RISPELEN®
(Risperidone)

1. MPOZAIOPIZEMOX TOY ®PAPMAKEYTIKOY ITPOIONTOX

1.1 Ovopaoia
Rispelen® ITooo diéivpa Img/iml.

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

1.3 ®oppoxoteyvikiy popoi)
[ooyo didopa.

1.4 TleprekTIKOTNTO G OPUCTIKI] OVGIN
KdaBe 1ml mepiéyer 1mg piomepidovne.

1.5 Meprypagi] — Xvokevacia
Kovti pe éva groAidto twv 100 ml.

1.6 ®oppoxkofepamevTiKi] KaTYOPiQ
Avtyoyooiko.

1.7  YagvBvvog Kvkhogopiog / 1.8 TMapookevaotig
ELPEN A.E. DAPMAKEYTIKH BIOMHXANIA
Aegwpodpoc Mapabaovog 95, 19009 TTiképut ATTikng.

2. TI IPEIIEI NA I'NQPIZETE I'TA TO ®PAPMAKO IIOY XAX XOPHI'HZE O I'TATPOX XAX

2.1 Tevikég minpogopieg
To Rispelen® givar éva ovTupuymotkd PAPHAKO TOV OVAKEL GE Lo VEX KOTIYOPiol OVTIWUXOGIKOY OVGLHOV
Tapaydyov g Beviico&aloing.

2.2 Evoeigeg

To Rispelen® evdeikvuton yio v Bepameio. opddov achevodv pe oylloppéveLd, GUUTEPIMAUBOVOLEVOD TOV
TPMOTOV YUYDGIKOV ENEIG010V, TV 0&E1DV oILoPPeEVIKOV e&£ApaemV, TG YPOVING oXlLoPPEVELNG Kol GAL®Y
YUYWOOIKOV KOTOCTACGE®MY, OTIC 0moieg OeTikd ovumtdpoto (6nwg yeuduchnoels, mapuAnpnTikés 10£€€G,
dwTapayéc okéyng, exfpwomnta, kayvmoyio) M/Kor apvnTikd cvpmtopate  (6mwg dupivven  Tov
GLVAGHNLOTOC, CLVAGONUOTIKY Kl KOWVOVIKT aOcLPoT], SUGKOAI GtV opAMa) eivat Evtova.

To Rispelen® eriong, amoddver Ti¢ Statapayéc Tov cLVasHHUNTOS (OTOC KoTddAyT, cuvorsOfiuoTa EVoxhG,
&yyoc) mov cvoyetiCovial pe v oylloppévela.

To Rispelen® givar emiong amoteheopoticd o Sworhpnon ™ kKhvikic Pertioone katd ) Sidpketa
ouveyolg Bepamneiag oe aobeveig mov Exovv dgi&el avtamdkpion otV apyikn Oepamneia.

To Rispelen® evdeikvutal yo TV GUUTTOUATIKY AyOY TOV GOPAPOV S0TaAPoydY GUUTEPLPOPAS GE
acBeveic pe dvolo otovg omoiovg cvpmrToOpete Omog embetikdtra (Aektikég ekpnéelg - Eeomdouara,
oouatikn Proadtnta), dtotapayés dpactnprotnrag (Siéyepon, tapayn) 1 YOYOGCIKE GUUTTONNTO Eival vTova
Ko KGvouv Tov 060gvi] va VTOPEPEL 1] TOV 00MY0HV G aviKavOTNTa Kot Thovo Kivouvo 1] 0uTOTPovUATIoUO.

e acbeveic pe dvolo o1 0moiol £Y0VV TPOTYOLUEVO 1GTOPIKO OYYEWNKNG EYKEPOAAIKNG VOGOV Vo yopmyeital
uovo epocov Oev  givol duvartn 1 OTOTEAEGUOTIKY) OTOOONTOTE EVOAAUKTIKY UN  QOPUOKOAOYIKN
avtuetonion. H cvpmtopatiky ayoyh pe Rispelen® 0o mpénet va givon 660 1o duvatd Ppoyeiag didpketog
KoL LOVOV VIO T 6TEVN EMPAEYT E101KOV.



To Rispelen® evdeivotat yla ) Oepomeio oV paviakdy enelcodiov otn dumolkh Swatapoyr. To enelc6dia
ovTd yopaktneiloviol amd GLUTTOUATO 0T ELPOPIKT], OLLYLTIKN 1) EVEPENIOTN d1AbeaN, 10€eC VILEPTIUNONG
tov Eyd, peltopévn ovaykn ywo Ymvo, Aoyoppoila (mieom ocuvvéyiong optMoag), 18g0@uyrn, OVOKOAl
EMKEVTPMONG TNG TPOGOYNG, LEIWUEVT KPIoM KOl OITOdI0PYOVMUEVT] GUUTEPLPOPAL.

To Rispelen® evdeicvutar otn Oepameion Tov cOPapdV SLACTACTIKOV GUUTTOUGTOV GUUTEPLPOPES OE
aoBeveic pe oplakn vontikh Aetovpyio 1 vontikh kabvotépnorn. Ewdikdtepa pmopel vo pHEW®OEL TNV
TOPOPUNTIKOTNTA, TNV EXOETIKN ALTO — 1) ETEPOKATACTPOPIKT KOl GTEPEOTVTIKT CLUTEPLPOPA.

To Rispelen® gvdeicvotar ot Oepaneia TOV SLOTOCTIKOY CLUTTOUATOV TG CLUTEPIPOPUC OE TAdIE, KoL
epnPouvg pe avtiopd kor GAAeg Owdyvteg ovomtuElakés drotapoyés. Edwotepa umopel va peidoer v
€uePENIOTOHTNTA, TNV VIEPKIVITIKOTNTA, TV ETOETIKOTNTA KOL TNV OVTOKATUCTPOPIKT) GULTEPLPOPJ.

2.3 Avtevositeaig
To Rispelen® avtevdeikvotot e aoBeveic e yvwot viepevotcdnoia o1 dpacTiky ovoio 1§ 6e 0mo10dfAmoTE
omd T £KO0Y0 TOV TPOTOVTOC.

2.4 Idwitepec mPOEOOTOMGELS KOL TPOPVAGEELS KATE TN Yp1ion

2.4.1 I'evika:

- Kotd ™ odpkelo poakpoypdviag Beponeiog, o Rispelen® pnopei vo mpokodécel akovoles KIVAGELS OTO
npdommo. Av avtd cuuPetl, Tpénel va cGuuPovievteite AUESMG TO YIUTPO GOG.

- TIoAb omdvio pmopel vo gUEOVICTEL 0L KATAGTOOT CUYYLONG, WEWOUEVO €MIMed0 GLVEIONONG, VYNAOG
mopeTdg N POTKN Svokapyia. Av avtd copPet, EMKOIVOVIOTE AUEGMG LE TO YIATPO GO KOl EVNUEPNDOTE
oV Y10 TV Mjyn tov Rispelen®.

- Edv mopovoidoete mtddon TG apTnploKng TECNG EVILEPDOTE TO YLOTPO G0 Mmopel va peidaet T 66on
TOL QOPUAKOL.

- Ze dwfntikovg acbeveig 1 o€ acBeveic e TapdyovTeg KvOOVoL Yl TV avanTuén coakyapmon  oafntn
GUVIOTATOL KATAAANAN KAWVIKT Topakolovdnon.

- Abénon owuatikod fapovg
[poomodiote va AopPavete pétpla mocdTTa Qoyntod, emedny to Rispelen® pmopel v’ avéfoet 1o
ocouatikd Bapog.

- Kapdwayyeioxéc mabioels, vooog tov Parkinson, dvoio cwuaticov LeWy 7 emidnyio
Av mdoyete amd KAmolo amd TIC TAPATAVE® OVOPEPOIEVES TOONGELS, EVILEPDGTE TOV YLOTPO GOC.

Mmopei va ivon amapoitnn 1 W0Tpky Tapakolovdnon katd t Siipkewa oo AapPavere o Rispelen® kot
N docoloyia iowg va mpénel va mpocaplootel KatdArnia (PA. moap. 2.6).

- Hukiouévor ko drouo pe o10T0poyuevy VeQpikn 1 NIoTiky AS1Tovpyio,

No evnuepdVveTe TAVTO TO YIOTPO GOG AV TAGYETE OMO KATO OO TIC TOPUTAVD — OVOPEPOIEVES

nmadnoeic (PA. map. 2.6).

2.4.2 Hlaxwopévor. Meléteg 68 nlkiopévovg acBegveig pe avowa £dei&ov 01l 11 Yopnynon Hovo
PLOTTEPLOGVIS 1] OE GUVOVAGNO 1 POVPOGENISN pumopel va oyetileTar pe avénuévn Bvnopdtnra.

Evnuepdote 10 yioatpd cog ebv AapPdvetre @ovpooepidn. H ¢ovpooepidon eivor évoa @dppoko mov
YPTCLUOTOLEITOAL Y10t TNV AVTIHETMMICT TS VYNANG TTEGNS TOV AUILATOC 1] Y10 TNV OVTIILETMIIGT) TOV OO LOTOG
OV OMpovpyeital oe péPN ToL cONATOG eEating TG CLGGMPELGNG VYPOD.

O nAiopévol aobevelg Kot ot EPovTIoTES TOVG B TPENEL VO OvaPEPOLY AUECHOS OTTOLOONTOTE GUUNTMOL,
omm¢ oeviore peraforn g vonTikig Katdotaong, Eoevikny advvapia 1 apmdio 6to Tpdcmmo, ot XEPLL
N ota oo Kot dtatapoyés Tov AGYov 1 TG Opaons. Avtd ta cuuTTOpaTe UTopel va LIodeVHoLV ThavO
EYKEQOAKO 1| o “Ttapodikn HeI®ON TNG PONG TOV AUPATOC 6TOV EYKEQAUAD” (TAPOSIKO 1GYOUKO EMELGOO10).
Edv ovppet avtd o yatpog Ba emavagiodoynoet ) Bepaneio ko mbavov va ypelaoctel dlakomn g Xpnong
PLOTEPOOVTG.

Ot nukiopévor Tpémel va AapPavovy Aydtepn mocdmra Rispelen® omd ovth mov Oa ehdpPave kdmotog
gviihkog (PA. map. 2.6).



2.4.3 Eykopoovn: Av giote £ykvoc 1 6KomeDETE VO LEIVETE £YKVOG, TPETEL VO, EVI|LEPMDGETE TOV YLOTPO GO,
0 onoiog 0’ amogoosicet av mpémet vo mapete Rispelen®.

2.4.4 Onhaopoc: Asv Tpémet va Onhdoete T0 popd cag av AapPavete Rispelen®, supBovievteite Tov y1otpd
G0G GE OVTN TNV TTEPIMTOOT.

2.4.5 Maudra: To Rispelen® yopnysitat e evijhikec, piBovg kot Taudid 6mwg meptyplpetar oty map. 2.6.

2.4.6 Emdpacsig oty KavétnTa 0d1ynons Ko yeipiopod pnyavapdrov: To Rispelen® pmopei va
EMNPEACEL TNV EYPNYOPOT] 1 TNV TKAVOTNTA 0ONYNOMNG, YU ALTO KOADTEPQ VO UMV 0ONYNOETE 1| VO YEIPIOTEITE
KOO0 UMydvia, PéXpL 0 YIaTpoc VoL EKTIAGEL TV oTopky 6og evatsdnaio oto Rispelen®.

2.4.7 10w0itEPEG TPOELOOTOUNGELS VIO TO TTEPLEXONEVE £EKOOY: AEV VTLAPYOVV.

2.5 Allnlemopacels pe Grha QAPRUKA 1] 0VGIEg
Evnuepaoote 10 yuotpd cog av Aapfdvete kot dAAa eappoka. O yatpds cag Ba oag TANPOPOPHoEL Yo Ta
@appoka Tov popeite vo AopPavere pali pe o Rispelen®.

To Rispelen® pmopei v’ avénoet ™y dpdion g aAkoOANG (OVOTVEDLLRL) KOt QOPHAK®OY TOL ELOTTOVOVY TNV
KOVOTNTOL Yo avtidpaon (Y. MPEMOTIKA, VOPKOTIKE OVOAYNTIKG, OPICUEVO OVTIICTOULVIKG, OPICUEVA
AVTIKATOOAMITIKG) Kol OPIGUEVOV OVTIDTEPTUCIKAOV. LUVETMG OV TPEMEL VA TIVETE OAKOOAOVYO TTOTA Kol
TPENEL VO, AQUPAVETE LOVO PAPUAKE TTOV GG EXEL CUVTAYOYPUPNGEL O YITPOG.

Is ; 7 ’ r H ® ’ r r
Toa mopokdte pmopel emiong vo emnpedcovv T dpdcn tov Rispelen™. T to Adyo avtd mpémer va
EVNLEPADGETE TO YLOTPO GOG OV EEKIVIGETE 1] GTOUATHGETE TI MYN KATOLO0L Ot QUTA:

- ®appoxo Tov yopnyovvtat yo. Ty voéco tov Parkinson (ayoviotég viomapivng, m.y. Aefovtona) pmopei v’
avtoyovieBobv Ty dpdon tov Rispelen®.

- H xapPapalenivn, éva @dpuaxo mov ypnopomoleitol Kupimg Yoo TV emAnyia 1 TNV vELpaAyia TOv
TPIVOL (1oYVPOS TOVOG TOV TPOSMTOL), UITOPEL VoL EmNpedost TV anotehespoTicdtnTo Tov Rispelen®.

- H glovoé&etivn kot n mapo&etivn, pApLOKO TOV XPTCLLOTOI0UVTOL KLPIS Yo TNV Oepomeion g
Kotd®Ayme, pmopei va avEfcovy o emineda tov Rispelen® oto aipa.

- H owyetndivn ko 1 pavitidivn, 600 @appaKe TOv YP1CILOTOI0VVTOL Y10, TNV EAATTMOT TG 0EVTNTOC TOV
GTOMLGYOV, HTOPEL VoL TpoKaAécoVY pkp} adénon Tov emmédmv tov  Rispelen® o610 aipo, oAAG  sivon
amifavo va aAAGEovy v dpdor Tov.

- H epuBpopkivn, éva aviiprotikd, dev éxet enidpacn ota eninedo Tov Rispelen® oo aipo.

- H tompopdrn, éva paproko Tov pnoUOTOLEITOL Yo TNV EMANYIN Kol TNV NUKpovio, 0gv €€l GNUOVTIKN
emidpaon ota emineda Tov Rispelen® oto aipo.

- H ykohavtapivn ko n vioverelidn, @dapuaKo mov ypnoiLonotovviot yio T Bepameio g Gvolag, dev
£€YOVV EMIOPAGCT) GTI PIGTEPLOOV.

To Rispelen® dev spupavite enidpacn oto Aiblo 1} 610 BoAmpoikd, SV0 PAPLOKE TOV YPNCILOTOLOVVTOL YidL TN
Oepaneio g poviag 1 ot dryo&iv, £va @ApUAKO Yo Kapdlakn Taonon.

H AMjyn Rispelen® pe povpooepidn, £vo @apLoKo Tov YopNyEiTon Y1o. TV AVIIHETOTION KATAGTACEDY OTOC
KOPOLOKN AVETAPKELD KO VITEPTAOT), Umopel va gival emkivouvn. Evnuepdote to yotpd oag edv Aappdvere
@ovpooelion (BA. map. 2.4).

2.6 Aocoloyia

To Rispelen® dwtifeton oe popen Stokdpotog mov AapPaverar amd to 6tope. Mropet vo happavetar eite pe
Ta yeopota 1 petal&d tov yevudtov. To ndécyo SidAvpo uropel va avoptydel pe 0molodnmote un ahikoorovyo
TOTO, EKTOC OO TGAL KOl TTOTO TOTOV KOAQ, KOl AAUPAVETUL AUECHG LETA TNV TPOGHN KT TOV GE 0LTO.

Eivar moAd onpovtikd va AapBdvetar 1 cwot mocdmta Rispelen®, odld ovtd dropépet amd dropo o
Gropo. ' avtd 0 Adyo o yatpdc Ba mposapudoel Ty mocdTTa Tov Rispelen® péypt va emtevydei o
emBounto anotérecpa. ‘Etol mpénel va akolovbeite TpocGeKTIKA TIG 0dNYiEG TOL YLOTPOV KOl Vo, unv oAAGleTe
1 SrakdmTETE TNV amontodpevn ddom Tov Rispelen® ympic mpdta va tov cupBovlevtsite.

3



Yoymoeig o¢ evijAikes Kot épnfovg ave twv 15 etav
H Oepancia Eexva otadiokd. o mapdadetypa, v tpodtn nuépo Aaufdavovtal 2mg kot tn dgutepn 4mg.
Kotomv n d6on pmopet vo peivel apetdaPfAnt i va Tpocaproctel KatdAinda, av givol amapoitnto.

e pokpoypovia Bepameia, 4mg g 6mg v nuépa eivar 1 cuvnOng doon. [ap’ dha avtd, pia youniotepn
300 UTOpEL VO, EMAPKEL.

To nuepnolo GuvoAIKo Tocod propet vo Anebdei o pa Aym i va yoptodei og Svo ANYELS, o TO TP Kot o
70 Bpadv.

Adoelg mhvo and 10mg v nuépa dev £xovv 6ei&el KAADTEPT OMOTEAEGUOTIKOTNTO, OO YOUUNAOTEPES DOGELS
KoL UTOPEL VoL TPOKAAEGOVY EEOTLPAULITKE CUUTTMLOTO.

O y10tpog Bo o0g EVNUEPDGEL TOGT TOGOTNTA OO TO SLAALHO EIVOL KATAAANAN Yo TNV O1KN GOG TEPITTOON.

Yoy aoeis oe NAIKIOUEVODS Kal 6& acOevels ue o1atapayuévy veppikij 1j §motikij Ae1tovpyia

Yvviotdrol vo Aappdvetat 1 pon 606m omd ot TOL XOPNYEITAL GTOVG EVAMKES, LOPAGLEVT] GE VO ANYELS
v Nuépa. Xe pakpoypovia Bepameia, 1 cGuVOAIKN Nuepiola doon pmopel, emiong, va Anedel og wa Afym. O
ywtpog Ba cag evUEPDOGEL TOOT] TOGOTNTA Ao TO SLAALUA £fvol KOTAAANAN Yia TV 1K1 60G TePinT®o.

Metapopd amé alia avTiyvywaoikd

Agv vapyovv enapkn dedopéva yio vo 0000V GUYKEKPIUEVEG 0ONYiEG YL TNV UETAPOPE TOL 0oOEVOVS Ao
o GAAN aviyuyooikh ayoyh oto Rispelen® § ywa ™ ovyyopfiynof tov pe dAko aviiyvywoikd. o
Kamolovg acbeveic N GUEST JLOKOTN TNG TPOTYOVUEVNG OVTIWLY®OIKNG Oepameiog umopel va yiver kald
OVEKTN, EVO Y10 GAAOVG pmopel va amortn el oTadtok.

IIpokeévon va amoeevyBohv aAANAEMOPAcELS HETOED TNG TPONYOVUEVNG AVIIWVYXWOOIKNG Ay®YNG KOl TOV
Rispelen® cuviotdron 1 ypovikh mepiodog petagopdc va eivon 1 pkpdtepn duvarh Aappavopévav veoyn
TOV POPUOKOKIVITIKOV YOPUKTNPIOTIKOV T®V 0V0 (oprakwov. EmmAéov otav ol acbeveilg petapépovial o€
ayoyy pe Rispelen® omd aviuyvyootkd pakpdc didpkeiac (depot), 1 évapén g Oepanciag pe Rispelen®
mpémel va yivel otn B€om TG EMOUEVNC TPOYPOUUUATICUEVNS Xoprynons. H avaykn cuvéyiong g vdpyovoag
OVTITOPKIVGOVIKNG Oy ®YNG TPEMEL VO, EMAVEKTILATOL ATTO TO YIOTPO GOG KATE TEPLOSOVG.

Atatopoyés coumEPIPopas o€ acleveis ue dvoia

IIepimov 10 éva TétOpto TG OOCNG MOV YOopMYeitol oTOVG GAAOVLC eVAAKES, oLVNBWG eival emapPKEC.
Yoviotdron vo Egkva ) Ogpameia ue 66on 0,5mg, popacpévn oe dvo Aqyelg v nuépa (dnradn 0,25mg ot
kéBe Ayn). Avtiy n 66on pumopel va avénbel xkatd 0,5 mg v nuépa, Kotd mpotipnon Oyt cvyvoTeEPO ATd
Kk&Be devTepn NUépa.

T poakpoypovia Bepameia, 1mg v nuépa givor 1 ovvindng 66om. Avt) pmopel va AapPdavetor o€ o ,
potpacpévn o€ dvo Aqyelg v nuépa (dniadn 0,5mg oe kébe Aqym). O yatpds Oa kabopicel oo TOGOHTNTA
glval katdAAnAn o€ K0be mepinTmon, 0ALG TEPIoGOTEPA OO GUVOALKEG 2 MQ TV NUEPH GTTAVIO, ATOLTOVVTOL.

O acbeveig Oa mpémer va emovatloloyodviar o€ tokTikny Bdon kor Bo mpémer va exktipdror 1 avéykn
cuvéyong g Bepamneiog.

Aol drarapoyny (dimwoliki pavia)

H piomepdovn Ba mpémel va yopmyeitor pio gopd tnv nuépa, Eexwvavtag pe 2mg. Ipocappoyég ot
docoroyio, av evoelkvovial, TPEMEL VO Yivovtol Katd Sl0eTAUNTO Ol WKPOTEPU TV 24 POV Kol UE
avénoelg 6to docoroyia Kotd 1mg v nuépa. Xvvietdrtal gupog d6ong PeTa&d 2-6mg tnv nuépa.

Avti 1 060m pmopel vo aénbet pe pkpéc d6Ge1g LEYPL 2Mg, Oyl OU®OG cuyvoTEPL amd KAbe deuTEPN NUEPA.
Ot meprocotepol acbeveic aicBavovtar kaddtepa pe 86celg petalv 2 kot 6mg v nuépa. O yatpog Ba cog
EVNLEPDOTEL TOGT TOCOTNTO OO TO dLdAv A Eival KATUAANAN Yo KGO TepinTmon).

Onwg pe OAeg TIC SLUTTONATIKEG Depomeicc, 1 pokpoypdvia, ypion tov Rispelen® mpémet vo sktiudton kat vo
dkaioAoyeital o€ TOKTIKY Bdon.



A10Topoyés O106TACTIKIIG COUTEPIPOPIS
Mo xotootpo@ikéc ovumepipopés oe evilikeg, epnfovg kol wodld Gveo Tov S5 €10V, ovvnbong
YPTCLLOTOLOVVTUL O TAPAKAT® OOGELG:

e T dtopa mov Quyifouv 50 kild kKot whvw, cuvietdral va Eekivovy Ty Beparneia pe 0,5Mg (o eopd v
nuépa. Avtn 1 doom umopei va avénbel pe pikpég docelg tov 0,5mg, 6yt dpmg cuyvotepa amd kabe devtepn
nuépa. H Bértiot doon yia Tovg tepiocdtepovg acbeveic eivor 1mg, pia popd v nuépa. Ot cuvnOiouéveg
dooeic eivan 0,5 pe 1,5mg ma gopd v nuépa. O yrrpdg o sag evnuephoet moco Rispelen® yperdleton ya
T O1K1 GOg TEPITTOON.

e T[a dtopa mov Quyifovv Atydtepo amd 50 kidd, cvvietdton va Egkivouv T Bepaneio pe 0,25mg pio popd
v Nuépa. Avti n 66om umopei vo avénbei pe pikpég dooelg tov 0,25mg, oyt Opmg cuyvotepa and Kibe
devtepn nuépa. H PédtioTn d60om yia tovg mepiocdtepovg acbeveic eivan 0,5mg, o @opd v nuépa. Ot
ocvvnbicpéveg dooelg eivor 0,25 pe 0,75mg pe eopd v nuépa. O yuatpdg Bo cog evnuepmcel TOoM
TOGOTNTA 0o TO SLdAvU Eivol KOTAAANAN Yia kdOe mepintwon.

Onog pe OAeg TIC LUTTOUATIKEG Depomeicc, 1| pokpoypdvia, xpion tov Rispelen® mpémet vo ektiudton kat vo
dkatoAoyeital o€ TOKTIKY Bdon.

oo
Yrdapyel ehhewmng epmelpio o€ Toudld WKPOTEPH TV S5 ETAOV.

AvTI6HOS KAl dAAES J1dyvTES avarTVEIOKES O1aTaPOYES

H Socoloyion tov Rispelen® ywn ™ Ogpomeio madidv kou epiPov pe ovTIoRd Kot GAAEC S1éVTEC
avamTLEIOKES JTOPOUYEG TPETEL VO, EEATOKEDETAL Le PAOT) TIG OVAYKES KOl TNV ovTamdkpion ot Oepameio
KOl VO TOPOkoA0VO0HVTAL T ETITEDA TOV PUPHUAKOL KoL TOV EVEPYOL UETOPOAITN GTO OipaL.

H docoloyia pumopei va Egxvioet pe 0,25mg / nuépa yo. dtopa pe Papog < 20kg xar 0,5mMg/ nuépa yia dropa
ue Bapog > 20kg.

Tnv Huépa 4 g Oepomeiag, n d0on umopel v avénbei katd 0,25mg yuo dropa pe Papog <20kg kot kotd
0,5mg yia dropa pe Bapog > 20kg.

H 660n avtn Ba tpémel va datnpeital ko 1 aviondkpion O wpénet va a&toroyeitatl omd Tov yotpd meEPimon
v Huépa 14. EmmAéov avénoeig g 60omg Bo mpénet va e£€TaGTONV LOVO Y10 TOLG 0GOEVEIG AVTOVG TTOV dEV
EMTUYYAVOVV IKAVOTOWTIKY KAWIKT avtamokpior. H doon pmopel vo avénbei avd dwactipata 2 efdopdadmv
ue avénoeig v 0,25mg ya dropo pe Bapog <20kg ko 0,5mg yuo dropa pe Bapoc > 20kg.

O y1atpdc Bo oag EVNUEPMGEL TOGT TOGOTNTA OO TO S1GAV O Eval KATAAANAN Yo kGOe mepinTmon.

Aocoloyio promeplddvNg o€ TUdLOTPIKOVG acHEVEIS e QVTIGHO Kol AALEG S1AYVTES OVOTTTLELOKES OloTaparyEg:
(o€ cuvoAikd mg/muépa)
Kommyopia Bapovg Avénoceig dv
Huépeg  Huépeg ypelaletar avénon Evpog Adong
1-3 4 - 14+ g 066N¢
<20 kg 0,25mg 0,5mg + 0,25 mg 0,5mg-1,5mg
avd SluoTHOT
> 2 gfdopadmv
> 20 kg 0,5mg 1,0 mg +0,5mg 1,0 mg - 2,5 mg*
avd SluoTHOT
> 2 gfdopadmv

* O1 aobeveic ue Popog > 45Kg umopei va amortody vynlotepes oooers. H ueyiotny 66on mov ueletniOnke froy
3,5 mg/muépa.

H piomepdovn pmopel vo Aapfdavetat pia 1 Svo QopEG TNV NUEPAL.
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Ot acbBeveig mov mopovstdalovy vrvniio pmwopel va weeAnBovv and o aAlayr otn docGoroyio amd pid popd
TNV NUEPA TPOG LI POPA TV NUEPA TPV TO Ppadtvo Vv 1 TPOg dVO POPES TNV NUEPA.

MoMg emitevyBei ko dtatnpnOel ikavorTomTiky KMVIKT avtamdkpion, Bo mpénel va eEetactel To evoeyOLEVO
peiwong g 86om¢ yo v emttevydel PEXTIOT 1ooppomtia HeTalh UMOTEAECUATIKOTNTOG KOl OCQAAELNG.

Xnpovtiki onpeioon
Odnyieg Xprong/Xepropov

Avorypa Tov @reAdiov Ko yp1on TG MALTOG:

To @laAido dwabétel tdpa ac@areiog Yo To OOl
Kot avolyel g eENg:

m
ol
-

Y
7/

%7
S

Ecova 1: TIiélete 10 MAOOTIKO TOUA TPOG TO KATM B2

EVA TOVTOYPOVA TO TEPIGTPEPETE LE POPE ovTiBeTN
VTN TOV SEIKTMOV TOL POAOYLOD. H
- Aopoipeite 10 Tdpa TOL £reTE MO EEPLOMOEL.

Ewodva 2: TomoBetnote v mméta péca ot eLaAn.
Evo kpotdte Tov KATo dakTtOAMO TG TEToc, Tpafdte E.3
TOV TAV® SaKTOALO PEYPL TO GNLELD TOVL AVTIGTOUKEL
otov ap1fpo tov Ml mov ypedletor vo AneOovv.

Ewova 3: Kpatdvtag tov kdto doktOAlo, apaipeite
OAN TV MIETA OO TN QLIAN.

s

Aderdlete TNV muéto o€ £val un aAKooAovyo Totd,
eKTOS 0md TG Kot TOTO TUTOL KOAW TECovTag Tov
Tévo SaKTOAO TPOG T KAT® KoL TO TVETE AUEGMGS.

KAetvere T oudn.
EemAévete TNV TmETo pe Ayo vepo.

2.7 Ymepdocohoyia - AVTIPHETAOTION
Mmnopel va euoviotobv éva 1 TEPIGGOTEPO amd TO TMOPOKAT® ocvuntopate: Elattopévn cuveidnon,
vobBpdtnrta, VTVNALL, EKTETAUEVOG TPOLOG 1] EKTETAUEVT] LVTKN duokopyic. ETukovmvnote e 1o yioutpd cog.

Tavtdypovo, pmopeite va EEKIVICETE TNV OVIIUETOTION OVTOV TMOV EVOYANGEOV UE TN ANYN EVEPYOL
avBpaka, 0 0moiog amoppoPd OTL TOGHTNTA PAPUAKOV EXEL TAPAUEIVEL GTO GTOUAXL.

IIAnpogopicg Yia To YIaTPO 6€ TEPITTMOG VTEPOOGOLOYING

- Av o aoBevig éxel xdoet TIg s oelg Tov, ppovtiote va datnpnBoldy eAedBepeg ot avOTVELOTIKEG 0001

Kot va eEacpaiiotel n Vapén o&uydvmaong Kot agPIGLOD.

- Av o aoBevng éxel xaunAn Ttieon, xopNyNoTE EVEGILO GUUTAOOULUNTIKO.

- Ipémer vo yivetow mAextpoxopdioypapikog €heyyos: Kpivete av mpémer va yiver petagopd o€
Noocoxopeio. Tni. Kévtpov Anintmpiboewv: 210 7793777.

2.8 AvemOOunteg evépysereg
To Rispelen® givat yeviké kahd avekTo kat ot avemOuNTes EVEPYELEC Eival SUGKOAO Va S1oymPIETOVY 0mtd TaL
GUUTTOLOTO, TS VOGOV.

Ot ocvyvotepeg avemBounTeg evépyeleg mov UMOPEl v gUEAvVIoTOVV eivat: Avzmvia, O01Eyepon, Ayyoc Ko
KEQOUAQAYIOL.



Aryotepa ovyvd: Nwbpomnta, kémmor, dvokoAio cvuykévipmong, BoAn opacm, (dAn, dvomeyio, vavrtia,
£UETOC, EMYAGTPLO AAYOG, SUOKOMO GTNV KEVWOON, OVOUOAIEC OTNV GEEOVOMKN KAVOTNTA, WKPT OKPATELL
oVp®V, PVIKOC OTOKAEIGUOC, ayyslooionua, deppatikd e&avinua. Kotaotoln, cuovibme pétpla Kot Pikpng
dldpkelag, umopel vo epeaviotel mo cvyva oe moudid and 6Tt oe evilikes. ITap’ OA0 TOL TA CLUTTAONOTO
ovTd dev elval, yevikd, PAafepd, av cog EVOYAOUY TOAD, EMKOIVOVNOTE LLE TO YIOTPO CUG.

X€ UEPIKEG TEPIMTMGELG 1) TIECT] TOV OULLOTOG UTOPEL VO £XEL LU0 LUKPT| TTOOT O€ apyIKd otddia TG Bepameiag,
N omoio KataAnyer oe (dAn. Avtd cvvnboc vmoywpel avtopata. Atyo apydtepa, katd tnv Oepameio,
avénpévn mieon aipatog propet eniong va epupaviotel, oAAd ovtd gival moAd ondvio.

Mmnopei va mapatnpnBel pa pikpn avénon copotikov Bapovg (PA. map. 2.4) katd v dbpkela g Oepameiog
Ko Umopel va EPOOAVIGTOVNY PIKPES OVOLOALEG KIVITIKOTNTOS OTT®MG TPOUOG, EAAPPLd SusKaUyio TOV LGV Kol
avnovyia. To televtaio avtd cvuntdpota dev eivar cuvnbmg emikivovva kot Ba eEapavioTobv peTtd TV
gldtton g 60omg Tov Rispelen® mov 0o 6oc GLGTAGEL 0 YIATPOC 1 HETA T1 XOPTYNOT £VOG EMTPOGHETOL
QOPLAKOV.

Xe nukiopévoug acsbeveig e dvola Exovv ovoeepBel avemBounteg evépyeleg amd to yKe@aAkd ayyeia (mT.y.
OYYEWKA EYKEPAAKE €TEICOM, TOPOSIKA 1oYALUIKE ETEGOO1) (PA. Tap 2.4.2).

ITap’ 6Ao mov givor omdvio kol okivouvo, HUmopel va UPOVIOTEL 01ONUA GTOVE AGTPAYAAOVS (TTOSOKVNLUKTY
apbpwon).

Xe MOAD OTMAVIEG TTEPIMTAOCELS, £xel avapepBel avénuévo mocd cakydpov oto aipa. Agite 10 yatpd cag av
TOPOVGLOGTOVV GLUTTOUATO 0TS ALENUEVN dlya 1] ovpMoN.

YrepevonoOnoia oto Rispelen® givar omdvie. Mropei v’ avayvepiodei, m.y. omd deppotucd eEavOnua,
Kvnouo, PBpoydnta g avamvong N TpNEo 610 TPdommo. Av KAMOWw Omd TO CLUATOUATO OVTE
gpeavicBobv mpémel va dgite Tov YaTpO GO,

Y€ TOAD OTAVIEG TEPIMTMOELSG, LU0 KATAGTACT) CUYYLONG, EANTTOUEVO EMMESO GLVEIONONC, VYNAIC TVPETOG
SvoKapyio TOV LOOV UTOPEL VO ELPAVIGTOVV. AV 0vTO GVUPEl, emkovovioTe Le To YoTpd coc. ITibova va
LNV avTomoKpivesTe wovoromtiké oto Rispelen®.

Xe MOAD OMAVIEG MEPUTTAOGELS, YEVIKOTEPO, GOV ATOTEAEGUO SOPOPWV CUVOVLAGUEVOV TOPAYOVTWV, OTW®S
vrepPorkn (ot N kpvo, a&loonueinteg aAlayEc oy BepUoKpPAGia TOV CAOUOTOC UTOPEl Vo EUPavVIGOovV.
Av av16 cvpPel, EMKOIVOVAOTE LLE TO YLOTPO COG.

Koatd ™ Oepaneio peyding didpkelag, akoboleg KIVAGELS TG YADGGOS, TOV TPOCHTOL 1] TOV ClayOVOV Umopel
Vo ELPAVIOTOVV. AV aVTO GUUPEL ETKOIVOVIGTE LE TO Y1UTPO COLC.

Metd and pokpoypovia Bepameia, LePIKE ATO UTOPEL va ppavicovy ovénor tov otfovg, yohaktdppola 1
STapayES 6Tov EUUNVo KUKAO. AVTd To Qovopeva gival axivovva.

[Ipémetr va dobel éppacn oto yeyovdg 0Tt ta meprocdTEPO dropa dev Ba Tapovstdcovy ta TPoPANUaTe OV
avaépnkav topandve. [ap’ Ola avtd, pun diotdlete va avapépete KOs avemBiuntn evépyela 6to yotpo
1 OTO PAPLOKOTOLO GOG.

2.9 Tvapémer vo yvopileTte 6NV TEPITTOG TOV TUPAAEIYOTE VO TAPETE KATOL0, 06T

Apyixn mepiodog Oepoareiog: Tldpte ) yapévn 66omn 6co 10 dvvatov cuvroudtepa ot BEomn g endUeEVS
doong. Katomv cuveyiote va maipvete T1g VTOLOIES 0OGELS LE TN GEPE TOL TEPLYPAPETOL GTNV TAPEYpaPO
2.6.

AMeg mepiodor Oepameiog: Mnv maipvete ) yopévn d6or aAhd tdpte v endpevrn d0om OTmg cLVNOW®S Kot
cuveyiote Kavovikad T Bepaneia cog.

2.10 Hpepounvie MEng Tov mpoiovTog
Avaypdeetal otny eEMTEPIKN KOL GTNV ECMTEPIKN GVLOKEVAGIA.
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Av aut | nuepounvia £xel TapéABEL, Vo UV ¥PNGLLOTOGETE TO PAPLLOKO.

2.11 Idwitepeg mpoPuAAEeLS Yo TNV OAAEN TOV TPOIOVTOG
To noowo dihvpa Rispelen® guidooetat oe eppokpacio yapuniotepn tav 25 C.

2.12 Hpepounvio terevtaiog avadsdpnong Tov goilov 0dnyLdv: 22-08-2007.

3. HAHPO®OPIEX I'TA THN OPOOAOI'TKH XPHXH TQN ®PAPMAKQN

e To pdppoko ovTd 6ag TO EYPOWYE 0 YLUTPOC GUG LOVO Y10 TO GLYKEKPLUEVO 1UTPIKO Gag TPOPANLa. Agv Ba
TPEMEL VA, TO OIVETE 0€ GALN ATOLO 1) VO TO YPTCILOTOLEITE Y10 KATO1o AAAN TTdON O™, YOPIG TPONYOLUEVMS VO
€yete ovpPovrevdel Tov yiatpd cog.

e Edv xotd t didpketa ¢ Oepameiog epeaviotel Kamolo TpdPANLa LE TO PAPLLOKO, EVIILEPDOTE AUECDG
ToV Y10tpd 1] TOV PUPUAKOTOLO COLC.

e Edv &éyete omotodnmote ep@TNUATIKG YOP® 0td TIG TANPOPOPIES TOV APOPOVV TO PAPLLOKO TOL AdUPAvETE
N PedleoTe KAAVTEPT] EVUEPMOOT Y10, TO 1ATPIKO oG TPOPANUa, U O16TAGETE VO {NTNOETE TIG TANPOPOPiES
oVTEC 0Td TOV YLOTPO 1) TOV PUPLLOKOTOLO GOG.

e [0 va glval amoTeAeGLATIKG Kol AGQPALEC TO PAPLLOKO TOV Gog yopnyNnonke Ba mpémet va AapdveTon
SOUEMVO LLE TIC 00N YiEG TOV oag dOONKaV.

o [0 TNV ac@aAeld cog Kal TV vyeia cog givol amapaitnto va dofdcete pe tpocoyn kKébe minpopopio mov
0QOpPE TO PAPLLOKO TOL GOG YOPTYHONKE.

e No un dtatnpeite to papuaKo 6to AoVTpo, 010TL 1 (ot Kol 1 vypacio Propel va AALOUDCOVY TO EAPUIKO
KOl VO, TO KOTOGTNo0LV eMPAPES Yia TV vyeia Goc.

o AloTnpnoTE TA PAPLLOKO, GTOV APYLIKO TEPLEKTY TOVC,.

o No punv kpatdte edppoka wov dev ta ypedileote mAEov 1 mov oM £xovv AnEet.

o [0 LEYAADTEPT GPAAELD KPOTHGTE OAL TO PAPLOKO OE AGPUAES LEPOG LAKPLE 0O TO TOLOLL.

4. TPOIIOX ATAGEXHX

To Rispelen® yopnyeitat povo pe wptcry cuvtayy.

ELPEN A.E. PAPMAKEYTIKH BIOMHXANIA

o ELPEN = AEQ®. MAPAOQNOE 95, 19009 IIKEPMI ATTIKHE
THA.: (210) 6039326-9, FAX: (210) 6039300
I'PA®EIA ENNISTHMONIKHS ENHMEPQSHS

AG®HNA: ZEBAXTEIAX 11, 11528 THA.(210) 7488711
OEZ/NIKH: EONIKHZ ANTIZTAZEQE 114, 55134 ®OINIKAX
THA.: (2310) 459920-1
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