@vAiro oonYLOV ypiong: IIinpoopics Yo Tov a.60gvi)

Rystiggo 140 mg/ml evéoipo drahvpa
polavorElovpdipmn

V1o QAPUOKO aLTO TEAEL LTTO GLUTANPOUATIKT TOPAKOAOVONOT. AVTO Ba EMLTPEYEL TO YP1YOPO
TPOGIOPIoUO VEDV TANPOPOPLOV acPaAeloc. Mmopeite va fondnoete péow g avapopdg mboavov
OVETOOLUNTOV EVEPYELDV TTOV EVOEYOUEVMG Tapovatalete. BA. T€hoc g Tapaypdeov 4 yio Tov TpOTO
avaQOPAG AveETIOOUNTOV EVEPYEIDV.

AP aoTE TPOGEKTIKE OLOKAN PO TO PVAAO 0ONYLOV YP1ONGS TPV UPYIGETE VU PN CLUOTOLEITE AVTO
T0 PAPUOKO, OLOTL TEPLAGUPAVEL ONUAVTIKES TANPOPOPIES Y10 GUG.

- Durdgte avTd TO EOALO 0dNYIBV Yprione. Towg ypelaotel va to dtofdoete Eavda.

- Edv éxete mepartépm amopiec, pOTAGTE TOV YOTPO, TOV POPLOKOTOLO 1] TOV VOGOKOUO GOG.

- H ocvvtayn yio avtd 10 approko xopnynnke amokAElGTIKA Yio 60G. Agv TPEMEL VO SDGETE TO
@AapuoKo o€ GALovc. Mmopel va Tovg TPOKAAEGEL PAAPT], AKOLO KO OTOV TO GUUTTOUOTO TNG
ac0évelds Toug glvar 1010 L TaL SIKAL GOC.

- Edv mapotnphoete Kamoto avemBOunTn evépyeld, EVIUEPDOGTE TOV YIOTPO, TOV PUPLOKOTOLO 1)
TOV VOGOKOUO G0G. AVTO 1oY0eL Kot yio, KAOg mhovn avemBOunTn evépyela Tov Oev avapEPETaL
670 TTaPOV PUALO 0dNYIDV Ypnong. BAére mapdypago 4.

T epLéyeL 1o Tapov GUAA0 00N YLOV:

T1 efvon o Rystiggo kot o givan n yprion tov

T mpénet va yvopilete Tpv ypnoponomoete to Rystiggo
[a¢ va ypnoomomoete to Rystiggo

[TBavéc avemBounteg evépyeleg

Iaog va puidooete T0 Rystiggo

[epreydueva g cvokevaciog Kot AOTES TANPOPOpieg

ok~ whE

1. T givan To Rystiggo kon wova givan 1 yp1on Tov
Th eivar To Rystiggo

To Rystiggo mepiéyet ) dpaotikn ovoia polavol&illovpdaunn. H polavori&ilovpdunn etvon Eva

LOVOKA®VIKO avticopa (§vag TOmog TpmTeivG) mov £xel oYedoTEl MOTE VA avayvopilel Kot va
npocdévetal 6to FcRn, o mpoteivn mov datnpel ta aviicopata avosoopolpiving G (IgG) otov
0pYOvIoUO Y10 LEYOADTEPO YPOVIKO JAGTNAL.

To Rystiggo ypnowyonoteitol 6€ cuVELAGHO pE TV TVTIKT Bepaneio oe eviAikeg Yo T Oepomteio Tng
yevikevpévng poacbévelog gravis (gMG), evog antodvocov VOGTLOITOG IOV TPOKAAET ViKY advvapio
N omoia umopel va TpocPaiet ToOAAATAES LVTKEG OLAdES 6 OAOKAN PO TOV opyavioud. H mdonon avt
umopel emiong vo TpokaAiésel SUOTVOLN, VTEPPOAIKT] KOTMOT Kol SuoKOAIM 6TV KaTdmoot. To
Rystiggo ypnowonoteiton oe evijhikeg pe gMG mov mapdyet avtoavticopoto 1gG Evavt tov
VTOJOYEMV OKETVAOYOAVNG 1} TOL £181KOD HVIKOV DTTOJ0YEN TG KIVAGTG.

¥t yevikevpévn poooBévela gravis (gMG), ta ev Adyo avtoavticopata 1gG (tpoteiveg Tov
OVOGOTOINTIKOD GLUGTILLOTOC TOV EMTIOEVTAL GE PEPT) TOV 1010V TOV CAOUATOG EVOG aVOP®ITOV)
emtifevTal Kol KOTaoTPEPOLY TPMTEIVEG TOV GUULETEXOLV GTNV EMKOWVMVIA LeTA) VELP®V KAl VDV
Kot ovopAlovTol VITOSOYELS AKETVAOYOAIVIG 1] EIOIKOC LLTKOG VTTOSOYENC TNG KIVAIONG.

Koabd¢ mpocsdéveton atov FCRN, to Rystiggo pewdvet 1o eninedo tov aviicopdtov 1gG,
ovopmepthappavopévev tav avtoavticopdtov 1gG, coppdilovtog pe avtoév Tov Tpdmo 6N Perticooon
TOV GCLUTTOUATOV TNG acBEvelag.



2. T pémer va yvopilete Tprv yproiponomcete To Rystiggo
Mnyv ypnoipomonjcete 1o Rystiggo

- e mepintoon ariepyiog otn polovolEllovpdunn 1 € 0molodNmoTe GALO AT TO CLGTOTIKA
avTob TOL Papudkov (avoaeipovtatl 6Ty Tapdypapo 6).

IIpog1domon)oElS KoL TPOPUAGEELS

AmevBuvheite oTov Y10Tpd, TOV PUPLAKOTOLO 1] TOV VOGOKOWO GO TTPLV YPT|CLLOTOGETE QLT TO
@apLoKo €hv 16YDEL KATL aO TO TOPUKATEO Yol EGAG:

MvuacBevikn kpion
O Y10TpOC G0 UTOPEL VAL U1 GUVTOYOYPAPNGEL AVTO TO PAPUAKO AV YpNOILOTTOIEiTE 1] Elvon TOAVO va
YPNOLOTOUOETE AVATVELSTHPA AOY® LTKNG advvapiag gMG (pvacsBevikni kpion).

DlLeypovn TV pepufpavav mov tepBAAlovy TOV EYKEQPOAO Kol TO VOTINi0 PoeAd (Aonmtn unviyyitido)
"Exet mapatnpnBel donmn punviyyitda oe oyéon pe ovtd to eappoako. Avalntnote GUECT) 10TPIKN
PBonbewa edv eppavicete countdpaTo donmtng unviyyitdog énwg cofopr| ke@oiadyia, TUPETO,
avyEVIKN duokapyia, vavTtio, EPETO /Kot dSvcaveéio 6To £VIOVO MG,

AopdEelg

AvT0 TO PAPUOKO UTOPEL VO LEIDGEL TN PLGIKN avTOYN 060G 0TI AoUMEELS. [Iptv amd v Evapén 1
Katd Tn d1dpKeln TG Bepameiog pe avTO TO PAPLOKO, EVIIUEPDOTE TOV YIOTPO GOG EAV EXETE
OTOLOONTOTE GUUTTMMATO AOTUWENS (N aloBnon Beppotnrag, o TLPETOC, TO Piyoc 1} TO TPEUOVAO, O
Brxag, o movolaog 1 o £pmng pmopel va. etvon onueia AoimENg).

Yrepevouohnoio (0AAEPYIKEC AVTIOPACELC)

Av16 T0 EAPUAKO TEPLEXEL IO TPOTEIVT TTOL UTOPEL VO TPOKAAESEL AVTIOPACELS OGS e&AvOM L,
TpNn&o 1 Kvnoud e oplopéva dtopa. ®a topakolovbeiote Yo onueia avtidpacng oty £yyvon kotd
T Sudprela tng Bepoameiog Kot yio 15 Aentd peTA.

Avoconomoelg (epfolacpoi)
[Mopakaiovpe evUePOOTE TOV YIOTPO OaG EAV EYETE KAVEL EUPOALO TIG TELELTAIES 4 EBOONAdEG 1) EGV
OKOTEVETE VO EPOACTEITE GTO €YYVG LEALOV.

Moword kon £pnpor

Mn divete ovtd T0 PAPROKO GE TadLd NAKiag KaTo TV 18 eTdv, Enedn N y¥pron tov Rystiggo dev
€xel peretnBel o€ aVTNV TNV NAKIOKT OpAda.

Ao @dppoxa kot Rystiggo

Evnuepaoote tov y10tpd M TOV QOPLOKOTOLd GOG EAV XPTCULOTOIEITE, EYETE TPOCOATA YPTCGLLOTOUCEL
N Umopel va YPp1NCLUOTOGETE AALD PAPLLAKAL.

H Mqyn tov Rystiggo pali pe dhha appoxke pmopet vo LEIOGEL TNV OTOTEAECUATIKOTNTO QVTOV TOV
QOPUAK®V, CUUTEPIAAUPOVOUEVOV TV BEPATEVTIKOV AVTICOUAT®V (OTWG 1 PITOVEIAUTT]) ) TOV
VTOJOPL®Y 1 EVOOQAEPLOV 0VOGOGPAUIPIVAY. AALO QAPLOKA, CUUTEPIAOUPOVOUEVOV TMV DTOSOPI®V 7
eVOOPAEPLOV avocoopalpvedv N TapepPdoewv, OTwc 1 TAacpoeaipeon (o dtadkacio Katd TNy
omoia To vYpd PEPOG TOV QUOTOC, 1| TAAC A, dtoywpileTor amd To aipa Tov £xel Anedel and éva
4Tou0), UTopEL Vo exnpedoovy apvnTikd TNV nidpact tov Rystiggo. Evnuepmote tov yi0tpd cag edv
TOIPVETE 1] CKOTEVETE VO, TOAPETE GAAY PAPLLOKOL.

Evnuepaote tov yuatpd cog oxetcd pe  Beponeio cog pe to Rystiggo mpotov gpfoiacteite. Avtd
TO PAPUOKO UTTOPEL VO, ETNpedacel TNV enidpoon Tav euporinv. O gufoliacuds [e To amokaAodueEVa
{ovta eEacBevnuéva 1 {ovta epPforia dev cuvieTdton Katd tn didpkela g Oepaneiag pe to Rystiggo.



Kinon kot Onioopog

Edv eiote éyxvog 1 Onidlete, vouilete 0tL pmopet va giote £ykv0og 1) GYEOIALETE VO ATOKTHOETE T,
{nmote 1 GLUPOVAT TOL YLUTPOV 1 TOV PUPLLOKOTOLOD GOC TPV YPTCLUOTOCETE AVTO TO PAPLLAKO.

O1 emdpACELS ALTOL TOV PAPUAKOL GTNV EYKLUOGVVT OgV elval YVOOTEC. Aev TPEMEL val
YPNOLOTOEITE VT TO PAPUAKO EQV €l0TE £YKVOG 1 TIOTEVETE OTL UTOPEL VO l0TE EYKVOG EKTOC EAV
TO GUGTNGEL GUYKEKPUEVO O Y1UTPOS COLC.

Agv givonl yvooto bv avtd To Aapprako tepva 6to avBpmmvo yara. O yatpdg cog Ba oag Bondnoet
va amogocioete €dv Oa mpémel va Onhdcete Kol va ¥pnoonolieete To Rystiggo.

001yNoN Ko LEPIOROS PNV LATOV
To Rystiggo dev givar mhavo vo ennpedostl TNy ikavdTTe 001YNoNE KoL YEPICUOD UNYUVIILATOV.
To Rystiggo wepréyel mpoliivn

Av10 T0 Pappako TePLEYEL 29 mg TpoAivng og kdBe ml Tov PappdKov.

H mpoiivn pmopet va elvan emProfng v tovg acBeveilg pe vmepmpoiivarpio, (o GTAVIK YEVETIKY
dloTapayn otV omoio VIEPPOAIKT TOGOTNTA TOL OULVOEEDS TPOAIVI) GLGCOPEVETAL GTOV OPYOAVIGHLO.
Edv &yete vrepmpoivarpios, EVNUEPMGTE TOV YIATPO GOG KO 1] YPTCULOTOMCGETE AVTO TO PAPLLOKO,
€KTOG €0V TO £(EL GLOTNGEL O YATPOS GOG.

3. o va ypnoyoenomosere 10 Rystiggo

H Bepoameio pe 1o Rystiggo 0o Eexvioet ko Oo emiPAénetan and eEE1OIKEVUEVO 10TPO LIE EUTELPI OTN
Suyelpiomn VELPOUVTK®Y 1) VEVPOPAEYLOVOOIDV dLALTAPAYDV.

IIéco Rystiggo yopnyeital kon Y10 660 YPOVIKO dSrdGTNNRA

Oa cog yopnyeitar Rystiggo o khkAovg 1 éyyvong ava efdopdda yio 6 efdopddec.

O y1atpog oag Ba voroyicel TN oo dOGN Yo €06G, e Baon To Pdpog cag:

- €av to Bapog cag eivar tovAdyiotov 100 kg, n cuvictdpevn 66om givarl 840 mg avd Eyyvon
(amotovvtor 6 ml ava yoprynon)

- € to Bapog cag eivar and 70 kg £wg Arydtepo amd 100 kg, | cuvictdpevn ddomn givon
560 mg avd £yyvon (amartovvtor 4 ml avd yoprynon)

- €4v to Papog cag eivar amd 50 kg £wg Aydtepo amd 70 kg, n cuvietdpevn doon givar 420 mg
avd €yyvon (amortovvror 3 ml avd yoprynon)

- €dv to Bapog cog givar omd 35 kg £wg Mydtepo amod 50 kg, n cuvietduevn do6on givan 280 mg
avd £yyvon (omoartovvror 2 ml avd yoprynon)

H ovyvotnta tov khkhov Bepaneiag mokilel avd acBevi kat o yiaTpog cag Ba eEetdoet edv Ko moHTE
évag v€og KOKA0G Bepameiag elval KOTAAANAOG Y10 GGG,

O y1atpdcg oag Ba cag supPfovievcet yia T6c0 didotnpa Bo tpémetl vo Aopfavete Oepaneio pe avtod T0
QapLOKO.

Iog yopnyeitar To Rystiggo

To Rystiggo 0o cog yopnyndei amd évov yiotpo 1 VOGOKOUO.

Av106 10 Papuako B cag xopnyndei wg Eyyvon kdtw amod to dépua (VTodopia ypnon). Evietat
oLVNOmG 6T0 KAT® TUNUO TG KOWAAC, KATM armd Tov oueord. Ot evécelg dev Oa mpémel va

YOPNYoUVTOL GE TTEPLOYEG OTOV TO dép etvan evaicnto, pOAoTcHEVO, EpuBpPo6 1| oKANPO.

3



Ka0e yopriynon mpaypotonoleitan e ™ ¥pron Hog avtiiog yyvong pubucpuévng oe pubud pong £mg
20 ml/hr.

Eav wapete peyorvtepn 06on Rystiggo amd Tnv kavoviki

Edv vroyidleote 011 cag £yl xopnynOel katd Adbog vyniotepn d6on Rystiggo amd
GUVTAYOYPAPNUEVT], CLUPOVAEVTELTE TOV YIXTPO GOC.

Eav Egyaoete | mapareiyere éva pavtefod Yo va wapete To Rystiggo

Edv maporeiyete pio 0661, ETKOVOVAOTE OUECMG LUE TOV YIUTPO GOC Y10, GUUBOVAES KOl Y10l VL,
npoypoppatioste Evo Ao paviefov yia va AdPete o Rystiggo eviog tmv enduevov 4 nuepdv. Xt
ouvEyela, 1) enopevn doom Ba pémel va yopnynbel cOpe®va pe To apytkd SOGOAOYIKO Gy LEXPL VO
oAokAnpwbel o KOKAog Oepameiag.

Edv otapoatioete va ypnoponorcite To Rystiggo

Mn oTapaT)oETE VA YPNCUOTOLEITE AVTO TO EAPUAKO YOPIC VO EVILEPDGETE TPMOTA TOV Y10TPO Gag. H
TPOo®PIVA 1 OPLoTIKN dtakomn TG Bepamneiog pe o Rystiggo umopel va mpokadécetl Tnv enoveppdvion
TOV COUTTOUATOV TG YEVIKEVUEVNG HLOCOEVELNG gravis.

Edv &yete meprocdtepeg EpOTNGELS GYETIKA LLE TN XPTOT] CVTOV TOV POPUAKOV, POTNGTE TOV YLOTPO,
TOV (POPLOKOTOL) 1] TOV VOGOKOUO GOG.

4, IMBavéc avemOBOuNTES EVEPYELEG

Onwg 6ha To eAppaKa, £TGL KOL GVTO TO GAPUAKO LITOPEL VO TPOKAAEGEL AVETIOOUNTEC EVEPYELES, OV
Kot 6gv Tapovctdlovtal 6 GAOLG TOVG AvEPMOTOLG.

Ol TopakdTo averBuunteg EVEPYELES, TOV TAPOLGIALOVTOL KOTA o PBivovcag cuyvoTnTag, £X0VV
mapatnpndet pe to Rystiggo:

IloAb ovyvéc: pnopet va emmpedoovy nepiocdtepa and 1 ota 10 dropa
- Kepoararyio (cuumeptiapfovopuévng g nUKpoviog)

- Algppota

- [Mvpetdg (mopetia)

Yoyvég: pnopel va ennpedoovy émg kot 1 ota 10 dropa

- Tay0 oldnpo KAT® 0nd T0 SEPLA GE TEPLOYES OTMG TO TPOCHOTO, O AAPVYYAS, T YEPLOL KOl TO
oo (aryyElo0ion o)

- [Tovog otig apBpaoelg (apbpairyio)

- Agppatikd eEAvOnua, Lepkég opEC e KOKKIva eEoykmpata (PAaTdmoeg eEGvOn o)

- Avtidpaon otn 0éon éveong mov meptapPaver eEdvOnua otn Béomn Eveonc, epuBpoTNnTO TOV
dépuotoc (epvbnua), pAeypovn, ducpopia kail wovo otn BEon Eyyvong

Mn yvooeTig ovyvotnTaS (1 cuyvotnta dev pmopel va ektiun et pe faon ta dStubésia dedopéva)
OVOOTPEYIUT 1] AOUMONG PAEYLOVT] TOV TPOSTATEVTIKOV HEUPPAVOV OV TTEPPAALOVY TOV
EYKEPOAO KO TOV VOTIAI0 LOENO (GoT TN UNVIYYiTION):

- kepohadyio

- mopetdg

- OUYEVIKN duoKapyia

- vovtia

- €ueTog

- n/xot dvcavetio 6To EVIOVO POG



Ava@opd avemOOunTmVv evepyetdv

Edv mapotnproete Kamowo avemBOUnTn VEPYELD, EVILEPDOTE TOV YIOTPO, TOV POPUAKOTOLO 1) TOV
VOGOKOWO GaG. AVTO 1oyveL Kot Yio kdOe mhav avemBountn evépyela Tov 6gv avVapEPETAL GTO TOPOY
@OALO 00Ny Yprionc. Mmopeite emiong va avapépete avemBounteg evépyetec omevbeiog, Héow Tov
€0VIKOO GLGTAUATOG AVOPOPAC:

EBvikdc Opyoviopog @oppdxmv
Meocoyeimv 284

GR-15562 Xohapydg, AbMva
TnA: +30 21 32040337

Iotétomog: http://www.eof.gr.

http://www.Kitrinikarta.gr

Méo® G avapopds avemBounTmy evepyeldv uropeite va fondnocete 6t GLAALOYY TEPIGGITEPWV
TANPOPOPLDY GYETIKA LLE TNV AGPAAELD, TOV TOPOVIOC POPUAKOV.

5. Hog va gvraccete 10 Rystiggo
To @appoko ovtd TPETEL VoL PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kail OV TO POAVOLV T, TOSLA.

Na pn ypnoiponoteite avtd 10 GAPUOKO LETE TNV Nuepounvic ANENG TOL avapEPETAL TNV
EMONUAVOT TOL PLoAdiov kot 6to e€mTepikd kovti petd v AHEH. H nuepounvia Anéng sivar n
TEAEVLTOIO NUEPO TOL UIVOL TTOL OVOPEPETOL EKEL.

dvldooete ot yoyeio (2°C — 8°C).
Mnv kaToyvyeTe.

Ddvidooete 10 PLOAidI0 6TO eEMTEPIKO KOVTI Y10 VOL TPOGTATEVETAL OO TO PMG.

Ka0e proidio evéoipiov S1adduatog TPEmEL Vo, PNOLUOTOLEITOL ovo pio opd (piag xpnong). Kabe
OPNOLOTOINTO TPOIOV 1 VIWOAEUUA TPETEL VOL ATOPPITTETOL GCOUPOVE, LE TIG KATA TOTOVS 10 VOVGEG
OYETIKEC OLOTAEELG.

Na pn ypnoiponoteite autd 10 PAPLAKO EAV TOPATNPNOETE OTL TO VYPO Paivetar Boro, mepiéyetl EEva
copatidln 1 &gl aAAdEer ypoua.

Mnv metdite @APUAKO GTO VEPD TNG AMOYETELONG 1| GTA OKLOK(A amoppippata. Potiote tov
(OPLOKOTOLO GOG YO TO MG VO TETAEETE TOL PAPLAKO TTOL OEV YpNOLHOoTolEite . Avtd ta pétpa Oa
BonBncovv oty Tpoctacia Tov TepPaiiovtog.

6. epreyépeva TG GVOKEVACINGS KOl AOWTES TANPOPOPIEg
T mepréyer o Rystiggo

- H dpaotuc oveia sivar 1 polavol&llovpdpnn. Kabe ml siodduartoc mepiéyel 140 mg
polavoli&illovpaunng. Kabe proridio tav 2 ml mepiéyet 280 mg polavor&illovpaunng. Kabe
@LoAido Tov 3 ml mepiéyel 420 mg polavoM&lovpdumng. Kabe praridio tov 4 ml mepiéyet
560 mg polavoré&illovpaunng. Kabe proridio tawv 6 ml mepiéyel 840 mg polavoli&ilovpaunng.

- Ta GArho oveTOTIKG £ivol: 16TV, LOVODOPIKT VOPOYA®PIKN 10TV, TPOALIVY,
moAvcopPio 80 kot VOwp Yo evéoipa. Bhéne mapdypago 2 To Rystiggo nepiéyet mporiv.

Epgdavion tov Rystiggo kol mepieyopueva TG 6VGKELAGIOG


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

To Rystiggo sivat evéoipo diddvua. Kabe kovti mepiéyet 1 graridio pe 2 ml, 3 ml, 4 ml 1y 6 ml

EVEGLOV SLOAVUOTOC,

Mmropet va, unv KoKAOPOPOLY 0L TOL PLAAIdLAL.

To didAvpa ivar dypmpo TPOS avoryTd KAGTOVOKITPIVO, dVYEC £mG EAAPPADC oTaAilov.
O1 cVGKEVEG IOV YPNOLUOTOLOVVTOL Vi Yoprynon Ba mpémel va Tpounbevoviat EeympioTd.

Karoyog Aderag Kvkhogopiog

UCB Pharma S.A., Allée de la Recherche 60, B-1070 Bruxelles, BéAyto

HMopookevaocTi|g

UCB Pharma S.A., Chemin du Foriest, B-1420 Braine-1’ Alleud, Béiyto.

['o onowdnmote TANpoopia GYETIKE [LE TO TOPOV PUPHOKEVTIKO TPOIOV, TOPOUKOAEIGTE VO
amevbuvbeite otov Tomikd avtimpdésmmo tov Katdyov tng Adelag Kvkiopopiag:

Belgié/Belgique/Belgien
UCB Pharma S.A./NV

Tél/Tel: + 32/ (0)2 559 92 00

Bbbarapus
1O CH BU bearapus EOO/]
Ten.: + 359 (0) 2 962 30 49

Ceska republika
UCB s.r.o.
Tel: + 420 221 773 411

Danmark
UCB Nordic A/S
TIf.: +45/ 32 46 24 00

Deutschland
UCB Pharma GmbH
Tel: + 49 /(0) 2173 48 4848

Eesti
OU Medfiles
Tel: + 372 730 5415

E\rada
UCB AE.
TmA: + 30/ 2109974000

Espafia
UCB Pharma, S.A.
Tel: +34/91570 34 44

France
UCB Pharma S.A.
Tél: +33/(0)1 47 29 44 35

Lietuva
UAB Medfiles
Tel: + 3705 246 16 40

Luxembourg/Luxemburg
UCB Pharma S.A./NV

Tel/Tel: + 32/ (0)2 559 92 00 (Belgique/Belgien)

Magyarorszag
UCB Magyarorszag Kft.
Tel.: + 36-(1) 391 0060

Malta
Pharmasud Ltd.
Tel: + 356/ 21 37 64 36

Nederland
UCB Pharma B.V.
Tel: + 31/ (0)76-573 11 40

Norge
UCB Nordic A/S
TIf: + 47/ 67 16 5880

Osterreich
UCB Pharma GmbH
Tel: + 43-(0)1 291 80 00

Polska
UCB Pharma Sp. z 0.0. / VEDIM Sp. z o.0.
Tel.: + 48 22 696 99 20

Portugal
UCB Pharma (Produtos Farmacéuticos), Lda
Tel: + 351 21 302 5300



Hrvatska
Medis Adria d.o.o.
Tel: +385 (0) 1 230 34 46

Ireland
UCB (Pharma) Ireland Ltd.
Tel: + 353/ (0)1-46 37 395

island
Vistor hf.
Simi: + 354 535 7000

Italia
UCB Pharma S.p.A.
Tel: +39/02 300 791

Kvnpog
Lifepharma (Z.A.M.) Ltd
TnA: + 357 22 056300

Romania
UCB Pharma Romania S.R.L.
Tel: + 40 21 300 29 04

Slovenija
Medis, d.o.o.
Tel: + 386 1 589 69 00

Slovenské republika
UCB s.r.0., organizac¢na zlozka
Tel: + 421 (0) 2 5920 2020

Suomi/Finland
UCB Pharma Oy Finland
Puh/Tel: + 358 9 2514 4221

Sverige
UCB Nordic A/S
Tel: + 46/ (0) 40 294 900

Latvija United Kingdom (Northern Ireland)
Medfiles SIA UCB (Pharma) Ireland Ltd.
Tel: +371 67 370 250 Tel: + 353/ (0)1-46 37 395

To wapdv UAA0 00N YLOV Yp1ioNS avaBepOnKe Y10 TELEVTOIO POpd TOV IovAro 2024,
Addeg TNYEG TANPOPOPLOV
Aemtopepeic TANpoopieg yia To papproko avtd eival dtabéoipeg 6To dikTvakd TOTO ToL Evpmmaikon

Opyaviopov Papudkmv: http://www.ema.europa.eu. Yadpyovv emiong cOvoeopot pe GAAES
10T0GEMOEG IOV apopohV omdvieg aoBEveleg Kol Bepameiec.

O TAnpoopieg mTov akoAovBovv amevBivovtal Lovo ce emayyelpatieg vysiog:

Oonyieg ypfong Yo erayyelpoticg vyeiog
Xepiopog Tov Rystiggo péom tervikng £yyvong pe ) Po1)0eta cvokevng
Y. avTALG EYyVONG

Mo vroddpia gprion uovo.

IMo ™ yopynon g d6ons Tmv 280 mg o acbeveic Bapovs > 35 émg < 50 kg, amortodvror 2 ml. [Na
™ yopnynon g d6ong twv 420 mg oe acbeveig fapovg > 50 émg < 70 kg, amartovvron 3 ml. '
yopnynomn g 60ons tv 560 mg o aceveic Bapovc > 70 £wg < 100 kg, amartovvton 4 ml. '
xopnynomn g d6ong twv 840 mg e acbeveig fapovc > 100 kg, amartovvton 6 ml. BAéne mapdypapo 3.

To evéoo didAvpa polovor&llovpdunng propei va yopnynoet pe ypnon cuplyymv moAvTpoTuAEViov
KaOADG Kot GeT &yyvong mov meptEyovv moAvatBurévio (PE), yauning mukvotnrag moAvatbuiévio
(LDPE), molveotépa, moivfvoroyrwpidio (PVC yopic DEHP), tolvkapBovikd (PC), pbopiouévo
a1fvAévio morvmporvAévio (FEP), ovpeddvn/axpuiikd, Tolvovpeddvn, HETO-AKPVAOVITPIALO
Boutadiévio otupévio (MABS), cidikdvn 1 KokAoeEavovn. No pun ¥pNoUYLOTO0VVTOL GUGKEVEG
XOPNYNONG, OTNV EMCNUAVGT] TOV OTOIOV avaypapeTal 6Tt TEPLEYOVY PO dU(2-abvAeEvd)ecTtépa
(DEHP).



AwBdote OAEX 11c mopakdte odrnyieg mpiv yopnynoete to Rystiggo.

1 | Apmpéote To Rystiggo am6 To kovTi:

o Aopnote 1o (ta) eloAidio(a) va anoktioel(ovv) Bepuokpacio dopatiov. Avto
umopet va drapkéael tovAdyiotov 30 Aemtd £¢ 120 Aemtd. Mn ypnoylonoleite
oLOKEVEG BépLavong.

. Eksyéts 70 (Ta) PloAidio(a) TPy amd T ¥pnon:

Hpepounvia Anéng: Mn ypnoyomoteite petd tnv nuepounvio Anéng.

= Xpopa: To didivpa Tpémet va ivat Gypmpo TPog avoryTd KaoTAVOKITPLVO,
Sdtoyéc €mg eELappag omaiilov. Mn ypnoiponoleite To PloAidI0 4V TO VYPO
oatveror BoA0, Tepiéyel EEva copatidia 1 el aAAGEEL xpOUQ.

= Jloua: Mn xpnoUOTTOLEITE EAV TO TPOGTOTEVTIKO TMLLO TOL PLOALOI0VL AgimeL 1)
gival ELoTTOUOTIKO.

2 YVYKEVTPMOOTE OLO TO OVTIKEIPEVAL:

. ZUYKEVTPMOOTE OAOL TO, AVTIKEIPEVA Yio TNV Eyyvor). Extoc amd
™ (T15) povada(ec) PloAdimvy, GUYKEVTPOOTE Ta 0KOAOVO, TO
omoia dev TopEyovTal: cuptyya, feAdva(eg) cvpryyag,
HOVTNAGKL 0AKOOANG, GET £yYVoNG, Tovia 1 dtopavég emifepa,
ovtAio £yyvong kai 00yeio amdPPIYNS OLYUNPDOV AVTIKEWEVOV.

3 XPNOGIHOTOUNOTE AONTTY) TELVIKY] KATA TV TPOETOLLAGIO KOl TN JOPN YO CVTOV TOV
TPOIOVTOG

4 IIpogTowaote To Rystiggo yia £yyvon

. Xpnowponomote BEAOVES HETAPOPAS VI TV TANPMCT] TNG
GUPLYYOC.

. AQapécTE TO TPOGTATELTIKO TAOUO AtO TO PLOUAIOL0 Kol
kaBapiote T0 TOUO E1GYDPNONG TOL Proidiov pe Eva
HOVTNAGKL OAKOOANG. APNGTE TO VO GTEYVMGEL.

o E&aydyete oAOKANPO TO TTEPIEYOUEVO TOV PLOALIIOV OTN
ovptyya. Mia pikpn tocdmra Oo Tapapeivel 6to @loridlo ko 0o mpénet va
amopplpbet.

o Oroav ypnoponoleite TOALOTAG PLOAISIO, YPTCILOTOMOTE VEX PEAOVO KO
enovoLAPeTE TO TPONYOOUEVA PBiLOTAL.

. Apapéote T ferdva amd T GUPLYYa Kol TPOCAPTIOTE TO GET £YYVONG OTN
copLyya.

5 IIpogTowpndacte TNV £yyvon

o AxolovOnate Tig 00nyieg TOL TAPEYOVTOL LE TNV AVTALL
£yYLoNG Yo TV TPOETOLOGIO TNG OVTALOG KOl TNV OPYLIKN
TAPOON TNG YPOUUNS £yyvons. XopnyNoTe apésme LETE TNV
OPYIKN TAP®CN TOL GET EYYVONG.

. To (ta) praAidio(a) mepi€yel(ovv) Tieovalovta OyKo (yio vo
EMTPOTEL 1) APYLIKT TANPOOT] TNG YPAUUNG £YXVOTG). ZVVETMG,
TpoppLOUIcTE TV AVTALL Y10 T1 YOPTYNOT] TOL GLVTAYOYPUPOLLEVOL dykov. ['a
OVTALEG TOV OEV PUITOPOVV VO TPOPPLOIGTODV, UETE TNV OPYIKT TANP®CT TNG
YPOUUNG £YXVOTNG, TPOGOUPHOCTE TOV OYKO o Ba yopnynbel amoPdAilovtag Tuyov
mieovalovta OYKo.

6 IIpogTowaote TO onpeio g Eyyvong

. EmiiéEte o meproyn £yyvong: KAt 6e&10 1 KAT® apltotepd HEPOG TNG KOIALIKNG
ADPOUG, KAT® omd TOV OUPOAD. MnV eyyéete TOTE o€ TEPLOYEG OOV TO dEPUA Elvar
gvaictnto, LOAOTIGHEVO, EpLOPO 1| GKANPO. ATTOPVYETE TNV £YYVOT GE OLAEG T
poydoEs.




KoaBapiote to onpeio g £yyvong xpnNoHOTOIGVTAG LAVINAGKL OAKOOANG. ApNoTe
TO VO GTEYVMOGEL.

Ewaydayete T felova Tov o€T £yyvong —

ITidote pe 600 dAKTLAN Lo TTVYT OEPUATOC GTNV KOAOK)
YOPOL.
Ewcaydyete ™ Behdva 1oV GET £yyuong 6Tov VITOdOP1O 10TO.

Ac@alriote 11 PerOVo oTO déppa

Edv givon amapaitnto, xpnoilonoote tavio 1| S1paveg
emifepa yio vo kpotroete ) PeAodva otn BEon e,

Eekivijete Ty £yvon

AxolovOnote TIg 00NYieC TOV KATACKEVAGTN Yid TN XPNON TNG VTG,

10

OlokAnpacTte TNV £yyV0M

Otoav ohokAnpwbei n €yyvon, unv eKTAVVETE TN YPOUUN
£€yyvong, KaBm¢ 0 OYKOg £yyvong EXEL TPOCUPLOCTEL
AGUPEVOVTAG VITOYT| TIC UTOAEIES GT) YPOUUT.
Aogapéote ) Peddva amd To onpeio yyvonc.

11

KaBapropdg

Amoppiyte 6 60YEl0 ATOPPIYNG ALYUNPDV OVTIKEWWEVOY OAO TO AVTIKEIUEVO LIE TO
VTLOAOLTO TTPOidV, dNA. ¥pNoLomouEVO(a) ELoAidto(a), oeT £yyuong Kat TuXOV
npopndeteg yopnynone.




