®YrAo odNYIOV ypiong: [IAnpoeopieg yia Tov acOevi)

Rystiggo 140 mg/ml evéopo draivpa
polavol&lovpaumn

Vo PAPLOKO 0VTO TEAEL LTTO GLUTANPOUATIKY TOPAKOAOVONOT. AVTO B EMLTPEWYEL TO YPTIYOPO
TPOGIOPIoUO VEOV TANPOPOPLOV 0c@aLelng. Mmopeite va fondncete pécm g avapopdg mhovav
AVETOOUNTOV EVEPYELDY TTOL EVOEXOUEVMG TTopovctalete. BA. T€hog TG mapaypdpov 4 yio Tov TpOTOo
ovVOQOPAS AVETIBOUNTMOV EVEPYELDOV.

AP aoTE TPOGEKTIKG 0ALOKANPO TO QVAAO 0ONYLAOV PN OIS TPLV UPYIGETE VA YPNGLUOTOLEITE A VTO
T0 PAPUOKO, O10TL TEPLAUUPAVEL CNUAVTIKEG TANPOPOPIES Y10 GOG.

- DdoraEte avtd TO EUALO 0N YDV YpNonG. Towe ypelaotel va to duPfdcete Eavd.

- Edv éxete meportépw amopieg, poTNGTE TOV Y10TPO, TOV QUPLOKOTOLO 1) TOV VOGOKOLO GOC.

- H ocvvtayn yio avtd 10 gappoko xopnyndnke amokAeloTikd yio 6ag. Agv TPEMEL VO SDGETE TO
QaploKo o€ GALOVG. MTopel va Tovg TPOoKOAESEL PAAPT], OKOLO KOt OTOV TO GUUTTMLOTO, TNG
ac0Eveldg Tovg gival id1a pe ta S1kd Gog.

- Edv mapatnproete kdmoo avemBOpUnTn evEPYEL, EVILEPMDGTE TOV YIALTPO, TOV POPLOKOTOLO 1|
TOV VOGOKOUO GOG. AVTO 10Y0EL Kot Yo KEOE mBav ovemBOUN TN eVEPYELOD TOV OEV OVUPEPETAL
GTO POV GUAAO 0dNYIDV YpNioms. BAére mapdypapo 4.

T Tepréyer To mTapév pvALo 00N YLOV:

T1 eivar to Rystiggo kot mota givar n xpnon tov

T mpénet va yvopilete Tpv ypnoiponomoete 1o Rystiggo
[Tog va ypnoyoromoete 1o Rystiggo

[TBavég avemBountec evépyeleg

[og va pvidooete to Rystiggo

[Tepieydpeva ¢ GVOKEVAGING Kot AOUTEG TANPOPOPIES

AN

1. Th givan To Rystiggo ko wora givan ) ypiion Tov
T givan To Rystiggo

To Rystiggo mepiéyet m dpaotiky ovsia polavol&llovpaunn. H polavor&lovpdpmnn eivar Eva

HOVOKA®VIKO avticmpa (€vag TOTOG TPOTEIVNG) oL £XEl GYENOTEL MOTE VA, avayvepiletl Kol vo
npocdévetan 6To FeRn, pia mpmteivn mov datnpel ta aviicopota avosoopalpivig G (IgG) otov
0pYAVIGUO Yo LEYOADTEPO YPOVIKO O1AGTN LA,

To Rystiggo ypnoiponoteital 6 GUVOVAGHO LE TNV TUTIKY Ogpaneio oe EVAIKES Yo TN Oepameio g
yevikevpévng poacévelag gravis (gMG), evog 0uTOAVOGOL VOO LOTOGC TOV TPOKOAEL LLTKT advuvaptio
1N omoia umopei va TpocParel TOALOTAES PUTKES opddes e OAOKAN PO ToV opyavicpo. H mabnon avt
umopet eniong va TPoKOAEGEL SVGTVOL, VITEPPOAIKT KOT®MGN Kol SuGKoAia 6TV Katdmoon. To
Rystiggo ypnoonoteitorl og eviiikeg pe gMG mov mapdyel avtooviioopata [gG évavtt tov
VTLOJOYEMV OKETVAOYOAVNG 1] TOV €181KOD LVTKOV VTTOJOYEN TNG KIVAGTG.

¥t yevikevpévn poacBévela gravis (gMQG), ta ev Adym avtoaviicopata [gG (mpoteiveg Tov
OVOGOTIOUTIKOD GUGTHIOTOG OV EMTIOEVTOL O PEPT TOV 1010V TOV CAOUATOG EVOG AVOPMITOV)
emMTBEVTAL KO KATAGTPEPOLV TPMTEIVEG TOV CLUUETEYOVY GTNV EMKOWMVIA LETAED VELP®V KOl UMV
Kot ovopALovTol VITOdOYELG AKETVAOYOAIVIG 1] EIOTKOC LLTKOG VTTOSOYENG TNG KIVAONMG.

Kobng mpocdéverar otov FcRn, to Rystiggo peidvel to eninedo tov aviicopdtov IgG,
couneprropfavorévev Tov avtoavticoudtov IgG, copfdiiovtag pe avtdv Tov Tpomo ot Pertioon
TOV CUUTTOUATOV TNG acbévelag.



2. Tvrpémer va yvopilete mpv ypnoipomonjcete To Rystiggo
Mnyv gpnopomomcete To Rystiggo

- Y mepintoon adiepyiag ot polavolEWovpdunn 1| o 0mo10dNTOTE GALO OO TO GLOTATIKA
oVTOV TOV PAPLAKOV (CVOPEPOVTAL BTNV TUPAYPAPO 6).

Ipocidonomosig kot TpoPuAGEelg

AmevBuvbeite otov Y10Tpd, TOV QUPLAKOTOLO 1] TOV VOGOKOUO GOG TTPLY YPNCLOTOINGETE ALTO TO
QapLoKo €6V 1oYDEL KATL 0O TO TAPAKAT® Y10 EGAG:

MuacbBevikn kpion
O y10tpOG 00G UTOPEL VO LT GUVTOYOYPOPTOEL AVTO TO PAPUAKO EAV XPTCILOTOLEITE 1} €ivar TOAVO va
YPNOUYLOTOGETE AVATVEVSTIPA AOY® LLTKNG advvapiog gMG (pvacHevikn kpion).

Dlreyuovi Tev pepfpavav Tov TepBAALOLY ToV EYKEPAAO KO TO VOTIOH0 pueAd (donmen punviyyitda)
‘Exer mapatnpnOei donmn unviyyitda o oyéon pe avtod to eappako. Avalntnote GuUeoT) W0TpIkn
Bonbela edv gpeavicete GuUTTOOTO AoNTTNG UNVIYYiTIdog Onwe cofapn Kepalodyia, TUPETO,
QLYEVIKN dvoKapyio, vavtio, Eueto 1/kat ducaveia 6To £VIOVo QWG.

Aowdéelg

AvTd T0 PAPUAKO UTOPEL VO LELDGEL TN UVGIKT avtoy 60¢ oTic Aoméels. [ptv amd v Evapén 1
Kot T d1GpKeln TG Bepomeiog pe ovTO TO PAPLOKO, EVIUEPDGTE TOV YIUTPO GOC AV £xETE
0TMO10OMTOTE GLUATMOUOTO AOTH®ENG (1 aioBnom BeppotnTag, o TuPeTdS, TO Piyog 1 TO TPEUOVAO, O
Brxag, o movolaiog 1 o €pmng umopel va givar onpeion Aoipméng).

YnepsvoucOnoio (aAlepyikés avtidpacels)

AVTO TO PAPUOKO TTEPLEYEL L0 TPWOTETVI] TOL UTOPEL VO TPOKOAESEL OVTIOPACELS OTT™G e&AVON LA,
TPHE0 1 KVNGUO o€ opiopéva dtopa. Oa mapakoiovdeiote yio onpeia avtidpacng oty £yyvon Katd
T Sudpkela g Oepameiog kot yio 15 Aemtd petd.

Avoconomoelg (epfolacyiot)
[MopakaAiovue EVNUEPDGTE TOV YITPO GAG AV EYETE KAVEL EUPOAIO TIG TELEVTAIEC 4 EBOOUAOES 1) €6V
OKOTEVETE VO, EPUPOMNCTEITE GTO EYYVG LEAAOV.

Howowd ko Eépnpor

Mn divete avtd T0 PApHOKO og Toudld NAKiog kdto Tov 18 eTmv, emeldn n xpnon tov Rystiggo dev
£xel pedetnBel o oLTAV TNV MAMKLOKT Opdda.

Allo pappoxa ko Rystiggo

Evnuepdote Tov y10Tpd M TOV QOPUAKOTOL0 GaG €6V YPNOLOTOLEITE, £XETE TPOCPUTA YPTCLLOTO|CEL
N UTopEl Vo ¥PNGIUOTOMGETE GAAY PAPUOKAL.

H Aqyn tov Rystiggo poli pe dAha edppoka propet vo LELOCEL TNV ATOTEAEGLOTIKOTNTO GVTAOV TOV
QOPUAK®V, CLUTEPIAAUPOAVOUEVAOV TV OEPATEVTIKOV AVTICOUATOV (0TOC 1| prrovéuaunn) 1 tov
VTOJOPL®V 1] EVOOPAEPLOV AVOGOGPAUPIVAY. AALO QAPHLOKO, CUUTEPIAAUPOVOUEVOV TMV DTOSOPI®V 1
EVOOPAEPLOV VOCOCPUPIVAV 1] TOPEUPACEDV, OTMG 1) TAAGLAPAipEST (o dladtKacio KaTd TNV
omoia 10 VYpPd HEPOC TOL aipaTog, N TAdGua, dtoympiletal amd To aipa Tov &xel Anedel amod éva
Gtopo), umopel va exnpedcovy opvnTiKa Vv enidpacn tov Rystiggo. Eviuepmote tov yatpd cag edv
moipvete | OKOMEVETE VO TAPETE AAL PAPLLOKAL.

Evnuepoaote tov yrotpd oag oyetikd pe ) Oepaneio cog pe to Rystiggo mpotov gufoiiocteite. Avtd
T0 PapUOKO UTOPEL va ennpedoet TV emidpaot TV epuPformv. O eufoAlacuds e To ATOKAAOVUEVO
{dvta eEacBevnuéva 1 (dvta epforia dev cuvietdtor Katd T dtdpkela TG Oepaneiog pe to Rystiggo.



Kitnon ka1 Onraocpég

Edv eiote éykvog 1 Onhalete, vopilete 0T umopei va giote £€ykvog 1 oxed1GLETE VO ATOKTHOETE TOdH,
{ntote ™ GuUPOVAN TOL YATPOV 1] TOV POPHUOKOTOIOD GAG TPLV YPNCUYLOTOCETE AVTO TO PAPLOKO.

O1 emdPAGELS AVTOD TOV PUPLAKOVL GTIV EYKVHOCLYT OgV €lval YVOOTES. Agv TpETEL VoL
YPNOOTOLEITE VT TO PAPLAKO EQV €loTE £YKVOG 1 MIoTEVETE OTL UTOpEl v loTe yKvOg €KTOC €AV
TO GUGTNGEL CLYKEKPLUEVA O YITPOG CUG.

Agv gival yvooto €6v avtd To pAaprako Tepva 6to avBpmmvo yaia. O yatpdc cog Bo oag fonbnoet
va aropocioete edv Oo mpémel va OnAdcete kot va ypnoipomomocete to Rystiggo.

0o1ynon Ko YEPIGROS POV RATOV
To Rystiggo dev eivar mBovo va exnpedost TV IKOVOTNTA 00N YNONG KAl XEPICUOD UNYOVILATOV.
To Rystiggo mepréyer mpodrivn

Av16 10 QapuraKo TeplEyel 29 mg npoiivng oe kdBe ml tov papudiKov.

H mpoAivn umopei va eivar emPrafng v toug acbeveiq pe vrepmpoAivaipio, Hior GIovio YEVETIKY
dwatapayn oty omoio VIEPPOAMKT TOGOTNTA TOV AUIVOEEOS TPOAIVI) GUGCMPEVETUL GTOV OPYOVIGUO.
Edv éxete viepmpolvaipio, EVUEPDGTE TOV YIOTPO GOG KOL LT XPNCULOTOGETE ALTO TO PAPULAKO,
€KTOG €6V TO £YEL GLGTNGEL O Y1OTPOS GG,

To Rystiggo nepiéyer morvcopPukoé 80

Av16 T0 Pappako mepiéyet 0,3 mg morlvcopPikov 80 g ke ml pappdkov. Ta TolvcopPucd pmopel
Vo TPOKOAEGOVV aAAEPYIKES avTdpdoelc. Evnuepdote Tov 1tpd oag edv £xeTe YVOOTEG OAAEPYIES.

3. Hog va ypnoypomonjcete 10 Rystiggo

H Bgpamncio pe to Rystiggo Ba Eexvioet kot Ba emPAémeton amd e£e1dKELIEVO 1ATPO LE EUTEPIN OTN
SLoLYEIPLOT VELPOUDTKDV | VEVPOPAEYUOVOODY d10TAPAYDV.

1660 Rystiggo yopnysital Kot yio w660 YPoviké drdeTnpna

®a cog yopnyeitan Rystiggo og kOKAovg 1 €yyvong ava efdopdda yio 6 fdopdadec.

O ywatpog oag Ba voroyicel T oot 360N Yo £6dG, pe faon to Papog cag:

- €av 10 Papog cog givar tovAdyiotov 100 kg, n cuvictdpevn doon givar 840 mg avd Eyyvon
(amaitovvTon 6 ml avd yoprynon)

- €av 10 Papog cog eivar amd 70 kg €wc Myotepo and 100 kg, n cuvictdpevn d6on givar
560 mg avé £yyvon (amottovvtar 4 ml ava yoprynon)

- €av 1o Bapog cog givar amd S0 kg €wg Ayotepo and 70 kg, n cuvietdpevn do6on eivan 420 mg
avd &yyvon (amattovvtot 3 ml avd yoprynon)

- €a4v 1o Bapog cog givar amd 35 kg £wc Ayotepo and 50 kg, n cuvietduevn do6on eivan 280 mg
avd €yyvon (amoartovvrol 2 ml avd yoprynon)

H ovyvomta tov kOkAmv Bepamneiog motkidel ava acbevi Kot o Yiatpdg cag Ba eetdost edv Kot Tdte
évag véog KOKAog Bepameiog givat katdAANAOC Y10, EGGC.

O ywTpog oag Ba cog svpufoviedoet yio toco ddotnua Bo Tpénet vo Aoupdvere Bepomneia pe avtd 10
@AapLOKO.



IIag yopnyeitar To Rystiggo

To Rystiggo 0a cog yopnynbei amd Evav yiotpd 1 vOGOKOUO.

AvT10 T0 Pappako Ba oag xopnynOel og Eyyvon Katw amd to déppa (VTodopla ypnon). Evietar
SVVNB®G 0TO KATM TUNHO TNG KOWMAS, KAT® amd Tov op@ard. Ot evécelg oev Oa mpémetl va,
YOPNYOUVTUL GE TEPLOYEG OTOV TO déPHO Eivar vaicOnTo, HOA®TIGUEVO, EpLOPO 1| GKANPO.

Ka0e yopriynon mpaypatonoteiton pe T ¥pNon Hog avtiiog yyvong pubucpuévng oe pubud pong £mg
20 ml/hr.

Eév mapete peyorvtepn 66on Rystiggo amdé tnv kavovikn

Edv vroyialecte 011 oag £xel yopnynOel katd Adbog vyniotepn d6on Rystiggo amod )
GLVTAYOYPAENUEVT], CUUPOVAEVTEITE TOV YIOTPO GOG.

Eadv Eeyboete | mapareiyete éva pavtefod Yo va tapete 10 Rystiggo

Edv mapadeiyete pia 6601, EMKOIVOVINOTE OUECHE LLE TOV YITPO GOG Y10 GUUPBOVAEC Kal Yo Vol
Tpoypappaticete Eva GALo poavtefol yio va AdPete to Rystiggo evtog tmv endpevev 4 nuepmv. X
GULVEYELD, 1| ETOUEVT dOGM Ba TTpémet va xopnynOel cOUP®VO HE TO apyIKO OGOAOYIKO GYNIO HEXPL VO
oloxAnpwbdel o kuKhog Bepamneiog.

Edav otapoatiosete vo ypnoponorcite to Rystiggo

MM GTOLOTACETE VO YPTCLUOTOLEITE OVTO TO PAPLAKO XWOPIG VO EVILEPDGETE TPMTO TOV YaTpd cog. H
TPOSMPWVN 1 0PLoTIKY dtakonn) e Oepameiog e To Rystiggo pmopel va TpoKaAECEL TNV EMOVEUPAVION
TOV CUUTTOUATOV TNG YEVIKELUEVNG LLOCOEVELOG gravis.

Edv éxete mepiocdtepeg pMTNCELG GYETIKA LLE T YPTOT CGVTOV TOL PAPUAKOV, POTHGTE TOV YIATPO,
TOV QUPHOKOTOL0 1] TOV VOGOKOLO GOG.

4. MBavég avemOBOUNTES EVEPYELEG

Onwg 6ha Ta pApUHaKa, £TCL KOL 0VTO TO PAPLOKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kot 0ev mapovstdloviotl 6e GAOVE TOVS 0vOpDOTOLG,.

O mopakdte avemBounteg evépyetec, mov mapovotdlovral katd oelpd pdivovoag cuyvotntag, Exovv
nmapatnpndet pe to Rystiggo:

MoAv ovyvég: pmopel va ennpedoovy mepiocdtepa omd 1 ota 10 dropa
- Kepaiolyio (cupmeptrappovopévng g nukpoviog)

- AlGppora

- [Mvpetog (rvpetin)

Yoyvég: umopet va emnpedoovy émg kot 1 ota 10 dtopa

- Tay0 oidnua KGT® 0md T0 dEPUA GE TEPIOYES OTMG TO TPOCHOTO, O AAPVYYNS, TO ¥EPLH KOl TO,
oo (aryyglooionpa)

- [Tovog o115 apbpwcelg (apBparyio)

- Agppoticd eEavOnua, pepicég popég pe kokkvo eEoykmpota (PAatidmdsg eEavonua)

- Avtidpaon ot Béon éveong mov eptapPavet eEavOnua otn Béon éveong, epubBpoTNTO TOVL
déppotoc (epbnua), eAeypovr], duceopia kot TOVo ot BEon Eyyvuong

- AoudEelc g POTNS Kal Tov Adpuyya

Mn yvootiig ovyvotnTag (1 cvyvotnta dev umopei va ektiundet pe fdon ta dtobéoipa dedopéva)



aVOOTPEYIUT U1 AOUMONG PAEYLOVY] TOV TPOSTATEVTIKGOV UEUPPAV®V TOV TEPIPAALOVY TOV
€YKEPAAO Kal TOV VOTIOI0 el (donmen unviyyitida):

- kepoiadyio

- mopetdg

- OUYEVIKN dvoKapyio

- vovtia

- €uetog

- f/xor dvcavetio 6To EVIOVO PMG

Ava@opd avemOounTOV evepyELOV

Edv mapatnpnioete Kamolo avemBOunTn VEPYELD, EVIUEPMGTE TOV YIOTPO, TOV QOPLOKOTOLO 1| TOV
VOGOKOLO 060G AVTO 1oYVEL KAl Yio KAOE mhavn avemiBountn evEPYELL TOL OV AVOPEPETAL GTO TOPHV
@OALO oMYV yprone. Mmopeite eniong va avaeépete avembounteg evépyeleg anevbeiag, PG TOV
€0VIKoO GLGTHRATOG OVOPOPAS LEGM TOV €BVIKOD GLGTHUATOG AVOPOPAS:
EBvikog Opyaviopog @apudxmv
Meooyeimv 284
GR-15562 Xohapyog, ABnva
TnA: +30 21 32040337
Iototomog: http://www.eof.gr.

http://www .kitrinikarta.gr
Méow TG avoeopag overBuunToV evepyeldv pmopeite vo fondnoete otn GuALOYN TEPIGGOHTEPOV
TANPOPOPLDY GYETIKA LLE TNV ACPAAELN TOV TOPOVTOG PUPLAKOL.

5. og va guraccete To Rystiggo

To @dppoko ovTd TPETEL VO, PUAACCETOL GE LLEPT) TTOL eV TO PAETOVY KOl dEV TO POAVOLY TO TOdLAL.
Na pn ypnolLonoteite 0vtd T0 PAPUOKO UETE TV Nuepounvia ANENG OV AVaPEPETAL GTNV

EMON VN TOV ProAdiov Kot 610 eEwteptkd Kouti petd v AHEH. H nuepounvia Anéng sivor n

TeEAELTAIN NUEPO TOV UAVA TTOL OVOQEPETOL EKEL.

dvrdooete og yoyeio (2°C — 8°C).
Mnv KatoyoyeTe.

DdvAidocete T0 PLAd0 6T0 eEMTEPIKO KOVTI Y10 VAL TPOGTOTEVETOL OO TO PG,
Ka0e praiidio evésipov d10AdpaTOg TPETEL VO xpNoLLoTToteiTon pLovo pia eopd (piag ypnong). Kébe
OYPNOLUOTOINTO TPOIOV 1 VIOAEYE, TPETEL VO, ATOPPITTETOL COUPMVA UE TIG KOTA TOTOVG 1GYVOVCES

OYETIKEG OLOTAEELS.

Noa pn ypnoionoteite avtd T0 PAPLOKO EAV TOPATIPNOETE OTL TO VYPO Paivetar Bolo, Tepiéyetl EEva
copatidw N £yl oAAGEEL YpOLOL.

Mnv metdte PAPLAKO GTO VEPO TNG OMOYETEVGNC 1 OTA OKLOK( amoppippata. Potiote tov
(OPLLOKOTTOLO GOG Y10, TO TAG VO, TETAEETE TAL PAPUAKO TTOL JEV YPTCILOTOLEITE T AvTd T péTpa Oa
BonBncovv oty Tpoctacio Tov TePPAAAOVTOC.

6. Iepreyopeva TS GLOKEVAGIOG KOl LOUTES TANPOPOPIES

T egpréyer To Rystiggo

- H dpaoctikn oveia givor ) polavor&llovpaunn. Kébe ml sioddpotoc nepiéyet 140 mg
polavor&ilovpdumnc. Kabe proridro tov 2 ml mepiéyet 280 mg polavorElovpdaunng. Kdabe


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

ooAido Tv 3 ml Tepiéyel 420 mg polavom&lovpdunng. Kabe proridio tov 4 ml mtepiéyet

560 mg polavol&ilovpaunns. Kabe prorido tov 6 ml nepiéyel 840 mg polovori&ilovpdumng.
- Ta dAde ovotaTikd sivol: 16TIdiv, LovobOPIKN VOPOYA®PIKY 1TV, TPOAivY,

moAvcopPuo 80 kol Vdwp Yo evéoipa. BAéne mapdypapo 2 To Rystiggo mepiéyet mporivn Kot

to Rystiggo mepiéyetl moAvcopPikd 80.

Epg@avion tov Rystiggo kon wepreydpeva TG cvokevaciog
To Rystiggo sivau gvéoipo didivpa. Kabe kovti mepiéyet 1 groridio pe 2 ml, 3 ml, 4 ml 1) 6 ml
EVEGILOV OLOAVUATOC.

Mmropei va pnv KokAo@opovV OA TOL PLOAIDLN.

To didAvpa givat dypmpo TPOG OvorYTO KOGTAVOKITPIVO, SVYEC £0G EAAPPOC OTaAIlOV.
O1 GLGKEVEG TOV YPNGLLOTOIOVVTAL Yio YopnyNnon Ba mpénet va mpoundedovral Eexmpiotd.

Kartoyog Aderag Kvkhogopiag

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

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

I"a omoladmoTe TANPOPOPio GYETIKA LE TO TUPOV PUPUAKEVTIKO TPOIOV, TOPAKOAEISTE VO
angvBuvleite otov Tomikd aviimpdswno Tov Katodyov g Adetag Kvhogopiag:

Belgié/Belgique/Belgien
UCB Pharma S.A./NV
Tél/Tel: +32/(0)2 559 92 00

Bbarapus
1O CU BU boearapus EOO/]
Ten.: +359 (0) 2 962 30 49

Ceska republika
UCB s.r.0.
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

EALada
UCB A.E.
TnA: +30/2109974000

Lietuva
UAB Medfiles
Tel: +370 5246 16 40

Luxembourg/Luxemburg
UCB Pharma S.A./NV

Tél/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



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

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

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

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

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

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

Slovenska republika
UCB s.r.0., organizacna zlozka
Tel: +421 (0) 2 5920 2020

Italia Suomi/Finland

UCB Pharma S.p.A. UCB Pharma Oy Finland
Tel: +39 /02 300 791 Puh/Tel: + 358 9 2514 4221
Kvzmpog Sverige

Lifepharma (Z.A.M.) Ltd UCB Nordic A/S

TnA: + 357 22 056300 Tel: + 46 / (0) 40 294 900
Latvija

Medfiles SIA

Tel: + 371 67 370 250
To wapdv @OAA0 00N YOV yp1ioNS avaBewp1)OnKe Yo TEAEVTAIL POPd TOV OKTOBpro 2024. .
AALEG TN YES TANPOPOPLOV
Aemtopepeic TAnpopopieg yia 10 PappoKo avtod gival dabfécyieg oto duktvako Tomo tov Evponaikon

Opyaviopot Qoppdxmv: https://www.ema.europa.eu. YTApy0oLv €nionG cOVOEGHOL L GALEG
16T0GEMOEG IOV apopoBV oldvieg achéveleg kot Bepameies.

O TAnpogopieg Tov arxorlovBovv argvBuvovrtal pdvo ce enayyehpatieg vysiog:

Oodnyieg ypNong Yo emoyyelpatieg vygiog
Xepropdg Tov Rystiggo pnéom teyvug £yyvong pe ) po1dsia cvokevng
Y. avVTAla £yyoong

Mo vroddpra ypnomn povo.

"o ™ xoprynon g d6ong tv 280 mg oe acBeveic fdpovc > 35 émg < 50 kg, amarrodvton 2 ml. T
™ Yopnynon mg 66omng tov 420 mg og acbeveig fapovg > 50 éwg < 70 kg, amartovvton 3 ml. T
yopnynom g 66ons Tmv 560 mg oe acheveig fapovsg > 70 €mg < 100 kg, anartodvror 4 ml. ['a
yopnynon g 60omng Tv 840 mg og acbeveig Papovg > 100 kg, amartovvror 6 ml. BAéne mapdypapo 3.


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

To evéoyo ddivpa polavol&lovudunng uropei va yopnynbei pe ypriion cupiyymv TOAVTPOTLAEVIOL
KaBds Kot 6eT £yyvong mov meptEyovv torlvatfviévio (PE), yauning mukvotntag tolvatfudévio
(LDPE), moAveotépa, morvPivvroyropido (PVC ywpic DEHP), molvkapPoviko (PC), bopropévo
alfvAiévio morvmporvrévio (FEP), ovpebivn/axpouiikd, tolvovpeddvn, peta-akpoiovitpilio
Bovtadiévio otupévio (MABS), oidlucovn 1 kukAoeEavov. Na [n gp1OLLOTOI00VTOL GUGKEVEG
YOPNYNONG, OTNV EMCNUAVOT) TOV OTOI®V avaypdpeTan 0Tl TEPEXOVY OUAIKS d1(2-aBvAeEvA)ecTépa
(DEHP).

Awpdote OAEX t1¢ mapokdtm odnyieg mpv yopnynoete 1o Rystiggo.

1 | Apmpéote To Rystiggo amd To kovTi:

. Aopnote 10 (ta) eraiidio(a) va amoktosyovv) Beppokpocio dmpatiov. Avtd
umopel va dtapkéael TovAdytotov 30 Aemtd émg 120 Aemtd. Mn ypnolonoteite
oLokeLEG BEpavong.

o Eksy&ta 70 (T0) PloAidlo(a) TP amd TN YPNHoN:

Hpepopnvia Anéng: Mn ypnoonoteite petd v nuepopunvia Anéne.

= Xpopa: To Sdhvpa Tpénet va gival Gypmuo TPog avoyTd KAGTAVOKITPLVO,
dloyég £g eErappag omaiilov. Mn ypnoiuonoleite To PlaAidlo GV o vypod
oaivetor BoAd, Tepiéyel EEva copatidln N £xel oAAGEEL xpDLLaL.

= [lopo: Mn ¥pnoiponoleite dv T0 TPOGTUTEVTIKO MO TOV QLOALdIOV Agimel ©y
glval EAATTOUATIKO.

2 | ZuyKeEVTPOGTE OLO TO OVTIKEIPNEVA:

. 2VYKEVIPDOOTE OAOL T AVTIKEILEVE Yo TNV Eyyvor. Extoc and
™ (T15) povado(eg) PLaAdiny, GVYKEVIPOOTE Ta akdAoVDa, Ta
omoia dgv mapEyovtal: cuptyya, Berdva(eg) cvpryyac,
LOVTNAGKL GAKOOANG, GET £YXVONG, TOLVia 1) Ol0PAVES EMiOE,
avTAio &yyvong Kot Soyeio amdPPIYNG ALYUNPOV OVTIKEILEV®V.

3 XPNoIHoToM|6TE AONTTY TELVIKY] KATH TV TPOETOLRAGIN KL T1] YOPNYOT] CVTOV TOV
TPOIOVTOg

4 | IlpoeToypndote To Rystiggo yia £yyvon

. Xpnopomomote BeAdVeS LETAPOPAS YL TV TANPOCT TNG
GUPLYYOC.

. AQapESTE TO TPOGTATEVTIKO TAOUA 0O TO PLAAISIO Ko
Kka0apioTe TO TOUO EIGYOPNONG TOV PLAALSioV e Eva
LOVTNAGKL GAKOOANG. AQNOTE TO V0L GTEYVOGCEL.

o E&aydyete oAOKANPO TO TEPIEYOUEVO TOV PLOALDIOD OTN
ovpryya. Mia pikpn mocdmta Oo Tapapeivel 6to eraridio kot Oa wpémel va
amopplebet.

o Orav ypnoiponoleite ToAAUTAG PloAidI, ¥pNCILOTOMGTE VEL BEAdVaL KO
emovaAPeTe TO TPON YOO LEVD POTAL.

. Apaipéote T Peddva amd T GUPLYYO KoL TPOGAPTNHOTE TO GET £YYLOTNG OTN
oupLyyo.

5 I[IpogToypaote TNV £yyvon

o AxolovOnote Tig 00Nyieg TOL TAPEYOVTOL LE TNV AVTALL
£YYVONG YL TNV TPOETOLOGTO TNG AVTALOG KOL TNV 0pYIKY
TANPOON TNG YPOUUNS £yyvons. XopnyNoTte apécms LETH TNV
PYIKT TANP®ON TOL GET EYYLONG.

o To (ta)) proAido(a) mepiéyer(ovv) Theovalovta YKo (yio va

EMUTPOTEL 1] OPYIKT TANPWOOT| TNG YPAUUNG £YYVONG). ZVUVETMG,
wpoppubuicte TV avTia yio T YOPNYNON TOL GLVTAYOYPUPOVUEVOD OYKoL. ['lat
avTAMEC TOV OV UTOPOLV VO, TPOPPLOUIGTOVY, LETA TNV APYIKN TANP®GT TNG

8




YPOUUNG £YXVONG, TPOGOPLOCTE TOV 0YKO oL Ba yopnynOel amoPdilovrag Toyxdv
mieovalovta OyKo.

6 IIpogToypnaote To onpueio TG Eyyvong
. Emiéére pia meployn Eyyvong: kato 5e€10 N KAT® 0plotepd PEPOG TNE KOIAOKNG
YOPAG, KAT® 0O TOV OUQOAO. MNV gyyéete TOTE o€ TEPLOYEG OOV TO dEPUA Etvar
gvaicnto, LoA®TIGHEVO, EpLOPO 1| GKANPO. ATOPVYETE TNV EYYVOT GE OVAEG 1|
poydioes.
. KaBapiocte to onpeio g £yyvong ypNOUOTOIOVTAG LAVINAGKL OAKOOANG. ApnoTe
TO VO GTEYVMOOEL.
7 | Eweayayete ™ PeLova 1oV 6ET £yv0NG —
. ITidote pe 300 dAKTLAN Lo TTVYY| OEPUATOC GTIV KOIALOKY|
YDOPO.
. Eicaydyete ) ferdva 100 GET Eyyome 6TOV LITOOOP1O 16TO.
8 Aoc@oliote TN fehdva 6To déppa
o Edv etvon amapaitnto, ypnoionomote tovia 1 Stopaves
enmibepa ylo va kpatoete ) felova ot Béom .
9 Eekiviiote TV £y)von
. AxolovOnote Tig 001yiEG TOL KATAGKEVAGTI Y10l TN XPOT TNG AVTALNG.
10 | Ohoxinpdote TV £yyvon
o Otoav ohokAnpwbei n £yyvon, unv eKTAOVETE T YpOUU)
€yyvong, kabds 0 0YKog £yyvong EYEL TPOCAPLOCTEL
AQUBAVOVTOG LTOYN TIG UTMOAEIEG OTN YPOLLLUY.
. Aogaipéote ) Belodva amd To onpeio Eyyvong. Y,
11 | KaBapiopog
o Amopplyte o€ doyelo amdppyng oryUnNP®V AVTIKEILEVOV OAO TO OVTIKEIUEVA LIE TO
VROAOITO TIPOiOV, dNA. ypnoipomompévo(a) eroridio(a), GET £yyvomng Kot TVXOV
TpopnOeteg xoprynong.




