RISPELEN®
(Risperidone)

1. MPOZAIOPIZEMOX TOY ®PAPMAKEYTIKOY ITPOIONTOX

1.1 Ovopacia
Rispelen® ITocwuo diéivpo 1mg/iml.

1.2 XdvOeon
Apaotucn: Risperidone (piomepdovn).
"Exdoya: Benzoic acid, tartaric acid, sodium hydroxide, water purified.

1.3 ®appoxkoteyviki popen
[Toc1o ddAvpa.

1.4 TlgpreKTIKOTITO OE OPUCTIKI] OVGIM
KaBe 1ml mepiéyet 1mg piomeptddvng.

1.5 Meprypagi] — Xvokevacia
Kovti pe éva grarido tov 100 ml.

1.6 ®appokobepamevTIKI KOTNYOPin
AVTIyuY®Go1Ko.

1.7Yrwev0vvog Kvkhogopiog, 1.8 Mopoaokevaostiig
ELPEN A.E. DPAPMAKEYTIKH BIOMHXANIA
Aewpdpoc Mapadmvog 95, 19009 IMiképut ATTikng.

2. TI HPEIIEI NA 'NQPIZETE I'l A TO ®PAPMAKO I10Y XAX XOPHI'HXE O I'ATPOX XAX

2.1 Tevikég minpogopisg
To Rispelen® givot évo ovTiyuymoikd @APUOKO TOV AVAKEL GE Uia VEQ KOTYOPio AVTIYVYOCIKOY 0VGIHV
Topoydymv g feviico&aloing.

2.2 Evociéeig

To Rispelen® evdeixvutar yia thv Oepancio opddwv acdeviv pe oxllo@pévelo, COUTEPIAUUPBOVOUEVOD TOV
TPMOTOV YUYWOGIKOV €MEG0dI0V, TV o&elmv oylloppevikdv eEdpoewmy, ¢ xpoviag oylloepévelag Kot
GALOV YUYOOIKOV KATOOTACEWDY, 0TS 0Toieg OeTikd cvuuntOpoTa (OO YELOUIGONGELS, TOPOANPTTIKES
10¢e¢, olatapayés okéyng, xfpucotnTo, Koyvmoyio) /Kol apyNTIKE CLUTTOUNTO (0TS AupAvvorn Tov
ocLVGONUOTOG, CUVOIGONUATIKY KOl KOW®OVIKY 0mdcvpot, dvokola oty outdia) sivor évtova. To
Rispelen® eniong, amoldver Tig dratapoyés tov cvvarsduotog (dnwg katddiym, cuvaicOnuato evoync,
&yxog) mov cuoyetilovion pe TV oylloppévela.

To Rispelen® eivar eniong omoteheopatikd ot Sratipnon g kKAvikig Peltioong kotd T Sidpkeia
ovveyolg Oepamneiog oe acbeveic mov Exovv dgi&el avtamdkpion oV apyikn Oepameia.

To Rispelen® evdsikvutal Y100 TV GUUATOUATIKY 0y®Y TOV coBapdV SaTopaydV COUTEPLPOPHS GE
acOeveic pe dvolo otovg omoiovg cvuntduata Omwg embetikotnta (Aextikég expnéels- Eeondouara,
couatiky Proudtnta), dwtoapoyéc dpaotnprotntag (diEyepon, topouyn) N WYOY®OGIKA GUURTOUOTO £ivat
€VIOVO. KOl KAVOLV TOV 000V Vo DTTOPEPEL 1] TOV 00NYOUV G€ aviKovotnto Kot mhavoe kivouvo M
OLTOTPAVLOTIOUO.

e aoBeveic pe dvola o1 omoiot £XoVV TPONYOVUEVO IGTOPIKO AYYELNKNG EYKEPUAIKNG VOGOV Vo, yopnyEiTon
uoévo eedécov dev glvol duvatn 1| OMOTEAECUATIKY] OMOLOONTOTE EVOAAUKTIKY] U1 (QOPUUKOAOYIKY
avtipet®mon. H countopatiky ayoyn pe Rispelen® 0o npénet v eivar 660 1o duvartd Bpayeiog Siapretag
Kol Ldvov Vo TN oTeVN EMIPAEYT €101KOV.



To Rispelen® evdeikvotar yia ™ Ogpomeio twv paviokdv eneicodiov ot dumohkr Sotapayy. Ta
EMEICOO10 VTA YOPUKTNPILOVTOAL OO CUUTTMOUATE OIS EVPOPTIKT], OLOYVTIKN 1 gVEPEDITTN ddbeoT, 10€€C
vreptipnong tov Eym, peiwpévn avaykn yio ¥mvo, Aoyoppoio (mieon ovvéyiong opiiiog), 1dgopuyn,
dVGKOAID, EXKEVTPOONG TNG TPOGOYNGS, MELOUEVT KPIGT) KOl OITOSI0PYOVMOUEVT] CUUTEPIPOPE.

To Rispelen® evdeikvotar ot Ogpoameio TV coPapdv S1ACTACTIKOV COUTTOUGTOV COUTEPLPOPAS GE
acleveig e oplokn vontikn Aettovpyio 1 vonrtikn kobvotépnon. Ewdikdtepa umopei va peidost v
TOPOPUNTIKOTNTA, TV EMOETIKN QLTO— 1] ETEPOKATASTPOPIKT] KOl GTEPEOTLTIKT CUUTEPLPOPA.

To Rispelen® evdeikvutar otn Ogpomeio TV S10CTUCTIKOV GUUATOUATMV TNG GCLUTEPIPOPES GE TOdLA KoL
epnPoug pe avtioud kol GAAeg ddyvteg avomtuélokég olatapoyés. Eiducotepa umopel va peuvost v
gvepefloTOTNTA, TV VIEPKIVNTIKOTNTA, TV EMBETIKOTNTO KOL TNV QLTOKOTOGTPOPIKT) CUUTEPLPOP.

2.3 Avtevositeg
To Rispelen® avtevdeikvoton o ocbevelc pe yvooty vraepevoicOncio oty Spactiky ovsia N oe
OTOL0ONTIOTE A0 TOL £KO0Y0 TOV TPOIOVTOC.

2.4 1owitepec TPOSIOOTOM|GELS KOL TPOPVAAEES KATA TN Yp1IoN
2.4.1 TI'eviké:
- Kotd ) didpketo pakpoypoviag Oepaneiog, to Rispelen® pmopel va mpokaAéoet axodoieg KvAGELS 6TO
TPOowTo. Av avtd cuuPet, TPEmel va GUUPOVAEVTEITE AUECHS TO YIUTPO GOC.
- TloAd omdvia umopei va eUQoVIGTEL Uio KATAOTOOT GUYXLONGE, UEIMUEVO ENITESO GLUVEIONONG, LVYNADC
TLPETOG 1 VTN dvokapyia. Av avtd cLUPE, ETKOIVOVNOTE OUECMG UE TO YIUTPO GOG KOl EVNUEPDOTE
ToV Yoo THV Afym tov Rispelen®.
- Edv mopovcidoete ttdon g aptnplokng tieong evnuepdote to yotpd coc. Mrmopel va peumoetl v
d0G™M TOV PAPUAKOV.
- X dwpnrikodg acbeveic | oe acbeveig pe Topdyoviec Kivohvou yio TNV avantuén cakyap®on dtafnn
GULVIGTATOL KOTAAANAT KAMVIKY TTopakoiovdnon.
- Adénon owpatixod fapovg

[poonadnote va AauPdvere pétpio tocodTTa Poyntod, emedn to Rispelen® umopei v’ avéfocetl 1o
oOUOTIKO Bapog.
- Kapoiayysiokég mabioels, vooog tov Parkinson, avoia cwuoticov Lewy # exilnyio
Av TOoYETE OO KATOLN OO TIG TUPUTAVD OVAPEPOUEVEC TOONGELS, EVIUEPDGTE TOV YWTPO Gag. Mmopel
va givon amapoaitnTn 1 TPk Topakolovdnon katd Thv didpkelo mov AopPavete to Rispelen® kon n
docoloyia iomg va, Tpénel vo TPocoprocTel KatdAAnAa (BA. map. 2.6).
- Hlkiouévor kai GTopo. pe 010T0poyuévn VEQPIKN 1 NIOTIKN Ag1tovpyia
No evnuep®veTe TAVTO TO YTPO GO OV TAGYETE ad KOTOLY 0O TIG TOPOTAV® UVAPEPOUEVEC TOONGELG
(BA. map. 2.6).

2.4.2 Hhxwopévol. Melétec o nukiopévovg acleveic pe dvova &6ci&ov 0Tl 1M yopnynon uove
PLETEPOOVIG 1| 6€ GVVOVUOUO PE Qovpocepnion pmopel va oyetiletar pe avénpévn Ovnowpdétnro.
Evnuepdote 10 yotpd cag ehv AauPdvete @ovpooeuion. H @ovpoceuidn sivar évo @apuoko mwov
YPNOUOTOLEITOL Y10 TNV OVTILETOMION TNG LVYNANG MIECNC TOV CiHATOG 1 YO TNV OVTIUETMTION TOV
OO LOITOC TTOV ONUIOVPYELTAL GE PEPT] TOV CMOUATOG EEALTIOG TG GVGCOPEVCTG VYPOV.

O nAkiopévol acBeveig Kot ot PPovTIoTEG TOVG 00, TPEMEL VA AVIQEPOVY AUECHE OTOI0ONTOTE GUUTTOUA,
oM o1Pviote petafor ™G VONTIKNAG KUTAOTOONS, S0QVIK) advuvapio 1| aumdio. 6T0 TPOCOTO, GTO
¥éplo M| oTo TOSLOL Ko S1otaparyég Tov AOYov i) TN 0paonG. AVTE TO, GUUTTMOMOTO UTOPEL VO VTTOSEIKVOOUY
mOhavo eyKe@OMKO 1 i “Tapodikn peimon g pong Tov aipatog otov eykEPaAo” (mapodikd 1oy ouKo
enels0010). Eav ovpPel avtd o yatpog Ba enavallohoynoet tn Oepamneio kot mbovov va ypelaotel dlokomn
™G XPNONG PLOTEPBOVNG.

O Nukiwpévol mpénel va Aappavovy Aydtepn mocotta Rispelen® amd avth mov 0o eddpfave kdmorog
eviihkag (PA. map. 2.6).



2.4.3 Eykvpoovvn: Av glote £yKV0G 1] OKOTEVETE VO, LEIVETE £YKVOG, TPEMEL VA, EVIUEPDGETE TOV YIUTPO
cog, 0 omoiog 0° amogacicel av Tpémel va whpete Rispelen®.

2.4.4 Onhoopds: Aev mpénel va Onhdoete to popd oac av AapPdavetre Rispelen®, cvpBovievteite Tov
YWTpO GOG GE AVTN TNV TEPIMTOOT).

2.4.5 Moda: To Rispelen® yopnysitar oe evilikeg, £erfovg kar moudid OmmG TEPIYPAPETOL GTNV
napbypogo 2.6.

2.4.6 Emdpacsig oty 1KovoTHTO 031101 KOl YEIpiopod pnyavnuatov: To Rispelen® pmopet va
EMNPEACEL TNV EYPNYOPOT N TNV KOVOTNTA 0dNYNons, yI ovutd KOADTEPA VO UNV OOMYNGCETE N Va
YEPIGTEITE KATOL0 UNyavnuo, puéypt 0 yirpdg v EKTIUYGEL TNV TOUIKY cog evatsdncia oto Rispelen®.

2.4.7 I1dwnitepeg TPOELOOTOM|GELS Y10, TO TEPLEYONEVE £KOOYA: AEV VTLAPYOLV.

2.5 Almiemopdosic pe drhia @dppokae 1) ovoisg
Evnuepdote to yiotpd cog av Aappdvere kot dAla pdapuaka. O yatpdc cag Ba oag TANPoQopoEL Yia Ta
eapuoka wov pumopeite vo AapBavete pali ue to Rispelen®.

To Rispelen® unopei v’ avénoet v dpdon g aAkooAng (OWVOTVELUN) Kol PUPUAK®Y TOV EANTTOVOLY
TNV IKOvOTNTA Y10, avTidpacT (T.). NPEMCTIK, VOPKMTIKA OVUAYNTIKA, OPICUEVO OVTHOTAUIVIKG, OPIGUEVE.
aVTIKOTAOMTTIKE) KOl OPICUEVOV OVTIVTEPTUCIKMVY. LVVETMG OV TPEMEL VAL TIVETE OAKOOAOVYO TOTA KOl
TPEMEL VoL AAUPAVETE LOVO PAPLLOKO TTOV GG EYEL GLUVTAYOYPUPNGEL O YIULTPOC.

To mapoxdte umopei emiong va ennpedoovv T dpdon tov Rispelen®. T 1o Adoyo avtd mpémet va

EVILEPMOOETE TO YATPO GOG AV EEKIVIOETE 1) GTAPATAGETE TN A1 KATOL0V amd oVTA.:

- Odpuako oL YopnyovvTal Yo TNV voco tov Parkinson (aywviotég vromapivig, m.y. Aefovtona) pmopei

v’ aviayovieBody v Spdon tov Rispelen®.

- H xapPapalenivn, éva papuoko mov xpnoonoleitor Kupiog yio TNy eminyio | TV VELPAAYid TOL

Tp130pov (16 VPAG TOVOC TOL TPOGMONOVL), UTOPEL VoL eTnpedost TNV anotelecspatikotnta tov Rispelen®.

- H gplovoéetivn kot n mapo&etivn, eappoka mov ypnoiomolodvtal Kopimg yio tnv Bepaneio g

Katadhwymgc, pmopel vo ocvéEfcovy ta enineda tov Rispelen® oo aipa.

- H owerdivn ko n pavitidivn, 00 APLOKO TOV XPTCILOTOOVVTOL YIo THV EAATTMOT TNG 0ELTNTAG TOV

otopudyov, pmopel vo mpokaiécovy pikpn avénon tov emmédmv tov Rispelen® oto aiuo, aAld eivar

aniBavo va oAAaEouvv v dpdon Tov.

- H gpubpopkivn, va avtifiotikd, dev £l enidpaon ota enineda Tov Rispelen® oto aipa.

- H tompapdrn, éva @Aapuoko 7OV YPNOLOTOIEITOL VIO TNV ETANYIN KOl TNV MUKPOVia, Ogv €xet
onpavtiky enidpaon oto enineda Tov Rispelen® oto aipo.

- H yxohavtapivn kot 1 vrovereliln, appaka mwov xpnoipomolovvtal yio  Oepaneia g avolag, dev

&yovv enidpaomn ot PIOTEPLOOV.

To Rispelen® dev eppaviet enidpacn oto Aibio 1) 610 Parnpoikd, 500 EAPHAKE TOV YPNGLULOTOIOVVTAL Y10,
) Ogpameia g paviog | otn dtyo&ivn, £vo APHOKO Yio Kapdlokn Tanon.

H Myn Rispelen® pe govpooepidn, £va @apuoko mov yopnyeitol yio Ty avIipeT®mon KoToaoTAGEDY
OMOG KOPIOKT OVETAPKELN Kol VAEPTAOT, Umopel va givar emkivouvn. Evnuepdote to yiatpd cog dv
happdvete povpocepion (BA. map. 2.4).

2.6 Aocolroyia

To Rispelen® watibeton o popen dtoddpatog mov Aaupdverar and to otépua. Mropei vo Aoppdvetar gite
pe to yeopota M petald tov yevudtwv. To moco diddvpe pmopel va avapuybel pe omotodnmote un
0AKO0AOVY0 TTOTO, EKTOG OO TG Kol TOTO TOHTOV KOAQ, KOl AdpUPAvVETOL OUESHOG LETA TNV TPOSHNKN TOV
o€ aTo.



Etvan modd onpavtikd vo Aappavetar 1 cwotf mocotnta Rispelen®, ailldé avtd Swapépet omd dropo oe
dropo. '’ owtd 10 AOY0 0 Y1atpdg Oo Tpocapudcel Ty mocoTTa Tov Rispelen® péypt vo emrtevydei to
embountd amotérecpa. ‘Etol mpénel va axoAovbeite mpocekTikd TIC 0dnyieg TOL YOTPOL KOl Va UNV
arrélete 1 Sokdmrete TV amautovpevn doom Tov Rispelen® ywpic tpdto va Tov cupPovievteite.

Yoy oels o€ evijiikes kot Epnfovs avw twv 15 etdv

H Bgpancio Eexva otadiokd. o mapddetypa, v Tpd nuépa Aappdavovtor 2mg kot tn dedtepn 4mg.
Kotémv 1 d6om pmopet va peivel apetdfAn 1 va tpocappoctel KatdAinia, av ival amapoitnto.

Y& paxpoypovia Oepameio, 4mg mg 6mg v nuépa givar 1 suviOng doom. Tap’ 6Aa avTd, Lo YopnAoTepn
doom pmopet vo emapket.

To nuepnolo cuvorkd mocd pmopel va Anedei oe pia Ay M va yopiodel oe Svo ANYeLS, o To Tpmi Kot
pa o Bpdov.

Adceig mave omd 10mg v nuépo dev €xovv Ogi&el KOADTEPT OMOTEAECUOATIKOTNTA OO YOUNAOTEPES
d00ELS Kol umopel Vo TPoKaAECOVY EEMTVPAULOIKE GUUTTMUOTAL.

O yotpdg Bo cog evnuepdoel mOGN TMOGOTNTA OO TO SldALHO €lvol KATAAANAN Yoo TNV O1KN GOG
nePInTOO.

Yoyiroeis 6e NAIKIOUEVOVS Kol 6& 0GOEVEIS UE O1ATAPAYUEVY VEPPIKN 1| NEATIKY AEITOVPYIA

YuvieTtdrtal vo AapBavetol n Uich 8001 00 OUTH OV YOPNYEITOL GTOVEC EVAAIKES, MOIPAGUEVT] GE OVLO
Myelg v nuépa. e pakpoypovia Bepameia, 1 GLVOAIKN NUEPTGLA dOOT| UropEl, emiong, va Aneoel e pia,
Mym. O ywtpog o cag evnuep®@cel TOGN TOGOTNTO, ad TO dIAvUa ival KOTAAANAN Yio TV 01K Gag
mEPIMTOON.

Metapopa aro dlla avTiyvywoeikd

Agv vrdpyovv emapkn dedopéva yuo vor 0800V GuykeKpIEVES 0dNYieg Yo TNV HETAPOPA TOL acBevoig
and pio AT avinyvywoikn aymyf oto Rispelen® 1 yio ) cvyyoprynot tov pe dila avinyvywoikd. Ia
Kamolovg aoBbevelg N GpeSN S1OKOTY| TNG TPOTYOVUEVIG OVILYVXWOGIKNG Bepaneiog pmopel va yivel kald
OVEKTN, EVO Y10 GAAOLG pmopel va amortnOel oTadtok.

[Ipokeyévov va amo@evyBodv GAANAETIOPACEIS HETAED TNG TPONYOVUEVG OVTIWLYMGIKNG 0y®YNG KOt TOV
Rispelen® cuvictdtal 1 ypovikf mepiodog petagopds va etvar n pikpdtepn dvvath Aappavopsvav vdyn
TOV QOPUOKOKIVITIKOV YOPOKTNPLOTIKOV T®V 00 eoppdkwov. EmmAéov dtav ot acbeveig petapépovral
oe oywyf pe Rispelen® omd aviyvyooikd poakpdg didpkelog (depot), m évopén g Oepanciog pe
Rispelen® npénet va yiver ot 0éom g endpevng mpoypappatiopévng xopfiymons. H avdéykn cvvéyiong
NG VILAPYOVCUG OVTITOPKIVGOVIKNG 0y®YNG TPETEL VO EXAVEKTIUATAL ad TO YI0TPO GAG KATH TEPLOGOVG,.

Atatopoyés cOUTEPLPOPAS o€ acleveis ue dvoia

[lepimov 1o éva Té€TOPTO TNG 6OCNG TOL YOPNYEITOL GTOLG GAAOVG eVviAikeS, cuVHODMC elval emopKEC.
Suviotdrol va Eekwva 1 Bgpameia pe 6om 0,5mg, popacuévn og dvo Aqyelg Ty nuépo (dnradn 0,25mg
o€ kaBe ANymn). Avt 1 doom umopei va avéndel katd 0,5 mg v nuépa, KaTd TPOTIUNGCN O)L GLYVOTEP
amo ke devTePN NUEPQL.

Mo paxpoypdvio Bepomeio, Mg v nuépa givar n cuviOng d0om. Avth propel va, Aappdvetal o€ o 1
potpacuévn oe dvo Aqyelg v nuépa (dnaadn 0,5mg oe kabe Aqyn). O yiatpodg Ba kabopicel mwoon
TOGOTNTO €Vl KATAAANAN € KGOe TepinTmon, aALd TEPIocOTEPH OO GUVOAIKA 2 Mg TNV NUEPO CTTAVIO,
OTOLTOVVTOLL.

Ot acBeveic Oa mpénel vo emoavalohoyodviol 6€ TokTiKY Pdorn kot Oa mpémel vo eKTILATAL 1] VAYKT
ouvvéylong g Bepameiag.

Aol dwarapoyy (dimoliky pavia)

H pionepdovn Oa mpémer va yopnyeitan g eopd v nuépa, Eexivovtog pe 2mg. [pocappoyéc ot
docoloyio, ov evOeikvVLOVTOL, TPEMEL VO, YIVOVTOL KOTA SGTALOTO OYl UIKPOTEPD TOV 24 POV KOl LE
avénoelg 6to docoroyia Katd 1mg v nuépa. Zuvietdtol epog d6oNG HETAEL 2-6Mg v nuépa.

Avt 1 d0om pmopet vo avénbel pe pkpéc docelg pExPL 2mg, oyl OO cuyvoTEPa Ao Kdbe dgvTepn
nuépa. O meprocodTepol aobeveig aoBivovrar Kaivtepa pe d6celg petald 2 ko 6mg v nuépa. O
YwTpog 0o Gag EVUEPDGEL TOGT] TOGOTNTO AtO TO SLAAVUA ivol KOTAAANAN Yia KAOe mepintwon.



Onog pe Oheg TIC cvpTTOUOTIKEG Oepameiec, N pakpoypovia yprion Tov Rispelen® npémel va extipdron kot
va S1kaloAoyelTol 68 TaKTIK Bdor.

A1aTapayés O106maGTIKIG COUTEPIPOPIS

Mo kataotpoekés cvumeplpopéc oe evilkes, e€pffovg kot modld dve Tov 5 etdv, cvvinBog
YPNOLOTOLOVVTAL O TAPAKAT® OOGELG:

e T dropo mov Quyilovv 50 KA kot Tve, cvviotdtol va Eekivovv v Bepaneio pe 0,5mg pio eopd
v Nuépa. Avti 1 door pmopel vo avénbel pe pukpég d6oelg twv 0,5mg, oyl Ouwc cuyvotepa omd kabe
oevtepn nuépa. H Péltiot d6om Yo Toug mepiocdtepovg acheveig eivan Img, pia @opd v nuépa. Ot
ocvvnbouéveg dooelg eivar 0,5 pe 1,5mg o eopd v nuépa. O ywtpodg Ba cag evnuep®OEL TOGO
Rispelen® ypeidletot yia ) 81ky cog mepintoon.

e Ta dropa mov Luyilouv Atydtepo amd 50 kiAd, cvvictdtor va Eekvovv ) Bepameio pe 0,25mg pio
eopa Vv Nuépa. Avtr 1 06on propel va avéndel pe pkpég docels Tmv 0,25mg, oyt Opwg cuyvotepa amd
KGO devTepn Nuépa. H BEATIoT S60M Y1t TOVG TEpiocdTEPOLS nobeveic eivan 0,5mg, po opd v nuépa.
Ot cvvnBopéveg docels givar 0,25 pe 0,75mg o opd v npépa. O yatpodg Bo cag evUepOGEL TOOT
TOGOTNTA A0 TO SLIAVUA ivol KOTAAANAN Yo KEOe tepintwon.

Onog pe OAeg TIC CLUTTOUOTIKEG Oepameieg, N pakpoypovia ypron Tov Rispelen® npémet va extipdron kot
va dikatodoyeital o€ ToKTIKN Bdon.

Houda
Y7rapyel eEAMAewTG eUmELPio, GE TOUOLA UIKPOTEPT TOV 5 ETAOV.

AVTIGUOG Kal dAAES OLAYVTES AVATTTOEIAKES OATAPAYES

H Socoloyia tov Rispelen® yio t Ogpancio nodivov kor epnfov pe ovtiopd kot GAkeg didyvteg
avanmtuElakég dtotapayss mpenel vo eEatoukeVeTol pe PAoT TG OVAYKEG Kol TNV OVTATOKPION OTN|
Oepamneio Kot va mapakolovfovvial To TTedO TOL PAPUAKOV KoL TOL EVEPYOV HETAPOAITN GTO aipia.

H docoloyia pmopei va Eexwvioet pe 0,25mg / nuépa yior dtopa pe Bapog < 20kg kar 0,5mg/ nuépa ya
Gropa pe Bapoc > 20Kkg.

Tnv Huépa 4 g Oepameiog,  66om pmopet va avénbet katd 0,25mg yua dropo pe Bapog <20kg ko katd
0,5mg y1a dropa pe Bapog > 20Kkg.

H d6om avtr Ba mpémel va dwatnpeiton Ko n avtamdkpion Bo mpénel vo alloloyeitar omd tov yuTpd
nepimov v Huépa 14. EmmAiéov avénoeig g d6ong Ba mpémetl va e£€T00TO0V HLOVO Yo Tovg acbeveic
OVTOVG TOL OEV EMTLYYAVOLV KOVOTOUTIKY KAWVIKN avtamokpion. H d6on pmopei va avénbel ava
daotnpoto 2 gfdopuddmv pe avénoelg tov 0,25mg yua dropo pe Bapog <20kg xar 0,5mg yo dropo pe
Bapog > 20kg.

O yatpog Bo cag eviuep®OEL TOOT TOGOTNTA OO TO OLAALUE EIvol KOTAAANAN Yia kdOe mepintwon.

Aocoioyio plomepdovng oe modTpikovg acbeveic pe avTiopd Kor GAAEG OdYLTEG OVOTTLELOKES
SlTaPOyEG:
(og cuvoAlikd mg/muépa)
Koamyopia Bapovg Avénoceig ebv
Huépeg  Hpépeg yperaletal avénon Evpoc Adong
1-3 4 — 14+ g 060Ng
<20 kg 0,25mg 0,5mg + 0,25 mg 0,5mg—1,5mg
ava SlooTiHoTO
> 2 gfdopdadmv
> 20 kg 0,5mg 1,0 mg +0,5mg 1,0 mg — 2,5 mg*
ava SlcTHHOTO
> 2 gfdopadmv

* O1 aobeveic ue fapog > 45Ky umopei vo, amoutodv vynlotepes ddoeig. H uéyioty déon mov peletnOnxe
nrav 3,5 mg/muépa.

H piomep1dovn pmopet vo AapuPavetor pio 1 Svo opE TNV NUEPA.
5



O1 aoBeveig mov mapovstalovy vevnia pumopel vo weednovy amd o oAiayn ot docoloyia amd o
(OPA TNV MUEPA TPOG U0 POPE TNV NUEPA TPV TO PPadtvo VTIVO 1 TPOG dVO POPES TNV NUEPTL.

Mo emtevyBel ko dotnpnbel wavomomTikn KAVIKY avtamokpion, o mpémer vo efetaotel To
evoeyouevo peimong g 06omg yio va emitevydei BEATIOT 100ppoTiot HETAED OMOTEAEGUATIKOTITOG KoL
0cPAAELNG.

Odnyiec Xpriong/Xepropov

Avotyua Tov QlaAdiov Kot ¥prion e TUTEToc:

To @loAido drnbétel TOUA ac@aieiog Yo To, TOLOLH

Eik. 1
Kot ovoiyel g eENg: ©
J2 N
Ewcovo I: TIéCete 10 TAOGTIKO TOO TPOG T KAT® @ E2
EVD TOVTOYPOVO TO TEPIGTPEPETE UE POPA OvTIOETT
OVTAG TV OEIKTOV TOL POAOY1OD. 1

- Aoeopeite To TOUO TOV £YETE O EEPLOMOEL.

Ewova 2: TomoBethote v miméta péca 6T QLAAN.
Evé kpoatdte Tov K0Tm dakTOAo TG TméTag, TpaPdte
TOV TAV® OOKTOALO LEYPL TO GTUEID TOV AVTIGTOUYEL
otov aptBpod tov ml mov yperdletol va Angedovv.

Ewova 3: Kpatdvtog tov Katm dakTtOMO, apatpeite
OAN TNV TTETA OO TN PLOAT.

m
;S! A
w

Ade1alete MV muwéTa o€ Eva U1 0AKOOAOVYO TTOTO,
EKTOC 0T TGAL KOl TOTO TOTOV KOAO TELOVTOG TOV
OV dAKTOAO TPOG TA, KAT® KoL TO TIVETE OUECMG.

Kheivete ™ ouén.
HemAévete v mméto, pe Aiyo vepo.

2.7 Ymepdoooroyia - Aviipetdmion

Mropel va UQOVIGTOUV £va 1 TEPLGCOTEPO OO TO TOPUKATO cLunT®poate: EAattopévn cuveidnon,
vaobpotnTa, LIVNALL, EKTETOUEVOC TPOUOG 1 EKTETAUEVT] MVIKT dvokapyio. Emtkoveoviote pe to yotpd
oG,

Toavtoypova, pmopeite va EEKIVAGETE TNV OVIWETAOTION QLTOV TOV EVOYANCE®V HE TN ANYTN evepyol
avOpaka, 0 0moiog amoPPOPA OTL TOGHTNTA PAPUAKOV EXEL TAPAUEIVEL GTO GTOMMYL.

IIAnpo@opisg Yo T0 YI0TP6 0€ TEPITTOEN VTEPIOGOAOYIOG

- Av o acbevnic éxel yaoetl Tig acnoelc Tov, epovticte va. dtotnpnbodv eledbepeg o1 AVATVELGTIKEC
000t kot vo, eEacpoatotel n dapén o&vydvmong Kot 0EPLGHOD.

- Av o aoBevig éxel xaunAn Ttieon, xopNyNoTE EVEGUO GUUTOOOULUNTIKO.

- Ipémer va yivetar mAextpokopdloypapikog éieyyos: Kpivete av mpémer va yivel petagopd oe
Noocokopeio. TnA. Kévtpov AnAnmpidcewv: 210 7793777.

2.8 AvemOOunteg evépysieg

To Rispelen® givon yevikd kolé avextd kar ot avem@dunteg evépyeieg eivar dHokolo vo Staympiotody
OO TO GUUTTMOLOTO, TNE VOGOV.

O ocvyvdtepec avemBOUNTEG EVEPYELEG TOL UTOPEL VO EPLPOVIGTOVV eival: Avmvia, diéyepor, dyyog Kot
KeQoAaAyio. Arydtepa ovyvd: NwbBpdtrta, koémwor, SvokorlMao ovykévipoone, Boin dpaocr, CaAn,
dvomeyia, vovtio, EUETOC, EMYAOTPLO AAYOG, OLVGKOMO OTNV KEVMOGOT, OVOUOAEG oV GEEOLOMKN
KAVOTNTO, LUKPY AKPATELD OVP®V, PIVIKOC OTOKAEIGUOG, ayyelooidnua, deppatikd e&avonua. Kataotoin,
oLVNO®G HETPLO KOl LIKPNG SLAPKELNG, WTOPEL Vo EUPOVIOTEL TTO cLYVA o€ oLl Omd OTL OE EVIAIKEC.
[Tap’ 6A0 7OV Ta CVUTTAONATA AVTA Oev givat, Yevikd, PAafepd, av oo EVOYAOUV TOAD, EMKOIWVOVIOTE LE
70 y10tpd GOC.



Ye UEPIKEG TEPIMTAOGCELG 1) TECT TOL OUHOTOG UTOPEL VO €YEL MO HIKPT] TTTMOOT GE OPYIKA GTASI0 TNg
Oepamneiog, n omoio Kotaknyel oe {AAn. Avtd cuvibwg vroympel avtopata. Aiyo apydtepa, Katd tnv
Oepameio, avénpévn mieon aipotog umopei emiong va eUEOVIGTEL, 0ALY AVTO Eival TOAD GTAVIO.

Mmnopei va mapompnfel o pikpn avénon copotikod Papovg (PA. map. 2.4) Kotd TNV JdpKeER TNG
Oepameiog Kol UTOPEL VO ELPOVIGTOVY UIKPEG OVOUOMES KIVITIKOTNTOG OTTMG TPOUOC, ELAPPLE duokapyio
TOv pwaov kot ovinovyio. To tedevtoio avtd ocvumtopato dev eivor cuvibog emkivovva kot Ba
eEapavioTovy petd v eddttmwon g 8oong tov Rispelen® mov 0o cag cuoTioel 0 YlTpOS 1| HETH TN
xopNyNom evog emmpdcOeTOV PAPUAKOV.

Ye nukiopévoug aobeveig pe dvola Exovv avoeepbel avemBounTeg evépyeleg and T EYKEQUAMKA ayyeiol
(.. oyyeloKd eYKeOAIKO ETEIGOOL0, TOPOIIKE 1GYAULUIKA eTElcOd0) (BA. Tap 2.4.2).

[Mop’ 6Xo mov givol 6Tavio Kot akivouvo, UTOPEL Vo ELPAVIGTEL 01OMLOL GTOVG AGTPUYAAOVS (TOSOKVILUIKT|

apBpwon).

Y& MoAD GTIAVIEG TEPITTAOCELS, £XEL avapepDel avénuévo Tocd cakydpov 6To aipa. Agite To yiuTpd cag av
TOPOVGLOGTOVY GUUTTOUATO OTTC avénuévn diya 1 obpnon.

YnepevoioOnoio oto Rispelen® eivar omdvia. Mropel v' avayvopiolei, m.y. and deppotikd eEavOnuoa,
Kvnouo, Ppoydtnte g ovamvong N Tpnéo oto TPOc®mTO. AV KATO0 Of0 TO GLUTTOUNTO OVTH
enpavicfovv Tpémel va deite TOV Y10TpO GO,

Ye MOAMD OmAVIEC TEPIMTOOELG, IO KOTAGTOON GVYYLONG, EAATTIOUEVO EMIMESO GULVEIONONG, VYNAOS
TLPETOG N dvoKouyio TV Lu®V UTOPEl Vo ELPOVIGTOOY. AV aVTO GUUPEL, ETIKOIVOVIOTE LE TO YIUTPO
cog. IIBavd vo pnv avtomokpiveote kavormomtikd oto Rispelen®.

Y& ToAD OTAVIEG TEPMTMGELS, YEVIKOTEPU GOV AMOTEAEGHO SLOPOPOV GUVOVACHEV®Y TOPUYOVI®V, OTMG
vepPorikr; (éotn N kpvo, afloonueimteg oAhayéc oty Oepuokpacio. TOL COUATOG UTOPEL Vo
enpaviciovv. Av avtd cuuPei, ETIKOVOVNGTE UE TO YIUTPO GOG.

Kota ) Ogpameio peyddng o1dpKelog, okouoleg KIVIGELS TNG YAMGGAS, TOL TPOCOTOV 1| TOV Glaydvmv
umopel va eueovioToby. Av antd cLUPEl ETIKOIVOVIGTE LIE TO Y1IUTPO GOG.

Metd omd pokpoypoévia Oepomeio, pepikd AGtope umopel va  gpeavicovv avénon tov othboug,
YOAOKTOPPOLOL 1 S10TAPOYES GTOV EUUNVO KOKAO. AVTA To @avopeva gival akivouva.

[pénetl va do0el Eppacn oto Yeyovog OTL Ta TEPLGGOTEPO GTopa OEV Bol TOPOVGLAGOVV T TPOPAN LT TTOV
avapépnkay mapamdve. [lap’ ola avtd, un dotalete vo avaeépete kale avembOunTn evépyeln, 6To
Y1otpd 1] 6TO PUPUAKOTOLO GOG.

Ye mepintwon mwov Bewpeite OTL TO PAPUOKO GG TPOKAAESE KOTOL0, OVETIOOUNTY EVEPYELN TOPAKAAOVUE
V0. TN YVOGTOTOWOETE 6T0 DEPATOVTA 1TPO GAG, 1| GTO PUPLOKOTOO 1| GALO emayyEAUOTIO TOV TOUE TG
vyeiog, N anevbeiog otov EOvikd Opyavioud @apudkov (Mecoyesiov 284, 15562, Xolapyodg, www.eof.gr).

2.9 Tvrpémel va yvopilete 0TV TEPIATMOON TOL TOPUAEIYATE VO, TAPETE KATOLO. HOON)

Apyixn mepiodog Oeparneiog: T1apte ) yapévn 6061 660 T0 dSuVATOV GLUVTOUOTEPO oTN BE0M TNG EMOUEVNC
doong. Kotomv ovveyiote va maipvetre TG LIOAOMES OOCELS LE TN GEPO OV TEPLYPAPETAL GTNV
Topaypopo 2.6.

AMeg mepiodor Oeparneiog:. Mnv moipvete tn youévn 8001 oA mapte v €nduevn 66om dnwc cuvhBwg
KoL GUVEYIOTE KavOoVIKE TN Oepameia Gog.

2.10 Hpepopnvia MEng Tov mpoiovtog
Avaypbeetatl 6TV eEOTEPIKT KOL GTNV ECMTEPIKT CVLOKEVAGIO.
Av avti 1 nuepounvia £xel TapéABeL, Vo UV YPNCILOTOIMNGETE TO PAPLLOKO.

2.11 Idwitepeg mpo@uracers yio TV @OANEN TOV TPOIOGVTOG
To mocipo Sidivpa Rispelen® guidcoeton og Oepuoxpacio yapniotepn tov 25°C.



2.12 Hpepopnvia terevtaiog avadsopnong Tov vArlov 0dnyiev: 14-12-2012.

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

o To @apprako avtd 60G TO EYPAYE 0 YITPOS GOC LOVO Y10 TO GUYKEKPLUEVO 10TPIKO Gag TPOPANUa. Agv Oa
TPENEL VO, TO OIveTE G€ AAAN GTOLO 1] VO, TO XPTCLLOTOIEITE Y10 KGO0 GAAN TAONGN, X®PIg TPOTYOLUEVMG VO
&xete oupPfovievdel Tov yloTpd Goc.

o Edv katd tn dudpkela tng Oepomeiog epoaviatel KAmolo TpOPANLO LE TO GAPLOKO, EVIIUEPDOTE OUECHG
ToV Y1aTpd 1] TOV QOPUOKOTOLO GOC.

o Edv £yete 0mo1001TOTE EPOTNUATIKA YOP® OO TIC TAN|POPOPIES TOV AUPOPOVV TO PAPLOKO TOV AAUPAVETE
N xpeleoTte KAADTEPT] EVILEP®OOT] Y10 TO LATPIKO GOC TPOPANL, U1 SIGTAGETE Vo (NTNOETE TIC TANPOPOPIEG
VTG AT TOV Y1TPO 1] TOV POPLOKOTOLO GOG.

o [l va lval 0mOTEAEGLOTIKO KOl 0GQPOAES TO PAPLOKO TTOV GOG yopnynonke Oa mpénet va Aapfdvetal
GOLPOVO, LE TIG 001 Yieg OV cag 30Ky,

o [0 TNV ac@aAELd Gog Kot TNV vyeio cag ivotl amapaitnto vo, Safdoete e Tpocoyn kabe TAnpopopic Tov
aQOpPd TO PAPUAKO TOV GO XOPNYNONKE.

o No un dtatnpeite 1o papROKO 6TO AoVTPo, 610TL 1| (E0TN KOl 1) VYPOGio LWTOPEL VO GALOIDGOVY TO PAPLOKO
KOLL VO, TO KOTOGTNGOLV emPAaPE Yo TNV vyeia cog.

o AltnpnoTe Ta QAPLLOKE GTOV OPYLKO TEPLEKTN TOVC.

o No unv xpatdte eappoko mov dev to ypeldleote TAéov 1 mov O Exovv AngeL.

o ['10 HeyoldTEPN ACPALELN KPUTHOTE OAO TO QUPLOKON GE AGPUAEG LEPOG LOKPLE, 0td T TOUOLA.

4. TPOIIOX ATAGEXHX

To Rispelen® yopnyeitar pdvo pe 10Tpiky) covtoym.

— ELPEN A.E. DAPMAKEYTIKH BIOMHXANIA
< ELPEN = AEQ®. MAPAGQNOX 95, 19009 ITIKEPMI ATTIKHE
THA.: (210) 6039326-9, FAX: (210) 6039300

PA®EIA EIIXTHMONIKHE ENHMEPQYHY
A®HNA: SEBASTEIAY 11, 11528 THA.(210) 7488711
@EZ/NIKH: EONIKHE ANTISTASEQS 114, 55134 ®OINIKAS
THA.: (2310) 459920-1




