@vAro ooV piong: IIAnpogopics yra Tov ypijotn

Tremfya 100 mg PushPen gvéoipo drdivpa o€ TpoyepIGPUEVI] GVOKELT] TOTOV TEVAGS
guselkumab

AP aoTE TPOGEKTIKA OLOKAN PO TO QVAAO 0ONYLOV YP1ONGS TPV UPYIGETE VA YPNCLUOTOLEITE AVTO

T0 Qappoxo, H16TL TEPLAUPPEVEL SNUOEVTIKEG TANPOPOPiES VIO TOC.

- DvraEte avtd To EOALO 0dN YDV Yprions. Towg ypelaotel va to dwfdcete Eava.

- Edv éxete mepartépw amopieg, p@TNoTE TOV Y10TPO, TOV POPUOKOTOLO 1] TOV VOGOKOUO GOG.

- H cvvtayn yio avtd 10 ¢approko xopnynonke amokAeloTKd Yio 60G. Agv TPEMEL VO SDGETE TO
0apuoxo og GArove. Mmopel va Toug mpoKarésel PAAPT, oo Kot OTOV TO GUUTTOUATO TG
acBévelog Tovg eivar 010 pe ta S1Kd Gog,.

- Edv mapotnpfoete KOmolo avemBOUnTn eVEPYELL, EVILEPMDGTE TOV YIATPO, TOV POPUAKOTOL0 1|
TOV VOGOKOUO 60G. AvTd 1oy0et kot Yo k0B mBavn avemBOunTn evépyela IOV OV AVALPEPETOL
670 TTapdV PUALO 0dNYIdV Ypiiong. BAére mapdypago 4.

T Tepréyer 1o Tapév AL 00N YIOV:

T1 efvon o Tremfya ko mowa givon 1) xpriomn tov

T mpénet va yvopilete mpv ypnoponomoete to Tremfya
Iag va ypnoomomoete to Tremfya

[MBavég avemBounteg evépyeteg

[ag va puidooete to Tremfya

[epreydpeva g cvokevaciog Kot Aomég TANpopopieg

AN S

1. Tu givan To Tremfya kon wova givon 1 ypfon Tov

To Tremfya mepiéyet t dpaoctikn ovoia guselkumab, n omola givan évag TOTOG TPp@OTEIVIG TOL
ovopdleTol LOVOKAMVIKO OVTIGMOUAL.

To @apuaxo ovtd dpa avactéAlovtag T dpdon ping tpwteivng mov ovopdletot IL-23, ) omoia
VIapyeL o owénuéva enineda ota dropa e yopiaon, yoplacstkny apbpitida, eEAkmON KoAiTida Kot
voco tov Crohn.

Yopioon katd TAaKag
To Tremfya ypnoonoigitat yio ) Oeponeio evnhikav pe pétpia Eog cofapn «yopioon Kotd
TAAKOGY, [0 QAEYHOVAOOT BN o™ TOV TPOGPAALEL TO déPU KOL TO, VYL

To Tremfya pumopei va PEATIOGEL TNV KATAGTOOT] TOV OEPUOATOC KL TV EUPAVIOT] TOV VOYIDOV KOl VO,
UELDGEL T CUUTTOUOTO, OTTMOG 1) EUPAVICT] AETIDV, 1] OTOPOAId®GN, 1] OTOAETION, O KVNGUOS, O TOVOC
Kol o aicOnua kavcov.

Yoprooiki) apOpitioa

To Tremfya ypnoiponoieital yio ™ Oepomeio piog wdbnong mov ovopdletar «ywprocikn apOpitidoy,
pio pAeypovadn vocso tav apbpdcemy, 1 0moic cuyvE GLVOSEVETAL 0O YpiaoT kKaTd TAdkag. Edv
&xete yoplaoikn apbdpitida, Oo oag xopnyndodv dira pdpuoka tpmdta. Edv dev avtamokpideite
apKETE KaAG o€ aVTa To PAapHoKa 1| o€ Tepintmon dvoaveéiog, Oa cog yopnyndei to Tremfya yio
HEI®ON TOV ONUEI®V KOl TOV COUTTONATOV TNg acbéveldg cag. To Tremfya pmopel va ypnopomomei
puovo tov 1 pall pe éva dAro eapuako tov ovoudletor pebotpeEdn.

H ypnion tov Tremfya otnv yoplacikn apbpitida o cog @eeAncel peidvovtag To onueio kot to
CLUUTTOUOTA TNG VOOV, emPBpadivovtag T PAGPN oTovg ¥OVopPoLG KAl T0 06T TV apBpdoemV Kot
Bektidvovtag TV IKovOTNTa Gog Vo eKTELEITE GLVNOELS KOO UEPIVES dpaaTNPLOTNTEG.



EAk®ong koAitioao

To Tremfya ypnowonoteiton yio T Bepameio evnAikov pe pHETPLo E0¢ coPapr) EAKMON KOMTIOA, Ll
QAEYLOVAOON VOGO TOV gviEpov. Edv €xete eEAkmdn koAitida, Oa coag 60000V TpdTa GAAL PAPLLOKAL.
Edv dev avramokpiBeite apketd Ko 1 edv €xete dvoaveéio o QVTA TO PAPLOKO, UTOPEL VO GOG
d00¢el to Tremfya.

H ypnion tov Tremfya otnv eéAkdon KoAiTido Uropel va 6o¢ @PEAGEL LEWMVOVTOG TO onueio Kot
GUUTTMOUATA TNG VOGOV, GUUTEPIAAUPAVOLEVOV TV KOTPAVOVY e OipLa, TNG EMTAKTIKNG OVAYKNG Yo
KEVOOT] Kot TOV aplfUoy TV KEVAOGE®MY, TOV KOIALOKOD TOVOL KOl TNG PAEYLOVIG GTNV ECOTEPIKT
EMEVOLON TOL EVIEPOL GaG. AVTEG 01 EMOPAGELS UTOPOVV VAL PEATIOGOVY TNV IKAVOTNTE GOC VOl
ekteAeite TIg ovvBelg KaONUEPIVEG OPOaTTNPLOTNTES KAl VO LELDGOLY TNV KOTWOT).

Nodoog Tov Crohn

To Tremfya ypnoiponoigital yio T Oepomeio evniikov pe pétplo Eog cofapn voco tov Crohn, o
QAEYLOVAOON VOGO Tov gviépov. Edv €xete voco tov Crohn, Ba cag 60600v mpdta dAia pdpuaka. Edv
dev avramoxpifeite apkeTd KoAd 1 edv £xete dvoavesio e avTd Ta EAppaka, propet va cag 600el To
Tremfya.

H ypnion tov Tremfya o1t voco tov Crohn pmopel va 6og @PEANGEL LEUDVOVTAG TOL GTLELN KO
GUUTTMUOTO TNG VOGOV, GUUTEPIAAUPAVOUEVOVY TNG SIPPOLOC, TOL KOTAOKOD TOVOL Kol TNG
QAEYLLOVIG OTNV E0MTEPIKT EXEVOVOT] TOV EVIEPOL GOC. AVTEG Ol EMOPACEL LTOPOVV Vo BEATIOGOVV
NV IKavOTNTA GOG Vo eKTEAEiTE TIG cLVNBELG KaBnUEPIVEG dPaGTNPLOTNTES KOL VAL PHELDCOVY TV
KOTOoN.

2. T péner va yvopilete mpiy ypnowponomcere To Tremfya

Mnyv gpnowponomcete 70 Tremfya

o o€ mepintwon aAlepyiog oto guselkumab 1 o omo100MmOTE GALO A0 TOL GVGTATIKA CLTOV TOV
oapudrov (avaeépovtol otny mapdypapo 6). Eqv motevete 6T pmopel va elote addepyikot,
{ntote ™ GUUPBOLAN TOL YITPOL GOC TPV Ypnotponomoete to Tremfya.

. edv €xete o evepyn Aoipumén, copmeptAapfovoprévng g EVEPYONs GLUUATIOONS.

Ipocdomomoeis ko TPoPLAGEELS
AmevBuvheite oTOV Y10TPO, TOV POPLOKOTOLO 1] TOV VOGOKOUO GOG TPV ¥pNnolomomoete to Tremfya:

o €dv happdvete Bepancio yio pio Aoipwén,

o e €xete o Aoipmén mov dev voywpel 1 e&okorovbel va emaveppavifetan,

. edv €xete pupatioon 1 Npbate 6€ oTEVN EMOPT LE KATOLO ATOHO OV EYEL PLUATIOON,

o edv motedete 0T £xete Aolpwén N €xete cvpntdpota Aoipméng (PA. tapakdtw «Enaypunveite

Y10 AOUMEELS Kol OAAEPYIKEG AVTIOPAGELD),
o €av €yete mpocpato epPforactei N dv mpdkertan vo, UPOMACTEITE KATA TN SLAPKELN TNG
Oepaneiog pe to Tremfya.

Av d¢ev gioTe 6lyovpot oV KATO0 0td TO TOPATAVE 1GYVEL Y10, €60C, amevbuvieite atov yaTpd, TOV
(OPUOKOTOLO 1] TOV VOGOKOLO GaG TPV ypnoiponomoete 1o Tremfya.

[Ipwv Eexvnoete va ypnoyonoteite To Tremfya kot evOG® TO YPNOUOTOLEITE EVOEYETAL VO YPEIOOTEL
va vtoPaiiecte o€ eEeTdoEIC aipaTog, Yo va eEleyyDel edv £xete VYNAG emineda NIOTIKGOY evOOU®Y,
GOV, LLE TIG 0OMYIES TOL Y1ATPOV GOG. AVENGELG TOV NTOTIKAOV EVEDU®OV EVOEXETAL VO ELPAVIGTOVV
7o GVYVA 6ToVG 0oBeveig mov AapPdavovy Tremfya kdbe 4 efdopddeg o€ cOyKploN [E ToVg acbeveic
7ov AauPavovv Tremfya kaBe 8 epoopnadec (PA. «Ilmg va ypnoionooete 1o Tremfyay», oty

TapAypopo 3).

Enraypuvaveite yio AOWROEELS Kol AAAEPYIKES AVTIOPAGELS

To Tremfya pumopei dSvvntikd vo tpokarécel coPapéc avembOunTe evépyeles, GLUTEPIAAUPBAVOUEVEOV
aAAEPYIKAV avTIdpdceV Kot Aotpuodéemv. [Ipénet va emaypunveite yio onpeio ovTtOV TV
Kataotdoemv evocm Aapupdvete to Tremfya.



Ta onpeia | copUTTOUATA TOV AOUBEEDV PUTOPEl VA TEPIAAPAVOLY TVPETO 1) GLUTTMLOTO TTOV
opotafovv pe ypimn, mévo otovg Poeg, Prixa, Svomvola, aichnuo Kadoov KOTA TNV 0VPNOT 1} TTLO GLYVT
ovpnon amod 0,71 cLVNBWC, aipa ota EAEYpaTO (BAEVVE), ATMOAELN COUATIKOD Bdpovg, didppota 1 TOVO
TOV GTOUAYOV, (e0TO, EpLOPO N EMMOVVO FEPUA 1) TANYES GTO GOLLO GAG TOV JALPEPOVY AUTTO TNV
yoploor coc.

YoPapéc arlepyikég avtiopaoelg xovv mapovctactel pe 1o Tremfya. Ta copntdpata propet vo
TePAAPPEvVoLV 0101 e TPOGMTTOV, YEMV, GTOUATOS, YAMGGAS 1} AdpuYYa, SUGKOALN GTNV KATAITOoN
N Vv avamvon, tdon yio Amobopia 1 {oAn, N kvidwon (PA. «ZoPapéc avembounteg evépyeiegy oty
Topaypoo 4).

Ytopatiote va ypnoonoteite To Tremfya Kot evuep®ate TOV Y10TPO Gag N avalnTnote apécmg
Tpikn Pondela €6V TapATNPNGETE OTOLAONTOTE GNUELN TOV VTOINADVOLV TBAVT cofapn AALEPYIKT
avtidpaon 1N Aoipmén.

Howra ko £éenpor
To Tremfya dev cuviotdrol yio Toudid Kot eprfouvg nikiog kbto tov 18 e1dv, 610TL dev €xel
peietnfet 6e avT TNV NAMKLOKT ORAdA.

Adlha @appoxa kor Tremfya
Evnuepaote tov yuotpd 1 Tov popUoKomold cog:

o €dv ypnoylomoieite, £xete TPOGPATA YPNOUYLOTOGEL 1] LTOPEL VAL YPTCULOTO|GETE
0TO100MTTOTE GALO PAPUOKO.
o €dv voPAnOnkate tpdoeata o pPfoitacpd 1 tpdkettar vo epPforiacteite. Aev TPEMEL v GOG

yopnynBovv opicpévor Tomot epPoricnv (euPoiia pe {OVTEG LIKPOOPYOVIGUOVG) KATE T
dugpxetla g xpnong tov Tremfya.

Kinon kot Oniaopog

o To Tremfya dev mpémel va ypnoyLoToleital Katd Tn S1apKEL TG KUTONGE, KAOMDG 01 EMOPAGELC
QLTOL TOV PAPUAKOL Og £YKLEG Yuvaikeg dev etval Yvawotéc. Edv elote yuvaika og
AVOTOPOYYIKT MAKI0L, CUVIGTATOL VO, ATOPUYETE VO LEVETE £YKLOG KOl TPETEL VAL
YPTCULOTIOLEITE EMOPKT AVTICOAANYN EVOc® ypnoiponoteite To Tremfya kot yio TovAdyicToV
12 gBfdouadec petd v terevtaio 66on tov Tremfya. AnevBuvbeite otov YioTpd Gog edv gicte
€yKvoc, vouilete 0T umopel va glote £ykvog 1 oxedlalete vo amokTGETE IO,

o AmevBuvBeite otov yatpod cag edv Onralete 1 oxomevete va Oniaocete. Oa anopoacicete and
Kool Ue Tov YlaTpd cag edv Oa OnAdoete 1| Oa ypnoywomomosete 1o Tremfya.

Odnfynon ko LEPLOROS PNYOVIRLATOV
To Tremfya dev givar mBavod va ennpedoet v wavotnTd cog vo odnyeite N va yepileote

U0V LLOTOL.

To Tremfya mepréyer morlvcopPiko 80

Av106 10 Pappako wepEyel 0,5 mg tolvcopPikov 80 o KUOE TPOYEUGHUEVT) GUGKELT] TOTTOV TEVAG,
7oV 16odvvapoty pe 0,5 mg/ml. Ta mohvoopPiid pmopel vo TPokaAEGOVY OAAEPYIKES AVTIOPAGELG.
Evnuepaote tov 101pd cog eqv £xeTe YVOOTEG OAAEPYIEG.

3. o va ypnopononjcete 1o Tremfya

[TavtoTe va YpNOUYLOTOLELTE TO PAPLOKO AVTO AVOTNPE COUPMOVO, LE TIC 0ONYIiEC TOVL YTPoL cog. Edv
£xete au@POAEC, POTNOTE TOV YITPO 1) TOV QOPLUKOTOLO GUGC.

1660 Tremfya yopnyeitor ko Yo T660 Kopod
O y1atpog oag O amopacicel yio 1060 kapd Tpémnel va yprnoyonoteite to Tremfya.



Yopioon katd mhdxog

. H d60m givan 100 mg (10 mepieydpevo 1 mpoyeioévng GUGKELNC TOTTOL TEVOC) XOPTYOVLEVA
pe éveon Kato amd 1o déppa (Voddpia Eveon). To edpuaxo pmopel va yopnynOel and tov
YTpd 1 TOV VOGOKOUO GO,

. Metd v mpdn d60m, Ba AdPete v endpevn doom petd and 4 efdopnddes Kot ev cuveyeio
Kké0e 8 efoopddec.

Yopuowm apbpitida

o H d60m eivar 100 mg (1o mepieydpevo 1 mpoyeioévng GUGKELTC TOTTOL TEVAGS) XOPTYOVLEVH
pe éveon Katm amd to dEpua (Voddpla £veon). To pdapuako pmopet va xopnynOel amd tov
YwTpo 1] TOV VOGOKOLO GOC.

o Metd v padTn d60M, B AdPeTe TNV enduevn S0 PETA amd 4 ePOOUAdES Kt EV GuvEXEi
KkéOe 8 efdopadec. Xe opiopévoug acheveic, petd v TpmdTn 060, To Tremfya pumopel va
yopnyeitan kéBe 4 efdopadec. O yoTpdg cag Ha amopacioel 660 cuyva propei va Aapete to
Tremfya.

E\Axk®dng kohitida

"Evapén Ogpansciog:

o H mtpcdytn 8601 tov Tremfya eivar 200 mg ko Oo yopnynOei amd tov y1aTpo 1 TOV VOGOKOUO GOg
pe evooeAEPia Eyyvon (otdydny yoprynon o€ o AERa Tov Ppayiova cag). Metd tnv mpmt
doon, Ba LaPete pia devtepn d6on 4 efdopddeg apydtepa Kot gv cuveyeia pa Tpitn 0d6on petd
amo aAeg 4 efdouddec.

Ogpamneia cvvTipnonc:

Mo 860m cvvtipnong tov Tremfya Ba yopnynOel péow éveong kdtw amd to déppa (VTOdOPLL EVEST)),

gite Twv 100 mg eite tv 200 mg. O yotpdg cog Oa amopacicel mota d66m cuvtipnong Oa AdaPete:

o Mo 86om Twv 100 mg Ba yopnynOei 8 efdopddeg petd v Tpitn d60M évapéng Bepamneiog, Kot
gv ovveyeia kabe 8 efdopadec.

o Mia. 660m twv 200 mg Oo yopnynOei 4 efdouddeg petd v Tpitn 060n Evapéng Bepameiog kot
ev ovveyela kabe 4 gfdopades.

Noécog 1ov Crohn

"Evap&n Ospanciog:

H évapén tng Bepaneiog umopel va yivel gite pe evooAéfia £yyvon gite pe vITOIOPLA XOPNYNON:

o EvdopAéPia éyyvon: H mpdytn 8601 tov Tremfya etvar 200 mg kot Oa yopnynOei amd tov yiatpd
N TOV VOGOKOWO Gag Le EVOOQAEPLa £yyvom (oTdydny xoprynomn o€ po eAEPa tov Bpayiovd
c0g). Metd v mpadn d60m, Ba AdPete pa devTepn 600m 4 gfdopdadec apyodTEPA KO EV
ocuveyela pua tpitn 600m petd amd dAieg 4 efdouddec.

o Yrodopia yopnynon: H mpdtn d60om tov Tremfya givar 400 mg ko Ba yopnynOel kdtw amod to
dépol (VTOSOPLLL EVEDT)) GE SLOPOPETIKEG TTEPLOYES TOV GAOUATOG. METH TNV TpdTH 366N, Oat
AGBete o devTepT 600T 4 €fSOUAdEC OPYOTEPO KOL EV GUVEYELD Ui, TPiTN OOCT) LUETA OTTO AAAEG
4 gfdopadec.

BOgpameia cuvtipnons:

Mua. 666m cvvtiipnong tov Tremfya 0o yopnynOel péow éveong katm amnd 10 dépua (LTOdOPLL £VEDT),

eite towv 100 mg eite tv 200 mg. O yotpds cog Ba amopacicet mowa 36om cvvinpnong Ho AdaPete:

o Muo 666m twv 100 mg O yopnynbei 8 efdouddeg petd v Tpitn d6on Evapéng Bepaneiag, Kot
ev ovveyeia kabe 8 efdopades.

o Mo d6om Tev 200 mg Ba yopnynOei 4 efdouddeg petd v Tpitn d60M Evapéng Bepaneiog kot
gv ovveyeia kaoe 4 gfdopadec.

Mmnopei va amogacicete pali pe Tov yiotpo cog vo yopnyeite to Tremfya pdvotr cog. Ze oot v
nepintoon, Oa exkmaidevteite KaTAAANAL 6TOV TPOTO YopnyNong g éveong tov Tremfya. Evnuepmote
TOV Y1TPO 1) TOV VOGOKOUO GOG OV £XETE OTOLEGONTOTE EPMTNGEIC GYETIKA LLE TNV OLTOYXOPNYNOT TNG
éveong. Etvar onpovtikd vo unv exyelprceTe va, YOP1YNOETE TNV EVECT] GTOV EAVTO GAG £ OTOV
EKTTOLOEVTEITE ATd TOV Y1UTPO 1 TOV VOGOKOWO GO,



T avaAvTikég 00nyieg oYeTIKA Le TO OGS va. xpnoporomoete o Tremfya, Tpv amd  ypron
dPdote TPooeKTIKAE TO PLAAASIO «OdNYieg YpoNe», To omoio TepthapBdvetal 6To KOLTi.

Eav ypnowpomomcere peyorvtepn 00on Tremfya amwd tnv kavovik
Edv &yete AdPet peyardtepn d0om Tremfya amd v kavovikh 1 €dv 1 d0om €xetl yopnyn el vopitepa
amo 0,TL el cLVTAyoYpaPnOel, EVNUEPMGTE TOV Y1ATPO GOG.

Edv Egyaoete va ypnowonomoere to Tremfya
Edv Egydoate va yopnynoete v éveon wog 66ong Tremfya, evnuepdote Tov yotpo Gog.

Edv otopatiocere va ypnoiponoreite to Tremfya

Agv Ba mpénel va otapatioete va ypnoonoteite To Tremfya ywpig mponyovpéveg va
EMKOIVOVNGETE e TOV Y1oTpd 60c. Edv otapatnoete ) Oepaneia, 10 COUTTONOTA GOG EVOEYETAL VAL
EMOVELPOVIOTOVV.

Edv &yete meprocdtepeg epOTNGELS GYETIKA LE TN XPTOT) AVTOV TOV POPLAKOV, POTNHGTE TOV YLTPO,
TOV QOPLOKOTOLO 1| TOV VOGOKOLO GOLC.
4. IMBavég avemBOUNTES EVEPYELES

Onwg 6ha Ta pappoKa, £TGL KL AVTO TO GAPUAKO UTOPEL VO TPOKAAEGEL AveETIBOUNTESG EVEPYELEG, OV
Ko 0gv Tapovoldalovtal 6 GAOVG TOVE aVOPOTOLG,.

Xofapéc avemBountec evépysieg
Evnuepaote tov yratpd cag 1 avalnmote apécng wtpik fondeta edv peovicete ontoadnmote ond
TIG aKOAOVOEC avemBOUNTEC EVEPYELEC:

IIBavn coPfapn arrepyucn avtidpaocn (umopel va ennpedost émg 1 ota 100 dropa) — ta onpeio 1
CUUMTOWUOTO PUTOPEL VO, TEPIAAUPAVOLV:

- SVOKOAiD, GTNV AVOTVOT 1 TNV KOTATOGT

- 0101 L TOL TPOSAOTOL, TV YEIMDV, TNG YADGGOS 1] TOV Adpuyyd

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

- Téon yo AtroBopia, yaunin aptmpilokn wieon f (6N

Alrec avemBOUNTEC EVEPYELES

Oeg o1 axkdrovbec avemBounteg evépyeleg givar Nrieg £o¢ pétpiec. Edv omotadnmote omd avtéc Tig
avemBounTeg eVEPYELEC Yivel GoPapt|, EVIUEPDGTE OUEGMG TOV YIOTPO, TOV PAPUAKOTOLO 1) TOV
VOGOKOUO GOLC.

IloAb ovyvéc (Lmopel va emmpedoovy mepiocdtepa amd 1 ota 10 dropa)
- AOWMEELG TOL AVATVEVGTIKOD GUGTNUOTOG

Yoyvéc (umopel va emmpedoovy émg 1 ota 10 dropa)

- TOVOKEPUAOG

- ovog TV apdpmcenv (apbpaiyia)

- duappoia

- avENUEVO eminEdO TOV NIOTIKOV eViOU®V GTO ijLol
- deppotikd eEdvinpa

Oy svyvég (Umopet va emnpedcovy €mg 1 ota 100 dropa)

- LEL®UEVOG aPlOLOG EVOG TOTOV AEVKAV OLLOCOUIPI®MY TOV OVOUALOVTOL OVOETEPOPIAN

- AOWMEELG Ao TOV 10 TOV aTAoD EpmnTa

- LUK TIOGIKT AOTU®mEN TOL SEPUOTOC, Y10 TOPAOELY L0 AVAUESH GTA SOKTVAN TOV OOV (TT.Y.,
6oL TOV aBANTN)

- oTopayIKT YPITN (YooTpeviepitidn)

- Kvidwon



- epLOPOTNTA, EpEBIGUOC 1| GhyoC 6T BEom TG éveong

Yrdwieg (umopei va emnpedoovy €wg 1 ata 1.000 droua)
- aAAEPYIKN avTiOpOom

Ava@opd avemOdunTOv gvepyel®Ov

Edv mapotnpfoete KOmolo avemBOpunTn eVEPYELL, EVILEPMDGTE TOV YIATPO, TOV POUPUAKOTOLO 1 TOV
VOGOKONO Gag. AVt 1oyYveL Kot Yio kéOe mbavr| avemBountr evépyela Tov OeV AVOPEPETOL GTO TOPOV
@OALO 0ONYLDV yprione. Mmopeite eniong va avapépete avemBounteg evépyeteg anevbeiag, pécw Tov
EBvikov Opyaviopotd @apudkmv, Mecoyeimv 284, GR-15562 Xoiapydc, ABnva, TnA: + 30 21
32040337, Iototonoc: http://www.eof.gr, http://www.Kkitrinikarta.gr. Méom g avapopdic
avemBounToVv gvepyeldy pumopeite va Bondnoete 6T GLALOYN TEPLGGOTEP®Y TANPOPOPLDY GYETIKA
HE TNV 0CQAAELL TOV TOPOVTOG PUPIAKOV.

5. Hog va pvraocoete 1o Tremfya
To @dppaxo ovtd TPEMEL Vo UAACCETAL GE PEPT] TOV OgV TO PAETOVV Kot Ogv TO POAVOLVY Ta TOLILEL.

Na pun xpnoionoleite avtd T0 QAPUOKO UETE TNV NUEpOUN Vi ANENG TOV AVOPEPETAL GTNV
EMONUAVOT TNG TPOYEUGUEVTG GUOKELNC TOHTTOL TEVHG Kol 6To eEmTEPKO KOouTi petd ™ «AHEH». H
nuepopnvio ANEng eivor 1 tekevtaio NUEPA TOV PVO TTOL AVOPEPETAL EKEL.

DVAACGETE TNV TPOYEUIGUEVT] GUOKELT TOTOL TTEVOC GTO EEMTEPIKO KOLTL Y10, VO TPOGTATEDETOL AUTTO
T0 QMG.

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

Mnv ¥p1GULOTOGETE ALTO TO PAPUAKO €AV TapoTNPNoETE OTL €ival BOAD 1 OTOYPOUATIGUEVO Iy
mepl€yet peydra copatiow. [pv and m ypnon, PydAite ™ cvokevacio amd To WYuyeio Kot apioTe TNV
TPOYELGHUEVT] GUGKELT TOTOV TEVAG PEGO OTT) GLOKELAGIN MOTE Vo eMavVEADEL o€ Beppokpacia
nep1PdArovtog yio 30 Aemtd.

Av10 T0 Pappako Tpoopiletor yio pia povo ypnon. Mnv metdte appoKa 6To vepd TG OmoyETELONG M
OTO OIKIOKG amoppippote. POTOTE TOV QUpPIOKOTOIO GOG Y10 TO TG VO TETAEETE TOL PAPLLOKO TTOV
dev ypnotponoleite mo. Avtd ta pétpa Oa fondnoovy oty mpoctacio Tov mtePPiAlovTod.

6. Iegpreydpeva TS 6LOKELAGIOG KO AOLTTEG TANPOPOPiEg

T nepréyer to Tremfya

- H dpactikni ovcia eivar To guselkumab. KaOe mpoyepiopévn cuokeun Tomov Tévag mepEyet
100 mg guselkumab o€ 1 ml Stodhvparoc.

- Ta GAAa cvotaTikd gival 16TIdivT, 10TV povoldpoyAmpikr| povoddpikr|, Tolvcopfikd 80
(E433), coxyoapdln kot 00wmp Yo EVEGUAL.

Epedvion tov Tremfya kot wepieyopeva TG GVGKELOGING

To Tremfya givon dtavyég, aypopo Emg avorytod Kitptvo evésipo dtdAvpo (evéoipo). Atatibeto o

GLOKEVAGIEG TTOL TEPLEYOLVV UiCl TPOYELUGLEVT] CLGKELT TOTTOV TTEVOG KOl GE TTOAVGVGKEVOGIEG TOV
nepthapfavouy 2 kouTid, To Kabéva amod ta omoin mepiéyel 1 TpoyeIoUEVN GLGKEDT] TOTTOV TEVAG,.
Mmropei va, pnv KuKAOPOpPOUV OLEG Ol GLOKEVAGIEG.

Karoyog Adsrog Kvkhogopiag
Janssen-Cilag International NV
Turnhoutseweg 30


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

B-2340 Beerse
Béiyo

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

Mo omoladnmote TANPOPOPio. GYETIKG, LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPUKAAEITTE VO
angvBovvleite otov TomKO avTITpdcwTo Tov Katodyov g Adstag Kuhopopiog:

EA0LGoa
Janssen-Cilag ®oppokevtikiy Movonpoécwnn A.E.B.E.
TnA: +30 210 80 90 000

To mapév pviro 00N YLOV YprioNs avade®pOnke Yo TelevTaia gopd Tov [lovrio 2025.

Aemtouepeic TANPoQopieg Yio TO PAPLOKO aLTO givar S1BEceS 6T0 dIKTLOKO TOTO Tov Evpmmaikod
Opyaviopod @apudxmv: https://www.ema.europa.eu.



https://www.ema.europa.eu/

Odnyieg xpiiong
Tremfya
100 mg PushPen wpoygpiopévn 6v6KeDT] TOTOV TEVOG

m i

YYXKEYH MIAX XPHXHX




INROVTIKEG TANPOPOPIES

To Tremfya dwotiBeton o€ TPOYEGUEVT GLGKELT TOTOV TEVOC U0 XPIONG, 1| OToin TEPLEYEL i ddoM
tov 100 mg.

Edv o yiatpog cag amopacicel 0T €0gig 1 £vag @POvIIGTNG HUropeite va kavete Tig evéoelg Tremfya
G710 OT{TL GOG, B0l TPEMEL VOL EKTOUOEVTEITE GYETIKA LE TOV GOGTO TPOTO TPOETOLUAGIOG KOl EVEGT|G TOV
Tremfya ypnoLLOTOUOVTAG TNV TPOYELUGUEVT] GUGKELT] TUTTOV TTEVOG.

IMopaxarovpe dwapdote avtég Tig Odnyleg Xprong mpv YPNGULOTOMGETE TV TPOYEUGUEVT] GUGKELT
tomov mévag Tremfya kou k60e popd mov mpounBeveaTe LA VEQ TPOYELUGUEVT] GUGKELT] TOTOV TTEVOLG.
Evdéyetan va vdpyovv véeg mAnpopopiec. Avtdg o odnyog dev avtikadiotd tn cu{ntnon pe tov
YWTPO GOG GYETIKA UE TNV WTPIKY cag mdbnon 1 ™ Bepaneia coc. Eniong, dwafdote mpocektikd 10
DVuAL0 Odnyudv Xpriong Tpv EEKIVICETE TNV £VEGT GOG Kol GVINTIOTE OMOEGONTOTE AmOPieg EYETE
LLE TOV Y10TPO 1) TOV VOGOKOUO GOG.

Kdabe mpoyepiopévn cuokeun tomov névog Tremfya pmopel va ypnopomomBei povo pio gopd.
Amoppiyte TNV TPOYEUIGUEVT] GLGKELT] TOTOL TTEVOS (PA. Brjna 4) petd and pia 66om, akdpa Kot av
£xel amopeivel EApUOKO PEGH GE ALTHY. MNV EXOVAYPNCILOTOEITE TNV TPOYELUGLEVT] GUGKELT] TOTTOL
TEVOG,.

E IImpogopieg pvraing
dvldcoete og yuyeio o Oepuoxpacio 2° £wg 8°C.
Mnyv katoyOyeTe.
Mnv avoKwveite TNV TPOYELLGUEVT] GUGKELT TOTTOL TTEVOLC.
DVAACCETE TV TPOYEULOUEVT] GUGKELT] TOTTOV TEVOG GTO UPYLKO KOVTI Y10, VO TPOGTOUTEVETOL OO
TO MG KoL T1] PUOIKI ¢Oopda.
®virdocete 10 Tremfya kol 6ho To pappoke og pépn mwov dgv POGEVOLY TO TALOLA.

>
\o
Xpewaleote fonOcias

Enicowvoviote pe tov y1otpd 6og yio va culntoete Tuyov amopieg mov pmopei va Exete. '
pochetn Porfeia 1 yio va popaocteite Ta oxOMd oag, avatpéEte oto DuALo Odnyumv Xprong yo ta
otoyeio EMKOVOVIONG TOV TOTKOD OVTITPOGAOTOV.



H mpoyepiopévn ovokevm) TOmov Tévag pe po potid

Hpw ™ ypijon

<

Meta ™ ypnon
H «itpwvn papoog tov
guporov
yepiler To
Tapadvupo TpaATHPNONG
Hapdadupo
TaPATPOIG
Hpéoivo
TPOCTATEVTIKO
Berdvag
_ Aemt kpoppévn
Belova
Hope

Mnyv a@orpeite To
TOR PEYPL T1 GTIY I
oV gioTe £TOLHOL VO
KAvETE TNV évEST)

(BAL. Brjpa 3)

Oa yperooteite:

* 1 wpoyepiopév) cuoKeLN
TUTOV TEVAG

AgV TaPEYOVTAL OTO KOVTI:

* Boappdaxia pe owvonveopo

e Koppatio appdax 1
emOépoarta yalog

* AvtokOAANTOL EMidEGLOL

o Tlgpéktng ayunpov
avtikeipévov (BA. Brjua 4)
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1. Ilpoctopaoreite

Agnote to Tremfya va @gtéosl g Ogppokpacio dopatiov

BydAte to xovti amd to yuyelo Kot TomoBeTNoTE TO KOVTL G€ £Mimedn empdveln og Beppokpacia
dopatiov yuo mepimov 30 Aemtd Tpwv omd ™ YpNoN.

Mn Oepuaivete TV TPOYEUGUEVT] GUOKELT TOTOL TTEVOG UE OTTOOVONTOTE GALO TPOTO.

EAéyEre v nuepopnvia Méng («cKAHEH») nédvo oto Kouri.

Mn xpNCUOTOUCETE TNV TPOYEUIGUEVT] GLOKELT TOTOL TTEVOS GV 1| Nuepounvia ANENG Exel TapEAOet
M €av M tavia ao@oieiog oto KovTi eivan Tapaflacuévn.

Emcowvmvnote pe Tov y1atpd 1] ToV QOPLOKOTOL0 GOG Y10, [ol VEQ TPOYEMGUEVT] GUGKELT] TOTTOV
TEVAGC.

2. Eroypacteite yia v éveon} oag

EmBempniote 10 vYpo 610 mapdOvpo Yo vo. dgite 6T givan dravyég g EAAPPOG KiTpivo
AQaipéoTe TNV TPOYEUGUEVT] GLGKELT TOTTOV TEVOC OO TO KOVTL.

EXéyEte o vYpO 6710 TOPEOVLPO TapaTPNOTG. B0 TPEMEL VO Eival S1OVYEG EMG EAOPPDG KITPIVO Kot
EVOEYETOU VO, TTEPIEYEL UIKPOGKOTIIKG AEVKA 1] dtapav) copotidin. Evoéyetat emiong va deite
QLOOAISEG aEpaL.

Av10 gival QuGLOA0YIKO.

Mn yopnynoete v éveon €dv to vypod eivar:
o Boro 1

. OTOYPOUOTIGHEVO 1)

. TEPIEYEL LEYOAN COUOTIOW

11



Edv éyete apeiPolricg, emkovovioTe e ToV Y1oTpo N TOV QOPUOKOTOLd 6O¢ Yo va Tpoundevteite pua
VEQ TPOYEULOUEVT] GUOKEVT] TOTTOL TTEVAG.

Emaé€te ™ 0éon g éveong
EmAéEre pia and t1g akdAovbeg meployés o TNV £VECT| GOG:
o [Ipdc6io pépoc TV umpav

o Katm puépog g KoAdg (KATm KOtAMaKY Ympa)
Mn ypnoiponoteite v meployn mov PpickeTar 5 EKATOGTA YOP® Amd TOV APUAO GOC.
o OricOio pépog v Bpoydvav (eav 1 £veon cag xopnyeiTol amd GPOVTIoTH)

Mn yopnyeite v éveon o meployn 6mov To dépa ivat evaictnro, eppavilel pOAwnTES, eitvat
£pLOPO, POMIWDTO, TAYVOUEVO 1) GKANPO. ATOPEVYETE TIC TEPIOYEC UE OVAEG N PYAOES.

[IA\vvete Ta (épro oog Kol KaBapicte T 0&on g veong

ITAbvete ta yépra oag Kodd pe camodvt Kot {eotd vepo.

Ykovmiote TN 0éom g éveong mov emiéSate pe va BapPdit pe ovomveLUO KoL 0pTOTE T VO
OTEYVAOOEL.

Mnyv ayyilete 1 puodre ™ BEon g Eveong apoOTov TNV KoBopicETE.
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3. Xopnyniote v éveon tov Tremfya ypnopomor@vtag Ty TPOYEUIGUEVT] GVGKELT] TOTOV TTEVOG

<

AQ@arpéoTe TO TONW OTOV EIGTE ETOLNOL VO, KAVETE TNV £vEST

Mnyv Ayyiete To [Ipacwvo [lpoctatevtiks Tng Berovog!
Av1o pmopet vo Eekivioet Ty éveon| kat ogv o Adfete tn d6om.

Apaipéote t0 TOU TpafdvTog To Tpog ta £Em. Eival puotoloykd va deite pepikég otaydveg vypov.
Xopnynote v éveon tov Tremfya gvtog S AenTOV 06 TNV 0QPAIPEST TOV TONATOC,

Mnyv tomofetfoete Eava 10 TOUO, KOODG avTd Oo pmopovce va TpoKaAEseL (nud g ferdvac.

Mn xpNGIUOTOCETE TV TPOYEUIGLEVT] GUGKELT] TOTOL TEVAS €6V TEGEL KAT® ApPOTOL 0patpebel To
OO

Enicowvoviote pe tov y1otpd 1 ToV QopUOKOTOLd GOG Yol Lo VEX TPOYEULGLEVT] GUCKELT] TOTTOL
TEVOG.

—

o

-,
——

1o N\
KAIK! /

Tomo0eT0TE TNV TPOYEUGREVT] GVGKEVT] TOTOV TEVOG 0revBsiog Tave otn 0éomn TG éveong Kal
OT1] GUVEYELY MEGTE KO KPATIOTE TATNREV TNV TPOYEUIGUEVI] GVOKEVT] TOTTOV TEVAG

Mnyv Avaonkovere Tnv Hpoyepiopévn Lookevi] Tomov [Mévag Katd Tn Avapkera Tng Eveonc!
Edv to kdvete, T0o mpdoivo mpootatentikd Perdvog Bo kiewdmaoet kKot dev Oa yopnynOei n mAnpng d6om.

TomoBethoTe TNV TPOYEUIOUEVT GLGKELT] TOTTOV TEVHG omevleiag mhve atn Oéon g Eveong ue to
TPAGIVO TPOCTOTELTIKO TNG PEAOVAG TAV® GTO dEPLA. Kat To Tapdfupo mapatipnong va PBAETEL Tpog
€00IC.

ITiéote mPOg O KATWO TNV TPOYEULCUEVT] GUCKELT] TOTTOL TEVAG KOl GLVEYIOTE Vo, TNV TELETE TAV® GTO
déppa.
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B0 0KOVOETE TO TPAOTO KAIK.

AEYTEPO

AEIITA

P
20
KAIK! V4
Yoveyiote va MECETE TNV TPOYEUIGREVT] GLOKEVT] TUTTOV TTEVHS 6TAOEPE TAVED 6TO déppa Yo

nepimov 10 dgvTepdienTa, NEYPL VO OKOVGETE £VO, HEVTEPO KMK
"Eyete oyed6v TEAEIDOEL

Yoveyiote va méECeTE TAVO 670 déppa kKan emPefardcte 6T 1] £veot 0LOKANPpOONKE
H éveon &yel ohohnpwbei dtav n kitpvn pafdoc tov epforov otopatd va Kiveitor Kot yepiletl to
Tapadvpo TopaTPNONG.
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INKAGTE T1] GUGKEVT] TPOS TU TAVED

4. Metd tqv éveon| cag

EALéyEre T O0¢0om TG éveong

Evdéyeton va mapatnpnoete pio pikpt mocotnta aipatog 1 vypov otn 0éon e éveonc. Me éva
Bappduic 1 eniBepa yalog méote amald mive amd tn 0¢on ™G éveong £mg GTOV GTAUOTNGEL M
oopparyic.

Mnv tpifete ) 0¢on g éveong. Edv ypelactel, kakOyte ) Béom g £veong e Evay emideGLO.
H éveon cag €yl mAéov ohokAnpmBet!

AmoppiyTe T1| YPNCIUOTOMNEVT] TTPOYEPIGHEVT] GUGKEVT] TUTTOV TEVHS KUl TO TAOUA

Apécmg PeTd N (p1|OT ATopPPIYTE TN YPNCLOTOMUEVT] TPOYEUGHUEVT] GLOKELT] TOTTOV TTEVOS KOl TO
OO GE VAV TEPLEKTN ATOPPIYNG OUYUNPDV OVTIKEUEVOV.

Otov 0 TEPLEKTNC YEUGEL, 0TOPPIYTE TOV GOUPOVO, LUE TIG 0dNYIES TOV YLOITPOD 1] TOV VOGOKOLOV GO,
Mnyv netdite (AmOpPINTETE) TNV TPOYEUIGUEVT] GUCKEVT] TOTOL TEVOS GTO OKIOKA OITOPPILLLOTAL.

MnV avOKUKADVETE TOV TEPLEKTT AMOPPIYNG CUYUNPDV OVTIKEUEVOV.
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