@VYAro ooV piong: IIAnpogopics yra Tov yprjot

Simponi 50 mg gvéoipo d1GAvN0 6 TPOYEMIGREVT] GVGKELT] TOUTTOV TTEVOG
golimumab

AP aoTE TPOGEKTIKA OLOKANPO TO QVAAO 0ONYLAOV YP1ONGS TPOTOV UPYIGETE VO, YPIGLUOTTOLEITE

avTo TO PAPROKO, HLOTL TEPIAUPPAVEL CIUAVTIKEG TANPOPOPIES VIO CUG.

- doraEte avto To EOALO 0N YDV ¥prone. Towg ypelactel va to dofdcete Eava.

- Edv éxete mepartépw amopieg, p@TNOTE TOV Y10TPO, TOV PAPLOKOTOLO 1} TOV VOGOKOLO GOLC.

- H ocvvtayn yt' avtd to edppako yopnynonke onokAEISTIKA Y10 60C. Aev TPEMEL Vo SDGETE TO
@apuroko og GArovg. Mmopel va Toug TpokaAéael BAAPN, akoOpa Kot OTav To, oMUElR TNG
acBéveldc Toug ivor 010, e ToL O1Kd oag.

- Edv mopatnpnoete kamoto avemiBOuntm evEpPYELn, EVIUEPDGTE TOV YLOTPO, TOV PAPUOKOTOL0 1)
TOV VOGOKOUO G0G. ALTO 1oy0eL Kot Yo KaBe mhavn avemBOUNTN eVEPYELD TTOV JEV OVOPEPETOL
670 TOPOV GUALO 0dNYIDV ¥pNong. BAére mopdypago 4.

O ywpdc oag Ba oag dmoet eniong pio Kdpta YrevBopiong Asbevovg, | onola mepiéyet onpavtikég
TANPOQOPIEC AoPULELNG TTOV TTPETEL VO YVOPILETE TPV Kot KaTd TN didpKela TG Oepomeiog pe
Simponi.

T Tepréyer 1o mTapév AL 00N LAV

T etvo To Simponi kai oo ivat 1 ¥p1HoT TOL

T mpénet va yvopilete mpv ypnoiomomoete to Simponi
[log va ypnoytomrocete To Simponi

[MBovég avemBOuntec evépyeteg

Ig va puidooete To Simponi

[Tepreydueva g cLoKEVOGING Kol AOUTES TATPOPOPIES

A

1. T eivar To Simponi ko o givan ) yp1jon TOL
To Simponi wepiéyel T dPOaCTIKN ovGio Tov ovoudletal golimumab.

To Simponi avrkel o€ pio opdda eappakov mov ovopdioviol «amokAelotég tov TNFy.

Xprnoponoteitol 6€ eviAMKEG Yo T Ogpaneio 1oV 0kOAoLOOY PAEYUOVOODOV VOCWV:

. Pevpatogidng apbpitida

. Yoplaocikn opbpitida

. A&ovikn omovdvAoapBpitida, copmephapBavorévng TS oy KLAOTOMTIKYG GOVOLATIONG Kot
g a&ovikng omovovioapBpitidac ympig aKTIVOLOYIKE EVPTUATO

o EAx®dng koitida

g ool nAKiog 2 €TV Kot v, To Simponi ypnoomoleitot yio T Bepameio TG ToALOPOPIKNG
VEVIKNG 1010mafovg apbpitidag.

To Simponi 6pa amokAgiovtog tn dpdon piog Tp®TEIVIE TOv OVOUALETAL «TTAPAYOVTOS VEKPWOOTC TOV
oykov dipo» (TNF-a). Avti 1 TpoTeivn eUTAEKETAL GE PAEYUOVMIEIS SL0SIKAGIES TOV GMUOTOG KoL O
ATOKAEIGHOG TNG UTOPEL VO LELDCEL T PAEYLOVT] GTO GO GOC.

Psopatociong aplpitidn

H pevpatoeiong apbpitida eivoar pio pAeypovadng vocog tov apbpmcemv. Edv xete evepyn
pevpatoeldn apbpitida Oa cog dobovv mpdta dAla pappoka. Edv dev avtamokpifeite apketd Kold o
aVTA TO EAPUOK, EVOEXETAL VO, GOC YopnyNOel Simponi To onoio O whpete 6 GLUVOVAGUO pE Eva
dALo pappoko mov ovopdletor peBotpegdtn Yo va

. Mewncet ta onpeio Kot 10 GUURTOUATA THS VOGOV GOC.

. EmBpaddver v epopavion Prapadv oto 06Td Kot 6T1S opfphoels 6o,

. Beltiboel tn copotikni cog Asttovpyia.



Yoproowun apbpitioa

H yoploocwn apbpitida sivar pio pAeypovmong vocog temv apbpdoemv, cuvinBmg cuvodevdevn amd
yopiaor, pio pAeypovadn vocso tov dépuatog. Edv £xete evepyn yoplacikni apbpitida Oa cog 60000v
TPpOTO GALe Pappoka. Edv dev avtamokpifeite apketd KaAd 6 dVTA TO PAPLOKCL, EVOEYETOL VO GOG
yopnynOel Simponi yo vai:

. Mewnoet ta onpeio Kot 10 GUURTOUATA THS VOGOV GOLG.
o EmBpadiover t AN oto 06Td Kot 6T1G apBpdCELS GOC.
. BeAltiwoel ) copatikn cag Asttovpyia.

AYKOAOTTOMTIKY] OTTOVOVAITIOON KOL AEOVIKY] 6TTOVIVLOAPOPITION YMPIS KTIVOLOYIKE EVPIRATA

H ayxviomomtiky 6mwovovAitido, kot 1 a&ovikr 6TovovAoapdpitida ympic OKTIVOAOYIKE EVPTLLOTOL
glvar AeYLOVADOELG VOGOL TG GTTOVOVAIKNG 6TNANG. Edv €xete aykvlomomntikny omovovAiTidn 1
a&ovikn| omovévioapBpitida yopic aktivoroykd gvpruata, Ba cog 608ovv Tpdta dAAa papuaka. Edv
dev avtomokpifeite apkeTd KaAd o€ AVTA TO PAPUHOKD, EVOEXETOL VA GOG YoprynOetl Simponi yia voi:

. Mewwoet to onpleio Kot T0 GUUTTOHATO TG VOGOV GOC.
. Beltidoel tn copotikni cog Asttovpyia.
EAx®ong kohiTioa

H eAx®dong koritida givar pa pAeypovdong vocog tov eviépov. Edv €yete elkddn koAitida, o cog
80000V TpdTa dAha appaka. Edv dev avtamoxpifeite apretd kodd o avtd To pappaka, 0o cog
yopnynOel Simponi ywo T Oepameio g vécov cag.

IMolvapBpuxi) veaviki) 100madc apdpitidoa

H molvapBpikn veavikn 1dtoradng apbpitida ivar pio pAEYUOVOOING VOGOG OV TPOKAAEL TOVO Kot
apn&o otig apBpaoelg oe moudid. Edv éxete molvapBpikn veavikn wromadn apbpitida, Oa cog
d0000v Tpdta dAha pdppaka. Edv dev avtamoxpifeite apketd Kodd og owtd ta pappoka, Oa cog
d00¢eil Simponi 6g cuvdvacuo pe pebotpe€drtn yuo ) Oepaneia g vocov.

2. Tvrpéner va yvopilete Tpiv (pnolponomcete 7o Simponi

Mnyv ypnoipononjcete To Simponi

. Xe mepintwon aliepyiag (vtepevatcbnoiog) oto golimumab 1) 6e omolodnmote dAlo and Ta
GLGTATIKA OLTOV TOV PappdKov (avapépovtar oty [Hapdypaeo 6).

. Xe mepintwon mov &yete upotioon (TB) N kdmow GAAN coPapr Aoipwén.

. e mepinton mov £eTe PETPLA 1] GoPapn KapSloKY avETAPKELX.

Edv dev eicbe BEParot av KAmolo amd To Tapamdve Xl EPUPLOYT GE EGAS, LUANCTE LE TOV YLUTPO, TOV
POPLOKOTOLd 1] TOV VOGOKOO GOG TPV VO YPNCLLOTONGETE TO Simponi.

IIposgidomou|oelg Ko TPOPLAGEELS
Amevbuvbeite ooV Y1aTpO, TOV QOPUAKOTOL) 1] TOV VOGOKOUO GOG TPOTOV YPNGLLOTOGETE TO
Simponi.

Aopdéelg

Evnuepaote apéome tov yotpd cag e6v €XeTe 10N 1 0V OTOKTHGETE KATOL0 CUUTTOUATO AOTH®ENG,

KaTd TN Odpketa 1 petd  Bepamneio cag pe Simponi. Ta cupnTdUATO TNG AOTHOENG TEPIAAUBAVOLY

TLPETO, P10, SOVGTVOLNL, YPUITMOIN GUUTTOUATO, S1APPOLa, TANYEC, 000VTIKG TPoPANaTe 1} Eva

aicOnua kadoov KT TNV OVPNOT).

o Mmnopei va tpocBdilecte and LoUOEELG O EDKOAN EVA YPNOUOTTOLEITE TO Simponi.

o Ot hopméelg pmopet va e&glryBolv o ypiyopa Kot propei va givan o coPapéc. EmmAiéov,
KAmoleC TPOM YOO EVES AOIUMEEIC UTopEl va eTaveUPavicOovy.



Douotiowon (TB)

Evnuepoote apéome tov yotpd oag dv eppavicfodv countdpata TB kotd ) dibpkeia 1 petd

1 Ogpaneia coc. Ta copntopata g TB neptlapfavovy erxipovo Prya, armieio Bapovg,

KOVPUGT), TUPETO T VUYTEPIVOLG LOPDTEG,.

o [Teputtwoeig TB éxovv avapepbei o acbeveic mov Ehafav Bepaneia pe Simponi kal, €
OTAVIEG TEPIMTMOGELS, OKOLO Kol 6 0oBgveic Tov Exovv Adfet Bepameia pe pdppoka yio
TB. O yuwtpdg cag 0a cog e€etdoset yio va dgt v Exete TB. O ywatpdc cog Oa
Kataypayel avtég Tic e€etdoeic otnv Kdpta YrevOouiong AcBevoic.

o Eivar moAh onpavticd vo evnuepmaoete Tov yotpo cog eav glyate moté TB, 1 edv &xete
épbel og oTEVN EMAPN LE KATOoloV TTov giye N Exel TB.
o Edv o yiatpdc oag arcBdveton 6T fpickecte og kivovvo yio TB, pmopei va AdPete

Oepamneia pe papuaxa yio TB mpiv Eekiviioete va ypnoponoteite To Simponi.

1o¢ ¢ nrarinidas B (HBYV)

. Evnuepdote tov yiotpd cag edv elobe popéoag 1 dv Exete N elyate mot€ HBV mpv cag
do0ei Simponi.

. Evnuepaote tov ylotpd cog eGv moteveTe 0Tl umopel va Ppickeote o€ kivouvo va
npocPAnbdeite and HBV.

. O yiatpdc oag Oa mpénet va cag e&etdoet Yo TB.

. ®¢pomeio pe amoxielotég Tov TNF 6mwe to Simponi uropei va 0dnyNnoel o€

enavevepyonoinomn tov HBV og acBeveic mov givan popeig avtov tov 100, 10 onoio o€
OPIOUEVEG TEPIMTMOGELG UTOPEL Vo lvar ameinTiko yio T Con.

AmmOnrikég poxnriaoikés Aowawleis

Edv éyete (noel ) talldéyel o€ KATOL0 TEPLOYT| OOV AOUMEELS TOV TPOKAUAOVVTOL OO
GUYKEKPLUEVOLE TOTTOVG LVKNTMOV, Ol OTTOI0L UTOPOVV VO EMNPEAGOVY TOVG TVEDLOVEG 1 AL
pépn tov cdUaToS (0VORALoVTal IGTOTAAGUMGT), KOKKIS10EWopvKNTioon, 1 PAactopvkntioon),
glvan GuYVES, EVNUEPMOTE AUESMG TOV Y1UTPO GOC. POTHOTE TOV Y10TpO GO G TEPIMTMOT TOL
dev yvopilete €v 00TEG OL LUKNTIOOIKEG AOUMEELS EIVAL GUYVEG GTIV TEPLOYN OTNV OToin
Ooate N taSdéyare.

Kapxkivoc ko ASpomuo

Evnuepaote tov y10tpd cag edv £xete ToTE dtoryvmobel yio Aépoopa (évav tHmo kapkivov tov
aiplaTog) 1| 0OTO10dNTOTE AALO KAPKIVO TPV VO YPNCILOTOMGETE TO Simponi.

Edv ypnowomnoteite Simponi 1} dAlovg amokAelotég tov TNF, umopei va avénbei o kivévvog yia
™V avamtuén AepeOUaToC 1 KAmo1ov dALOL KopKivov.

Acbeveic pe cofopn peopatogldn apbpitida Kot GAAeg PAEYLOVOIEIS VOGOUG, Ol OTToioL Elyay 1
vOGO Yo HeYAo ypovikd dtdotnua, uropel va, fpickovtal 6€ pHeyaAdtepo Kivouvo amnd Tov UEGo
OpO VO AVOTTOEOVY AEUPOUAL.

Ymnpéov meplotatikd Kopkivav, copmeptAapufovouévav acuvndictoy TOnov, 6e Toidld Kot
epnPoug acbeveig mov erdpPovay amoxieiotég Tov TNF, ta omoia opiopéveg popég odnyncav
o€ Bavaro.

Y€ OTAVIEC TEPIMTAOOELS, £VAG CLYKEKPIUEVOS Kal GOPapdC TOTOC AEUPDUATOG, TOV OVOUALETOL
Hrotoomnviko Aépoopa and T-kotrapa, £xel tapatnpndel oe acbeveig mov Aaufavayv dAlovg
amoxielotég Tov TNF. Ot meprocdtepot amd avtodg toug acheveic Toav épnpot 1 veapoi
EVIAIKEC Avdpec. Avtdg 0 TOTOG Kapkivov VOGS £xel 00Ny oEL 68 BdvaTto. Xyeddv 6Aot owtoi
ol acbeveig eiyav Adfet emiong pdppoko yvootd o alabstonpivn 1| 6-uepKanTomovpivn.
Evnuepoote tov yuatpd cag edv maipvete alabeionpivn i 6-pepkamtomovpivny pali pe to
Simponi.

AocBeveic pe coPfopd emipovo aobua, ypovia aroppaktiky] Tvevpovorddeia (XAII), 1) mov eivon
Bapeig kamvioTtég pmopel va fpickoviol og avénpévo kivouvo yia Kapkivo pe ) Bepoameio Tov
Simponi. Edv éyete coPapd emipovo dobua, XAl 1 elcBe Bapig kamviotg, Oa npénel va
ovlnmoete pe Tov yurpd oag eav 1 Oepameia pe Evav anokieiot tov TNF eivon katdAinin
YL €666,



o Opiopévor acBeveig mov rafav Oepaneia pe golimumab £yovv avantuéel cuykekpluéva €10M
Kapkivov Tov déppotoc. Edv vdpEouy omolesdmote aAlayEC 6TV ELPAVIOT) TOV OEPIATOG M)
O10YKADGELS 6TO 0P KOTA TN O1dpKela 1} LeTd TN Bepameio, EVUEPDOTE TOV Y1ATPO GOC.

Kapduoxn avembpkeia

Evnuepdote apéomc tov ylotpod oag dv £xete vEa 1 EMOEIVOVLEVO GUUTTAOLOTO KAPOOUKNG
ovendpkelog. To COLTTOUOTO TG KAPILOKNG AVETAPKELNG TEPIAULPAVOLY dvoTTvola 1| TPHEO oTo
oo GOC.

o Néa 1 emdevobeico cuuEopNTIKY KapSLoKT| avemdpkela el avapephel e amokAeIoTEG TOV
TNF, cvunepiropfavopévon tov Simponi. Mepukol amd avtovg Toug acdeveis anefiwcay.
o Edv &yete nma kapdrokn avendpketo kot Aapfdvete Oepaneio pe Simponi, Tpénet va

nmapakolovdeiote oTEVE 0 TOV Y10TPO GOC.

NO6c60g ToV VEVPLKOD GLGTNUATOG

Evnuepoote apéomc tov yotpo oag edv £yete moté dloyvmodel pe 1| EXETE AVOTTOEEL GUUTTMOTOL
OUTOUVEAMVOTIKNG VOGOL OT®G GKANPLVGT KoTd TAdKkag. To cupntodpata propel va meptiopfdavoovy
oAhayég otV 6pacn 0ag, adVVANIN GTO XEPLN GOC KO GTO TOSL0 GOG 1] LOVIIOGHO 1] LOPUNYKIOGHO GE
omotodnTote onueio tov codpatdg cag. O yiatpdc cag Ba amopacicel edv mpémel va AdPete 10
Simponi.

Xepovpywée emepuPdoeic n odoviiaTpkéc TpdEelc

. MuoTe Pe ToV Y1aTPO GOg £V TPOKELTOL VO, KAVETE OTOIEGONTOTE YEPOVPYIKEG EMEUPACEIC 1)
000VTIOTPIKEG TPAEELC.
. Evnuepdote 1oV ye1povpyod Gag 1) Tov 000VTIOTPO OV ekTeAEl TV enépfoon 6Tt AauPdvete

Oepaneio pe Simponi deiyvovtdg tovg v Kdpta YrevBouiong AcBevoic.

Avtodvoon vocog

Evnuepdote tov ylotpd 6og GV ovamTtOEETE GUUTTOUATA [iog VOGOL Tov ovopdletatl Avkoc. Ta

cuUTTONOTE TEPLOUPAVOLY eiplovo e£avOnua, TUPETO, TOVO OTIC 0PHPMCEIS Kol KOVPOOT).

o e omavieC TEPIMTAOOELS, AvOpwmol Tov Elafav Bepaneia pe amokAelotég tov TNF avértu&av
A0Ko.

Nobcog tov aipatog

€ 0pIoUEVOVG OODEVEIG TO OO UTOPEL VO NV TTAPAYEL OPKETE 0O TO KOTTAPO TOV OULLOTOG TTOV
BonBovv 1o G GaG VA, KOTATOAEUA TIG AOMOEELS ) 6ag BonBovv va otapatd 1 opoppayia. Eqv
avamTOEETE TUPETO TTOV OEV TEPTEL, LEAAVIALETE 1] ALOPPAYEITE TOAD EVKOAN 1 POIVESTE TOAD YA®LLOL,
EMKOWVOVNOTE AUECHOG E TOV Y10TpO 6aG. O y1atpds cag Umopel vo amo@acicel Vo, GTAUOTIGEL TN
Oepameia.

Edwv dev eiofe BéParot av KAmol0 amd To TOPUTAVD EYEL EPUPLOYT OE EGAC, LANGTE LE TOV YLOTPO 1)
TOV QOPLOKOTOLO GOG TPLY VO YPTCLUOTOGETE TO Simponi.

Eufolocuoti

MuoTe pe ToV Y1aTpO GOg 0V KAVOTE, 1| TPOKELTAL VO KAVETE UPOALO.

o Agv Ba mpénel va kdvete opropéva (Covtava) epuPforta eva ypnoiuonolgite To Simponi.

o Opiopévor epPoriocuol propei va mpokorécovy Aopméels. Eqv Aapate Simponi evd fcactay
£YKV0g, 10 Lopd cog pmopel va, fploketal o LEYAAVTEPO KIVOLVO Y10 ELPAVIOT AOTUOENC, £1¢
Ko wepinmov €61 unveg Petd v tehevtaia 6601 mov Adfate Katd tnv eykopocivn cag. Eival
OMNUOVTIKO VO EVIUEPMGETE TOVG YLOTPOVS, KAOMG KOl OTO0VGONTOTE GAAOVG EMOyYEAUATIEG
VYelag, TOL HEOPOV GO GYETIKA LE TN ¥PpNHon Simponi TOV KAVATE, OVTMG MOTE VO UTOPOLY VO,
AmoPOCicoVY TOTE TO LOPO oag TPEMEL VO AAPEL 00100 TOTE EUPOALO.

MUMGTE UE TOV Y1UTPO TOV TS0V GOG GYETIKG e TOVE EUPoilacovg yia to Toudi oag. Edv sivor
€Q1KTO, Oo TpéMeL va Exovv Tparypatonombel oto mandi cog 6Aot ot amapaitnTol epPoracol Tpw
YPTOLOTOGEL TO Simponi.



BepomevTiKoi HOAVGUATIKOT TOPAYOVTES

Muote pe Tov ylatpo oag edv £xete AaPel mpdoeata 1 £xEl TPOYPUUUOTIOTEL va, AdPete Bepomeia pe
évav BepamenTikd poAvopoTikd Tapdyova (6nwg evotdroén fakiiiov Calmette-Guérin (BCG) mov
TpaypaTomoleitan yio tn Oepameio Tov KapKivov).

Al\epyicéc ovTIOpaoELg

Evnuepdote Tov y1o1pd 060G ApECMG EAV EPPAVIGETE CUUTTOUATO CAAEPYIKNG OVTIOPAOTG LETA TN
Oepancio cog pe To Simponi. To copmtdpoTa piog oAAePYIKIC avTidpaong uropet va teptlapupdvooy
SOYK®OGN TOL TPOGMTOL, TOV YEIADV, TOV GTOUATOC 1] TOL AQLLOD TOL UITOPEL VO TPOKAAECEL
dvoKoAia oTNV KATATOoT 1 TNV avamvon, e£avOnua dEpLATOC, KVISmOoT], S10YKMGCT TOV YEPIDV, TV
OOV 1 TOV UGTPAYAA®V.

. Opiopéveg amd avTég TIC avTOPAcels pmopel va eivol GoPapég 1, OTavVIa, OTEANTIKEG Yo TN
Com.

. Op1opéveg amd oVTEG TIC OVTIOPAGELC EUGAUVICTNKOV UETE TNV TPDTN XOPNyNon Tov Simponi.

Hoowa

To Simponi dgv GLVIGTATOL Y10 TALOLE KAT® TV 2 €TOV e ToAapOpIKn veovikn Wtoradn apbpitida
yuoti dgv éxetl peken el oe av TV TV Opada.

Alha @éppoxe kot Simponi

. Evnuepaote tov ylorpd 1 Tov QopLoKoTold Gog AV XPNCLLOTOLELTE, £XETE TPOSPATO
YPTCULOTOGEL ] LWITOPEL VO, YPTCLUOTOINGETE AAAL PAPOKA, GUUTEPIAAUPAVOUEVODY
0TO1OVONTOTE GAA®V PapUAK®V Yia T Bepaneia TG pevuatogdovs apbpitidag, g
moALaPOpIKNg veaviKig Womaboig apbpitidag, g wwplacikng apbpitidag, g
QYKLAOTOMTIKNG OTOVOVAITIONG, TNG 0EOVIKNG GTToVOLA0OPOPITIdNG Y®mPIg OKTIVOAOYIKA
EVPNLLOTA 1) TNG EAKMDOOVG KOATIONG.

o Agv Qo mpénel va, ThpeTe TO Simponi e PAPUOKO TOL TEPLEYOLV TN SPACTIKT OVGIN avaKivpa 1)
afotacéntn. Avtd Ta PApLOKa XPNCLLOTOIOVVTOL Vi TN Bgpaneio. pELUOTOEDY VOGMOV.

o Evnuepaote tov yuotpd 1) Tov popuokomold cag eqv Toipvete GALN QApLOKA TOV EXNPEAlovV
TO OVOGOTOUTIKO GOG GUGTILOL.

. Agv Ba mpénet va AapPavete opiopéva (Covtavd) epPforia evd ypnotponoteite To Simponi.

Edwv dev elobe BéPatot av kdmolo amd Ta maponave £xEL EPOUPLOYY| GE GG, IMANGTE [E TOV Y1IOTpd 1)
TOV QOPUOKOTOLO GOG TPV VO, YPTGLUOTOOETE TO Simponi.

Kinon ko Oniaopog

MunoTe LE ToV Y10TPO GOG TPV YPNCLOTOMGETE TO Simponi 4v:

. Elote éyxvog 1 oyedidlete va petvete £ykvog evd ypnotponoteite to Simponi. Yapyovv
TEPLOPICUEVES TANPOPOPIEC TYETIKA LE TIG EMOPAGELG AVTOD TOL PAPUAKOV OTIG EYKVES
yovaikes. Eqv Aopfavere Oepaneio pe Simponi, Oa mpénel va ano@iyete vo peivete €ykvog
YPNOLUOTOIDVTOG EXAPKN AVTIGCVAANYT KaTd T SdpKela g Bepaneiog oog Kot yio
TOVAGYIGTOV 6 UNVEG LETA TNV TeEAEVTOiR £veon e Simponi. To Simponi wpémel va
YPTCLLOTOLEITAL KATA TN OLAPKELY TNG EYKLLOGVVNG LOVO €AV EIVOL CAPDC OTOPALITITO Y10 EGAC.

. [pw Eexivnoete tov Onhacpo, n televtaio Bepameio cog pe Simponi Tpémel va NTav
TovAdytotov 6 unveg Tpwv. llpénel va otapatioete Tov ONAacud edv Tpdkeltol vo, oog
xopnynOel Simponi.

. Edv Aapate Simponi koatd tn ddpkela TG EYKVUOGHVIE GOG, TO LmPO cag UTopel va BpiokeTal

o€ HEYAADTEPO KIVOLVO Y10 eppavion Aoipméng. Eivar onpavtikd va evnuepmoete Tovg
Y10TPOVG, KABMDE KOl 0OTO10VGINTOTE AAAOVLG EMAYYEAUATIEC VYELOG, TOL LOPOV GO CYETIKE JLE
™ ypnon Simponi 7oV Kévate, TPOTOV TO HOPO cog AdPel 0mo10dNToTE EUPOALO (Yia
TEPLOCOTEPEG TANPOPOPIES PA. TOPAYPOAPO GYETIKA LE TOVG EUPOAAGHOVC).
Edv eicBe £yxvog 1) Onhalete, vouilete 0T umopel va giche £ykvog N oyxedialete vo amokTNoeTE TOLdI,
{nthote T GLUPBOVAN TOL YIATPOV 1| TOV PUPLOKOTOLOD GG TPOTOV TAPETE AVTO TO PAPLOKO.



Oonynon ko EPLoROS Py avnpdTmv

To Simponi €yet pukpn enidpact otV IKavOTTa oG va odnyeite Kot va yepileote epyaieio N
unyoavée. Mmopel motd660 va eppavictet {dAn petd  Aqyn tov Simponi. Edv cuppel avto, punv
001 YNGETE 1] YPNOYLOTOMGETE OTOLUONTOTE EPYOAELD 1] UIYOVEGS.

To Simponi wepréyer Aatel kon coppfrrorn

EvoicOnoia oto Adtes

"Eva pépog tng mpoyeuGHEVINC GVOKEVTG TOTTOV TTEVOC, TO KAAVLL TNG BEAOVNG, TEPLEyeEL AdTEE.
Emre1om 1o Adteé pnopel va tpokarécel 6oPapéc oAAePYIKES AVTIOPACELS, LIANGTE LLE TOV YIATPO GOG
TPV YPNCYLOTOMGETE TO Simponi £0v £0€ig 1 L TOG OV Gag PpovTilel elote aAAepylkol oTo AGTES.

Avcave&ia ot copBitoin
To eapuaxo avtd mepiEyetl 20,5 mg copPiroing (E420) oe kb mpoyeGUEVT) GUGKELT] TOTOV TEVOG.

3. IIog va ypnoilponomcete To Simponi

[TGvtote va yp1NOUOTOLEITE TO PAPLLOKO OVTO ALGTNPA COUPOVA LE TIG 00NYIEC TOV Y1TPOV 1) TOV
QopLOKOTO10V 6ag. Eqv €xete apgiPories, poTiote TOV Y10TpO 1 TOV PUPUOKOTOLO GOC.

IIéco Simponi yopnysiton

Pevpartogiong apbpitida, yopractkn apbpitida kot a&ovikn orovdvioapOpitida,
GUUTEPTAAUPOVOUEVIG TG OYKVAOTOMTIKTG GTOVOVALTIONG KOl TG aEoVIKNG omovovioapOpitidag
YOPIG OKTIVOAOYIKA ELPTLOTAL:

. H ocvvietdpevn do6on eivar 50 mg (to mepieyopevo 1 TpoyepIGUEVIG GUGKEVTG TOTTOV TEVAG)
yopnyovueva pic opd tov unqva, tTny id1a nuepounvia, ke pnva.

o Muote e Tov yiaTpd cog Tpy mdpete TNy téTaptn 60om oag. O ylurpdg cag Oa kabopioet edv
0o pémel va cuveyioete T Ogpaneio pe Simponi.
o Edv Cuyilete mave amd 100 kg, n 66om pmopet va avénbet og 100 mg (to mepieydpuevo

2 TPOYEUGUEVOV GUCKEVDVY TOITOV TEVAG) YOPTYOVUEVO Pl POPA TOV Uiva, TV 1o
nuepounvio Kabe unva.

[HoAvapBpikn veavikn dtomadng apbpitida o Tondid niikiog 2 Etwv Kot dvem:

o Mo acBeveic mov Quyilovv tovAdyiotov 40 kg, n cuvictdpevn 60om gival 50 mg yopryodueva
pia eopd tov ufva, tnVv id1a nuepounvio, ke uva. I'a acbeveig mov Luyilovv Arydtepo amd 40
kg, pia Tpoyepiopuévn cuckevn Tomov mévag 45 mg/0,45 ml givar Stobéoun. O yotpog cag Oa
606 LIOJEIEEL TN 6MOTH 006N TOL TPEMEL VAL YpncLpomombet.

. MuinoTte pe ToV YoTpo Gog TPV TApETE TNV TETapTn d6on. O yorpdg cag Ba kabopioet edv Ha
npénel va, cvveyioete T Oepamneia pe Simponi.

EXxcddng kohitida
. O mopaxdto wivakag deiyvel Tmg Ba ypnoiponoleite GuvHOOS AVTO TO PAPUAKO.
Apyikn Bepomeia Mia d60m évapéng tov 200 mg (to mepteyOpeVo 4 TPOYEUICUEVDV

GLOKEVMOV TOTTOV TTEVOC) akoAovBovpevn amd 100 mg (to mepieyduevo
2 TPOYEUGUEVAOV CUGKEVADVY TUTOL TTEVAG) 2 gfdouddec apyoTEpQ.

Bgpamneio GLVTHPNONG . Ye aoBeveic mov Quyilovv Ayodtepo amd 80 kg, 50 mg (to
nepleyOpevo 1 TPoyEUIoUEVTIG CLGKELNG TUTTOL TEVAG)
4 gfdopddec petd v terevTain Oepomeio coc, Kol LETEMELTO
k0 4 efoopades. O yuuTpds cog umopei va anopacicel va
ocuvtayoypaenoel 100 mg (1o mepieyOUEVO 2 TPOYEMGUEVOY
GUGKEVAOV TOTOV TEVOC), AVOAOY®OS TOV TOCO KOAAL dpa. TO
Simponi o€ €6dC.

. Xe aoBeveic mov Cuyilovv 80 kg 1 mepiocodTepo, 100 mg (to
TEPLEYOUEVO 2 TPOYEUOUEV®OY GUGKELMY TOTOV TEVAG)
4 gfdopddec petd v terevtaia Oepomeio coc, Kol pLeTEmELTA
Kké0e 4 efoouddec.
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Iog yopnyeitor To Simponi

. To Simponi yoprnyeiton pe éveon kéto amd to dEpua (VTOSOPLN).

. v apyn, 0 Yatpdg Gag 1 1 VOGoKOpa HUmopel va evécel To Simponi. 26T060, £GE1G Kot 0
YWTPOG GOG UTOPEL VO ATOPAGIGETE OTL UTOPEL VO KAVETE LLOVOL 0aG TNV EveoT) e Simponi. Xe
auTV TNV TEPinTon Oa EKTadeVTEiTE GTOV TPOTO TOL B0l KAVETE LOVOL GUG TNV EVECT] LE
Simponi.

MUMGTE UE TOV YIUTPO GOG EAV £YETE OTOIEGONTOTE OMOPIEC GYETIKA LE TO VO, KAVETE LOVOL GO Mia

éveon. Oa Ppeite avorvtikég «Odnyieg Xpnong» oto TEA0G AVTOD TOV PUALOVD OOTYLDV.

Eév ypnowpomomcere peyalvtepn 0061 Simponi oo Tnv Kovoviky

Edv &yete ypnowonomoet 1 cog £xet xopnynbei peyolvtepn d6on Simponi (gite evioviog peyardTepn
3001 ana&, 1 YP1CULOTOIDOVTOS TO TOAD GLUYVE), EVIIUEPDOTE AUECMS TOV YIOTPO 1) TOV POPLOKOTOLO
cag. [Tavrote vo maipvete palil cag to e€mTEPIKd KOVTI KOl TO POV GOAAO 00N YLDV YPNONG, KOO
KoL €Gv givor AdgLo.

Eav eyboete va ypnowpomonjcere To Simponi
Edv Egydoete va ypnolponocete To Simponi tnv kafopiopuévn nuepounvia, EVEsTte TV
naporerpdeica 06om polg to Boundeite.

Mnv ypnoiponomcete SImAn OGN Yo VO, AVOTANPDOGETE T 006N TTOL EEXAGOUTE.

[16te va evéoete v endpevn d6om GOG:

o Edv xabBvotepnoete Ayotepo and 2 efdopdoes, evéote v maporeipbeica 66on LOAG TO
Bounbeite Kot TOPOUEIVOTE GTO OPYLKO GOC TPOYPOULLULAL.
o Edv xaBvotepnoete nepiocdtepo amod 2 efdopddec, evéote TNV moparelpbeica doon LOALG TO

BounBeite kot UANGTE LE TOV Y10TPO 1] TOV QOPLOKOTOLO GUG Y10 VO POTNOETE TOTE YPeLdeTon
va Tdpete TV enOUEVN dOON.

Edv éyete apeipolrisg yio 1o TL v KAVETE, WANGTE LE TOV YIUTPO 1 TOV QPOPLOKOTOLO GUGC.

Edv otapatiocere va ypnoiponoreite To Simponi
Edv oxépteote va oTapotnoeTe To Simponi, JMANGTE TPAOTO LE TOV YIOTPO 1 TOV PAPUAKOTOL0 GOG.

Edv &yete meprocdTepEg EPOTNGELS GYETIKA LLE TN XPTOT) AVTOV TOV PUPLUAKOV, POTNGTE TOV YLUTPO,
TOV QOPLOKOTOLO 1| TOV VOGOKOLO GOLC.

4. MBavéig avemOBOuNTES EVEPYELEG

Onwc 6Aa ta eappoaka, £T61 Kot avTd TO PAPUOKO UTOPEL VO TPOKAAECEL AVETIOVUNTEG EVEPYELEG AV
Kol 0gv mopovotdlovial 6 OA0LG Tovg avBpmTovs. Opiopévol acbeveig umopet va epgavicovv
coPoapéc avemBounteg evépyeleg kal umopet va ypelacovv Bepameia. O kivouvog Yo GUYKEKPIUEVES
avemBOuNTES evEPYELEC eivar peyaAvTEPOC e TN d0om Twv 100 mg o chykpion pe T SO0 TOV

50 mg. O1 avemBOunTeg evépyetec pmopel va eppavicBodv péypt apKeTONE WAVEG LETA TNV TEAEVTOLN
£veon).

Evnuepote apéomc tov y1otpo cog Qv TapatnpGETE OTOLUONTOTE OO TIC TOUPUKAT® GOPOpPEC

avemBounteg evépyeleg Tov Simponi, 01 onoieg mepthapPdvouv:

. OALEPYIKES AVTIOPAGELS TOV UROPEL va givarl cofapéc, 1] omdvia, ameinTikég Yo T (o)
(omévia). To copntdpoTo piog aAAepytkng avtidpaong umopel va teptiiapfdavovy S10yKmon
TOV TTPOCOTOV, TOV XEIMMV, TOL GTOUATOS 1] TOV AGLLOD TOV UTOPEL VO, TPOKAAEGEL OVGKOALN
GTNV KATATOoN ] TNV AVOITVOT, depraTiko e£AvOnua, Kvidmon, SIOYK®GT TV YEPIDV, TV
oSOV 1 TOV AoTPUYdA®Y. Mepikég amd avTég TIC OVTIOPACELS ELPOVICTNKOV LETE TV TPMTN
¥opnynon tov Simponi.

. copapéc howpmers (cvpmepriappavopévng g TB, faktnprakdv Aopaéemv
ocvunEMAAPPBUAVOUEVOY GOBAPAOV AOLUAEEMV TOV CiPATOS KOl TVEVNOVINS, cOfap®V
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RUKNTWGIK®OV AOIHOEEOV KOl GAA®V EVKUIPLOKAY AOIUAEEMY) (cuyva). Tao copmtdpoTo
piag Aoipméng propet va meptrappdvovy mopetd, kovpaon, (enipovo) Prya, dvorvoa,
YPITDON CUUTTMOUOTO, ATOAELN BAPOVG, VUXTEPIVODS WOPDTES, SLAPPOLA, TATYEC, OOOVTIKA
TpoPfAnpata Kot £va aictnua kahoov Kotd TV ovpnon.

o ETAVEVEPYOTOIN G TOL 100 TNG NraTiTIoug B edv eiote popéag 1 maoyate 6T0 TaPeAOOV 0T
nrotitoa B (eravia). To copntduatoe propel va mepthapfavouv KITpivicpo Tov 0EpUATOC Kol
TOV LATIOV, 0VPO, KOGTOVOD GKOVPOL YPOUATOS, KOIALKO TOVO ot 6e&10 TAELPE, TLPETO,
aiocOnua adiobeciog, adiobecia kon aicOnua peyding Kobpaong.

o VOGO TOV VEVPIKOV GUGTIIOTOS, 0TS GKANPLVOY| KaTd TAdKkas (omwavia). Ta copntdpota
piog vdoov ToL VEVPIKOD GUGTHUATOS UTOPEL VO TEPIAAUBAVOVY aALAYEC TNV OPACT| GOG,
advvapio oto xEplo 60G 1 6To TOSL 060G, LOVOLNG 1] MOPUNYKIOCHO GE OTOI0ONTOTE GNUELD
TOL COUATOS GG,

. KOPKivo TOV AEpQadivey (Aépempa) (ertdvia). To cOUTTOUOTO TOV AEUPOIOTOS UTOPEL VO
TePAapPavouy S107K®MGN TOV AEHPAIEVMV, ATDAELN BAPOVS ) TLPETO.

o KopOwuKi] averdpkera (omwavia). To copuntopate TG KapSloKNG AVETAPKELNG UTOPEL VA
nepthapfavouvv duemvola | Tpn&o ota Tddn oag.

. onueia OLOTUPAYAV TOV AVOGOTONTIKOV GUGTI|LOTOS TOV OVOpdlovToL:

- AOKog (omavia). Ta copntdpata propet vo tepthappdvovv mdvo otig apbpdoeig
eEavOnua ota pdyovda 1 ota yEpla Tov givar gvaicOnto atov NAto.

- copkogidomon (omwavia). Ta coumtduate puropel vo tepthapupdvovy exipovo Priyoa,
dvomvola, TOVo 6To 6TNO0G, TLPETO, TPNEIUO TOV AEUPUSEVOV GO, ATMAELN fAPOVG,
depuotikd e&ovOnpata kot Oapumn opac.

o 00N 1O TOV HIKPOV ApoPOp®V ayyeimv (ayyelitidoan) (erdvia). To copntdpoto uropel va

TEPIAAUPAVOLY TVPETO, TOVOKEPAAD, ATMAELD BAPOVG, VUYXTEPIVOS WOPDTES, EEAVOM L KO

TPOPANUOATA TOV VEVP®V, OTWS LOVILOG O, KOL LUPUNYKLOC UL

. KOPKivo Tov déppatog (6 ovyva). To courtduato Tov Kopkivoy Tov dEPUATOG UIToPEl va
TePAapPavouy oALayEG oTNV ELPAVIOT TOV dEPUATOS GaG 1 SIOYKMGELS GTO SEPL GOGC.

. v060 ToV aipatog (cvyvd). Ta copntdpata piog vOGou ToL ailatog Umopel va Teptiapufdvouy
TVPETO OV OEV TEPTEL, LEAGVIOGLO 1] TOAD EDKOAN cupoppayia 1 TOAD YA®uUn ELEAvion.

o Kopkivo Tov aipatog (Aevyapia) (endvia). Ta copntdpota e Asvyopiog propel va

nwepthapPavouy Tupetd, aictnua KOTM®ONG, GLYVEC AOUMOEELS, EDKOAO UEAGVIOGLLOL KO
VOYTEPVOUG 1OPDTEG.

Evnuepoote apéomc Tov Yiotpo €0V TOPUTIPHGETE OTOL0ONTOTE A0 T TOPUTAVD GUUTTMOTOL.
O mopokdro emmpocOeres avemBOuNTEg evépyeleg £xovv mapatnpnOei pe o Simponi:

IToAb ouyvég avembBountec evépyeieg (Lmopel va exnpedoovy neptocdtepo omd 1 ota 10 dropa):
. AOUDEELG TOV AVADTEPOL AVOTVEVGTIKOD GUGTHUATOG, TOVOLALOG 1 Bpayvada, pHTn Tov TpEYEL

2uyvéc avemBounteg evépyeieg (Umopet va ennpedoovy €wg 1 ota 10 dropa):
. Mn @vcoloyikég nraTikég TIES (avEnpéva nratikd éviopa) mov Bpédnkav katd ™ ddpKela
OLUOTOAOYIKAOV EEETACEMY TOV EYIVOV OO TOV YIOTPO GOG

AtoOnpa Laing

ITovoxépaiog

AioOnpo povdidopatog | aicOnpo LopuNyKIAGHOTOG

Empavelokéc pokntioctkés Aotuaéelg

Amootnua

Bakmnplakég Aowpuméelg (6mmg kuttopitioon)

Xopuniog apBpog epvbporvttapov

XopmAog apudc AEVKOKLTTAPMV

Oetucdg ELeyy0g aipatog Yo AVKO

AA\epyKég avTIOPAOELG

Avormeyia

Zropoykdg mOVog

Atobnpo adabesiog (vavtio)

I'pinm




Bpoyyitida

Mapappvokormikn Aoipmén

Emyeihog épmng

Yynin optnplokn mieon

[Mupetdg

Acfua, dvomvola, cUPLYHOG

YTOHOYIKES KoL EVIEPIKEG OLATAPOYEG TTOV TEPIAUUPAVOVY PAEYLOVT TOV EEMTEPIKOD TOTYDUOTOG
TOV GTOLAYOV KOl TOV TOEOC EVIEPOL TOV UTOPEL VO, TPOKUAEGEL TVPETO

[16vog kot €lkm 6T0 oTOpA

Avtidpacelg oto onueio g éveong (cupmeptiapfavopévng epufpodtnTag, GKARpLVeNGS, TOVOV,
UOADTO, KVIGUOD, LOVILACUATOS Kol EpeficoD)

ATdleld LOAMODY

E&GvOnpo kot kKvnoprog Tov dEpaTog

Avckolio 6ToV HTTVO

Kotabiwn

AicOnon advvapiog

Koatdypato ootav

Owpakikn dvcpopia

Oy ovyvéc ovembBountec evépyetec (umopel va exnpedoovy £mc 1 oto 100 droua):

Aoluwén tov veppov

Kapkivol, copmephopfovoprévon Tou KapKivow Tov SEPHOTOG KOl LN KAPKIVOELDELG OYKOL 1|
€E0YKMOUOTO, GUUTEPIAALUPOUVOLEVOV T®V CTIAW®Y TOV OEPUAUTOC

DAOKTOVEG TOV OEPUATOG

ZoPapn Aoipwén oe 6A0 10 OO (CTYoLLia), LEPIKES POPEC GUUTEPIAAUPOVOLEVNC YOUNANG
apTNPLoKng Tieong (onmtikn KatamAnéio)

Ywpioon (copnepthapuavouévng oTic TUAGUES TOV XEPLOV GOG KUUT GTO TEALAT TOV TOJDOV
00G KOUN UE TN HOPOT) PAVKTOIVAV TOV OEPLOTOG)

Xopuniog appog arponetorMmy

ZuvOvacHOg YapUnAoD aplfiov apomeToriov, pLOPOKLTTAPMOV KOl AEVKOKVTTAP®V
Awrtapayéc Tov Bupeogdong

AvEnon ota eminedo cakydpov 6To aipo

AvEnon ota emineda YoANGTEPOANG GTO OipLaL

Awotapayéc 16oppomiog

AwTapayéc TG 0paong

DOleypovn Tov 0eBaAN0D (emumepuKiTION)

OpBaipxn ailepyio

AioOnuo axovovieTov KapdloKoy yTOHTOoV

2TéVOoT TOV ALOQOp®V oyYeimv TNV Kapotd

OpodpPot oto aipa

‘Eéaym

Avcrotdtra

Xpdvio pAEYLOVMONG KATAGTOGCT] TV TVELUOVOV
[HoAwdpounon o&éog

XoioMBiaon

Hratikéc Swautapayéc

Awotapoyéc Tov paeTtoh

Awtapayég epunivov pouong

YTraviec overmBounteg evépyetec (umopel va. exnpedoovy £mc 1 oto 1.000 dropa):

Amotuyio Tov HVEAOD T®V 0GTAOV GTIV TOPAYMYT] KLTTAP®V TOV GLATOG
ZNUAVTIKG LEIOUEVOS apBOC AEVKOKVTTAP®Y

Aolpwén tov apbpdcemv 1 TOL 16TOL YOP® Ao AVTEG

Kabvotepnuévn emodrimon



DdLeypovn TV ALOPOPOV AYYEIDV GE ECMTEPIKA OPYUVaL

Agvyonpio

Meldvopa (€vag TOTOG KapKivoy Tov dEPUATOS)

Kopxivopa kottapov Merkel (évag thmog kapkivov tov EpUaTog)

Agtymvoeldeig avTidpacelg (KVNoU®MOEG 0epUATIKO e£AVON A KOKKIVOTOU-UOB XpDOHOTOS 1)/Kot
VN UotoEldeig Aevkec-ykpilec ypappés otovg PAeVvoyovoug)

DoMdmdeg 6€ppa Tov amodemileTon

AvT0dvocEg daTapOYEG TOV UTOPEL VO EXNPEACOVY TOVG TVEVIOVEG, TO SEPLLOL KO TOVG
Aep@udEVES (EUQOVILOUEVEC TTIO GLYVH OC COPKOEIdMGT)

[16vog Kot 0moYPOUATIGUOC T dAUYTVA XEPLOV 1| TOSIDV

Awotapoyéc g Yevong

AwTapayéc ovpodoyoL KHGTNG

Alotapoayéc Tov veQphv

Ddreypovi TOV UoPOpV ayyeimv 6To dépUa Gag, ToL 0dNyel oe eEavinua

Avembduntec evépyelec TV omoimv N cuyvoTnTa EIVOL UN YVOOTNH:

"Evag omdviog kopkivog Tov aiplotog mov ennpealel Kupimg vEoug avlpdmovg (NTatooTAnviKo

Aépoopo and T-kotTapa)

Tapxopa Kaposi, pia omdvia popen kapkivov mov oyetiletal pe Aoipmén ond tov 10 Tov
avBpamivov Epnnrta tomov 8. To cdpkmpa Kaposi eppavifetal cuyvotepa [e T LOpEeT|
ToPPUP®V PALAPOV TOV dEPUATOG.

Emdeivoon pioag mdbnong mov ovoudletot deppatopnositida (1 omoio eKONADVETOL G
gEAvOn Lo cLUVOdEVOUEVO OO LLTKT adVVaia).

Ava@opd avemOOuNTOV EVEPYELOV

Edv mapotnpnoete Kamolo, avemBOunTn evépyeia, EVIUEPMDGTE TOV YIATPO, TOV PUPOKOTOLO 1) TOV/ TNV
VOGOKOWO 6aG. AVTO 1oyveL Kot Yl kae mihovr avemBountn evépyela Tov 6gv avapEPETAL GTO TOPOY
@OALO 00N yIDV ¥prionc. Mmopeite emiong va avapépeTe avemBounteg evépyeileg anevbeiag, HECH TOL
EBvikov Opyaviopotd @apudkmv, Mecoyeiov 284, GR-15562 Xoiapyoc, ABiva, TnA: + 30 21
32040337, Iototonoc: http://www.eof.gr, http://www Kkitrinikarta.gr. Méo® g avapopdic
avemBounTOV evepyeldv uropeite va fondnoete ot GLALOYY TEPIGGOTEPWOV TANPOPOPLOV GYETIKA
LE TNV 0CQAAELN TOV TOPOVTOG PUPIAKOV.

og va gvraccete 10 Simponi

To @appoko ovtd TPETEL VO UAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal dgv TO POAvoLY Tal
ToLdLd.

Na un ypnoiponoteite avtd To0 PAPUOKO UETE TNV NUEpOUMVic ARENG OV avaPEPETAL GTIV
emoNpavon Kot 1o kKouti petd ™ « AHZEH». H nuepounvia Aéng etvon n tedevtaio nuépa Tov
LU1VO. TTOL OVOQEPETOL EKEL.

dvidooete og yoyeio (2°C-8°C). Mnv katoyOyETE.

DVAACCETE TNV TPOYEUICUEVT] GLGKELT] TOTOL TEVOG 6TO EEMTEPIKO KOVTI Y10l VO, TPOGTATEVETAL
omd 1O POC.

To @appakxo avtd pmopei exiong va puAoyOel ektog Yoyeiov og Bepuokpocieg émg kot 25°C yia
pio povo ypovikn mepiodo £wg 30 nuépeg, aAAd Oyl TEPAV TG APk Nuepounviog AnEng Tov
glval TLUTOUEVN TAVD GTO KOLTI. AvaypayTe TN véa nuepounvia Aéng otnyv e&mteptkn
ovokevaoia, copmeptlopufavouévne g nuépac/ unmvae/étoug (ot tepiocotepo amd 30 nuépeg
HETA TNV OPOIPEST) TOL OPLAKOL amd TO Yuyelo). My emioTpépete avtd TO PAPUAKO GTO
yoyeio edv €gel pTdoet o€ Oeprokpacio dopatiov. AToppiyTe TO PAPUOKO AVTO €AV dEV EEL
ypnooron el péypt ™ véa nuepounvia AEng n uéxpt v nuepounvia Anéng mov sivat
TUTOUEVT] TAV® GTO KOLTI, CVAAOYO LLE TO TTOLOL TTPOTYELTAL.

M) ¥pNGLOTOGETE AVTO TO PAPUAKO EAV TOPATIPNGETE OTL TO VYPO OEV EIVaL UYPDO TPOS
avoryto Kitpvo, elvar Boro N Tepiéyel E€va copatio.
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. Mnyv metdte APLOKO GTO VEPO TNG OMOYETELOTNG 1 6T GKOVTISW. Potnote ToV yiotpo 1) Tov
POPLOKOTOLO GOC YOl TO TS VO TETAEETE TO, PAPLLOKO TTOV OV YPNOLUOTOlEiTE o AvTd TO!
pétpa Ba fondncovv oty Tpoctacia Tov TePPEALOVTOC.

6. Ilepreydpeva TG GVGKEVLUGINS KUl AOUTES TANPOPOPIES

T wepréyer To Simponi

H dpaoctikn ovoia givar to golimumab. Mio tpoyepicuévn cvokevn tomov wévag 0,5 ml wepiéyet
50 mg golimumab. ['a tepiocdTepec TANPOQPOPiES oyeTIKG pe T copPirtorn (E420) deite v
Tapdypago 2.

Ta dAAa cvotatikd givarl copPrroin (E420), iotidivn, 16TIdivn vopoyAmpikn Lovoidpiky,
ToAVGOPPLKo 80 Kot VWP Yo EVECIUAL.

Epeavien tov Simponi Kot 7epieyopeva TS 6V6KELUGIOG

To Simponi dwotifetan mg eVEGTUO SIHAVI GE TPOYEUGUEVT] GLGKELT TOTTOV TEVAG Hiog yprone. To
Simponi givat 3100€0110 GE GLOKEVAGIES TOV TEPEXOLVY 1 TPOYEUIGUEVT] GUGKELT] TOTOV TEVOG KOL GE
TOAMOTTAEG GuoKeLGiEg TOL TTEPLEYOLY 3 (3 cvokevacieg TG 1) TPOYEMGUEVEG GVOKEVEC TOTTOV
wévag. Mropei va pun KokAo@opohv OAEG Ol GUGKEVOGIEG.

To duivpa givar drapavig Tpog eAappmg 1Pdilov (€xel pio AApyr 6o LopyaplTapt), GxpoUo Tpog
avoyTd KITPIVO Kol UIopel Vo TEPLEYEL LEPIKE LIKPA Ndto@avh 1 AeVKE couatiowe tpoteiving. Mnv
YPMNOLLOTOLEITE TO Simponi GV 1o dtdAvpa eival amoypopaTIcpévo, BoAd 1 umopeite va deite Eéval
couaTidln HEca 6€ aUTO.

Karoyog Aderog Kvkhogopiag
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Béhyo

Hopackevaoctig
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
OAavoio

I'o omoladnmote TANPOPOPio GYETIKA LLE TO TOPIV POPLOKEVTIKO TPOidV, TAPUKAAEIGTE VO
amgvbuvbeite otov Tomikd avtimpoésmmo tov Katdyov tng Adelag Kvkiopopiag:

E\rada

Janssen-Cilag ®oppokevtiky Movorpocomnn A.E.B.E.
TnA: +30 210 80 90 000

To mapév pvAiro 0dNYLOV YpfioNs avadepOnke Yo TelevTaio gopa Tov Oxtadfpro 2025

Aentopepn TANPOPOPLOKE GTOLYEID YiOL TO TPOIOV 0T Elvar SLobECIUN GTOV SIKTVLOKO TOTO TOV
Evponaikod Opyavicpov Goapudkov: https://www.ema.europa.eu.
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OAHTI'TEX XPHXHX

Edv emBopeite vo kavete povor cag Ty £veon pe Simponi, TPETEL VO, EKTALOEVTEITE 0O EVay
EMAYYELLATIO VYELOG Y10 VO TPOETOLRAGETE PLia £VEGT] KL VO, TV KAVETE 6TOV £00TO 6ug. Edv dgv
£YETE EKTOLOEVTEL, TUPUKOAEICOE VO EMIKOLVOVI|GETE PUE TOV YIUTPO GUG, TN VOGOKONT. 1] TOV
PUPUUKOTOL0 YO VO TTPOYPUPURATICETE Lio. GVVAVTNGT EKTAIdEVONC,

e oTEG TIC 00TYiEC:

1. IIpoetoipacia ylo T ¥pNoT TNG TPOYELUGLEVIC GUGKEVTC TOTTOV TTEVOG
2. Emioyn xon mpogtoipacio tg Bong éveong

3. "Eveon tov @appdxov

4, Metd v éveon

To mapaxdtm Sdypappa (BA. ewova 1) delyvel TdG LOALEL 1| TPOYEUGUEVT] GLGKEVT] TOTTOV TEVAG
«SmartJecty.

MNpdoivo Mopdbup Mpoegéxov

MepipAnua o THRHa

Acpaleiag Mapakoh Kouptiow
ouBnong

Taivia
Acgahei Alogavig Huepopnvia
Nwpa ag KéAuppa ARgng
Ewoéva 1
1. IpogTowpacia yia ) xp1)o1 TG TPOYERIGUEVIIS CUGKEVNS TOTOV TEVAG
o Mnv avokiveite TV TPOYEUIGUEVT] GUCKELT] TOTOL TEVOS TOTE.
o Mnv a@apécete TO TOUA OO TNV TPOYEUGUEVT] GLGKELT TOTOV TEVAG TOPE LOVO OUECHS TPV
™V éveon.

o Mnv gnavatomofeT|GETE TO TAOU THG TPOYEUIGUEVIG CLGKEVTG TOTTOL TTEVAG EAV TO OPULPECETE

TPOKEWEVOL VO, amoPevyDel Abyiopo, g Perdvag.

ELéEyETe TOV 0PLOPO TOV TPOYEUIOUEVAOV GVOKEVAV TOTOV TEVAGS
EXéyEte Tig TpoyepIopEVEG GLGKEVEG TOTTOV TTEVAG Yia va, Befoiwbeite OTL

. 0 0p1OUOC TOV TPOYEUIGUEVOV GLOKEVDV TOTOL TEVOC KO 1] TEPLEKTIKOTNTA EIVOL COGTA
o Edév 1 86om cog eivar 50 mg, Ba mdpete pio TpoyEUIGUEVT] GLOKELT TOTOL TEVAS TOV
50 mg
o Edv n d6on cag eivar 100 mg, Oa mwépete 300 TPOYEMGUEVEG GUOKEVES TOTTOV TEVOS TV

50 mg ko Oa ypelaotel va kdvete otov gavtd cag dVo evéoels. EmAéEte dvo drapopetikd
oNUEld Y10 VTEG TIG EVEGELS (Y. TN Mo £veoT 6Tov 0e€1d unpd Kot v GAAN éveon otov
aploTePO UNPO) Kot KAVETE TIG EVEGELC T Wid AUECHOS UETE TV GAAT.
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o Edv n 860m cag eivar 200 mg, Bo Tapete TE00EPLS TPOYEUGUEVEG CVGKEVES TUTTOL TTEVOG
tov 50 mg kot o yperootel vo KAveTe 6TOV £00TO GOG TECOEPIS EVEDELS. EmAéETe
SLOPOPETIKG oMUELD Y10 AVTEG TIG EVEGELC KO KAVETE TIC EVEGELC TN Uid AUESHOG UETE TNV
GAAN.

EAéyEre Tnv nuepopnvio AMEng

. EAéyEte v nuepopnvia AENG mov ival TVTOUEVN 1| YPOUUEVT] GTO KOLTI.

. EAéyEte v nuepounvia AMEng (avaeépetor wg « AHEH») tavm oty Tpoyelucévn GueKeLT
TOTOL TTEVAG.

. Mn xpNOOTOWCETE TNV TPOYEUICUEVT] CLGKELT] TOTTOL TEVAG EGV M Uepopnvia AENG €xet
nepdoet. H tvrmopévn nuepopunvio ANENG givai n TeElevtaio NUEP TOV UNVA TOV AVOPEPETOL
exel. [Tapakaeiche vo eTKOIVOVAGETE UE TOV YITPO 1 TOV QUPLOKOTOO Gog Yia fondeta.

EAéyEre Ty Towvia acpareiog

. EXéyEre v tawvia acpoieiog YOp® omd TO IO TNG TPOYEUIGUEVTS GUGKEVNG TOTOV TEVAG.

. Mn (pMCLOTOGETE TNV TPOYEUGUEVT] GLGKELT] TOTOL TEVOS €AV 1) Tavia fvat GKIGUEVT).
[MopakaAeiche vo XIKOVOVAGETE LE TOV YIATPO 1] TOV POPLOKOTOLO GOG.

Meprpévere 30 LeTTA OGTE VO EMLTPATEL GTNV TPOYEMOUEVT] CVGKELT] TOTOV TTEVAS VO PTAGEL G

Oeppokpacio dopatiov

o INo vo dacpaiicete cOOTH £VEST], APNOTE TNV TPOYEUGUEVT] GUGKEVT] TOTOV TEVAG VO
mapopeivel oe Beppokpacio dopotiov £ amd to Kouti yio 30 Aemtd o 0éon Vv omoia dev
BAémovv Ko dev mpooeyyilovv ta mondid.

o Mn Beppdvete TV TPOYEUICLEVT] GUGKELT TOTTOV TEVOS [LE OTOLOVONTOTE AAAO TPOTO (Yol
Tapadelypa, unv  Bepudvete o povpvo piKpokvpdTev 1 oe {eatd vepod).
o Mnv a@apécete 10 TOUA TS TPOYEMCUEVIG GUOKELNG TOTOV TEVOG EVA TEPLUEVETE VA QTAGEL

o€ Oepuokpoacio dopatiov.

Etowdote 10V vrérouro eEonhonéd ocag

o Evo mepipéverte, pmopeite va etopudoete tov vmoAouro eEonmiiond cag, mov mepthapPdvet Eva
emifepo aAKoOANG, pio pdda Bopfaxt 1 yalo Kot Evay TEPLEKTN YOl ATOPPIYT OLYUNPOV
OVTIKELUEVAV.

EAéyEte To vYPO 6TNY TPOYEUIGUEVT] GUOKEDT] TOTOV TEVHG

. Kottdére péosa amd to mapdbvpo mapakorovdnong ya va BeParwbeite 6Tt T0 VYPO STV
TPOYELUGUEVT] GUGKELT TOTOV TEVAG EVOL SLOPAVEG TTPOC EAAPPAC 1p1dilov (€xel pia Adpyn ca
HapyoapLTdpt) Kot dypmpo Tpog ovotyto Kitpvo. To didhvpa pmopel va ypnoipomombet edv
TEPIEYEL LEPIKA UIKPE UISIAPOVT] 1] AEVKE COUOTION TPOTEIVNG.

. ®a TapaTnpNoETE EMIoNG Kol pia pUGAALdQ aépa, KATL TO 0Toio ival PUGIOAOYIKO.

. Mn PNCLOTOGETE TNV TPOYEUGUEVT] GLGKELT] TOTOV TEVOC EAV TO VYPO €XEL AAAO YPOLLQL,
glvan BoLo M mepiéyet peyorvtepa copatiowr. Edv cupfel avto, ridnote pe tov yiutpo 1 tov
POPULOKOTOLd GOC.

2. Emioyn ko tpogtopacio g 0éong éveong (PA. ewkova 2)

. Mmropeite vo KAVETE TNV £VECT] TOL POPUAKOV GTO UTPOCTIVO LEPOG GTN LECT] TOV UNPAOV.

. Mmopeite va yp1CILOTOGETE TO GTOUAYL (KOIALA) KATM amd TOV apalo, EKTOC OO TNV TEPLOYN
7oV Ppioketor Tepimov 5 cm axpiPmdg KAT® 0md TOV aParod.

. Mnyv kdvete TV €veon oe Teployég 6mov To 6Eppa eivan evaicOnTo, HEAOVIOGUEVO, KOKKLVO,
QOMOWTO, GKANPO 1 £XEL OVAEC | Py AOES.

. Edv amattovvtor moAamAEg eVEGELS Yo i yOp1ynom, ot evEcelg Do mpémel va, xopnyodvIal og

Srapopeticég BEoelg Eveonc.
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Nepioyic Eveomng

Ewova 2

A MHN «dvete Vv €veon 6ToV Ppayiova yio va omoeOYeTe T PAGPN TG TPOYEUIOUEVIC GLOKELTG
TOTMOV TEVAG 17/K0L TOV 0KOVGLO TPOVLOTIGHO.

[MAvere To yépro kot kaBapicte T O£on éveong

ITAbvete ta x€plo 00.G TPOGEKTIKA Le GOmOLVL Kot (EGTO vepo.

KoabBapiote ) 0éom éveong pe éva eniBepo aiicodAng.

Emutpéyte oto 6€ppa va oteyvmoel Tply kavete T Eveon. Mnyv aepilete 1 puodte v kabapn
mEPLOYN.

Mnv ayyi&ete autiv TV meployn] Eavd TPy KAVETE TNV EVEOT).

"Eveon tov gappdaxov

To ndpa dev o Tpémet va aparpedel puéypt va €lote ETOLOL VO KAVETE TNV £VEGT] TOL POPUAKOV.
To @dpuaxo Bo mpénel va evebel evtog 5 Aemtdv Petd TV apoipeoT TOV TMOUOTOC.

Agupéote T0 TONO (E1KOVA 3)

Otov eilote £T01101 VO KAVETE TNV £VEDT), GTPIYTE EAAPPDG TO TAOWUO, Y10 VO OKIGETE TNV TV
acaAElng.

ATOHOKPOVETE TO TOUO Kot TETAETE TO PETA TNV €VEST] GG,

Mnyv tomofetnoeTe €K VEOL TO TOUA, EMELDN| UTOPEL vV KaTaoTpEWEL TN AoV péca otnv
TPOYEUGUEVT] GUGKELT] TOTTOV TTEVOLC.

M XpNGUOTOGETE TNV TPOYEULCLEVT] GUCKELT] TOTOL TEVAG EAV TEGEL KATM YMPIC TO T
va glvar 6t 0¢om tov. Edv cvuPei avtd, mopoakareichs vo eTkovoviGETE e TOV Y10TpO 1) TOV
(POPLOKOTOLd GOG.
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Ewova 3

Miéote TNV TPOYEPIGUEVT] GLOKEDT] TOTOV TEVOS TAVEO 670 déppa (PA. ewkdves 4 kan 5) ympig va
TGN GETE TO OEPUAL.

Tpdaive TEpipANKD
aopahsiog

Ewoéva 4
. Kpotiote Vv TpoyeucéVn GUGKELT] TOTOL TTEVAG LLE AVEST) LLE TO £Va XEPL TAVE® OO TO UTAE
KovpTi.
o Befoiwbeite 611 t0 Tpdioivo mepifinuo acpaieiog eivar 6tabepd Kot 660 To dSuvaTdv To

eminedo oto dépua coc. Eav n mpoyepusuévn cuokeun tomov mévag dev gival otabepn katd )

dLapkeLa TNG EVECSTG, VITAPYEL KIVOUVOC Kapymc g feAdvac.

MHN towndre 10 dEpUa Yol Vo, amoPUYETE 0KOVGLO TPAVUATIOUO TPLTNUATOG 0td TN PEAOVAL.
. MHN ayyilete | mélete T0 pmhe KOLUTL EVED TOTODETEITE TNV TPOYEUOUEVT] GLGKEVT TOTOV

TEVOG OTO SEPLLA OO,
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Ewova 5

. [Tiéote T0 OVOIKTO AKPO TNG TPOYEUICUEVIC GLGKELTG TOTOL TTEVOS 6TaBEPE TAV® 6TO dEP|LO,
oe yovia 90 popov. Eeapuocte apketi mieon yio va 60pETE TO TPAGIVO TEPIPAN UL acPaleiog
TPOG T, TAVE® KOl VO, TO SLOTNPNOETE LEGA GTO SLaPaVEG KOALULO. Mdvo To gvplTEPO TUNLLAL
TOV TPAGIVOL TEPIPANUOTOG AGPAAELNG TAPAUEVEL EE® OO TO S1OPAVES KAAV L.

o MHN miélete 0 pumhe Kovumi péypt vo. olcOnoet to mepifAnuo aceaieiog Héoa 6To SLaPovEg
kéAoppo. To o Tov PTAe KOLUTION TPV OO TO TATNILO TOL TEPLPANLATOC OCPOAEING
umopei va 0dnyNoel og PAGPN g TEVOLC.

. Kdvte v éveon yopic va ToLUTNOETE TO dEPLLOL.

IMéote To Kovumi Y10 Vo KGveTe TNV £veon (PA. etkoveg 6 Kat 7)

MéoTe 1O

KOUpTT _@
£5w

Ewova 6 Ewova 7

. Yuveylote va TECETE TNV TPOYEUICUEVT] GUGKELT] TOTOL TEVOS TAVMD GTO SEPLA OO,
XpNoponou)oTe To GAL0 6OS YEPL Y10 VO TEGETE TO AVOYMUEVO NEPOG TOV UTAE KOVUTLOU
v va Eekvnoete v €veon| oag. Mnv mielete T0 KOUUTL EKTOG AV 1 TPOYEUICLLEVT] GUGKELT|
tomov mévag méleTan 670 déppa oog kot o mepiPAnua acpaieiog oMcobaivel 6To dSraPaves

KAAL O,

. Motig méoete to Kovumi, 0o mapapeivel matnpévo, eTopévmg dev XpelaleTal va cLVEYIGETE val
aokeite mieon og owTo.

. Edv to kovpmi paivetal 6vokolo va matnOel, unv mélete to Kovpni mo dvvatd. AENoTE T0

KOVUT, AVOONKDOTE TNV TPOYELGUEVT) GUOKELT TUTOL TEVOG Kot Egkviote Eavd. Befaiwbeite
OTL €V VTLAPYEL TLEST] GTO KOLUT EmG OTOL TO TPAGIVO TEPIPANU acpaieiog TatnOel TANP®G
VO GTO OEPUA KOl TN CLUVEYELN, TOTNOTE TO OVOYWOUEVO UEPOG TOV KOVUTLOD.

. B0 AKOVGETE £VO, HVVATO KKAMK» - PNV avi|eVYNGETE. To TPMTO «KALK» onuaivel 0TL 1 feAdva
€xet eloayBel Kou 1 €veon éxel Eexvnoet. Mmopet va arsBavBeite 1 va unv aicBovieite
toiumnpa arnd Behdva auTh T YPOVIKH GTIYuUN.

MnV avaonKAOOCETE TNV TPOYEMOUEVT] CVGKELT] TOTOL TTEVAS 06 TO déppa oug. Edv

OTTOPUOKPOVETE TNV TPOYEULGUEVT] GVOKEDT] TOTTOV TEVAG OTO TO OEPIO GOC, LTOPEL VO PNV TAPETE
™V AP 6661 TOL PUPPAKOL.

16



YoveyioTe vo KPOTATE PEYPL TO OEVTEPO «KMK» (PA. ekéva 8), avTd cvviiBmg Taipver Tepimov
3-6 ocvTepldienta, adAG pmopel va aper péypr 15 devTEPOLETTU PEYPL VO OKOVGETE TO OEVTEPO
CKAUOY.

Ewova 8

o YoveyioTe Vo KPOTATE TNV TPOYERIGUEVT] GUOKEDT] TUTOV TEVOS TAVO 6TO dEPNO. GO PEYPL
VO, GKOVGETE EVU OEVTEPO «KMK» (TOV VTOOELKVVEL OTL 1] £vEDT] £)EL TEAELMGEL Kot 1] BeAdva
£yl EMOTPEYEL 6TV TPOYEUIOUEVY] GVGKELY] TOTOV TEVAG).

. AVOoNK®OGTE TNV TPOYEUOUEVT GLOKEVT TOTTOV TEVaG omd TN B€om Eveonc.

o Inueioon: Eqv dev axovoete 10 d0TEPO «KAK», TEPIUEVETE 15 devTEPOAETTA QIO T OTIYUN
7ov B0 TATNCETE TPMTO, TO KOVUTL KOL, GTI) GUVEYELD, OVACTKDOGTE TOV AUTOLOTO EYYVTHPC OO
T 0éon éveong.

4. Meta v éveon

Xpnoponoujote £vo koppdtt Bapfar ) o yalao

. Mmopei va VTapyEL LIKPT TOGOTNTO GipLTog 1) VYPOL 6TN Béom éveonc. Avtd glval LGLOAOYIKO.
o Mmopeite va miéoete 10 foufakt ™ yélo tave amod ) 0éon éveong yia 10 devtepdienta.

. Mmopeite va kaAdyete ) 0Eom Eveong e Evay [KPO aTOKOAANTO eMidECHO, eV ypeldleTal.

. Mnv tpifete to dépa cag.

E)éyEre To mapdBupo - n kitpivn évoaitn emPefardvel ) cooti) yopiynon (Pi. euéva 9)

. H «itpwvn évdeién ocvvdéetan pe to EUPoro g TPOYEMMGUEVNG GLUGKELT|G TUTOV TEvaS. Edv 1
kitpivn évoeldn dev gppoviletar oto mapdabupo, To EuPoro dev Exel petakivnbel ETopK®S KoL M
éveon dev €yel mpaypoatomonOet.

. H «itpwvn évéeién Ba kaddyel mepinov to piod napdbopo mapakorovnong. Avto sival
(PLGLOAOYIKO.
. MunoTe Le ToV YoTpo 1 TOV QApPUOKOTOd Gog eGv 1 KiTpivn £vdelln dev givat opatr| 6To

mapabvpo 1 av vroyialeote 0TI umopel va unv £xete AaPet pio TAnpn 660m. Mnv yopnynoete
pio dgvtepn 0661 YWPIC VoL LUANGETE LE TOV YIUTPO GG,

Kitpivin
‘Evbaiin

o

Ewcova 9
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Amoppiyte TNV TPOyEMIGHEVT] GVGKEDT TOTTOV TéEVAS (PA. etkova 10)

. TomoBethote AUESMG TNV TEVA GOG GE £VAV TEPIEKTY] Y10l OTOPPIYT] OLYUTPDV OVTIKEIUEV@DV.
BePawwbeite 611 Ba amoppiyete Tov KAOO GOUP®VA LE TIG 001 Yieg TOL Y1ATPOV 1 TNG VOCOKOLOG
G0G OTOV O TEPLEKTNG YEUOEL

Edv vidBete 611 kb1 T ye AdBog pe v éveon 1 eqv €xete apelBoiies, (ANOTE e TOV Y1oTpd 1) TOV
QOPUOKOTOLO GOC.

BIOHAZARD

Ewovao 10
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