TNV LYElQ GOC.

AlotnpnoTe o QAPLOKO GTOV apyLKO TEPLEKTT) TOVG.

Noa unv kpatdte eappoka mov dev ta ypelaleote TALoV 1| ToLv NN £xovv ANEet.

["o peyoAddtepn acpdielo Kpatnote OAO To QAPUOKA GE AGPAUAEG LEPOG LOKPLA oTTO TOL TTOLOLEL.

4

. TPOIIOX ATAGEXHX

To Rispelen® yopnyeitat pe wotpicy) cvvtoym.

ELPEN A.E. PAPMAKEYTIKH BIOMHXANIA

AEQ®. MAPAGQNOZX 95, 19009 TIIKEPMI ATTIKHX
M THA.: 210 6039326-9, FAX: 210 6039300
I'PAOEIA EINIXTHMONIKHY ENHMEPQYHY

AGHNA: YEBAXTEIAZX 11, 11528 THA.:210 7488711
OEX/NIKH: EONIKHE ANTIETAZEQX 114, 55134 ®OINIKAX
THA.: 2310 459920-1




