OYAAO OAHI'TQN XPHXHX



@viro oonylov ypiong: IIinpoeopics Yo Tov ypriotn

VELETRI 0,5 mg, kovig Yo d1diopa tpog Eyyvon
VELETRI 1,5 mg, kovig Yo d1diopa tpog Eyyvon

EMOTPOGTEVOLN

AW PaoTE TPOGEKTIKA OLOKANPO TO PUAAO 00N YLOV YP1ONG TPLY OPYIGETE VA YPNCLUOTOLEITE GVTO TO

QPaPROKO, O10TL TEPLAAPPAVEL CNUAVTIKES TANPOPOPIES YIX GUG.

- dovidEte avTd TO PUALO 0N YDV YprionG. Towg ypelaotel va to dwfdcete Eavd.

- Edv éxete mepartépo amopieg, pOTNOTE TOV YLOTPO 1] TOV PAPLOKOTOLO 1] TOV VOGOKOLO GOLG.

- H ocvvtayn yi’ avtd 10 eappoko xopnynonke amokAelotikd yio 6ag. Agv TPEMEL VO ODGETE TO PAPLLOKO
o€ GAAovc. Mmopel va Tovg TPoKaAEGEL PAAPT, AKOUO KO OTOV TO GUUTTOUATO TNG AGHEVELAS TOVG
givar 01 e ta d1kd Gog.

- Edv mapotnprioete Kamoto avemBOunT evEPYEL, EVILEPDOTE TOV YIUTPO 1) TOV PUPLUUKOTOLO 1 TOV
VOooKOUO 6ag. AuTd oyvet kot Yo kéOe mhov avemBOunTn EVEPYELD TOV JEV AVAPEPETAL GTO TOPOV
@OAAO 00MyLDV ¥prionc. BAéne mapdypagpo 4.

T epréyer 1o Tapév UALO 00N YLOV

T etvar to VELETRI kou wota ivoi ) gpiion tov

T mpéner va yvopilete mpv ypnoponomoete to VELETRI
[og va ndpete to VELETRI

[MBavég avemBOunTeg evépyeteg

Iog va puidooete to VELETRI

[epreydpeva g cvokevaciog Kot AOES TANPOPOpieg

oL E

1. T givar to VELETRI kot wowa given n ypfiion 1ov

To VELETRI mepiéyet tn dpaotikn ovoio ETOTPOGTEVOAT, 1 OO0 OVIKEL GE Ui OULASH POPLAK®OV TOV
ovopdlovtol TpootayAavdivee, ol omoieg eumodilovy ) OpouPwon Tov aipaTog Kot SEvpHvovy To ALLOEOPQ
ayyeia.

To VELETRI ypnowonoteitot yio m Oeponeio piog mdbnong tov Tveupldvav Tov ovopdleTon «IVEVIOVIKN
aptnploxn veéptaony. Ilpoxettor yio vymin mtieon ota apo@odpa ayyeia tov mvevudvov. To VELETRI
StevplHivel Ta aoPOPa. aryyelo Yol VoL LELOGEL TNV CPTNPLOKT TEGT GTOVG TVEVLOVEC.

To VELETRI ypnopomnoteitot yio v tpoAnym g 0poupwong tov aipatog kotd T dtépKeta TG
aipokdBapong, otav dev pumopet va ypnotporomBel nrapivn.

2. Tvpéner va yvopilete npv ypnoiponomeete 10 VELETRI

Mnyv ypnopomonjoete To VELETRI

. og nepintoon arhepyiog oto VELETRI 1 o€ omotodMmote GALO Ao TOL GUGTOTIKA CLTOV TOV
POPUAKOV (OVOPEPOVTOL GTNV TAPAYPAPO 6).

. €0V €xeTe KAPOLUKI] OVETAPKELD.

. €4V apyloeTe va OvVOTTOGGETE GUGCOPEVLGT VYPOV GTOVG TVELLOVEG GO TPOKOADVTOG SVGTVOLOL PETH

v évapén avtg g Bepameiag.

Edv motedete Ot kGmo10 0o avtd 1oyvel yuo ecdc, unv wapete To VELETRI péypt vo cuppovievteite tov
yiotpd GoC.



IIposgidomou)cels Ko TPOPLAGEELS
AmevBuvbeite atov ylatpd cag tpv ypnoipomomcete to VELETRIL

[Ipw cag yopnynBei 1o VELETRI, o ylotpdg cag mpémet va yvopilet:
. €qv £xete TUYXOV TPOPPAYIKE TPOPANATA.

BLAPn Tov déppatog oty 0Eon Eveong
To VELETRI yopnyeiton e éveon oe pio oAERa. Eivor onpovtikd vo unv vrdpéet d1appon eapudkov amo

™ eAEPa otov mepiPariiovta 16td. Edv cupPei awtd, to dépua Bo pmopodoe va vootel PAPN. Ta
oxeT{OpeEVH CUUTTOHOT Elval Ta €ENG:

. gvotcOnoia

o aicOnua kavoov
o aicOnua voypod
o oidnuo

o gpvOpoTTOL.

AvT106 pmopet vo axorovdeitarl oamd pAvKTaivoon kol anolénion tov déppatoc. Katd tn didpketa tng
Oepaneiog pe VELETRI, etvat onpoavticd va eAEyyete Vv meployn g £vEong.

Emkowvoviote apuécmc LE TO VOGOKONELD Y10 GLUPBOVAES EGV TOPOVGLUGTEL EAKOG, TOVOC 1| 0idNua oTNV
TEPLOYN N EAV TOPOTNPNOETE GAVKTAIVOOT 1| ATOAETION.

Eriopaocn tov VELETRI oty aptnproxi) wicon kot Tov Kaporaké pvOpo

To VELETRI pmopei va Kdvetl v kapdid oag va yTumdel mo ypryopa 1 wo opyd. Eniong, pnopet va
pewmBel vepPoiikd 1 aptnprokn cag migon. Katd m didpketa g Bepanciog cog pe VELETRI, 6a
eAEYYOVTOL O KapALKOg puOuodg KoL 1 aptnplokn cag mieor. Ta COUTTOUATA YOUNANG APTNPLOKNG THECTG

wepthapfavoovv Ladin Ko MmoBvopia.

Evnuep®cte TOV Y10TpO 060G €AV ELPAVIGETE AVTA TO COUTTOLOTA. MTOpEl va (pelaoTel peiwon g d6oNS
c0G 1 010KOT TNG EYYVONG.

Moword xon Egnpor
H acpdreia kon | amoterecpaticotnto tov VELETRI ota moudid dev Eyovv axdpa tekunplodei.
Adlha pappoxa kor VELETRI

Evnuepdote Tov y10Tpd 1 TOV QOpUaKOTold cag 6V maipvete, £xeTe TPOSPOTO TAPEL 1) LWTOPEL VO, TAPETE
AN PAPUOKE, CUUTEPTAOUPOVOUEV®Y POPUAK®Y TOL AOUPBAVOVTOL XOPIG LOTPIKT GUVTAYT.

Optlopéva edppako propet va emnpedcsovy tov tpoémo dpdong tov VELETRI, 1 va avéicovy v mbovotnta
va mapovotdoete avemBounteg evépyeleg. To VELETRI pmopei eniong va ennpedoet tov tpdmo e Tov omoio
dpovv Kdmola GAAL PAapuaKa eV ANEOOHY TawTOYpova. e avTd TEpLapPdvovTal:

o (APLLOKO TOV YPTCLUOTOLOVVTOL Vi TN Ogpameio TG VYNANG GPTNPLOKIG TIESNS

o (APLLOKO TTOV YPTCLUOTOLOVVTOL Y1 TV TPOM|YI TOV GYN1ATIcROD Opopfwv oto aipa

o (APLLOKO TTOV YPTCLUOTOLOVVTOL Yid T 01dAven TOV Opopfov aipatog

o (APLLOKO TOV YPNOLUOTOLOVVTOL Yia T Ogpameia TG @Aeypovig 1 Tov wovov (ovopdlovTol emiong
MZA®)

o dryo&ivn (xpnowomoteitat yio tn Ogpancio ™G KaPSLEKAS VOG0V).

Evnuep®cte ToV Y10.TpO 1| TOV QUPRAKOTOLO GG £G4V TAIPVETE OTOLOOMTOTE OO TO, TUPUTAVE®.



Kdnon kot Onlaocpog

Edv giote éyxvog 1 OnAdlete, vopilete 0TL umopei va glote £ykvog 1] 6YEO1ALETE VO ATOKTIOETE TOD,
{ntote T GVUPOVAN TOL YIATPOL 1| TOV POPLOKOTOLOD GG TPV TAPETE AVTO TO PAPLOKO, KOOMG TO
CUUTTAONOTE GOg evOEYETOL VO EMOEVOBODV KATA TN SLdpKELR TNG KUTOT|G.

Agyv givan yvmot6 eav ta cvotatikd tov VELETRI propovv va tepdoovy oto puntpikod yaio. Oa npémet va,
oluKoOyeTE TO INhaopnd katd ) dwdpkela Tng Oepaneiog pe VELETRIL

00 yNoN KOl LEPICROS PNY AV RATOV
H Bepomeio cag pumopel vo eanpedoetl Ty 1IKOVOTNTO, 00N YNONG N XEPICUOD UNYAVIUAT®V.
Mnyv odnyeite 1] yepileste pnyrovipota extog v acdiveote KaAd.

To VELETRI nwepiéyer vatpro
To edappaxo avtd mepéyel Myotepo amd 1 mmol vétpiov (23 mg) avd eraAidio, eivar avtd mov ovoudlovue
«glevBepo vaTpiov.

3. Hog va napete o VELETRI

[Tévtote va maipvete To PAPLOKO AVTO ALGTNPE COUPOVE, LLE TIG 0ONYIES TOV YLATPOD 1] TOV POPLAKOTOLOD
cag. Eav éxete appifolieg, potote TOV Y1ATPO 1] TOV QOPUOKOTOLO GOGC.

To VELETRI dwatifeton o popen Kovemg e ikpo yudAavo eloridio. H kovig mpémet va, Staivbei tptv amd
™ Xpron.

To VELETRI dev mpénet va yopnyeitor pe cOvioun éveon ot eAéPa coc. [lpémel mavtote va yopnyeitar pe
evooQAEPLa Eyyvon.

O ywtpog oag Oa anopacicel Ty mocotnta VELETRI wov givol kotdAAnAn yo ecdc. H mocdtnta mwov Oa
oag yopnyndei Baciletarl 610 cOUATIKO BAPOC oaG, KUl 6TO €i00¢ TG acéveldg oag. H doom coc umopei va
avéndel 1 va pewwbel avdroya pe 1o OGO KOAA avtamokpiveste ot Beponeio.

To VELETRI yopnyeiton pe apyn Eyyvoon (otdydnv) oe pio pAEPa.

Ivevpovikn aptnproxn vréptacn
H mpdytn cog Oepancio Ba cag yopnyndei o€ vocokopueio. Avtd cuppaivel ETEON 0 YIUTPOG GO TPEMEL VO,
oo mapakoAovBel kot va Bpet mowa etvar 1 kaAVTEPT OGN Yo EGAG.

Oa Eexivnoete pe pia £yyvon VELETRIL H 660m Oa av&avetat, péypt vo avokoupiotohV T0 GUUTTMOUOTA
00G Kol 01 TUYOV avemBounteg evépyeteg va etvar dtayelpiotpec. Mohg Ppebei n kadlvtepn 066, Evog
uovipog coanvog (Ypapun) 8o tomobetnbei o pia omd t1g eAEREC cac. XN cvvéyela, Ha pumopeite va
Aappdvete T Bepaneio ypnoponol®vTag pia aviiia £yyvong.

Awpokdafapon
®a cag yopnynOei pia éyyvon VELETRI katd ™ didpketo g apokdBapong cag.

Xpnion Tov VELETRI kat' oikov (novo yio ) Ogpancia tng IMvevpovikine Aptnprokig Yréproonc)
Edv AapPavere tn Oepaneio udvotl 6og 6To omitl, 0 YoTpdg 1 0 voookouog Ba cog dgi&ovv mmg va
npoetopalete kKo va ypnowonoteite to VELETRI. Oa cag cupfovAiedocovy emiong kot yio Tov TpOTo
dtokomng tng Bepameiog edv eivar amapaitnto. H daxonmn tov VELETRI npénet va yivel otadiaxd. Eivat
TOAD GNUAVTIKO VO 0KOAOVONGETE TPOCEKTIKG OAES TIC 001YieC TOV Ba Gag dDGOLV.



To VELETRI dwutiBeton o€ popen k6vemg o€ yodivo glarioo. [Ipwv amd ) yprion, 1 KOVIC TPEMEL va.
dtahvBet o éva vypd. To vypod dev mepiéyel cuvtnpnTko. Edv €xel mepiocéyel vypd, Tpénet va 10
omopplYETe.

Dpovtida TG Ypapps £y veng

Edv cag £xovv TomoBetioet AEPIKN «ypoppn», Vol TOAD 6NUAVTIKG VO SL0TNPICETE QVTIHV TNV TEPLOYN
kaBapn, dapopeticd pmopel va tabete poéivvorn. O y1atpog i 0 vosokopog Ba oag dei&ovv g va
kaBapilete ™ «ypopuni» kot tn yop® meployn. Eival modd onuovtikod va akolovbnoeTe mpooekTikd OAEC TIg
odnyiec Tovg. Eival emiong wold enpavtiké vo akoAovdeite mpooekTikd OAEC TIG 0dNYieg OYETIKA e TNV
aAdoyn TG deEAUEVAG XOPNYNONG POPLAKOL TNG avTAinG (KOGET) KOl VA YPTCILOTOLELTE TAVTOTE £Val GET
TPOEKTOONG e TomoOETNEVO Eva €V GEPA PIATPO, COUP®VA UE TIG 00NYiEG TOV YIOTPOD GG, DGTE VO,
RELAOVETE TOV Kivouvo porvveng. Otov emavacvvoEeTte T0 GET TPOEKTAONC 60, PePfatmbeite mavta 0Tl £xeTe
OKOVTIGEL TVYOV EMTAEOY OTAYOVES, ETCL MGTE VO UMV VTAPYEL KOOOAOV VYPO 0TOV £EMTEPIKO YMPO LETAED
TOV GET TPOEKTOOTG KOL TOV GUVOEGHU®V TNG YPUUUNG EYXVoTS, KABMS avTd Pmopel Vo KATUGTPEWEL TO, VAIKAL.

Edv wapete peyorvtepn 66on VELETRI andé v Kavoviky

Avolnmiote enciyovoa wotpukn wepi@aiyn edv vopilete moc EXETE YPNCILOTOU|GEL 1] GOG £XOVV XOPTYT|OEL
vrepPforikn mocodtnTo. VELETRI. T cupntdpata vtepdocoroyiog umopei va tepthapufavouy TovokEQaro,
vavTtio, EUETO, YPNYOPO Kapdlokd puiud, aicOnua kavcov 1 popunkiaon, 1 aicOnua Tédong ylo andAslo TV
aotnceov (aicOnua Amobupiog/LaAng).

Eav Eeydoete vo wapete o VELETRI
Mnyv mépeTe SImAY 600 Yo Vo OVATTANPAOGCETE T 600T ov Eeydoarte.

Edv otapatiocere va naipvete o VELETRI

H dwoxomn tov VELETRI mpénet va yivel otadiakd. Eav ) Oepaneio otapatmoet viepfoiikd ypnyopa,
pmopei va ekdnAdoete coPfopés avemBounteg evépyeleg Onmg LaAn, aicOnpa advvapiog Kot SueKoAid 6TV
avamvon]. Eqv avtipetonilete mpofAnpata pe v avtiio £yyoong N Le T YPOUUN £YXVONS TOL SOKOTTOLV 1)
eumodifovv t Oepaneia pe 1o VELETRI, emkotvoviiote apécmc pe Tov Y1oTpd, TOV VOGOKONO0 6aS 1] TO
vocokougio.

Edv éxete mepiocdtepeg EpOTIOELG GYETIKA LLE T YPNOT AVTOV TOV PAPUAKOV, POTHGTE TOV Y10TPO 1] TOV
POPLOKOTOLO 1) TOV VOGOKOO GOlG.

4. IMBavéig avemBounTeg evépyereg

Onwg dha ta papuaka, £T61 Kot avTd T0 GappaKo pumopel vo tpokarécet avemBounTes vEPYELES, av Kol Ogv
TOPOLGLALOVTOL GE OAOVE TOVG aVOpDTOVC.

oAv ovyvég avemOOunTES EVEPYELEG

Mmopet va ennpedoovy teprocétepa amd 1 ota 10 dropa:
TOVOKEPAAOG

TOVOG 0T Yvabo

TOVOG

adlabeoia (€uetog)

téon yo ueto (vovtia)

dtappota

epuOpoTTA 6T0 TPdoWTO (€M)

Yoy vég avemOOUNTEG EVEPYELES

Mmnopei va ennpedoovy £0g kot 1 ota 10 dtopa:
. hoiumén tov aipatog (onwaiuio)

. TOYVKOPOTIOL

° apyOG KOPOLOKOG TUAUOG

. YOUNAT apTNPLOKY TTieom



. aloppayic o€ d16popa GNUEIN Kol EVKOAITEPOC LOADTIGHOG OO TO PUGIOAOYIKO, Y10, TOPAELY O
omd T poT M To 0VANL

duopopia N TOVOG 6TO GTOUAYL

ndévog 610 otifog

VoG oT1g apfpmdaoelg

aicOnua dyyxovg, aicOnua vevpkotntog

eEavonua

évog ot Béom Eveong

Yoyvég avemOBOUNTEG EVEPYELES TOV UTOPEL VO EVTOTIOTOVY OTIS EEETAGELS AipaTOg
o peimon tov aptdpov aponetaAiov oto aipo (kvttapa Tov fondodv otnv TéEN TOL CipToC)

Oyt ovyvég avemOOUNTES EVEPYELEG

Mmnopei va ennpedoovv £émg ko 1 ota 100 dropa:
o €Qidpwon

o Enpootopia

2 AVIES UVEMOOUNTES EVEPYELES
Mmropei va ennpedoovy £émg kot 1 ota 1 000 drtoua:
o Aoipwén otn Béom éveong

IIoA0 omavieg avemBOUNTES EVEPYELES

Mmropei va ennpedoovy g ko 1 oto 10 000 dropa:
aiocOnua cVePIENG YOpm and To Odpaka
aiocOnua kovpaong, advvapiog

aioOnua d1éyepong

oypo dépua

gpvOpdTTA 6TN B€0M €veong
VIEPSPAGTNPLOTITA TOV BUPE0EIBOVG
amogpaén Tov Kabetpa Eveong

AdLeg avemOOUNTES EVEPYELES

Agv glval yvoo16 TOG ATONO UTOPEL VO TAPOVGLAGOVV:

o SLOYK®UEVOG 1] VTTEPOPACTIPLOG CTANVOG

GLGGMPEVGT) VYPOL GTOVG TVEVUOVES (TVELLLOVIKO 01O LLaL)

avénon tov cakyapov (YAvkoln) oto aipo

aokitg (cvec®peLGN VYPOD TNV KOIALE)

VIEPPOAIKT| AVTANGT CULOTOC OO TV KOpdld TOov 0dNYel o€ SVOTVOL, KOTWOOT), 01010 T®V TOSIDV
KOl TNG KOWALAG AOY® GVGGMPELGNC VYPOD, EUUEVOVTO Pyl

Ava@opd avemOvunTOV EVEPYELOV

Evnuepoote apéomc tov y1otpo 1 T0V VOGOKOUO GOG Y10l TO TOPUKAT®, KAOMS auTd UTOPEL VO 0TOTEAODY
evdei&elg Aolpméng Tov aipatog N YouUnAng apTnplaKng Tieong 1 coPapng aipoppayiog:

. Alo0dveote 4TL M| KapdLd oag ¥TLTTd YPNYopdTEPQ, | £XETE TOVO GTO 6ThHHOC 1} dVGTTVOLO.

. AtoOdveote (oAn 1 MuoBupia, £81kd o 6pbia oTdo.

. "Eyete mopeto 1 piyn.

. "Eyete mo cuyvéc | peyoldtepeg TEPLOSOVE OpoppayiaG.

Edv mapatmprioete kamota avemBOpuntn evépyeia, EVILEPDOTE TOV YLOTPO, TOV PAPLAKOTOL 1) TOV
VOGOKOUO 60G. AVTO 1oy0eL Ko Yl kGBe mhavn avemBountn evépyela mov 6gv avapéPETaL 6TO TapPdV VAL
odnyumv ypnionc. Mmopeite emiong va avagépete avembounteg evépyeleg anevbeiog (PA. otoryeio KOTOTEP®).
Méow g avapopdg avemBOuNT®V evepyelmdv pumopeite va fondncete 6t cLALOYT TEPIGGOTEP®V
TANPOPOPLDY GYETIKA UE TNV OCPAAELN TOV TOPOVTOG PUPUAKOV.



E\rada

EBvikoc Opyaviopuog @appakmv

Meooyeimv 284

GR-15562 XoAlapyog, Ava

TnA: + 30 21 32040337

Iotétomoc: http://www.eof.gr, http://www.Kkitrinikarta.gr

5. IIog vo pvrdccete To VELETRI
To @dppako avtd Tpénet voo puAAGGETOL G€ UEPT OV OgV TO PAETOVY Ko OgV TO POEVOLY Ta TALdLA.

Na pn ypnolponoteite ovtd T0 PAPHOKO UETE TV MUEPOUN VL ANENGS TOV aVOQEPETUL GTO KOVTL LETH TNV
«AHEH». H nuepopnvio. AMéng eivan 1 televtaio nuéPa TOL PNva IOV avopEPETOL EKEL.

Av106 T0 PaPUAKEVTIKO TPOTOV (KOVIG Yo StdAv Lo TPOG Eyyvon) dev omartel 1Wdaitepeg cLVOTKEG
Oepuokpaciog yio tnv @OACEN Tov. MNV Koty OyeTe.

H mepartépo apainon tov avacvotafévrog S10AdUTOS 6TV TEAMKN cLYKEVTp®GN Ba Ttpémet va yiveTan
apéong (PA. Tapdypagpo 7).

INo 115 ovvBNKeg POAAENG LETE TNV OVACVGTACT] KOL TNV 0paimoT] TOL POPUUKEVTIKOD TPOidVTOG, BA.
TopAypapo 7.

Na pn yp1olHoTolEite 0VTO TO PAPHOKO EAV TOPATNPICETE COUOTION GTO AVACLOTAOEY SLAAV L.
Mnv metdite eAPUAKO GTO VEPD TNG OMOYETEVGNC 1| OTA OIKLOK( amoppitpoto. Pothote Tov pappokomold

00 Y10 TO TMG Vo TETAEETE TOL PAPLLOKO TTOV OgV Ypnoiuomoieite ma. Avta to pétpo Bo fondncovy oty
Tpoctacic Tov mepPdAlovtog.

6. Mepreyépeva g 6GVOKEVAGIAG KOL AOUTEG TANPOPOPiES

Tvegpréyer to VELETRI

VELETRI 0,5 mg, kévic yuo SidAvpa tpog €yyvon

. H dpactikn ovoia gival 1 enonpoctevon (¢ VOTPLOVYOG ETOTPOGTEVOAT).
Kd&be proridro mepiéyet 0,531 mg voTplovyov ETOTPOSTEVOANG OV 1Isodvuvapel pe 0,5 mg
EMOTPOGTEVOANG.
"Eva ml avacvotafévtog diaivpatog mepiéyet 0,1 mg emonpoctevoing (oG vatplohyog
EMOTPOCTEVOAN).

VELETRI 1,5 mg, kévic yuo StdAvpo Tpog €yyvon

. H dpactikni ovcia gival 1 e1onpoctevOLn (0 VOTPLOVYOG ETOTPOGTEVOAT).
Kd&be proridro mepiéyet 1,593 mg vatplovyov ETonpostevorng mov isodvvapel pe 1,5 mg
EMOTPOCTEVOANG.
"Eva ml avacvotabévtog dtaivpatog mepiéyet 0,3 mg emonpocstevoAng (oG vatplohyog
EMOTPOCTEVOAN).

. Ta GAha cvotatikd gival cokyapdln, apywvivn kol vdpo&eidio Tov vatpiov (yia tn pHOon Tov pH).
Epeévion tov VELETRI kon wepreyépeva g 60oKeLaoiag

Agvkn €m¢g VITOAELKT) KOVIG GE SLOVYEG YVOAVO QLOAISIO PE EANGTIKO TAOWO, KOl KOVUTMOTO KOTAKL 0o
aAovpivio.

Kda6e cuokevacio mepiéyel Eva eraridto kovewg tov 0,5 mg.
Kda6e cuokevacia mepiéyel Eva eraridto kovewc tov 1,5 mg.


http://www.eof.gr/
http://www.kitrinikarta.gr/

Katoyog Adsrog Kvkhogopiag ko Ilapackevastiig

Karoyog Adcrog Kvkhoopiag:
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Béiyo

Tomkog AvTuTrpoocmmog

Janssen-Cilag ®oppaxevtik Movonpécmnn A.E.B.E.
A. Epnvng 56, 151 21, Tlevkn, Abfva

TnA.: 210 80 90 000

Hopaockevaotic:

Janssen Pharmaceutica NV
Turnhoutseweg 30

B-2340 Beerse

Béiyo

AvT6 10 QUPPAKEVTIKO TTPOToV £yl eykplOel ota Kpatn Mékn tov Evporaiked Owovopikot Xaopov
(EOX) pe 1ig ak0Aov0eg ovopacisg:

OMhavdia, Hvopévo Baoiielo, Bédytlo, Togyikn Anpokpartio, Ionavia, [loAwvia, [Toptoyoiia, I'orria,
Ovyyopia, ZhoPakia, ['eppoavia, IpAavdia, EALada: VELETRI
Itorio: CARIPUL

To mwapdv evAro 0dNYLOV xpRoNs ovabemprOnke Yo TelevTaio gopd Tov Iovio 2024.

Ot minpogopieg mov axorovbodv ansvdhvovtor Lovo og emayyeipaties vyelag:

7. MNAHPO®OPIEX I'A TOYX EITATTEAMATIEX YT'EIAX
AwokéOapon

Yrapyet 1 deBéouun cuokevacio yio ypNon Kot TNV aipokadopon:
. "Eva proAidio mov mepiéyet oteipo, Avoprioromuévo VELETRI 1codvvapo pe 0,5 mg VELETRI mov
TOPEYETAL LOVO TOV.

Avaocdotaon:

Avappoonote 5 ml dtodvtn, gite teipov "Yoatog yio Evéoua gite Evéouov dtoddpatog XAmplovyov
Noazpiov 0,9%, og pio otelpa cVPLYYO, EVEGTE TO TEPIEXOUEVO TNG GUPLYYOS OTO PLOAISIO TTOV TTEPIEXEL TO
VELETRI kot avaxiviote amaid péypt va otaAvdei n kdévig. To avacvotabév didAvpa o mpénet va
e€etaletal mpv 0md TNV TEPOUITEPM APAIMOT TOV. ATAYOPEVETAL 1) YPTON TOL GE TEPITTWGCT TOPOLGIOC
amoYP®UOTIGHOD I copatdinv. Kabe aypnoonointo avacvotabév didivua Tpénel va omoppintetal
CULPOVA UE TIG KATE TOTOVG 16XV0VCES GYETIKEG SLTAEELS,

Apaioon:

H nepartépw apainon tov avacvotadévtog S1aAdpaTog otny TEMKY| cuykévipmor Ba mpémetl va yivetan
apéons. H mepartépo apaivon Ba mpénet va yiveton pe Tov 1610 StodvTn mov ypnotpomombnke yio tnv
avaGOGTOOT TNG GTEIPOC, AVOPIAOTOMUEVN G KOVE®G,.

Ynoloyiopdg Tov pvOpov £yyvonc:
O1 puBuoi &yyvomng uropodV va VTTOAOYIGTOVV YPTCILOTOIDOVTOS TOV aKOAoVOOo TOTO:



PoOudg éyyvong (ml/Aentd) = Aocoroyia (ng/kg/Aentd) X compotikd Bdpog (kg)
ZuyKéEVTP®ON ToL dtodvpatog (ng/ml)

PuBuog Eyyvong (ml/opa) = PuOuog éyyoong (ml/Aertd) x 60
[veopoviky apTnproxny vrépTacn

Yrdpyovv 2 6100£011EG CLOKEVOGIES YO YpIoN 0T Bepameio TG TVELLOVIKNG APTNPLOKTC VITEPTUCTC, KoL

elvar o1 €€ng:

. "Eva @laAidio mov mepiéyel oteipo, Avopirortomuévo VELETRI woodbvapo pe 0,5 mg VELETRI mov
TAPEYETOL LOVO TOV.

. "Eva @laAidio mov mepiéyel oteipo, Avoptroromuévo VELETRI woodbvapo pe 1,5 mg VELETRI mov
TOPEYETAL LOVO TOV.

Avacvotaon:

Avappoonote 5 ml dtodvtn, gite teipov "Ydatog yio Evéoua gite Evésiov dtaAdpotog XAmptovyov
Natpiov 0,9%, o€ pia oteipa cHPLYYQ, EVESTE TO TEPIEYOUEVO TNG CVPLYYOS GTO PLOAIOI0 TTOV TTEPLEYEL TO
VELETRI kot avokiviote amold péypt va dtaAvdel n kévig. To avacvotabéy didAvpa Ba mpémet va
e€etaletal mpv amd TNV TEPALTEPM APAIMOT] TOV. ATOYOPEVETAL 1] YPTOT) TOL COE MEPIMTOGT TOPOLGIOG
OTOYPOLATICHOV 1] copaTdinv. Kdbe aypnoionointo avacvotabéy didAvua Tpémel va amoppinteTol
GOLPOVO, LLE TIG KATH TOTOVG 10(V0VCEG GYETIKEG SLTAEELS.

Apaioon:

H mepartépo apaimon Tov avacvuoTadEévtog SIADUATOS GTNV TEAMKN GLYKEVTPOT Ba Tpémel va yiveTon
apéons. H mepartépm apaimon Ba mpénet va yivetar e Tov 1010 SoA0TN TOL Ypnoipomomonke yo tnv
OvVOoLGTOOT TNG OTEPOC, AVOPIAOTOINEVNC KOVEMC.

Otav mpaypatomoteital ypovia yopnynon, 1o VELETRI Oa npénel va tpostopdaletorl og pua deEapevn
XOPNYNONG PAPUAKOL KOTAAANAN Yio TNV avTAic Eyyvonc.

O1 KaTdAANAES POPNTEC OVTAIEG TOV PUTOPOVV Vi ypnotporotnBoidv yio ) yoprynon tov VELETRI
TePAaUPavouv:

. CADD-Legacy 1
o CADD-Legacy PLUS
o CADD-Solis VIP (uetapintod mpoeid £yyvong)

Kotaokevdlovral and v Smiths Medical.
Ta e&apmpata avtiiog mov £xovv kpBet cupPatd pe ™ yoprynon tov VELETRI eptiappdvovv:

o AgEapevn (kaoéta) papudiov piag xpnong CADD Medication Cassette Reservoir 50 ml, 100 ml amo
v Smiths Medical.

. Yet mpoéktaong CADD pe gv oepd ¢pidtpo 0,2 micron (cet Tpoéktaong CADD pe apoevikod
ovvdeopo luer, pidtpo e&dietyng aépa 0,2 micron, GELYKTNPA, KOl EVOOUATOUEVT BaAPida
EKTOVOONG KEVOD UE 0poeVIKO cvvdeopo luer) and v Smiths Medical.

Me Bdon ta Stbéotua dedopéva amd TIG EGMTEPIKES OOKIUEC Kat TIG 00Nyieg xpnomng Tov eEaptnudtev aro
TOV KOTOGKEVOOTH), TO VAIKA TPOETOLAGIOG KOL YOPNYNOTG TTOL EVOEYETOL Vo Elvar cupPotd Teptiapupdvouv:
Axpolikd

Svumoivuepég axpvrovitpidiov - Povtadieviov - ctupeviov (ABS)

[MoAvkapPovikd

[ToAvaBepocovipdvn

[ToAvmpomvAévio

[MoAvtetpagpbopoatbvrévio (PTFE)

[ToAvovpeddvn



. [MoAvprvoroyropidio (PVC) (mhactikoroimuévo pe DEHP)
. Z1Aovn

Eivar dyvooto edv 10 tepe@bBoiicd morvaifviévio (PET) kot n molvaiBvuievotepepBaiikn yAvkoin (PETG)
eivar coppatd pe 1o VELETRI, kofmg avtd o vAud dev £xovv dokipaotel pe 1o VELETRI, cuvenmg, 1
YPNON AVTOV TOV VAK®DV dEV GLVIGTATAL.

[pémer va ypnotpuonotodviat uovo cet Tpoéktacnc ue tomobetnuévo Eva v aelpd eidtpo 0,22 micron
avdpeco oty aviiia £yyvong Kot Tov Kobetnpa. Zovietdtol n xpnion eiltpov pe vdpOEIAT pepfpdvn
TOALOOEPOGOVAQPOVIG. TO GET TPOEKTOONG KOl TO €V GEIPE QiATpo TTpémel va oALGlovTal ToVAGyIoTOV KGOE
48 mpec.

To @raAidio mov mepiéyet 0,5 mg EMOTPOSTEVOANG TPETEL VAL (PT|CLOTOLEITOL Y10 TNV TPOETOUACIO
draAvpdToV pe TeAKESG oVYKeVTpOoelg ukpdtepeg amd 15 000 ng/ml.

Ytov [Tivoka 1 mapotifeviol Tapadeiyoto yio TV TPOETOWNGIo GUYVA XPTCLUOTOLODUEVOY
ocvykevipmoemv TV daivpdtov VELETRI. Kabe puoiidio mpoopiletar yuo pio poévo ypnon.

Hivaxag 1: Xoyva xpnoitpomorovpeves ovykevipaeels — Mapadsiypoto avacdotoons Kal apaimeng

TeMkn cvykévrpoon (ng/ml) Oonyiec:

3000 ng/ml Awaddote To TEPIE)OUEVO EVOC PLodiov Tov 0,5 mg e 5 ml
gite Zteipov "Ydatog v Evéowa eite Evéoipov dtodlvpatog
Xhwprovyov Natpiov 0,9%.

Avappopnaote 3 ml amd To TEPIEXOUEVO TOV PLOALIOL Kot
TPOGOEaTE TO GE EMAPKN OYKO TOL 1010V SLIAVTN £TGL MGTE VO
ovykevipmBov cuvoAtka 100 ml.

5000 ng/ml Awlvote o TEPlEyOLEVO evOg Praidiov Tov 0,5 mg pe 5 ml
gite Zteipov "Ydatog v Evéoa eite Evéoipov dtodvpatog
Xhwprovyov Natpiov 0,9%

Avappo@note OAOKANPO TO TEPLEYOLEVO TOL PLUALIIOV KOl
TPOcOEaTE TO GE EMAPKN OYKO TOL 1010V SLIAVTN £TGL MGTE V.
ovykevipmBoiv cuvoAtka 100 ml.

10 000 ng/ml AwAdote To TEPlEOUEVO 000 PlaAdinv Tov 0,5 mg pe 5 ml
gite Zteipov "Ydoatog v Evéoa eite Evéoipov dtodvpatog
Xhwprovyov Natpiov 0,9% 1o kabéva.

Avappo@note 0AOKANPO TO TEPLEYOIEVO KAOE Plaiidiov Kot
TPOcOEaTE TO GE EMAPKN OYKO TOL 1010V SLIAVTN £TGL MGTE V.
ovykevipmBov cuvoAtka 100 ml.

15 000 ng/ml* Awlvote To TEPIEYOUEVO £VOG Plraidiov Tov 1,5 mg pe 5 ml
gite Zteipov "Ydoatog v Evéowa eite Evéoipov dtodvpatog
Xhwprovyov Natpiov 0,9%.

Avappo@note OAOKANPO TO TEPLEYOLEVO TOL PLUALIIOV KOl
TPOcOEaTE TO GE EMAPKN OYKO TOL 1010V SLIAVTN £TGL MGTE V.
ovykevipmBov cuvoAitkd 100 ml.

30 000 ng/ml* AwAdote To TEPLEOUEVO d00 PloAdinV Tov 1,5 mg pue 5 ml
gite Zteipov "Ydoatog v Evéoa eite Evéoipov dtodvpatog
Xhoprovyov Natpiov 0,9% 1o xabéva.

Avappo@note 0AOKANPO TO TEPLEYOIEVO KAOE Plaiidiov Kot
TPOcOEaTE TO GE EMAPKN OYKO TOL 1010V SLIAVTN £TGL MGTE V.
ovykevipmBov cuvoAitkd 100 ml.

30 000 ng/ml* Awvote To TEPIEYOUEVO £VOG Praidiov Tov 1,5 mg pe 5 ml
glte Xteipov "Yoartog o Evéopa gite Evéoipov dtoAlvuatog
Xhwprovyov Natpiov 0,9%.

Avappo@note OAOKANPO TO TEPLEYOLEVO TOL PLUALIIOV KOl
TPochEcTE TO G€ EMAPKN OYKO TOL 1610V SLOAVTN £TCL MGTE VAl
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oVYKeVTp®mBoHv cuvoAlkd 50 ml.

* "o Tovg acBeveic mov vroPdAilovtar o poakpoypovia yopiynon VELETRI, propei va givatl amapaitntn n xpnon
SLAVUATOV e VYNAOTEPEG TEMKES GLUYKEVTPADGELS.

To apatwpévo oty tehkn ovykévipwon VELETRI, evtdg e de&apevig xopiynong @opuikov cOLPOve.
He Tic 0dnyieg, umopet va yopnyndel apéomg og Beppokpacio dmpatiov (25°C), 1, edv euAayTel, Yo £0¢ Kot
8 nuépeg og Beppoxpacio amod 2 Emg 8°C, cuupmva pe TIg GLVONKES ¥pioNg Tov Teptypdpovtol atov [ivaka
2.

Mivakag 2: Méyietn dvapkero. yopynongs (dpes) o Oeppokpacio dopotiov (25°C) Tov tMjpog
UPULOUEVEOV OLEADPUATOV TOV QUAAGGOVTOL 6T 0EEQIEVI YOPNYNONS PUPILAKOV

Evpog TeMKIG GUYKEVTPMOTG Apeon Edv gvrhdcceTon Yo émc kon 8 nuépeg o€
xopnynon Osppoxpacio amé 2 mg 8°C

=3 000 ng/ml ko1 <15 000 ng/ml 48 dpeg 24 Ghpeg

=15 000 ng/ml 48 dpeg 48 dpeg

To TANPp®G ApaUEVO SLGAVLO dEV TPETEL VO, EKTIDETAL GTO AUESO NALIKO PMC.
Idwitepeg TPpoPUAAEELS KaTd T @OAAEN TOV TPOTOGVTOG

To appakevtikd avtd TPoidv dev amortel Wiaitepec cuvOnkeg Beppokpaciog yio v eOAAEN Tov. Mnv
KOTOYOYETE.

H mepartépm apaicnon tov avacvotadévtog S10Ad0TOg TNV TEMKT GUYKEVTPOOT] Bo TpEmel va yiveTan
opECMC.

H avacvotaon kot n apaimon Oa mpémet va TpayLatomolodvTol ApEc®S TPV Ao TN (PN oN.

ApEO®mG PETA TNV TPOETOLAGIC TOVE, TO APOULOUEVO SIOAVLOTH ETOTPOSTEVOANG Yia T Oepameia TG
TVEVUOVIKTG OPTNPLOKTNG VITEPTOOTG UTOPOVV va. yopnynbovv apéomg o Oepuokpacio 25°C, 1 va
LAOYTOOV OTN OeCALLEVT] XOPTYNONG PAPUAKOV Y10 VO TPOGTOTEVOVTOL A0 TO PG Yo MG Kot 8 NUEPES O
Oepuokpacio oo 2 émg 8°C, ohupmva pe Tig cLVONKeg YpHoNg mov meptypdpovtat otov Iivaka 2.
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