@viro ooy ypiong: IIAnpoeopics yra Tov yprjotn

Simponi 100 mg gvéoipo S1dAVpHa GE TPOYERLGUEVT] GLVOKELT] TUTOV TEVOG
golimumab

Awpdote TPooEKTIKG 0AGKANPO TO GVLAO 001 YIOV YPNGNS TPOTOV OPYICETE VA YPNCLULOTOLELTE

oVTO TO QAPNAKO, OLOTL TEPLAAUPAVEL ONUOVTIKES TANPOPOPIES Y10 GAC.

- DvraEte avtd To EOARO 0dN YDV Yprons. Towg ypelaotel va to dwfdcete Eava.

- Edv &yete mepartépm amopiec, poTNOTE TOV Y1ATPY, TOV PAPLAKOTOLO 1) TOV VOGOKOLO GOG.

- H ocvvtayn yt' avtod to appoko yopnynonke anokAEIGTIKA Yo 60c. Agv TPEMEL VoL SMGETE TO
@apuoko o€ GALovc. Mmopel va Toug TPoKaAEseL BAAPT, Ao Kot OTOV TO GNUEIR TNG
acBéveldg Tovg eivar id1a pe ta Ok Gog.

- Edv mapotnpfoete Kamolo avemBOpUnTn eVEPYELL, EVILEPMDGTE TOV YIATPO, TOV PUPUAKOTOLO 1|
TOV VOGOKOUO G0C. AVTO 16Y0eL Kot Yo KaOe mhovn avemBOunT evéEpyela TOV OV UVAPEPETAL
670 TapPHY PUALO 0dNYIDV Ypiong. BAére mapdypago 4.

O y1atpog oag B cag dmaoet eniong pio Kapta Acbevoic, n omoia mepi€yel onpavTikég TANPoPopieg
aGPAAELOG IOV TTPETEL VAL YVopileTe mpv Kot Katd tn didpkela tng Oepaneiog pe Simponi.

T egpréyel 1o Tapov GUAAO 00N YLOV

Tt etvo To Simponi kat oo ivat 1) ¥p1oN Tov

T mpénet va yvopilete Tpv ypnoponomoete to Simponi
[ag va ypnopomomoete to Simponi

[MBovég avemBOunteg evépyeteg

[g va puidooete To Simponi

[epreydpeva g cvokevaciog Kot AoméG TANpopopieg

A

1. T givon To Simponi ko wowa givar 1 yprjon Tov
To Simponi wepiéyel T dpucTIKN ovGio Tov ovoudletal golimumab.

To Simponi avrikel oe pio opdda PaPUAK®Y TOL 0VORALovTal «amokAEsTES TOL TNF.

Xpnoponoteital 6€ eVAMKEG Yio T Ogpaneio ToV 0kOAoLOOY PAEYUOVOODV VOCWV:

o Pevpotoetdng apbpitida

o Yopracikn apbpitida

o A&ovikn omovovioapOpitida, coUTEPIAUUPOVOUEVIC TN OYKVAOTONTIKNG 6TTOVOLAITIONG Kol
g a&ovikng omovovAoapOpitidog ywpig aKTIVOAOYIKE EVPI LT

o EAx®dng kokitida

To Simponi dpa. amokAgiovtag tn dpdor piog TPOTEIVING TOL OVOUALETAL «TOPAYOVTAS VEKPMONG TOV
oyk@v dlea» (TNF-a). Avti n Tpoteivn eumAéketal 6€ PAEYLOVMOEIC SLUSIKAGIEC TOV CAOTOC KoL O
ATOKAEIGUOG TNG UTOPEL VO LELDCEL TN PAEYHOVT|] GTO GO GOG.

Peopartosiong apfpition

H pevpartogidng apbpitida etvon pia preypovordng vocog tov apdpmcemv. Edv €xete evepyn
pevpatoeldn apbpitida Ba cog dobovv mpodTa dAla edppaka. Edv dev avtamokpifeite apketd kold o
QVTA TO EAPULOKD, EVOEXETAL VO, GOC yopnyNOeil Simponi To onoio Oa wdpete 6€ GLVOVAGUO pE Eva
dAro pdppoako mov ovoudleton pebotpelat yio vou

. Meuwaoet To. onUein Kot To GUUTTOLOTO, THS VOGOV GOC.
. EmiBpadvver v gpodvion PAaBodv 6to 06TA Kot 0TS apOpMOELS oag.
. Beltidoet ™) copotikny cog Asttovpyia.

Yoproowkn apdpitioa
H yoplocwn apbpitida stvar pio pAeypovmong vocog Tov apdpdcewv, cuviimg GuVOdIELOUEVT] OO
yopioor, pio pAeypovadn voco tov dépuatog. Edv £xete evepyn yopilacikn apbpitida Oa cog dobovv



TPOTA AAAD Qapuaka. Edv dev avtamokpiOsite apketd koAl o€ aVTA TO QAPLLOKO, EVOEYETOL VO COG
yopnynBetl Simponi yia vou:

o Meidhoet ta onpeia Kot T0 GUUTTOUOTA TG VOGOV GOC.
. EmBpadiver t AN oo 061 Kot 6TIg apBpdCES GOG.
. BeAltuiwoel ) copatikn cag Agttovpyia.

AYKVLOTTOINTIKT] 6TOVOVAITION KOt AEOVIKT] 6TTOVOVA0aPOPITION YOPIS AKTIVOAOYIKE suppaTa

H ayxvlomomrikn orovovAitida Kot 1 aEovikn omovovioaphpitida xwpig akTivoroykd supripata
glvar pAeypovadelg vooot g omovouiknig otnAng. Edv €xete aykvlomomrtikn omovovAitida 1
a&ovikn omovévAoaplpitida ympic aKTIVOAOYIKA evpripata, Oa cog 60000V Tpdta dAAL eapuaka. Edv
dev avramoxpifeite apkeTd KOAL o€ oLTA TaL PApLaKa, EVOEXETAL VO GOg yopnynBel Simponi yia va:

. Mewnoet ta onpeio Kot To GUUTTOLOTO, THS VOGOV GOC.
o Beltidhoel T coUOTIK G0¢ AELTOVPYia.
EAk®ong koritioo

H gAxmong koAitida eivar pia pAEYHOVOINE VOGOC ToL evTEpov. Edv &xete eAkmon koAitida, Oa Gog
50000V TpdTa Ao edapupaka. Eqv dev avtamokpifeite apketd kold og avtd To eappaka, Bo cog
yopnynBel Simponi yio, T Oepamneio tng vocov cag,.

2. Ty péner va yvopilete mpiy (prioyonoceTe To Simponi

Mnyv ypnoipomoncete To Simponi

o e mepintoon ahiepyiag (vrepevatctneciag) oto golimumab 1 6€ 0T0100MTOTE AALO OO TO
GLGTATIKA OV TOV TOV PapudKov (avapépovtar otnv [apdypapo 6).

o Xe mepintwon mov £yete upotioon (TB) 1 kKdmow GAAN coPapn Aoipwén.

. Ye mepinton mov £yeTe PLETPLA 1 coPapr) KOPOLOKT OVETAPKELDL.

Edv dev elcbe BéParot av kGmolo amd To TAPUTAV® £XEL EPUPLOYT O EGAG, WMANGTE UE TOV YIUTPO, TOV
(QOPHOKOTOLO 1| TOV VOGOKOHO GOG TTPLV VO YPNCLLOTOGETE TO Simponi.

IIposgidomou|oelg kKo TPoPLAGEELG
AmevBuveite oToV Y10TPO, TOV POPLOKOTOLO 1] TOV VOGOKOUO GOG TPOTOV YPNCILOTOINGETE TO
Simponi.

Aowdéeig

Evnuepaote apéomc tov yiotpo cog ebv £xete NON 1 0V ATOKTNCETE KATO0, GUUTTOUATO, AOTH®ENC,

Katd tn Sidpkela N petd ) Oepaneia oag pe Simponi. Ta copntdOpoTo TG AOTU®ENG TEPIAAUPAVOVY

TLPETO, PO, OVGTVOLM, YPUTTMAN CUUTTOUATO, OLAPPOLA, TATYEC, 000VTIKG TpoPAn T 1] Eva

aicOnpa Kavcov katd tnv ovpnon.

o Mmnopei va tpocBdilecte and AoUdEELS O EDKOAN EVA YPTOLUOTOIEITE TO Simponi.

o O1 Lopméelg pmopet va e&glryBobv mo ypiyopa kot propei va givar o cofopéc. EmmAiéov,
KATO1EG TPONYOUUEVEG AOTUDEELS UTOPETL VO ETAVELLPAVICOODV.

Douatioon (TB)

Evnuepoote apéomg tov yiotpo cog ebv epeovicfodv copntopoto TB koatd ) didpkeia 1 Hetd

™ Oepamneia coc. Ta copntodpoata ™ TB mepiiaufavovy exipovo Brya, ammdAsio Bapovg,

KOVPUGCT), TVPETO 1| VUYTEPIVOLG LOPDTEG,.

. IIepintooeig TB éxovv avapepbei o acbeveic mov ElaPav Bepamneia pe Simponi ko, og
OTAVIEC TEPITTAOOELS, KON Kol o€ acbeveic mov £xovv AdPel Bepameia e pappoKa yio
TB. O ywtpog cog Ba cog eEetdoet yia va ot dv €xete TB. O yiatpdg cag Ba
Katoypdyetl ovtég TG e€etdiosig otnv Kdpta AcBevoic.

. Eivol modd onpavtikd voa evuepmaoete tov yuotpo oag edv giyote moté TB, 1 edv €yete
épBel og oTEVN EMAPN LE KATOOV TTOL iye N Exel TB.
o Edv o yiatpog cag awsOaveror 6t fpickeote o€ kivovuvo yia TB, pmopel va AaPete

Oepancio pe edppoka yio TB wpiv Eekivijoete va ypnoonoleite To Simponi.



1o¢ ¢ nrazitiooc B (HBV)

. Evnuepoote tov yuatpd cag edv eicle popéag 1 edv €xete N eiyote mot€ HBV mpwv cog
do0et Simponi.

. Evnuepoote tov yratpd cog edv motevete 0TL umopel va Ppickeste og kivouvo va
nwpocPAnbdeite omd HBV.

. O yatpog oag Ba mpénet va cog eéetdoet yio HBV.

o ®eponeio pe amoxielotég Tov TNF 6mwg to Simponi propei va 0dnyNnoet o

enavevepyonoinomn tov HBV cg acBeveig mov elvan popeic avtov tov 100, 10 onoio o€
OPIGUEVEG TEPIMTAOGELG UTOPEL VOL vl AmeANTIKO Yia T (o).

AmmOnrikég pokntiaoikés Aoyuawdeig

Edv &yete {noel 1 taldéyel o KAmowa mePLoyr| OTOL AOUMDEELS TOV TPOKAAOVVTOL OO
GUYKEKPIUEVOVE TOTOVG VKN TMV, Ol OTTOI0L LTOPOVV VO EXNPEAGOLY TOLG TVEDUOVES 1| GAAYL
pépM Tov SMUATOG (0voUALoVTaLl IGTOTAACU®MGT), KOKKIOOEDOUVKNTiOGT, 1] PAacTOpLKNTIOOT),
glval GLYVES, EVLEPDOTE OUESMS TOV YTpd 60G. Potnote ToV yotpd 60G 08 TEPITTOOT OV
dev yvopilete €4v ovTEG O1 LUKNTIGIKEG AOUMEELC EIVOL GLYVEC GTNV TTEPLOYN OTIV OO0
{foate N tadéyare.

Kopkivoc kou Aépompuo

Evnuepaote tov yrotpd cog v £xete moté dayvmabel yio Aéppoua (Evav TOTo Kapkivov Tov
aipLatog) 1 OO0 TOTE AAAO KOPKIVO TPV VAL XP1CLUOTOWCETE TO Simponi.

Edv ypnowomnoteite Simponi 1| AAovg amokAelotég tov TNF, umopei va avéndei o xivovvog yio
NV avATTLEN AEUPOUATOG 1] KATO10V GAAOL KapKivov.

Aocbeveig pe coPapn pevopotoetdn apbpitida kot GAAEG PAEYLOVASELG VOGOLS, 01 0TTO10L ElYOV TN
vOGO Yo HeYGAO ypovikd dtdotnua, urtopei va Ppickovtal 6€ pueyaAdbtepo Kivouvo omd 10 HEGOo
OpO VO OVATTOEOVY AELLPOULOL.

Yrnp&ov meplotatikd Kopkivav, cuUTepIAapBovouévav acuviioTey THTOV, 6€ Toldtd Kot
epnPoug acbeveig mov erdpfovay amoxielotég Tov TNF, ta omoia opiopéves popéc odnynoov
o Bavaro.

& OMAVIEG TEPIMTACELS, £VOG GUYKEKPIUEVOS Kol GOBOpOG TOTOG AEUPMUOTOC, TOL OVOUALETOL
HrotoomAnvikd Aépuoope and T-kotTopa, £xel mtopatnpndel g acbeveic mov Aaupavay dAlovg
amoxAelotég Tov TNF. Ot mepiocdtepot and avtovg toug acbeveic nrav £épnpot 1 veapol
eVNAIKEG avdpec. Avtdg o TOmog kapkivov cuvnBwg £xel 0dnynoet o Bdvato. Zyeddv 6Aot avtol
o1 acbeveig eiyav Adfet emiong edpuoxo yvootd oc aladsionpivn | 6-pepkamtomovpivn.
Evnuepaote tov yratpd oag edv maipvete alabeionmpivn 1 6-pepkamtomovpivny pali pe 1o
Simponi.

Acbeveig pe coPapod enipovo oo, ypovia amoppaktikn Tvevpovorddeia (XAILI), 1 wov givon
Bapeig kamvioTtég pumopet va pickovtor o€ avénuévo kivouvo yio Kopkivo e t Oepameio Tov
Simponi. Eqv éxete coPapo emipovo doBua, XAII 1 icOe Papvg komviotig, Oa mpénet va
ov{noete pe Tov yTpd oag eav 1 Oepamneia pe Evav anokieiot tov TNF eivan katdAinin
Yo €GGIC.

Opiopévor acBeveig mov Erafav Oepamneia pe golimumab £yovv avortdéel cuyKeKpUEVA €10M
KOPKivov Tov déppatoc. Edv vtapEovv 0molecdnmote aAloyEg GTNV EUGAVIOT) TOV OEPUATOG N
SOYKMOELS 6TO dEpUa KaTd Tn didpKelo N PeTd tn Bepameia, EVUEPDOTE TOV YIOTPO GOGC.

Kopdiaxn avendpkera

Evnuepaote apéomc Tov Yotpo cag edv £xETe VEQ 1 EMOEIVOVUEVO CUUTTOUOTO KOPILOKNG
avendpkeloc. Ta copunTdpPOTO TNG KAPOLOKTG AVETAPKELNG TEPIAAPdvOVY dDoTvola | TPHELO oTa
OO, GOG.

Néa 1 emdevobeico cuUEOPNTIKY KapSlOKT averdpKeLo el avapepbel Le ATOKAEIGTEG TOV
TNF, counepiropfavopévon tov Simponi. Mepikol amd avtovg Toug acdevels anefiwoay.
Edv éxete nmia kopdakn overapkelo Kot Aappavete Oepaneio pe Simponi, Tpénet vo
mapoakolovdeiote oTEVA 0T TOV YLOTPO GOG.



Nbcog Tov veupKod GLGTNLOTOG

Evnuepoote apéomc tov yiatpo cag edv £xete moté doyvacBel pe 1 £xete avantHEEL GuUTTO AT
ATOUVEAVATIKTC VOGOL OTIMG GKANPLVOT) Katd TAGKaS. To cuuntdpate pmopel vo meptiapfivovy
aAdayég otV Opact) 6ag, adLVAio GTO XEPLOL GG KOl GTO, TTOJLN GOG 1) LOVOIOGO 1) LOPUNYKIOGUE, G
omolodnmnote onpeio tov copatds coc. O yorpog cag Ba amopacioet ebv mpénel va AdPete to
Simponi.

Xepovpyikéc eneuPBAcelc 1 000VTIOTPIKES TPAEELC

. MuoTE HE TOV YI0TPO GOG EAV TPOKELTAL VO, KAVETE OTOIEGONTOTE YEPOVPYIKES EMEUPACELG N
000VTIOTPIKEG TPAEELG.
. Evnuepoote tov yeipovpyd cag M Tov odovtiaTpo mov ekterel v eméuPoon ot Aappdvete

Oepaneio pe Simponi deiyvovtdg tovg v Kdpta AcBevoug.

Avtodvoon vocog

Evnuepaote tov yrotpd oag edv avantuéete copuntdpota piog vocov mov ovoudletol Avkog. Ta

CLUTTOWOTE TEPLOUPAVOLY etipovo e&dvOnua, TVPETO, TOVO GTIC 0PHPDOGELS Kol KOLPOOT).

o Y& OTAVIEC TEPITTAOOELS, AvOprTotl Tov EAafov Oepameia e amoxielotéc Tov TNF avéntuéov
AbKo.

Noboog tov aipatog

Xe opropévoug acbevels To cdpa PTopel va PNy Topdayel 0pKeTA amd To KHTTAPO TOV Ci{LITOG TOV
BonBovv 10 cmdpa cag va katamorepd tig AoumEels 1| cag fonbovv va ctapatd n apoppayio. Edv
avamTOEETE TVPETO TOL dgV TEPTEL, LEAAVIALETE | AUOPPAYEITE TOAD EDKOAN 1| PAIVESTE TOAD YAW®MUOL,
EMKOWVOVNOTE AUECHG LLE TOV Y10TPO 6ag. O y1otpdc Gog Umopel vo amopacicel va GTOUATNGEL TN
Bepaneia.

Edv dev elcbe PéParot av kamolo amd To TUpUmavm EXEL EQAPUOYN O E0AG, WANGTE UE TOV YIUTPO 1
TOV QUPUOKOTOLO GG TPV VOL YPTGLULOTOMGETE TO Simponi.

EuBolacuoi

MuoTe e ToV Y1I0TpO GOg 0V KAVOTE, 1| TPOKELTAL VO KAVETE gUPOALO.

o Agv Oa mpémnel va kavete oplopéva ((ovtavad) eppoia eved ypnoiponoteite to Simponi.

o Opiopévor guPortacuoi uropei va tpokaiécovy Aoméelc. Eqv Aapate Simponi evéd noactay
£YKV0oG, T0 Lopo cog purmopet va fpioketal e peyolutepo Kivouvo yia epeavion Aoiuwéng, £mg
Kol wepinov €61 unveg uetd v tekevtaia d0om mov Adfote Katd v eykvpocivn cag. Eivot
OMNUOVTIKO VO EVIUEPMDGETE TOVG YLOTPOVCE, KOOMG KOl 0TOL0VGONTOTE GALOVG ETAYYEAUATIES
VYElOG, TOL LOPOV GOG GYETIKA UE TN Yp1oN Simponi Tov KAVOTE, OVTOG MOTE VO, WITOPOVV VL
ATOPUCIcOVY TOTE TO UOPO Gag TPETEL VO, AGPEL 00100 moTE EUPOALO.

OepameVTIKOl LOAVGLLOTIKOTL TOPAYOVTES

Mulote pe Tov Y1aTpo Gog 0V £xete AAPel TpdopaTa 1 £XEL TPOYPOUUUATIOTEL va AaPete Oepaneia pe
évay Bepamentikd poAvopatikd mapdyovia (0nwc evotdraln Bakiiiov Calmette-Guérin (BCG) mov
TpoypaTomoleital yio. tn Oepameio Tov Kapkivov).

AMepYIKEC OVTIOPAGELS

Evnuepiote tov y1otpd 060G ApECOS EGV EUPOVICETE GUUTTOUATA CAAEPYIKNC OVTIOPAOTG LETA TN
Oepaneia oag pe to Simponi. To copntdOpoTe piog aAlepyIKNG ovTidpaong umopel vo meptiapupdvouy
SOYK®MGN TOL TPOGMTOV, TOV YEIAIDV, TOV GTOLOTOC 1] TOV ACLLOV TOV UTOPEL VO TPOKUAECEL
SVOKOALN TNV KATATOOT 1 TNV avamvon|, £AvOn o dEpLTOS, Kvidmar, d10YK®MGN TOV XEPIDV, TOV
OOV 1 TOV UCTPAYAA®V.

. Optlopéveg amd antég TIc avTidpdoelg umopet va etvatl coPapéc 1, OTAVIN, ATENTIKES Y10l TN
Cor.
. Op1opéveg amd oVTEG TIC OVTIOPAGELS ELEOVICTNKOV UETE TV TPMTH XOPNYNOT TOL Simponi.

o ko £épnpor
To Simponi 100 mg 6€ TPOYELGUEVT] GUGKELT TOTOV TEVAG OEV GUVIGTATOL Y10 TOOLA Kot QPG
(pkpotepovg amd 18 etmv).



Alro @appoxa kot Simponi

. Evnuepoote tov yratpd 1 Tov goprokomold cag v xpnolponoleite, £xete TpoOGOATA
YPTCULOTOUGEL 1] UTOPEL VO, YPTCULOTOINOETE AR PAPLUOKL, CUUTEPIAAUPBOVOUEV®DY
0TO1OVONTOTE GAA®V QUPUAKOV Yia TN Bepaneio TG peupaTogdovg apbpitidag, g
Yopcikng apdpitidag, Tng ayKLAOTOMTIKYG 6IovOLALTIONG, TG AEoViKNg omovovroapOpitidag
Y®PIG OKTIVOAOYIKG EVPALOTA 1) TNG EAKMOOVG KOAITIONGC.

. Agv Ba mpénel va mhpeTe To Simponi e PAPLOKA TOL TEPLEYOLV T1] dPAGTIKT OLGIN avaKivpa M
afotacéntn. Avtd Ta PApUOKa XPTCLOTOIOVVTOL Vi TN Bepameio pELILOTOEBDV VOCWHV.

. Evnuepaote tov yrotpd 1 TOV QOPUOKOTOL0 GOg AV TOIPVETE GAAN PAPLOKO TOL ETNPEALOVV
TO OVOGOTOWTIKO GOG GUGTILLOL.

o Agv Ba mpénel va AapPdavete optopéva ({ovtava) eppoia evad ypnoiponoleite To Simponi.

Edv dev elobe BéParot av kamolo amd To TUPUmavD EXEL EPAPUOYN O E0GG, WANGTE UE TOV YIUTPO 1
TOV QOPUOKOTOL0 GOG TPV VO, YPTGLOTOCETE TO Simponi.

Kinon kot Oniaopog

MU oTE UE ToV YIoTpO GOC TPV YPNCLLOTOGETE TO Simponi EGv:

. Eiote éykvog 1 oyedialete vo peivete £ykvog evd ypnotonoleite To Simponi. Yrdpyovv
TEPLOPIOUEVES TANPOPOPIEG GYETIKA LLE TIG EMOPACELS AVTOV TOL PAPUAKOV GTIG EYKVES
yovaikes. Eqv Aapfdaverte Oepaneio pe Simponi, O mpémel va amopuyete va peivete £yKog
YPTOCULOTOIDVTOG EXAPKN AVTICOAANYT KaTE TN d1dpKeLn Tng Oepameiog oag Kot yio
TovAdyloTov 6 uMveg petd v tehevtaia veon pe Simponi. To Simponi Tpénet va
YPTCLLOTOLEITAL KATA TN OLAPKELN TNG EYKVHOGUVIG LOVO 0V EIVOL GOPOG ATOPAiTNTO Y10 EGAG.

o [pwv Eexwvnoete 0 OnAaopod, N tedevtaio Bepaneio cog pe Simponi Tpémet vo fTav
TovAdylotov 6 unveg Tpwv. [pénel va otapatioste To0 Onhacud edv TpodxeLtal va oag xopnynosi
Simponi.

o Edv AdPote Simponi kotd T SdpKeLo TS EYKLUOGHVIG GOG, TO Lopd Go¢ umopel va Ppicketan

o€ LEYAADTEPO KivOLVO Y10 eppavion Aoipméng. Eival onuavtikd va evnuepdoete Toug
YLITPOVE, KOOMG KOl OTOOVGONTOTE GALOVG ETAYYEAUATIES VYELNG, TOV LOPOD GOG GYETIKE U
N ypfon Simponi TOL KAVOTE, TPOTOV TO LOPO cag AdPel omolodnmote UPorto (Yo
TEPLOCOTEPEG TANPOPOPIES PA. TAPAYPOPO GYETIKA LE TOVG EUPOMAGHOVC).
Edv €icBe €ykvog 1| Onralete, vouilete 6T umopei va gicbe €ykvog 1 oyedlalete vo amoKTNGETE MO,
{ntote T GUUPBOVAN TOL YITPO T} TOL POPLUKOTOLOD GG TPOTOV TAPETE AVTO TO PAPLUOKO.

Odnfynon ko LEPLOROS PNYOVIRLATOV

To Simponi £ygtl pikpn enidpaoT TNV IKAVOTNTA GG Vo 001YEiTe Ko va, yepileote epyadeio N
unyovinuate. Mropet @otdc0 va gpeavicdei CaAn petd t AMyn tov Simponi. Edv cvuPei avtd, unv
001 YNGETE 1] YPNOYLOTOMGETE OTOLAONTOTE EPYOAEID 1 LY OVILOITOL.

To Simponi wepréyer Aatek, coppfrroin kol mroivcopPiké

EvaicOnoia oto Adtes

"Eva pépog g mpoye o iévng GUGKELNG TOTTOV TEVAGS, TO KOAVULO TNG PEAOVNG, TepLEyel AdTes.
Eme1dn 1o Adrte€ pmopei va mpokahécsel coPapég alAepyikéc avTdpaoelc, WANOTE LUE TOV YIOTPO GOC
TPV YPNOYLOTOMGETE TO Simponi €4V €0€ig 1 0 PPOVIIGTNG GOG El0TE HAAEPYIKOT 6TO AdTES.

Avcoveéia ot copPitoin
To eapuaxo avtd wepiéyet 41 mg copPiroing (E420) oe kébe mpoyepiouévn cuekevn THTOL TEVAC.

HoAvcopfikd 80

Av16 10 Papuaxo mepéyet 0,15 mg mtoAvcopPikov 80 (E433) oe kdbe mpoyeioév cLGKELT TOTTOV
névag. Ta moAvcsopPikd umopel va Tpokarécovy aArepyikég avtidpdosic. Evnuepmote tov 10tpd Gog
€4V €xeTe YVOOTEG OAAEPYiEC.




3. Iog va xpnoipomwonjcete To Simponi

[Tévtote va ypNGIUOTOLEITE TO PAPUOKO OVTO AVGTNPA COLPOVA LE TIG 001 YIEG TOV Y1OTPOD 1| TOV
QopraKoTOL0L 60G. Edv éxete apeifolieg, poToTe TOV Y10TPO 1 TOV QOPLOKOTOLO GOC.

IIéoc0o Simponi yopnyeitan

Pevpartogidong apbpitida, yoprooikn apbpitida kot a&ovikr orovévioappitida,
GUUTEPTAAUPOVOUEVIG TNG AYKDAOTOMTIKYG GTOVOLALTIONG KOl TS 0EOVIKNG omovovioapBpitidag
Y®PIG OKTIVOAOYIKA ELPT|LOTAL

. H ocvvietdpevn doon eivar 50 mg yopnyodpeva pia @opd tov pniva, v id1a nuepounvio kabe
pnva.

. Muote pe Tov Y1aTpo cog TPV Tapete TNV T€TapTn d6on oag. O yatpdc cag Ba kabopicet ebv
0o Tpémel va cuveyioete T Bepaneio pe Simponi.
o Edv Quyilete méveo and 100 kg, n 660m pmopet va avéndei oe 100 mg (to mepieyduevo

1 TPoyEGUEVTG GLOKELNG TOTTOV TEVAG) YOPTYOVUEVO Lio pOPE TOV Unva, TNV idto
nuepounvio Kabe unva.

EXxcddng koAitida
o O mopaxdro wivakag delyvel g Ba ypnolponoteite GuvnBOe avTd TO PAPLOKO.
Apywn Oepomeia Mia 066m évapéng tv 200 mg (To TEPLEYOUEVO 2 TPOYEUIGUEVDV

GLOKEVMV TOTOL TTEVOCS) akoAovBovevT amd 100 mg (to mepleydpevo
1 TpoyeoUEVNG GLOKELNG TOHTTOV TEVAG) 2 EPOOUAdES apyOTEPQ.

Oepamneia cuVINPNONG o Y& aoBeveic mov Quyilovv Aydtepo amd 80 kg, 50 mg (npénel va
PN OLOTONOEL 1] TPOYEMGUEVT] GUGKELT] TOTTOL TTEVOG 1 )
TPOYEGUEVT cvpLyya TV 50 mg yio va yopnynOet avt n
d0om) 4 efdopddeg petd v Tteevtaia Bepansio cag, Kot
uetémerta kde 4 gfdopadec. O yloTpodg Gag Umopel v
anopacicel va cuvtayoypaercel 100 mg (to mepieydpevo
1 TpoyeoUEVNG GLOKELNG THTTOV TEVAGS), AVOAIYDG TOV TOGO
koA dpa To Simponi 6€ €G0C.

o Y& aoBeveic mov Quyilovv 80 kg 1} mepiocoTepo, 100 mg (T0
mepleyOevo 1 TpoyeIoHEVTIG CLGKELNG TUTTOL TTEVALG)

4 gfdopadec petd tnv tedevtaio Oepameio Goc, Kot LETEMELTA

k60 4 gfoouddec.
Iog yopnyeitar To Simponi
o To Simponi yopnysitat pe Eveon Katw amd 0 dEpa. (VTOdOPLL).
. v apyn, 0 Yatpdg N 0 VOGOKOUOG 60¢ Hmopel va, evéoel To Simponi. 26T060, £6€1g KoL 0

YWTPOG GO UTOPEL VO OTOPAGIGETE OTL UTOPEL VO, KAVETE LOVOL GaG TV £vEST [e Simponi. Xg
avTV TV TepinTmon Oa exmtadevteite otov Tpdmo oL O KAveTE POVOL GO TNV EVEST) e
Simponi.
MuoTe e ToV Y10TPO GOg EAV £YETE OTOLEGONTOTE UMOPIEC GYETIKA LE TO VoL KAVETE LOVOL GOG [
éveon. Oa Ppeite avorvtikég «Odnyieg Xpnong» oto TEA0G aTOD TOV PUALOL 0T YLDV.

Eav ypnowpomoujcete peyarvrepn 6601 Simponi amd TV Kavoviki

Edv &yete ypnoyomomost 1 cog Exet xopnynOei peyodvtepn d6omn Simponi (gite eviovtog peyoldtepn
d0o1 ama&, 1 YPNOULOTOLDOVTOC TO TOAD GUYVA), EVIIUEPDOTE AUECHS TOV YIATPO 1] TOV (POPLAKOTOLO
cog. [Tavtote va maipvete poli cog 10 e£mTEPIKO KOLTL KOl TO TAPOV GUAAO 0ONYIDV YPNONG, KOO
Kot qv gtvat adeto.

Edv Eeydoete va ypnoipomronicete To Simponi
Edv Egydoete va ypnoorooete To Simponi tnv kabopiopévn nUepounvia, EVESTE TNV

naporewpdeica d6om polig to Buundeite.

Mnv ypnoiponooete SmAn 606N Yo VO, OVOTANPMOGCETE T1 00GT TOL EEYACOTE.



II61e va evécete v emduevn 400 Gag:

o Edv xabBvotepnoete Ayotepo amd 2 efdopdoes, evéate Tty maporeipbeica 66om LOAS TO
BounBeite kot TAPOEIVETE GTO APYKO GO TPOYPOLLLLLOL.
. Ed&v xaBvotepnoete nepiocdtepo amod 2 gfdopddec, evéote v mapaierpbeica doon LOALG TO

Bounbeite Kot PUANGTE UE TOV Y10TPO 1 TOV QUPUOKOTOLO GOG Y10 VO pMTHCETE TOTE YPpEdleTOL
Vo TAPETE TNV EXOUEVN OGN

Edv &yete apeiPolries yuo To TL v KAVETE, WMANGTE LE TOV YLATPO 1 TOV QOPLOKOTOLO GOC.

Edv otapatiioete va ypnowonoieite To Simponi
Edv oxéopteote va otapatioete To Simponi, JUANGTE TPMTO LE TOV YLOTPO 1] TOV POPLOKOTOLO GOG.

Edv éxete meplocOTEPEG EPOTNOELS GYETIKA LLE TN YPTOT] AVTOV TOV PUPLAKOV, POTHCTE TOV Y1UTPO,
TOV (POPLOKOTOL) 1] TOV VOGOKOUO GOG.

4. IMBavéc avemOBOpnTES EVEPYELEG

Onwg 6o To eAppOKa, ETCGL KOL GVTO TO PAPUAKO UTOPEL VO, TPOKAAEGEL AVETIOOUNTEG EVEPYELEG OV
ka1 Oev Tapovctdlovtat e GAovg Toug avBpmdmove. Opiopévorl acbeveic propel va gpeovicovv
coPoapéc avemBounteg evépyeleg kot pumopet va ypeltacBodv Bepamneia. O kivouvos Y10 GUYKEKPLLEVES
avemBounTeg evépyeleg ivan peyaldTepog pe tn 60om tv 100 mg o cuykpion pe T SO0 TOV

50 mg. Ov avemiBounteg evépyeleg UTopei va eeovicBodv LEYPL 0PKETOVE UAVESG LETA TNV TEAELTAIN
éveon.

Evnuepoote apéomc tov yiotpo cog 0V mapoTnpeETE OTOLNONTOTE AMO TIG TOPUKAT® coBapEC

avemBounteg evépyetles Tov Simponi, ot onoieg mepthappévouv:

. OALEPYIKES AVTIOPAGELS TOV UTTOPEL va givan cofapéc, 1] omdvia, ameTIKES Yo T Lo
(omévia). Ta copntdpota piog aALEPYIKNG avTidopacng Uropel va tepilapfavovy d1dyKwon
TOV TTPOCHTOV, TOV YEIAMY, TOL GTOUATOG 1] TOV AQLLOD TOV UTOPEL VO, TPOKAAEGEL OVGKOAN
GTNV KATAIOON 1) TNV AVOTVOT|, depLatikd eEvOnpa, kvidmon, S10YKOoT TV XEPLDV, TOV
oSOV 1] TOV AoTPaydA®Y. Mepikég amd ovTEG TIG AVTIOPACELS ELPAVIGTNKAY UETE TV TPOTN
yopnynon tov Simponi.

o oofapég howpaéeg (cvpmepriapfavopévig g TB, Baktnplokev Aoypuodiewv
ovuTEMAAPPAVOUEVOY GOBUPAOV AOUAEEMV TOV CiPATOS KOl TVEDPOVIAG, cofapdv
RVKNTWGIKAV AOIUMOEEOV KOl GALOV EVKAPLIK®V Aou®dEE®V) (6vyva). Ta copntdpota
piog Aoipméng puropet va epthappdvovy Topetd, kodpaon, (exipovo) frya, Svcmvola,
YPIIADON CLUTTOUATO, ATDOAELD fAPOVS, VOYTEPIVOVC IOPAOTES, OLAPPOL, TANYES, 0OOVTIKA
TpoPfAnpata kot £va aictnua kahoov Kotd TV ovpnon.

. EMUVEVEPYOTOIN 61 TOL 100 TG NraTiTideg B edv siote popéac N mdoyute 6To TOPELOOY 00
nratitioa B (owavia). Ta copntopate propet vo tepAapBavouy KITpivico Tov dEPHATOG Kot
TOV LATIOV, 0VPO, KOGTOVOD GKOVPOL YPMUATOS, KOTAMaKO TOVO 6T deE1d Thevpd, TUPETO,
aicOnpa adbeciog, adrabdecia kot aicOnua peyding Kovpaonc.

. v0G0 TOV VEVLPLKOY GVGTIUATOS, OTMG GKANPLVVON KOTd TAdKaG (6tdvia). To copntopata
piog vdGov Tov VEVPIKOD GUGTHUATOG UITOPEL VO TEPIAAUPAVOVY OAAAYEG GTIV OPUOT| GOG,
advVoio 6T ¥EPLOL GOG 1 OTO TOSI0, GOG, LOVSIUGUA 1) LUPUNYKLOGLLO GE OTTO100NTTOTE OTUEID
TOL COUATOG GG,

. KOPKivo TOV Aep@adévov (Apeopa) (etdvia). Ta countdpato Tov ASLEONTOC Lropel val
TEPIAAUPAVOLV SIOYK®GOT TV AEUPUIEVOV, OTOAELN PAPOVE 1) TUPETO.

. KOPOLOKI| OVETAPKELD (6TTavia). To COLUTTOUATA TNG KOPOIUKNG OVETAPKELNG UTOPEL VO
nwepthapfavouy duemvola | TpNREYo ot TOS0 GOg.

o G UELD SLUTOPUYDV TOV (VOGOTOLTIKOY GUGTILATOS TTOV OVORALovVTaL:

- AVKog (omavia). To copmtopata propel va mepAapfavovy movo oTig apBpmoelg 1
e€avOnua ota pdyovda 1 ota yEPLO TOL Eival evaicOnTo oTov NAL0.

- cupkogidomon (omwavia). Ta countopate propel vo tepthappdvovv exipovo Py,
dvonvola, TGvo 610 oTNBOC, TVPETO, TPNELO TOV AEUPUIEVOV GOG, ATMAELN BApovg,
depuatikd e&avOnpata kot Bounn dpaocn.
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00N L0 TOV HIKPAOV APOPOP®VY ayyeimv (ayyelitidoa) (emavia). Ta copntopota propei va
TePAMAPPEvouV TVPETH, TOVOKEPAAO, ATMAELD BAPOVS, VOYTEPIVOVGS WOPAOTES, EEAVON LA Kot
TpoPARUATE TOV VEDP®V, OTOG LOVIIOG LA KO LUPUTYKIOGLLOL.

KopKivo Tov déppatog (0L ovyva). Ta countodpate Tov Kopkivov Tov dEpUATog umopel va
TEPIAAUPAVOLY 0ALUYEG OTNV EUPAVICT] TOV OEPUATOG GOG 1| SIOYKDGELG GTO OEPUN GOG.

v660 ToV aiparog (cvyva). Ta copntdpata piog vosouv Tov aipatog pmopel va teptiappfdvovy
TLPETO TTOV OgV TEPTEL, LEAGVIOGLLO 1] TOAD EVKOAN aipoppayio 1] TOAD YA®UY EUEAVICT).
KOpKivo Tov aipartog (Aevyoipia) (owavia). Ta copuntdpoata tng Aevyoipiog propet va
mepthapPavouv Topetd, aichnua KOT®oNG, cLYVEG AoudEELS, £0KOAO LEAGVIOGLLOL Kot
VOYTEPIVODG IOPDTEC.

Evnuepoote apéomc Tov yiotpo g0V TOPUTIPHGETE OTOLOONTOTE GO TO TAPOUTAV® GUUTTMO LT,

O Topokdto emmpocOetes avemBOuNTEg evépyereg £xovv mwaparnpnOei pe o Simponi:
IToAb ouyvéc avembountec evépyeie (umopel vo exnpedoovy meptocdtepa. omd 1 ota 10 dropa):

AoDEELS TOV AVATEPOL AVOTVEVGTIKOV GUGTHUATOS, TOVOLOLLOG 1 Bpayvada, Lot Tov TpEyet

Yuyvéc avembountec evépyeiec (uropel va emnpedcovy Eoc 1 ota 10 dropa):

Mn guctloroyikég nrotikég Tipég (awénuéva nraticd Evivpa) wov Ppébnkay katd tn didpkKeia
QLLOTOAOYIK®V EEETAGEMV TTOV £YVAV OO TOV YIOTPO GOG

AtoOnpa Laing

IMovoképaiog

AloOnpo povdidopatoc | aicOnpo popunyKIaGHOTOG

Empaveiokéc pokntiocicég Aotpnatelg

Amdotnua

Boxmpilokég Aowwméels (6mmg kuttapitidan)

Xopuniog apfuog epvbpoxvttapmv

Xopuniog aptpog AevKokLTTapmV

OeTiKOg ELEYYOG QLATOG Y10t AVKO

AlAepyiKéc avTIOpAoELg

Avoneyia

ZTOpOIKOG TOVOG

AioOnpo adiabeciog (vavtio)

I'pinn

Bpoyyitida

[Hapapprvokoimikn Aoipmén

Emyeihog épmng

YynAn aptmmplokn wieon

TTvpetog

Acbua, dbemvola, cuptyuog

ZTOUAYIKES KOl EVTEPIKEG ATUPOYEG TTOL TEPIAAUPAVOVY PAEYHOVT TOV eEMTEPIKOD TOTYDUOTOG
TOV GTOUAYOV KOl TOV TTOXEOG EVIEPOV TTOL UTOPEL VO, TPOKAAEGEL TVPETO
I1I6vog kot €Akn 610 oTOUA

AvTiopacelg oto onueio g éveong (cvumepapfavouévng epudpdtntac, GKANPLVONG, TOVOL,
UOA®TO, KVIGUOV, LOVIIACHOTOG Kol £pefiooD)

AndAeo LoAAOY

E&GvOnpa Kot kvnopog Tov 0EpUATog

Avckolia otov Ovo

Katafiyn

AioOnon advvopiog

Koatéypato octov

Owpakikn duvcpopia

Oy ovyvéc ovembBountec evépyetec (umopel va ernpedoovy £mc 1 ota 100 droua):

Aolpwén Tov veppol



Kapkivol, copmepthopfovoprévon Tov KapKivow TOL SEPHOTOC KOt U KOPKIVOELDELG OYKOL 1|
eEoykopata, GOUTEPIAAUPOVOLEVOV TOV GTHIAMY TOV OEPLATOG

DAOKTOVEG TOV OEPUATOG

Yofapn Loipmén o 610 To cOpa (GNYyoLia), HEPIKEG POPEG CUUTEPIAAUPOVOUEVTG XOUUNANG
aptpoKng tieong (onmriky| kataminéio)

Yopioon (copumepthapfovopévng 6Tig TaAALES TV XEPIDV GG KOUT GTH TEALATA TOV TODV
G0G KOUN UE TN LOPOT] PAVKTOIV®Y TOV OEPIOTOC)

Xopuniog apfuog arponetormy

Zuvovacpoc yapnAoy aptfpod apomeToAimv, EpLOPOKLTTAPOV KOl AEVKOKVTTAP®V
Awtapayés Tov Bupeoedoic

AvEnon ota eninedo cakydpov 6To aipo

AvEnon ota enineda yoAnotepdAng 6To aipo

AwTapayéc 1coppomiog

AwTapayég g 0paong

DLeypovn tov 0eBaANOD (EmumepuKITION)

OpBaipikn arlepyio

AtoOnpo axavévieTou KapdaKo YTOToL

2TéVOoT) TOV dLoQOp®V ayYeimv TNV Kopdtd

®poppor oto aipa

EpvBpiaon

AvckotiotnTa

Xpovio pAEYUOVDOTG KOTAGTOGCT TV TVELUOVOV

IMoAwvdpodunon o&og

XoloMbioom

Hratucéc dotapayéc

Awotapoyéc Tov paoTol

Awotapoyéc eppunvov poong

Trdviec avemBountec evépyeiec (uropei va exnpedoovy £oc 1 ota 1.000 droua):

Amotuyio Tov LVEALOD TV 0GTOV GTNV TOPAY®YN KUTTAP®OV TOV GLOTOG

ZNHovTIKG PEtOHEVOS aplBdg AEVKOKVTTAP®Y

Aolpwén tov apbpdoemv 1 ToL 16100 YOPW ATO AVTEG

Kabvotepnuévn emodroon

DlLeypovi TOV AUOPOPOV OYYEIDV GE EGOTEPIKE OpyovaL

Agvyopio

Meldvapa (€vag TOTOG KOpKivoy Tov dEPUATOS)

Koapxivopo kottapov Merkel (évag tHmog kapkivov tov d€ppatoc)

Agtymvoeldeig avtidpacelg (KvnoUmoeg 0epUaTIKO e£AvON A KOKKIVOTOV-UOB XpOHOTOS 1)/Kot
VN UoTtoEdeig Aevkéc-yrpilec ypaupés otoug PAEVVOYOVOLC)

DoMdmdeg d€ppa TOL omoAemiLETON

AvT04v0ocEg dUTAPOYEG TTOV UTOPEL VO ETNPEACOVY TOVG TVEDILOVES, TO dEPLLOL KOL TOVG
AepEudEVES (EUQOVILOUEVEC TTIO GLYVE (OC COPKOEIdMOT)

[Tovog kat amoypoUaTICUOC GTA dAYTVAN XEPLOV 1 TOSIDV

Awotapoyéc g Yevomng

AwTopayéc 0vpodoyoL KHGTNG

Alotapoyéc TV veppav

DAeyHOVI TOV ALLOPOP®V OYYEIDV GTO dEPLLO GOG, TOV 00MYeL G€ eEAVON LA

Avembountec evépyelec TmV OTOIMV 1] GLYVOTNTO EIVOL U1 YVOOTN:

"Evag omdviog kopkivog Tov aiplotog mov ennpedlel Kupimg vEoug avlpdnovg (NTatosTANVIKO

Aépoopo and T-kotTapa)

Tapxopa Kaposi, puoa omdvia, popen Kapkivov mov oyetiletan pe Aoipwén and tov 16 tov
avBpomvov Epmmta tomov 8. To cdpkwpa Kaposi ppaviletor cuyvotepa e T Hopon
ToPPLPOV PAAPDV TOV déPOTOC.



o Emdeivoon piag mabnong mov ovoudletat depuatopnositida (1 oroia eKONAGVETAL ™G
€EAvON IO cLUVOSEVOUEVO OO PLTKT| o dLVaLLiaL).

Ava@opd avemOOunTOV EvePyELOV

Edv mapotnpfoete KAmoo avemBOUnT EVEPYELL, EVILEPDGTE TOV YIATPO, TOV POPLUOKOTOLO 1] TOV/TIV
VOGOKONO Gag. AVTO 1oYveL Kot Yio kéOe mbavr| avemBountr evépyela Tov dEV AVOPEPETOL GTO TOPOV
@OALO 0ONyLDV yprione. Mmopeite eniong va avapépete avemBounteg evépyeleg anevbeiag, pécw Tov
EBvikov Opyaviopotd @apudkmv, Mecoyeimv 284, GR-15562 Xoiapydc, ABiva, TnA: + 30 21
32040337, Iotdtonoc: http://www.eof. gr, http://www.Kkitrinikarta.gr. Méom g avoapopdic
avemBounToVv gvepyeldy pmopeite va Bondnoete 6T GLALOYN TEPLGGOTEPMY TANPOPOPLDY GYETIKA
HE TNV 0CQAAELL TOV TOPOVTOG PUPIAKOV.

5. I®g va purdccete To Simponi

o To @apuako 0vTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kol dgv TO POAvVOLY Ta
OO,

. Noa pun xpnoiponoleite avtd 10 QAPUOKO UETE TNV NUEpOUN Vi ANENG TOV AVOPEPETAL GTNV

gmonpavon kKot 6to Kouti petd ™ « AHEH». H nuepounvia Anéng eivan ) tehevtaio nuépa tov
VO, TTOL OVOQEPETOL EKEL.
. dvidcoete og yoyeio (2 °C-8 °C). Mnv KatayOyeTe.

. DoAGccETE TNV TPOYEUIGUEVT] GLGKELT] TOTTOL TTEVOC 6TO EMTEPIKO KOVTI Y10l VO TPOGTUTELETAL
oo TO POC.
. To @apuako avtd propei exiong va puiayel ektog Yoyeiov og Oepuokpacieg mg kot 25 °C yia

pio povo ypovikn mepiodo £wg 30 nuépeg, aAAG Oyl TEPAV TNG aPyIKNG NUepounviog ANEng Tov
glval TLTOUEVN TAV® 6TO KOLTL. Avaypdyte T véa nuepounvio ANEng otnv emtepikn
oLOKELOOIN, cLUTEPLOUPOVOIEVIC TG NUEPOC/ UNVa/EToug (O TtepLocOTEPO amd 30 nuépeg
HETE TNV apaipesT) TOV QOPUAKOL O TO YUYEI0). MNV eMGTPEPETE ALTO TO PAPHOKO GTO
yoyeio edv €xel etdoel og Oeppokpacio dmpatiov. AToppiyte 10 PAPUAKO AVTO €0V OeV EXEL
ypnoomon el péypt ™ véa nuepounvia Aéng n uéxpt v nuepounvia Aéne mov gival
TUTOUEVT] TAVE® GTO KOLTI, OVAAOYOQ L€ TO TTOL0L TTPOTYELTAL.

. M ¥pNGILOTOGETE QVTO TO PAPUAKO EAV TOPATNPNGETE OTL TO VYPO OEV EIVOL AYPOO TPOC
avoryto xitpvo, eivar Boro N mepiéyel E€va cmpatiota.
. Mnv metdite @ApULOKO GTO VEPD TNG ATOYETELGTC N OTA OIKLUKA amoppippata. Potmote tov

YTpd M TOV POPUAKOTOLO GOG YO TO TMG VO TETAEETE TO PAPLOKN TOV OEV YPNCLOTOIEITE T,
Avtd o pétpa Ba fondnicovv oty mpoctacio Tov TEPPAALOVTOG.

6. Iepreydpeva TS 6GLOKEVAGIOG KO AOLTTEG TANPOPOPIEg

T epréyel To Simponi
H dpaoctikn ovoia gival to golimumab. Mio tpoyepicpévn cuokevn tomov wévog 1 ml mepiéyet
100 mg golimumab.

Ta dAAa cvotatikd ivar copPirorn (E420), 16Tidivn, 16T18ivn vVOPOYA®PIKY LOVODIPIKT,
moAvcopPiko 80 (E433) kat 0dmp yia evéoua. [a nepiocdtepeg TANPOQOpieg OYETIKA LE TN
copPitorn (E420) kot to moAvcopPuco 80 (E433), Bréne [apdypoapo 2.

Epeavien tov Simponi Kot 7epieydpeva TG 6V6KeLUGIg

To Simponi dwotifeton mg EVESIHO SIGAVLN OE TPOYEUOUEVT CLGKELT] TOTTOV TEVHGS piag ypriong. To
Simponi givot d100€01110 08 GLOKEVAGIEG TOV TEPIEXOVV | TPOYELIGUEVT] GUGKELT] TOTTOL TTEVOG KOL OE
moAvcvokevaGiec Tov eplEyovy 3 (3 cvokevaocieg TG 1) TPOYEUGUEVEG GCLGKEVEC TOTTOL TTEVAG.
Mmropei va, v KoKAOPOpPOUV OAEG Ol GLOKEVAGIEC.

To didAvpa givar dtapaveg Tpog eAAPpdS 1Pdilov (€xet o Adpymn oo HopyapLtapt), AYPOLO TPog
avoLyTO KITPIVO Ko UITOPEl Vo TEPLEYEL LEPIKA LKPA USLOPav) ] AEVKA COUOTIOW TP®TEIVIG. M1V
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ypnoomoteite To Simponi £dv 1o dStdAvpa etval amoypwpaticpévo, Bodo M umopeite vo deite E&va
copaTidln péca 6 aVTo.

Karoyog Aderog Kvkhogopiag
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Béiyo

Hopockevaotiig
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
OMavdio

I'o omoladnmote TANPOPOPia. GYETIKE LUE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPAKAAEITTE VO
amevbuvleite oTov ToMIKO OvTITPOc®TO Tov Katoyov g Adstog Kukhogopiog:

E\rada

Janssen-Cilag ®oppokevtikn Movorpoécwnn A.E.B.E.
TmA: +30 210 80 90 000

To wapdv UAAO 00N YIOV Yp1oNs avaBepnOnke Yo TeELEVTAiO POpd Tov Llavovdpro 2026.

Aentopepn TANPOPOPLOKA GTOLXEIR Y10 TO TPOIOV 0WTO Elvar S10bEcIUA GTOV SIKTLOKO TOTO TOV
Evpomnaikod Opyaviopod @apudkmv: https://www.ema.europa.eu.
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OAHI'TEX XPHXHX

Edav emOvopeite va kévete povor cog tnv éveon pe Simponi, TPETEL Vo EKTOOEVTEITE OO EVay
emayyeApaTio VYOG Y10 VO TPOETOLUACETE PLid £VEST] KOL VO TNV KAVETE 6TOV €00T0 60g. Edv ogv
£YeTE EKTOLOEVTEL, TUPUKAALEICOE VO ETKOIVOVI|GETE IE TOV Y1O.TPO, TOV VOGOKONO 1] TOV
(POPLAKOTTOLO GUG YO VO TPOYPURNOTIGETE PLidk GLVAVTION EKTOIOEVOTC.

Y& oTéG TIC 00T YiEC:

1. [Ipogtoacia yio T ¥pon TG TPOYEUIGUEVIS GLGKEVTG TUTTOV TTEVOLG
2. Emioyn xon mpogtoipacio tg Bong éveong

3. "Eveon tov gappdkov

4, Metd v éveon

To mapaxdtm ddypappo (BA. ewova 1) delyvel Tdg LOALEL 1| TPOYEUIGUEVT] GUGKEDT TOTTOV TEVAG
«SmartJecty.

Mpdoivo MapaBup [Mpoeiéxov

MepiPAnpa o TpApa

AcgaAsiag MapakoA Kouptriou
ouBnong

Taivia
, Acgalei Ala@avig Huepopnvia
Nwpa ag KdAuppa ARgng

Ewova 1

IIpogTowpacio yia ) (PN6N TNS TPOYEULGUEVIS CVGKEVTG TOTOV TEVAG

. Mnv avokiveite TV TPOYEUIGUEVT] GUOKELT TOTOL TTEVOG OTTOLOONTOTE GTLYUN.

. Mnv aparpéoete T0 TOWO OO TNV TPOYEUIGUEVT] GUGKELT] TOTOL TEVOS TAPA LOVO AUECHOS TPLY
™V éveon.

. Mnv enavatomobeTGETE T0 TAOUO THG TPOYEUICUEVIIC GVOKEVNG TOTTOV TTEVOC EAV TO APALPECETE

TPOKEWEVOL VO amoPevyDel Adyiopa tng Perdvag.

ELéEYETE TOV 0PLORO TOV TPOYEPOUEVAOV GVOKEVAY TOHTOV TEVAG
EXéyEte Tig mpoyepiopéVEG cLOKEVEG TOTTOV TEVAG Yo va Pefatwbeite OTL

. 0 apOUdC TV TPOYEUICUEVOV CLGKELMY TUTOL TEVAG KO 1] TEPLEKTIKATNTA EIVOL CMOGTA
o Edv n d60on oag eivor 100 mg, O whpeTe pio TPOYEUIGUEVT) GUGKELT] TOTTOL TEVOS TOV
100 mg
o) Edv 1 06om cog givor 200 mg, Oa tapete 000 TPOYELUGUEVEC GUOKEVEG TOTTOV TEVAG TOV

100 mg kot Bo ypelacTeEl Vo KAVETE GTOV £0VTO Gag dV0 evéaelc. Emiééte drapopetikd
onueia yio avTéG TIG EVEGEIC KOl KAVETE TIG EVEGELS T Lo AUEC®G LETE TNV GAAY.

EiéyEre v npepopmvia Migng
e Eléyfre mv nuepopmvio MiEnG mov £ivon TURGUEVN 1| YPOLUEV GTO KOUTL.
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o EXéyEte v nuepoumvia ANéng (avapépetal g «AHEH») Tdvem oty mpoyesliclévn cuGKELT
THmov TéVaG.

. Mn ¥pNOOTOCETE TNV TPOYEUICUEVT] GUGKELT] TOTTOL TTEVOG EGV 1) Muepounvia AENG Exet
nepdoet. H tomopévn nuepounvio ANéng eiva n televtaio nuépa Tov unva Iov avapEPETaL
exel. [Tapakodeiche vo eTKOVOVAGETE e TOV YIATPO 1 TOV QOPLOKOTOIO GOG Yl fonbeta.

E)éyEre v Touvia aocpaieiog

. EXéyEte v Tauvio ac@oAeiog yOp® 00 TO IO TG TPOYEUIGHEVIC CLGKEVTG TOTTOV TEVOC.

. Mn xpNOCIUOTOWGETE TNV TPOYEUIGLEVT] GLGKELT] TOTOL TTEVAG €6V 1) Tovia ivan
kateoTpappévn. [opokaieiche va ETKOVOVIAGETE e TOV YIOTPO 1| TOV QAPUOKOTOL0 GOG.

Hepyévere 30 LenTd OGTE VO EMTPOTEL GTNV TPOYEUIGUEVT] GVOKEVT] TOTTOV TEVAG VO PTAGEL 6€

Oeppoxpacio dopatiov

o [ va dacparicete T VEST), APNOTE TNV TPOYEUIGUEVT] GLCKELT TOTTOL TEVOS VOL
mapopeivel og Beppokpacio dopotiov £ amd to Kouti yio 30 Aentd oe Béon v onoia dev
npooeyyilovv Ta TaldldL.

o Mn Oepuaivete TNV TPOYEUIGLEVT] GUOKELN TOTOL TEVOG UE OTTO10VONTTOTE GALO TPOTO (Yo
mapadeLypa, unv ™ Bepudvete e povpvo LKpokLUdTeV 1| o€ {eoTd vepod).
o Mnv a@apécete 10 TOUA TG TPOYEUCUEVIG GUGKEVTG TOTOL TTEVOS EVA TEPIUEVETE VO PTAGEL

o€ Oepuokpocio dopatiov.

Etowypdote Tov vorormo eEomiiopd cog

o Evd mepiuévete, pnopeite va T01udoeTe TOV VITOAOITO E0TAMGUO GOG, TOV TEPIAOUPAVEL EVOl
eniBepo aAoOANG, Eva koppdtt BapPdxt 1 yalo kot Evay TEPLEKTN Yo ATOpPIYT ALYUNpP®V
OVTIKELLEVQV.

EAéyEte To vYPO 6TNV TPOYEUIGUEVT] GLOKEDT] TUTOV TEVOG

o Kottdére péoa amd to mapdbuvpo mapakorovdnong yuo va Beforwbeite 11 to vYpd oY
TPOYELGUEVT] GUGKELT TOTOV TTEVAG EVOL SLAPOVES TTPOC EAAPPOC 1p1dilov (€xel pia Aduyn ca
HOPYapLTapt) Kot Gypmuo Tpog ovolytod kitpvo. To didAivpa pumopel vo ypnoponomOei v
TEPIEYEL LEPIKA LIKPE NUISIAPOVT 1 AEVKE COUATION TPMTEIVNG.

. Ba mapatnproete eniong pio puoaAida aépa, KATL TO 0moio ival PUGIOAOYIKO.

. Mn xpNOUOTOWCETE TNV TPOYEUICUEVT] GUGKELT] TOTTOL TEVAG GV TO VYPO EXEL GALO YPpOLA,
givar 0oLo M mepiéyel peyarvtepa compatiotn. Edv coufel avto, pridnote e tov yiotpd 1 tov
POPULOKOTOLO GOC.

2. Emloyn ko tpogTopacio g 0éong éveong (BA. ekova 2)

. Mmopeite vo KAVETE TNV £VECT] TOL PAPLAKOD GTO PTPOGTIVO LEPOG GTN LECT) TOV UNPOV.

. Mmopgite vo. ypNGILOTOMGETE TO GTOUMYL (KOTAA) KAT® amd TOoV apoid, eKTOG amd TV TEPLOYN
mov Ppioketon mepimov 5 cm axpiPmg KAT® 0md TOV aPAAD.

. Mnv kavete v €veon og meployég 6mov o déppa eivar evaicinto, LEAUVIGUEVO, KOKKLVO,
OOAMOMTO, GKANPO M EXEL OVAEG 1 PALYAOES.

. Edv amottovvtor moAhamAég evécelg yia pia yopnynon, ot evécelg Ba TpEmet va, xopnyovvIal og

duapopeTikég Béoelc Eveonc.
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Nepioyic Eveong

Ewova 2

A MHN «davete TV €veon 6ToV Ppayiova yio va amo@vyeTe T PAGPN TS TPOYEUIOUEVNC GUGKELNC
THOV MEVAG 1Y/KaL TOV AKOVGLO TPOVHOTIGHO.

[M\vvere Ta répro kon kaBapicte T Bfong éveong

[TAdvete ta ¥éplo 6og oYOAUCTIKG [LE Gamovvi Kot (EGTO VEPO.

KoBapiote m 0éom éveong pe éva emibepo olkoOANC.

Emutpéyte oto 6éppa va oteyvmaoel Tpv kdvete v éveor). Mnv aepilete | puadte v Kabopn
EPLOYN.

Mnyv ayyi&ete avty v meployn Eava Tpv KAVETE TNV £veon.

"Eveon Tov gappdkov

To ndpa dev Oa Tpémet vo aparpedel péypt va €loTe £TOUOL VO KAVETE TNV £VEGT] TOL QOPUAKOV.
To @apuakxo 0o Tpémel va evebei evtdg 5 Aemtdv Petd TV aQaipeoT TOV TOUOTOC.

Agarpéote To TONA (E1KOVA 3)

Orav glote étolot va KAveTe TNV €VEDT), OTPIYTE EAAPPDS TO IO Y10 VO OKIGETE TNV TOvVin
acpaireiog.
ATOHOKPOVETE TO TMOLLO. KO TETAETE TO LETA TNV EVECT] GUC.

Mnyv tomofeti|oeTe €K VEOL TO IO, ETELDN UTTOPEL VO KATOCTPEYEL TN OV péca otV
TPOYEUGUEVT] GLUGKEDT] TUTTOV TEVOLG.

Mn {pNCILOTOGETE TNV TPOYEUGUEVT] GUGKELT] TOTOV TEVOS EAV TECEL KATM YWPIG TO TOUO
va givar ot 0éom tov. Edv cvufel avto, tapakoreicde vo eMKOVOVNGETE € TOV YIATPO 1) TOV
(QOPHLOKOTOLO GOC.
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Ewodva 3

IMiéote TNV TpoyEMIOREVT] GVGKEDT] TOTOL TEVAG TAVE 670 déppa (PA. etkdves 4 kou S) ympig va
TOLUTIGETE TO OEPUAL.

Tpdoivo TepiPAnua
aopaksiog

Ewoéva 4
. Kpatiote v Tpoye o EVT] GUGKELT TOTTOV TEVAG UE GVEST] LE TO £Vl XEPL TAV® OT6 TO PITAE
Kovpumi.
o Bepaiwbeite 611 10 Tpdovo mepifinua aceareiog eivar otabepd Kot 660 To dSuvatdv o

eninedo Tavm oto dépua coc. Edv n mpoyepicpévn cuokeun Tomov tévog dev gival otabepn
KaTd T S1GPKELD TNG EVESTG, VITAPYEL KIVOLVOG KA TNG PEAOvaG.
. MHN towymdte 10 déppa Yol Vo 0moPUYETE GKOVGLO TPAVUOATICUO TPLTLATOC 0O T PEAOVaL.
. MHN ayyilete | mélete 10 pmhe KOLUTL EVA TOTODETEITE TNV TPOYEUGUEVT] GLGKEVT TOTOV
TEVOG OTO OEPLLOL GO,
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Ewova 5

o [Tiéote TO OVOIKTO AKPO TNG TPOYEUIGUEVTG CLGKEVTG TOTTOL TTEVAG GTOOEPAE TAV® GTO dEPLLAL,
o€ yovia 90 popav. Eeapuocte apketh mieon yio vo, GOPETE TO TPAGIVO TEPIPAN L0 AGPAAEing
TPOG T TAVE® KOl VOL TO SLOTNPOETE PHEGA GTO JPavES KdAvppa. Movo 1o evpitepo TUNA
TOV TPAGIVOL TTEPIPANUOTOS AGPUAELNG TAPOUEVEL EE® OO TO S10PAVES KAAV L.

o MHN miélete 10 pmhe Kovpmi p€ypt va oMcoOnoet to TepifAnpo ac@areiog HECOH GTO SPAVES
kéAoppo. To TNy Tov UTAe KOLUTION TPV AT TO AT TOL TEPIPANLOTOC UCPUAEING
uropel va 0dnyNoetl oe PAGPN g TéEvoc.

. Kdvte v éveon yopig va Tolumnoete 1o dépual.

IIiéote To Kovpmi yvo vo Kavete TNV éveon (PA. elkoveg 6 kKo 7)

MéoTe T0

KOUpTTi @
0w

Ewova 6 Ewova 7

. Yuveyiote vo TElETE TNV TPOYEUIGUEVT] GLOKELT TOTOL TEVOC TAV® GTO SEPU GOGC.
Xp1No1poTou|6TE TO GAAO GOG YEPL Y10 VO TIEGETE TO AVOYMOUEVO HEPOS TOV PITAE KOVUTLOV
v vo EEKvIoeTe TV €veoT| Gag. Mnv miEleTe TO KOVUTL EKTOG €AV 1 TPOYEUICUEVT] GLOKEVLT
TOmov mévag MECETOL 6TO dEPRA 60G KOl TO TEPIPANUA aopareing olMabaivel 6To dlopavEg

KéAvppOL.

. Mol méoete To kKovumi, Oa Tapopeivel TaTNUEVO, ETOUEVAC eV XPELALETAL VO GLUVEYICETE VO
aokeite mieomn o€ awTod.

o Edv to xovpni paivetar Svokoro va moatnOet, unv mélete to kKooumi mo dvvatd. AQNHoTe 10

KOUUTT, AVOOT|KMOTE TNV TPOYEUOUEVT] GLGKEDT] TOTTOVL TEVAS Kal Eekiviote Eava. Befoiwbeite
0T1 dev aoKeitol Tieon oTo Kovpumi £mg 6Tov To TPACIVO TTEPIPAN LA acPaieiog matnOel TANPOC
VO GTO OEPLLA KL GTN] CLVEXELD, TTOTNOTE TO AVOYMUEVO LEPOG TOL KOVUTLOD.

o @0 aKOVOETE £VO, SUVATO KKAK» - PNV V|GV GETE. To TPMTO «KKAUK» onuaivel 6TL 1 Berdva
€xel erooyBet kan 1 éveon €xel Eekvnoel. Mropel va cucBavOeite 1 va pnv aicBovoeite
Tolumpa omd BEAOVA VT TN YPOVIKT GTIYUN.

MnV VOGN KAOGETE TNV TPOYEULGUEVT] GVGKEDVT] TUTOV TEVOS 0T0 TO dEppa cac. Edv

OTTORLOKPOVETE TNV TPOYEULIGUEVT] GUGKEVT] TOTOV TEVUS 00 TO OEPUO GUC, LTOPEL VO U1V TAPETE
™V AP 0601 TOL PuppdKov.
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YoveyioTe vo KPOTATE PEYPL TO OEVTEPO «KMK» (PA. ekdva 8), avTd cvviiBmG Taipver Tepimov
3-6 devtepldrenta, adhd pmwopei va wapel péypr 15 dgvtepdienta péYpL va aKOVGETE TO OEVTEPO
CKMK».

4.

Ewova 8

YoveyioTe Vo KPUTATE TNV TPOYERIGUEVI] GUOKELT] TUTOV TEVHS TAVE OTO OEPUA 6o PEYPL
Vo AKOVGETE £V OEVTEPO KKAMK» (TTOV VTTOOEIKVVEL OTL 1] évEST £)E1 TEAEL®DOEL KO 1) Peldva
EYEL EMOTPEYEL GTNV TPOYEULGUEVT] GVOKEVT] TOTTOV TEVAG).

AVOoNK®OGTE TNV TPOYEMGUEVT GLOKELT TOTTOV TEVaG and TN Béom Eveong.

Inueioon: Edv dev akovoete 10 de0TEpO «KAk», Tepyuévete 15 devtepdienta amd T oTLyun
7oV 00, TTNOETE TPMTO, TO KOVWTL KO, GTI GUVEYELD, OVACNKDGTE TOV OTOLOTO EYYVTHPO. OO
) Béom éveong.

Metd v éveon

Xpnowonoujote évo koppdtt pappaxt | o yalo

Mmropel va vTapyEL PIKPT TOGOTNTA CipLaTog 1] vYPOoL otr B€om éveong. AvTo gival PLGIOAOYIKO.
Mmnopeite vo méoete Eva koppdtt BapPdit ) o yala méve amd ) 6on Eveong yuo

10 devtepdrenta.

Mmropeite va koAoyete T Béom Eveong pe Evav [Kpo avToKOAANTO eMidECHO, AV YpeldleTar.
Mnv 1pifete to déppa cag.

E)éyEre To mapdBupo - n kitpivn évoaitn emPepardver ) cooti yopiynon (Bi. ewova 9)

H «itpwvn évdeién ocvvdéetan pe to EUPolo TG TPOYEMGUEVNG CLGKEVTG TUTOV TEvaG. Edv 1
Kitpivn évoelén dev gpeaviletor 6to Topabupo, to EUPoro dev Exel petakivnoel EToprdS KoL M
éveon dev €xel mpayuoaromomOei.

H «itpivn évdei&n Oa kaAdyel mepimov o piod mapdbupo mapakorovOnong. Avto sival
OLGLOA0YIKO.

MUMGTE UE TOV Y10TPO 1 TOV QUPLOKOTOI0 GOG GV 1| KiTpvn £vOelEn dev gival opatr] 6T
mapdBupo N edv vroylaleote 6T umopel va unv £xete Aapet pio mAnpn d6or. Mnv yopnynoete
pio 6g0TEPN 0OGT YWPIC VO LUANGETE UE TOV YIUTPO GO,

77
1

Kitpivn
‘Evbaign

Ewova 9
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Amnoppiyte TNV TPOyEopnéVY] 6u6KeVY] TOTTOL TTévag (BA. eikéva 10)

. TomoBetnoTE AUEGMG TNV GLGKELT] TOTOL TTEVOG GOG OE £VAV TEPLEKTN YL ATOPPLYT ALYUNPDV
avTikelpnévav. Befaiwbeite 6t1 Oa amoppiyete Tov KAd0 cOUP®VA UE TIg 00NYieg TOV YoTpoD 1
TOL VOGOKOWOV GaG OTAV 0 TEPIEKTNG YEUIOEL.

Edv vimBete 6T kKatL mye AdBog pe v éveon 1| edv €xete apgiPoriec, LAnote pe tov yurpd 1 Tov
(QOPLOKOTOLO GOC.

BIOHAZARD

Ewova 10
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