@vAro ooV piong: IIAnpogopics yra Tov yprjot

Tremfya 200 mg evéc1po S1GAVIA GE TPOYEUIGUEVT] GUOKEDT] TOTOV TEVOG
guselkumab

AP acTe TPOGEKTIKA 0AOKAN PO TO PVAAO 0ONYIAOV YP1CNG TPV APYICETE VO YP1CLUOTOLEITE AVTO

T0 QAPLOKO, O1OTL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 CUG.

- dvraEte avTo To EOALO 0dNYIBV YpMone. Towg ypelactel va to dofdcete Eavda.

- Edv éxete mepartépo amopieg, p@TNoTE TOV Y10TPO, TOV PAPLOKOTOLO 1) TOV VOGOKOUO GOLG.

- H ocvvtayn v avtd to edappoko xopnynnke amokAeloTiKd Yio 60G. Agv TPEMEL VO ODCETE TO
@AapuraKo o€ GAAOVC. Mmopel va Tovg TPOKAAEGEL BAAPT], AKOUO KoL OTOV TO GUUTTOUOTO TNG
acBévelog Toug tvar 1010 e ToL OIKA OO,

- Edv mopatnpnoete kamoto avemiBOuntm evépyelo, EVNUEPADOGTE TOV YLOTPO, TOV PAPUOKOTOL0 1
TOV VOGOKOUO G0G. AVTO 1oY0eL Kot yio, KaOe mhovi avemBOuntn evépyela Tov 0ev avapEPETaL
670 TTOPOV GUALO 0dNYIDV ¥pNong. BAére mopdypago 4.

T epLéyeL 10 Tapov GUAAO 00N YLOV:

T eivon o Tremfya ko ol givon 1 yprion tov

T mpénet va yvopilete mpv ypnoponomoete to Tremfya
[log va ypnoytorooete 1o Tremfya

[MBovég avemBOuntec evépyeteg

Ilog va puidococete to Tremfya

[Tepreydueva g cLoKEVOGING Kol AOUTES TATPOPOPIES

A e

1. Th givar To Tremfya ko ol givan n yp1on Tov

To Tremfya mepiéyetl ™ dpaotikn ovoia guselkumab, 1 omoia givar £vag TOTOG TPOTEIVIG TOL
ovopdleTal LOVOKAMVIKO OVTIGOLLA.

To @appaxo avtd dpa avactéAlovTog T dpdon piag tpoteivng mov ovoudletor IL-23, ) onoia
VIAPYEL 6€ aENUEVA EMTITEdD GTO ATOUN [E EAKMON KOAiTIdN Ko vOco Tov Crohn.

EAk@0ng KohiTio0

To Tremfya ypnoonoigitol yio T Oeponeio evniikaov pe pétpia £og cofapn EAKmON KOMTION, [0
QAEYLOVAOON VOGO TOV gviépov. Edv €xete eAkdon koAltida, Oa cag 0000V Tpdta dAla GAppHOKaL.
Edv oev avtanokpiBeite apketd kadd 1 eqv éxete ducavetio oe avTd To PApPLAKO, UTOPEL VO Gag
d00et 1o Tremfya.

H ypnion tov Tremfya otnv eAkddn KoAiTId0 UTOPEL VAL GOC MPEANGEL LEUDVOVTOS T CTLLEL KO
GUUTTMOUOTO TNG VOGOV, GUUTEPIAAUPAVOUEVOV TV KOTPAVAOV UE CpL0, TNG EMLTAKTIKNAG AVAYKTG Yo
KEVOOT] Ko TOV aplfUoy TV KEVAOGE®MY, TOV KOIALKOD TOVOD KOl TG PAEYUOVIC TNV ECMOTEPIKT
EMEVOLON TOV EVTEPOL GOC. AVTEC 01 EMOPACELS UTOPOVV Vo BEATIDGOLY TNV IKOVOTNTE GOg VoL
exteleite TIg ovvnBelg KaBNUEPIVEG OPaTTNPLOTNTES KOl VO LELMGOLV TNV KOTWOT).

Néoog Tov Crohn

To Tremfya ypnoiponoteiton yio ) Oepaneio evniikov pe pétpla o soPapn voco tov Crohn, o
QAEYHOVADON VOG0 ToV gviépov. Edv €xete voco tov Crohn, Ba cag do00bv mpmta dAia edpuaxa. Edv
dev avramokpileite opkeTd Kodd 1) €dv £xete dvoaveéio oe avTA TO PAppOKa, UTOPEL va. cag 600gl To
Tremfya.

H ypnion tov Tremfya ot voco tov Crohn pmopei vo 6og @PEAGEL LELMVOVTOG TOL GTUELDL Kot
CUUTMOUOTO TNG VOGOV, GUUTEPIAAUPAVOUEVOY TNG SIEPPOLOC, TOL KOTAOKOD TOVOL Kol TNG
QAEYLOVIG OTNV E0MTEPIKT ETEVOVGT TOV EVTEPOV GUC. AVTEG O1 EMSPAGELG UTOPOVV VO, BEATIOCOVY
TNV IKAVOTNTA GOG VO, EKTEAEITE TIG CLVNOELG KOBNUEPIVEG dPAGTNPLOTNTEG KOL VO HELDCOVY TV
KOTOOoN.



2. T péner va yvopilete mpiy yproyponomjcete to Tremfya

Mnyv ypnoponouioete T0 Tremfya

o o€ mepintwon aAlepyiog oto guselkumab 1 o omo100MmOTE GALO ATTO TAL GUGTATIKA CLTOV TOV
QapUAaKoL (avaeépoviar otV mapaypapo 6). Edv motevete 611 pumopel va elote aAlepykoi,
{ntote TN GVUPOLAN TOL YTPOV GOG TPV Yproiponomoete To Tremfya.

. edv €xete o evepyn Aoipnmén, copmeptlapfovouévng Tne EVEPYONs GULTIOONG.

IIpogidomou|oelg Ko TPOPLAGEELS
AmevBuveite oToV Y10TpO, TOV POPLAKOTOLO 1 TOV VOGOKOUO GOg TPV Yp1olonotoete 1o Tremfya:

o €av happdvete Ogpamneio yio pia Aoipmén,

o €av €yete Lo Aoipmén mov dev voywpei | e&akolovbel va emaveppavifetan,

. € €yete puuatioon 1 NPbate 6€ oTEVN EMTOPN UE KATOLO GTOO TOV EYEL PLUOTIOOT),

. gdv motedete 0L £xete Aoiuwén N €xete cvpntdpota Aoipwéng (BA. Ttopakdto «Enaypuaveite

Y10 AOUDEELS KOl OAAEPYIKEG AVTIOPAGEID»),

. edv €xete mpoopata epPfoilactel 1) edv Tpdkettar vo eUPoALaCTEITE KOTA TN S1APKELD TG
Oepoameiog pe to Tremfya.

Av d¢gv giote olyovpol av KATowo amd To Tapamdve 1oYVeL Yo €60G, ancvbuvieite otov yaTpd, Tov
(QOPUOKOTOLO 1] TOV VOGOKOUO GaG TPV ypnoiponomcete to Tremfya.,

[Ipw Eexvnoete va ypnoponoteite To Tremfya kot evOc® 10 YpnoLUOTOLEITE EVOEYETAL VO XPELOTEL
va VtoPAaiAecTe o€ €EETAGELS OUATOG, Yo va eEleYyOel edv £xete VYNAG emimeda NTATIKGOV VDLWV,
GUUPMOVE [LE TIG 00N YIS TOV YLOTPOV GaG. AVENGELG TOV NTATIKGOV VDUV EVOEYETAL VO ELPAVIGTOVY
o GVYVA 6Tovg acbeveig mov Aapfavovv Tremfya kébe 4 efdondadec oe cOyKplon He Tovg acheveic
mov Aapfavovv Tremfya xéOe 8 efdoundades (PA. «Ildg va ypnowonomoete 1o Tremfya», otnv

Topaypoeo 3).

Enayponveite yia Aowpd&eig ko aliepyikéc avtiopacelg

To Tremfya pumopei duvnTikd vo Tpokarécel coPapéc avemBounteg evEPYELEC, CUUTEPIAUUPOVOUEVDV
aAAEPYIKAV avTIdpdoemv Kot Aotuaéemv. [Ipénet va exaypumveite yio onpeEin OLTOV TV
Kataotdoemv evocm Aapupdavete to Tremfya.

Ta onueia 1| CLUTTOUATO TOV AOTUDEEDV LITOPEL VO TEPIAAUPBAVOVY TUPETO 1| GLUTTAOUATO TTOV
opotaouvv e ypinn, mOVo 6Tovg PoES, Py, dvoTvola, aicOnpa kadGov KoTd TV 00pNoN N TO GLYVH
ovpnomn anod 6,1 suvNB®E, aipa ota PAEYHoT (PAEVVE), OTOAELN COUATIKOV BApovg, didppota 1| TOVo
TOV GTOUAYOV, (£GTO, EpLOPO N EMMOVVO dEPLA ) TANYEG GTO GO GO,

ToPapég ardepyikég avtidpdoelg Exovv mapovotaotel e to Tremfya. Ta countdpota pmopel va
TEPILAUPEVOLY 01O1L TPOG MOV, XEMMY, GTOUATOG, YADCGAG 1] AApLUYYa, SVCKOAIN GTNV KOTATOO
N Vv avamvon, tdon yio AmoBopia 1) {oAn, N kvidwon (PA. «ZoPapég avemBounteg evépyeeg» oty
Topaypoo 4).

Zropatiote va ypnowonoteite To Tremfya kot evruepmate Tov yaTpd cag 1 ovalnTnote apécmg
Tpikn Pondela eGv TapaTnPNOETE OTOLONTOTE GNUEIR TOV VTTOINADVOLV TBAVT GoBapPn} AALEPYIKT|
avtidpaon N Aoipmén.

Howod xon £pnpor
To Tremfya dev cuvictdrol yio Toudid Ko €@novg nhikiog kdtm tov 18 etdv, 610TL dev €xel
peietnfet o€ auT TNV NAKIOKT OHAda.

Adlha @appoxa kor Tremfya

Evnuepdote tov yiotpd 1 ToV QopUOKOTOLd GOG:

. edv ypnoyonoleite, £xete TPOGPATO YPNCUYLOTOMGEL 1] LTOPEL VA, XPNCLOTOINCETE
0To100MTOTE GALO PAPHOKO.



o €dv voPAnOnKate Tpdceata o€ pPoilacd 1| Tpokertar vo epPorlacTeite. Aev TPETEL VA GOGC
yop1ynBovv optopévor Tomot epPoriov (epfora pe {OVTES LUKPOOPYOVIGHOVGS) KOTE T
ddpketa g xpnong tov Tremfya.

Kionon kot Onhaopog

o To Tremfya dev mpémel va ypMGILOTOLELTAL KATA TN JLAPKELN TG KUTONG, KAOMDS 01 EMOPAUCELS
QVTOV TOV PUPUAKOV G £YKVEG YUVaikeG dev gival yvmotés. Edv giote yovaika oe
OVOTTOPOY®YIKT NAKIO, GUVIGTATOL VO ATOPVYETE VO LEIVETE EYKVOG KOl TPETEL VOL
YPTCULOTOLEITE EMOPKT AVTICOAANYN EVOo® ypnoiponoteite To Tremfya kot Yo TovAdyioTov
12 gPfdopddec petd v terevtaio 06om tov Tremfya. AtevOuvheite otov yiotpd cog edv gicte
£€yxvog, vouilete 0TL umopei va giote £€yKvog 1 oyed1GLETE VAL OTOKTIGETE TOUOL.

o AmevBuvieite otov Yiatpd cog edv OnAdlete 1 okomevete vo Onddoete. Oa amopucicete and
Koo Ue Tov YaTpd oag edv Ba Onidoete 1 Oa ypnoyonomcete 1o Tremfya.

Oonynon ko EPLoROS PNy avnpdTmv
To Tremfya dev givon mBavo va ennpedoet TNV kavotntd cog va odnyeite 1 va yepileote

IOV LLOTOL.

To Tremfya wepréyer mohvoopPuké 80

Av16 10 Pappako mepEyel 1 mg morlvcopPikov 80 oe kdbe TPOYEUGUEVT] GLGKELT TOTOV TEVAG, TOV
teodvvopovy pe 0,5 mg/ml. To moAvcopPikd umopei va TPOKOUAEGOVY AALEPYIKES OVTIOPACELS.
Evnuepoote tov 10pd oG GV EXETE YVOOTEC OAAEPYIEC.

3. Ilog va ypnopomromjcete To Tremfya

[Tévtote va ¢pNOYLOTOLEITE TO PAPLOKO OVTO QVGTNPA COLPMOVA LE TIS 0OTYIES TOL YTPOL Goc. Edv
€xete au@1Poiicc, pOTNOTE TOV YATPO 1 TOV POPLOKOTOLO GOG.

IIéoc0o Tremfya yopnyeiton kon yia 1650 Karpod
O y10tpdc cag Bo amopacicel yio 1660 Kapd TPEmEL va yproionoteite to Tremfya.

EXkddng KoMitida

"Evap&n Ospanciog:

H évapén g Bepamneiog pmopel va yivel eite pe evoopAiéPio Eyyvon eite pe vwrodoplo yoprynon:

. EvbopiéPia £yyvon: H mpdn 660om tov Tremfya eivar 200 mg ko Ba. yopnynbet and tov yiatpd
M TOV VOGOKOUO Gag e eVOOQAEPLa £yyvom (oTdydny yoprynon o pia eAERa Tov Ppayiovd
cag). Metd v mpadn d60m, Ba AdPete o devtepn 600m 4 efSOUAdES 0pYOTEPQ KOL EV
ovveyeia o tpitn 600m petd amd aAAeg 4 efdopddec.

o Yrodopia yopiynon: H mpdtn 060m tov Tremfya givanr 400 mg o Oa yopnynOet kdtw amd to
dépol (VTOSOPLLL EVECT)) OE SLOPOPETIKEG TTEPLOYES TOV GMOUATOG. META TNV TpdTN dd6T, Oa
AdPete o devTepn 600mM 4 efdoUAdES 0pYOTEPO KOL EV GUVEYELD LI TPiTN OOCT HETA A0 AAAEG
4 gfdopadec.

BOgpamneia cuvtipnons:

Mo 860m cvvtipnong tov Tremfya 6o yopnynbei péow Eveong kdtw amd to déppa (VTodopia Eveon),

gite tov 100 mg eite v 200 mg. O yrotpds cog Ba amopaciost moa d6om cvviipnong Ba AdPete:

o Mia 560om Twv 100 mg Ba xopnynOei 8 efdopddeg petd v Tpitn doon évapéng Bepaneiog, kot
gv ovveyeia kabe 8 efdopadec.

o Mo d6om Tev 200 mg Ba yopnynOei 4 efdopddeg petd v Tpitn 360N Evapéng Bepaneiog Kot
gv ovveyeia kaoe 4 gfdopadec.

Noécoc 1ov Crohn

"Evapén Ospansciog:

H évapén tng Bepaneiog umopel va yivel gite pe evooA&Pia £yyvon gite e vTOIOPLO YOPNYNON:

. EvbopiéPia £yyvon: H mpdn 660om tov Tremfya eivar 200 mg ko Ba, yopnynbet and tov yatpd
M TOV VOGOKOUO Gag e eVOOQAEPLa £yyvom (oTdydny xoprynon o pia eAERa Tov Ppayiovd




60c). Metd v pmtn 860, Ba AdPete o devtepn d6on 4 efdopnddeg apyodTEPQ Kol €V
ovveyeia o Tpitn d6on petd amd dArec 4 efdopddec.

. Ymodopa yopriynon: H tpdtn 060om tov Tremfya eivar 400 mg ko Ba yopnynOel kdtw amnd 1o
dépua (VTOdOPLY EVECDT)) GE SLOPOPETIKEG TTEPLOYES TOV GMOUATOG. META TNV TpMdTN d60T, Oat
AdPete o devTepT 600mM 4 efSOUAdES OPYOTEPO KOL EV GLUVEYELD LI TPiTN HOCT HETA A0 AAAEG
4 gfoopadec.

BOgpameia cvvtiprnons:

Mo 060m cvvtipnong tov Tremfya 6o yopnynbei péow éveong kdtw amd to déppa (VTodopia Eveon),

gite tov 100 mg eite v 200 mg. O yotpdc cog Oa amopacicst mota, d66m cuvipnong Oa AaPete:

o Mo 06om Twv 100 mg Ba yopnynOei 8 efdopddeg petd v Tpitn d60M Evapéng Bepaneiog, Kot
gv ovveyeia kabe 8 efdopadec.

o Mia. 60m twv 200 mg Oo yopnynOei 4 efdouddeg petd v tpitn 06on Evapéng Bepameiog kot
ev ovveyela kabe 4 efdopades.

Mmopei va anopacicete pali pe tov ylotpd oag va, yopnyeite to Tremfya povor cog. Te avtn v
ePInTOON, O EKTAdEVTEITE KOTAAANAQ GTOV TPOTO YopnyNons g £veong tov Tremfya. Evnuepdote
TOV Y1TPd 1) TOV VOGOKOLO GOG OV £XETE OMOEGONTOTE EPMTNOELS GYETIKA LLE TV CLTOYXOPNYNON TNG
éveong. Etvat onpovtikd vo punv emiyelpioeTe va YOPNYNOETE TV €VEGT GTOV €AVTO GOG £WG GTOV
EKTTALOEVTEITE OO TOV Y1UTPO 1] TOV VOGOKOWUO GOG.

Mo avaAvTticég 0dnyieg oXETIKA UE TO TMG Vo ¥pnoomomacete o Tremfya, tpv and ™ ypnon
dwoPdote TpooekTikd To PUALASIO «OdNYieg xpNONC», TO 0moio TEPIAUUPAVETAL GTO KOVTI.

Edv ypnowpomouioete peyarvtepn 66on Tremfya and tnv Kavoviki
Edv éyete AdPer peyardtepn 66om Tremfya amd tnv kavovikn 1} €av 1 660m €xel yopnynoel vopitepa
amo 0,Tt el cLVTAYOYPaPNOEl, EVNUEPDOTE TOV Y1ATPO GO,

Eav Eeydoete va ypnoipomomocete 10 Tremfya
Edv Egydoate va yopnynoete v éveon pog 66ong Tremfya, evnuepdote Tov y1atpd cog.

Edv otapatioere va (pnoponoreite to Tremfya

Agv Ba, mpénel va, oTapaToETE va ypnoiponoteite To Tremfya yopic Tponyovpévog va,
EMKOWVMOVNGETE Ue TOV YoTpod 60c. Edv otapatmoete tn Oepaneio, T0 COUTTOUATA GO EVOEYETOL VL
EMOVELPAVIOTOVV.

Edv éxete mepiocdtepeg EpOTNCELG GYETIKE LLE T YPTOT QVTOV TOV PAPUAKOV, POTHOCTE TOV Y1ATPO,
TOV (POPLOKOTOL) 1] TOV VOGOKOUO GOG.
4. IIBavég avemBOUNTES EvépPyELEg

Onwg 6ha Ta eApUOKa, £TGL KO AVTO TO QAPUOKO LITOPEL VO TPOKAAEGEL AVETIOOUNTES EVEPYELES, AV
Kal 0ev mopovctdlovial o€ GAOVE TOVS OVOPDOTOLG,.

2ofapéc avemOUUNTEC EVEPYELES
Evnuepaote tov y1otpod cog 1 avalntiote ouéomg otpiki Pondeta edv eLeaviceTe 0Tol0dNTOTE OId
TIG aKkOAOVOEG avemBOUNTES EVEPYELEC:

IBavi) cofapn) arrepyikn avridopaon (Lmopel va emnpedoet Eo¢ 1 ota 100 dtopa) — o onueio M
CUUTTOUOTO PUTOPEL Vo, TEPIAAUPEVOLV:

- SVoKOAiD GTNV AVOTVOT 1 TNV KOTATOON

- 0101 L0l TOV TPOGMTOL, TV YEIMDV, TNG YADGGOC 1| TOVL Adpvyya

- £€vTovo Kvnouo 6To dépua, Le epuBpd eEavinpua 1 eoykopata

- tdon yio AuroBopia, younin aptnplokn wieon 1 (6N



Alrec avemBOuUNTEC EVEPYELES

Oleg o1 axkdrovbeg avemBOuNTEg evépyeteg ivan Nmieg £mg uétpieg. EGv omotadnmote amd autéc Tig
avembounteg evépyeleg yivel cofapr|, EVNIEPMOTE AUESMG TOV YLOTPO, TOV PAPUOKOTOL0 1) TOV
VOGOKOUO GOLG.

ITolb ovyvég (Lmopel va emmpedoovy mepiocotepa omd 1 ota 10 dropa)
- AOWMEELG TOL AVATVEVGTIKOD GLUGTNLOTOG

Yoyvég (umopel va emmpedoovy ém¢ 1 ota 10 dropa)

- TOVOKEPUAOG

- ovog TV apbpmcewv (apbpaiyio)

- duappoia

- avénuévo eminedo TV NTOTIKOV eVOOU®V GTO aipa
- depuotikd eEdvinpa

- gpvBpoTTa, £pebicUOC N GAyoc ot Béom Tng éveong

'Oy ovyvég (nmopel va emmpedocovy €mg 1 ota 100 dropar)

- UELMUEVOG aPOUOG EVOG TOTOV AEVKMV ULLOGQUPIY oV ovoudlovtal ovdeTEPOPIAL

- AOWMEELC Ao TOV 10 TOV amAoD EpanTa

- LUKNTIOGIKT AOTU®EN TOL SEPUATOC, Y10 TAPASELY L0 AVAUESH GTO SAKTUAL TV TOJDV (T.X.,
6oL TOV 0OANTN)

- oToMayIKN YPImN (YaoTpevTepition)

- Kvidwon

Yravieg (umopet va ennpedoovy €wg 1 ota 1.000 dropa)
- oAAEPYIKN avTiOpOom

Ava@opd avemBounTOV gvepyELOV

Edv mapoatnphoete Kamoto avemBOunTn evEpyela, EVIUEPDGTE TOV YIOTPO, TOV PAPUAKOTOLO 1) TOV
VOGOKONO Gag. AVt 1oyveL Kot yio kébe mhavr avemBountn evépyela Tov dev avapEPETAL GTO TAPOV
@OALO 0ONYUDV Yprione. Mmopeite eniong va avapépete avemBounteg evépyeleg anegvbeiog, HEcw Tov
EfBvikov Opyaviepotd @apudkmv, Mecoyeimv 284, GR-15562 Xoiapydc, ABnva, TnA: + 30 21
32040337, Iototonoc: http:// www.eof.gr, http://www kitrinikarta.gr. Méow® g avapopdic
avemBounToV evepysldv uropeite va fondnoete ot GLALOYY TEPIGGOTEPWOV TANPOPOPLOV GYETIKA
LE TNV AGPAAELD TOV TOPOVTOC PAPLLAKOV.

5. Nog va pvracoete 10 Tremfya

To @appako ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal OV TO POAVOLV TO TOdLA.
Noa pn ¥pnoiomoteite avTd T0 APIOKO HETE TNV NUEpOoUNVia AENG TOL avVaPEPETOL GTNV
EMONLOVGT] TNG TPOYELUGHEVNG GLOKEVTC TOTOV TTEVOG Kol 0T0 e€MTEPIKO Kouti petd ™ «AHZEH». H

nuepopnvio ANéEng etvor 1 tekevtaio nUEPE TOV PIVO TOL OVAPEPETOL EKEL.

DuAdooeTe TNV TPOYEUICUEVT] GUGKELT] TOTTOL TEVOC 6TO EMTEPIKO KOVTI Y10l VO, TPOGTOTEVETAL OO
T0 QMG

dvidcoete og yoyeio (2°C — 8°C). Mnv katayvyeTe.

Mnv avoxkiveite.

MnV ¥pNCLUOTOINGETE OVTO TO PAPLOKO EAV TOPATNPNCETE OTL Eval BOAO 1 ATOYPOUATIGUEVO T
mepl€yet peydra copatiow. Ipv and ) ypnon, Pydite ™ cvokevacio amd To Youyeio Kot e oTe TV

TPOYELGUEVT] GUGKELT TOTOV TEVAG PLEGO GTT GLOKELAGIN MOTE Vo eMovELDEL og Beppokpacio
nep1PdAirovtog yio 30 Aemtd.


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

Av16 10 apraKko Tpoopiletal yia pio povo ypnor. Mnv TeTdte pAPLAKO GTO VEPO TNG AMOYETEVONC I
OTO OIKLOKA omoppippata. POTNoTE TOV QapLOKOTOd GOG Y10 TO TAOC VO TETAEETE TO PAPLAKO TOV
dev ypnotponoteite ma. Avtd ta pétpa Oa fondncovv oty tpoctacio Tov TEPPAALOVTOG.

6. IIepreydpeva TS GVGKEVLUGINS KOl AOUTEG TANPOPOPIES

T epréyer 1o Tremfya

- H dpaotikn ovoia givar to guselkumab. Kabe mpoyepicpévn cuokenm tOmov mévog mepléyet
200 mg guselkumab o€ 2 ml dohvpatoc.

- Ta dAAa cvotaTikd gival 16TIdivT, 16TV LOVOLSPOYAMPIKY] HOVODOPIKT], ToAvcopPikd 80
(E433), coxyoapdln kot Vowmp Yo EVEGIUAL.

Epg@évion tov Tremfya kol mepleyOpeva TG GVGKELAGIOG

To Tremfya givon dtavyég, dypmuo £0g avoryto Kitpvo evésipo didAvpa (evéoipo). Atatibeton o

GLOKEVOGIEG TTOV TTEPLEYOVVY IO TPOYEUIGUEVT] GLOKEVN TOTTOV TEVOG KOl GE TTOAVGVGKELOGIES TTOV
wepthapPdvouy 2 kovtid, To keféva and ta omoia tepiEyel 1 mpoyeIoUEVT] GLGKELT TUTTOV TTEVAG.
Mmropei vo, unv KuKAOPOPOUY OAEG 0L GLOKEVAGIEC.

Kéroyog Adsrag Kvkrhogopiag
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Béhyo

Iopaockevactig
Janssen Biologics B.V.
Einsteinweg 101
2333CB Leiden
OAavoio

IMa omoladnmote TANPOPOPIo. GYETIKA LE TO TOPOV POPUAKEVTIKO TPOIOV, TAPUKOAEISTE VO
amgvbuvbeite otov Tomikd avtimpoésmmo tov Katdyov tng Adelag Kvkiopopiag:

EAada

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

To mapdév evrro 0dNYLAOV Y piions avabempiOnke Yo TeElevTaia Popd Tov OkTtdfpro 2025.

Aentopepeic TANpoopieg Yo T0 pAaproKo avtd givar dtabéoiueg 6To diktvakd ToTo Tov Evpmmaikod
Opyaviopov @apudxmv: https:/www.ema.europa.eu.
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Odnyieg xpiiong
Tremfya
200 mg TPoYEUIGUEVT] GUOKEDT] TUTOV TEVOG

YXYXKEYH MIAX XPHXHX



INROVTIKEG TANPOPOPIES
To Tremfya dwotiBeton o€ mPOYEUGHEVT CLGKELN TOTTOV TEVAG LHOG XPToNG, 1| omoia mepEyel pia 6don
tov 200 mg.

O ywtpog oog 0a cag e €av 0a yperactel va ypnoipomon)oete 1 1] 2 TPOYEUIGPEVEG GVOKEVEG
TOTOV TEVAC.

Edv o yiatpdc cog amopacioet ti eogic 1 Evag epovTioTig umopeite va kdvete Tig evéoelg Tremfya
07O OTiTL GOC, B0 TPEMEL VO EKTAUOEVTEITE GYETIKA LE TOV OMGTO TPOTO TPOETOUAGIOG KOl EVEGT|G TOV
Tremfya ypnoUOTOUOVTAG TNV TPOYELIGUEVT] GUGKELT] TOTOL TEVOLC.

ITapakarovpue dwafdote avtéc Tic Odnyieg Xpnong mpv YPCIUOTOUCETE TV TPOYELUGLEVT] GUGKELT|
Tomov évag Tremfya kat kaBe eopd mov TPoUNBeLESTE 1A VEQ TPOYEUGUEVT] GLGKELT] TOTTOV TEVOLC.
Evdéyetan va vdpyovv véeg mAnpopopies. Avtdg o odnyog oev aviikadiotd tn cv{ntnon pe tov
YWITPd GOG OYETIKA UE TNV WTPIKY cag mwddnon 1 ) Oepamneia coc. Eniong dtofdote Tpocektikd 10
DVuALo Odnymv Xphong mptv EEKVIGETE TNV £VECT GOG Kol GV{NTHGTE OMOIEGONTOTE ATOPIES EYETE
LLE TOV Y10TPO 1] TOV VOGOKOLO GOG.

Kabe mpoyepicpévn cvokevn tomov névog Tremfya umopel va ypnopomomOei udvo pio gpopd.
Amoppiyte TNV TPOYEUIGHEVT GLGKELT TOTTOL TEVHS (PA. Brjua 4) uetd omd pio 6001, akouo Kot o
£xel amopeivel EAPULOKO LEGH GE AVTYV. M1V EXAVAYPNCLOTOIEITE TNV TPOYELGLEVT] GUGKELT] TOTOV
TEVOLG.

E ITinpogopiss pvralng

dvAdooete og yoyeio og Beppoxpacio 2°C Emg 8°C.

Mnv KotayOyeTe.

Mnyv avoxkwveite TNV TPoYEUIGHEVT] GLGKELT] TOTTOV TEVOC.

DVAAGGETE TNV TPOYEPLIGPEVT] GUOKEDT] TOTTOV TEVAG GTO OPYLKO KOLTL Y10 VO TPOCSTOUTEVETAL OTTO
TO QOG KU1 TN VoK @Oopd.

®vidooete To Tremfya kon 6ha To @appoka g pépn mov dgv eOAvovY T TOLOLA.

&
\ I
Xpewaleote PonOeras
Enucowvoviote pe tov yotpd 6og yio va culntoete Tuydv amopieg mov pmopei va éxete. [a
pochetn Pfonbeta 1 ylo va LopacTeiTe Ta GYOMA Gag, avatpééte oto GOAL0 Odnydv Xpnong yia to
GTOELN EMKOVOVIOG TOL TOTKOD AVTITPOGHOTOV.




H wpoyepiopévn cvokevt] TOTOV TEVOG PE o poTid

Hpw ) ypijen

Mgeta ™ gpiion

H papdog tov
gupdrov

vepilet To mopabvpo
TOPOTIPT|ONG.

Hapadvpo
TapaTNPINONG
Kitpwo
TPOGTATEVTIKG

Belovag

Wl AemTi kKpOPpEVY
Berova

opa

Mnyv a@arpeite To
il ! TTONO. pHEYPL TN
=5 oTIypN oL gioTe
£TOLLOL VO KAVETE
v éveon (BA.

Brjua 3).

Oa yperoocteite:

* 112 npoyspiopéveg cVGKEVEG TOTOV
névag pe Paon o 0601 TOL E)EL
ovvtayoypapn0si andé Tov y1aTpoés cog

AgvV TOPELOVTUL GTO KOVTIL:

*  Boappdxia pe owvomveopo

¢ Kopparta Bappaxe | emOéporta yalog

*  AvTOKOAANTOL ETIOEGHOL

o IepEKTNg aLuUNPAOV AVIIKEINEVOV

(BA. Brjua 4)




1. Ilpogtopaoreite

200 mg

1 poyepiopévn [l
GULOKEVT] TOTOV TEVOG

400 mg
2 TPOYEPIGPEVEG
GVOKEVEG TOTTOV TTEVAG

n i

EAréyEte T ovvtayoypa@ovuevy 6601 cag Yo va dgite €dv Oa yperactel va ypnoipomonoete 1 1
2 Tpoyepopéveg oVOKEVES TOTOV TEVAGS Kol EMOepNoTE To(0) KOVTI(1d)

Bydikte to(a) KouTi(1d) LE TNV TPOYELUGLEVT GLGKELT] TOTTOL TTEVAS OO TO YLYEILO.

EAréyEre v nuepopnvia Méng («KAHEH») oto kovri.

M ¥p1GILOTOMGETE TNV TPOYEUICUEVT] GVOKEVT] TOTOL TEVAG GV 1 NUepounvia ANENG Exetl mapEAbet
N €év 1 tavia aceoreiog 6to Kouti givorl Tapaflacuévn.

Enuwcowvovnote pe tov y1otpd 1 1oV QOPUOKOTOLd GOG Y10l L0 VEQ TPOYELUGLLEVT] GUGKELT] TOTOL
TEVOG.

IEPIMENETE_
AEIITA

Agnote to Tremfya vo @tdosl o€ Ogppokpacio dopatiov

TomobBethote t0(0r) KOLTI(1R) GE Ui emimed eMPaveln, o OgpLoKPAGio SOUOTION Yo TEPITOL

30 remtd mpv and ™ yprioN.

Mn Oeppaivete V(TIC) TPOYEMGUEV(EC) GLOKEVT(EG) TOTOV TEVAS LE OTOLOOMTOTE GAAO TPOTO.
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2. Etowpaoteite Yo v éveot) 60g

EmBsopniote 10 vyYpo 610 TapdOvpo Yo va deite 6TL Eivan dtavyég MG EAAPPDOG KiTPLvo
AQapécTe TNV TPOYEMGUEVT] GLOKELN TOTTOV TTEVOS 0O TO KOVTL.

EAéyEte T0 vYpO 610 TOPEHLpO TapaTHpNoNG. o TPEmEL va ivar S1oYEC £ EAAPPOC KITPIVO Ko
EVOEYETAL VO, TEPIEYEL LIKPOGKOTIKA AEVKE 1] Stapov) copatidle. Evoéyeton eniong va deite
QLOOAIDEG aEPQL.

Av10 gival pLUGLOAOYIKO.

Mn yopnynoete v £veot €4V 10 vypo givor:

o 0oro 1
. OTOYPOUATICUEVO
o TEPIEYEL UEYOLO COUATIOW

Edv éyete appifories, emucovovnoTte e Tov Y1aTpd 1) TOV GOPLOKOTOL0 GOg Yo, Vo Tpoundevteite pua
VEQ TPOYEUICUEVT] GVOKEDT] TUTTOL TEVAG.

EméEte ™ 0¢om TG éveong
EmAéEre pia and tig akdAovbeg meployEg yio TNV EVECT| GOGC:
o IIp6c610 pépog tv unpadv

. Kdato pépog g Kothidg (Kdt®m KotMaKY yopo)
Mn ypnotponoteite v neployn mov Ppioketot 5 eKATOGTA YOP® ATO TOV APUAO GOG.
. OmnicOio pépog tov Bpoydvev (edv n £veor cag yopnyeitat amd GPovIieT)

Eav yperaleton va yopnyNoeTe 2 eVEGELS Y10 VO OLOKANPAOGETE T1) 0061 060G, EMAEETE
OLULPOPETIKES TEPLOYES 1] OPTOTE TOVAAYLOTOV 5 €EKUTOGTH NETAED TOV OEce®V TNG éveonc.
Mn yopnyeite v éveon og meployn 6mov to dépua eivarl evaictnto, eppavilel poOA®TES, Eival
£pLOPY, POAMOWDTO, TUYVGUEVO 1) GKANPO. ATOPEVYETE TIG TEPLOYES LE OVAEG N POYGOES.

1"



ht.“,’*“:"_--n

ITAvvere Ta yépro. cog kor Kabapicte T 0Son TG veong

[Thdvete ta yépra oag KoAA pe camodvt Kot {eatd vepo.

Ykovmiote TN 0éom ¢ éveong mov emAé&ote pe Eva PapPdxt pe ovomveEL U Kol 0QNOTE TN VA
OTEYVAOOEL

My ayyilete 1 pvodte T 0éon g éveong apdtov v Kabapicete.
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3. Xopnynote v éveon tov Tremfya ypnopomordvtag Ty TPOYEUIGHEVT] GVGKELT] TOTOV TEVOG

S—

Inl

AQa1péoTe TO TONW OTOV EIGTE ETOLNOL VO, KAVETE TNV £vEST

Mnyv Ayyiete To Kitpivo Ilpootatevtind tng Behdvog!
AVt pmopet va Eekvioegl Ty éveon kat Ogv Bo AdPete T d60M.

Aogapéote To T TpaPdvag 1o Tpog Ta £Ew. Elval guotoloykd va deite pepkés oTaydvec vypov.
Xopnynote v éveon tov Tremfya evtog S AeXTOV 06 TNV AQPAIPEST) TOL TONATOC,

Mnyv tomofetnoete Eavd To TOpA, KaOMG avtd Ba propovce vao tpokaAésel (nuid g ferdvag.

M (PNCIUOTOGETE TNV TPOYEUGUEVT] GLGKELT] TOTTOV TEVOC EAV TEGEL KATW APOTOVL aparpeDdel To
TIOLLOL.

Enucowvovnote pe tov yotpd 1 10V QOPUOKOTOLd GOG Y10l L0 VEQ TPOYELUGLEVT] GUGKELT] TOTOV
TEVOLG.

kil =
4

X

Tomo0eT1)0TE TV TPOYEUOUEVT] GVGKEDVT] TOTTOV TEVOG 0revBeiog Tave otn 0éon TG éveong Kal
OT1] GUVEYELD MEGTE KO KPATIOTE TATNREV TNV TPOYEUIGUEV] GVGKEVT] TOTOV TEVAG

Mnyv Avaoxknk®oete Ty [poyepiopévn Lookevn] Tvmov [Mévag Katd Tn Avapkera Tng 'Eveonc!
Edv to kdvete, To Kitpivo mpootatentikd Perdvog Oo khedmoet kot dgv Oa yopnynOel n TAnpng 06om.

TomoBetnoTE TNV TPOYEUIOUEVT GLGKELT] TOTTOV TEVAG omevBeiag mhve otn BEom g Eveong e To
KITPVO TPOCTOTEVTIKO TG PEAOVAG TAVM GTO €PN Kot TO TapABupo mapatnpnons v PAETEL Tpog
€00IC.

[Tiéote TpOg T KAT® TNV TPOYEUICUEVT] GLGKELT] TOTOL TEVOG Kol GUVEYIGTE Vo TNV TELETE TAV® GTO
déppoa.
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B0 0KOVOETE TO TIPAOTO KAIK.

Yoveyiote vo TECETE TNV TPOYEPIGREVY] GLOKELT] TUTOV TEVAS 6TA0EPE TAVM 6TO déppa. Y10,
nepimov 10 devTepdienTa, NEYPL VA AKOVGETE £VO, OEVTEPO KMK
"Eyete oyed6v TEAEIDOEL.

Yoveyiote vo mECETE TAVM 0TO 0éppa kKot emPefarmcte 0TL N §veon oAoKANPOONKE
H éveon éyel ohoxkAnpwbei 6tav n pafodog tov epPfdrov oTapatd va Kiveiton kot yepilel to mapdbupo
TOPATNPNONG.
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LNKOGCTE T1] GVOKEVT] TPOS TA TAVO
Eév n ovvtayoypa@odpevn 6001 60g amaltel 000 evécels, emavarapete To Bijpata 2 £mg 4 pe ™
OEVTEPT TPOYEPUIGUEVT] GVOKEVT TOTTOV TTEVOC.

15



4. Meta v éveon] 60G

EAéyEre T O0€0m TG éveong

Evdéyetar vo mapatnpioete pia ikpn Tocotnta aipatog 1 vypov oty 8éon g éveonc. Me éva
Bappaxt 1 eniBepa yaloc méote amord mwhve and T 0éomn g éveonc £wg GTOL GTOUATNCEL T
opopparyic.

Mnyv tpifete ) 0éom g éveonc. Edv ypeiactel, kadbyte T B€om ng £veong pe Evay emidEGO.
H éveon cag éxel mAéov olokAnpwOei!

AmoppiyTe T1| YPNCIHOTOMNEVT] TPOYEPLIGHEVT] GUGKEVT] TUTOV TEVHS KAl TO TOUA

Apéomg petd ™ (p1for amoppiyTe TN YPNCILOTOMUEVT TPOYEUGHUEVT) CLGKELT TOTTOV TEVOS KOl TO
OO GE VAV TEPLEKTN ATOPPLYNG OULYUNPDV OVTIKEUEVDV.

Otov 0 TepLEKTNG YEUUOEL, 0TOPPIYTE TOV GOUPOVE LE TIG 00NYiEG TOV Y1ATPOV 1] TOV VOGOKOLOV GO,
My ntetdte (AmoppInTETE) TNV TPOYEUIGHEVT] GLCKELT] TOTOL TTEVOS GTO OIKLOKE OTOPPILLLATOL.

MnV avoKVKADVETE TOV TEPIEKTI] OTOPPIYNG QLY U PDV OVTIKELUEVDV.
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