Diiio odnyrdy yprongs: Minpogopies yia Tov acbevi

Pomalidomide Accord 1 mg oxhnpé keydxuo

Pomalidomide Accord 2 mg oxinpd kowdi

Pomalidomide Accord 3 mg oxinpd kowdiie

Pomalidomide Accord 4 mg oxinpd Kaywdrie
ToRoALBOLLEST)

To Pomalidomide Accord avagéveron v Tpokaiéca coflupig svyyeveis Sapoprics won ev3éyeTan
ve 0dn716el o8 Bdvato evog ayévvTov popod.

* My mdpete autd To gdppoxo eqv giote Eyivoc 1| Ba, propodoate va pefvete éyicuog,

* Tpénet va akohovBeite Tig SLOTAGELS OVTIGVAAYNG 70V ALPLYPAPOVINL OE BUTO 1o PLAAGSIO,

AwrfiaoTe AposEKkTIKG 0AGKAPO TO PTALO 0dTyLGY piong mpw opyicsets vo naipvets auTd 10

pappaxo, Bdte rephopufiver oypovrikés aAnpogopisc io GO,

- DuidLre outd To eOARo 0dnyidv ypfione, Tomg ypetaote va 1o Sofdoete Egvd.

- Edv &xete mepatépn amopies, pathote Tov yiotpo, Tov (POPUEKOTTOL) 1} TOV VOGOKAO GUC.

- H suvtayt] yio avté to ehpuoko yopnyRdnKe ook esTikd Y oG, Aev TPEREL va SOOETE To
@apuoko oe GAovg Mropei vo Toug Tpokaiéce pAafn, oxduo kot dtev o souATOULT TG
acbévelog Toug efvan Bio 1e ta Bk oo,

- Edv mopotnprioets Kamo1o overmi@Opn Ty evEpYELd, EVIIHEPOOTE TOV YWOTPO, TOV PUPLOKORTOL) T
TOV VOGOKOILO GHC.

- AVTO wyhel ko yio kGfe mBovh avem@bunT evépyeia mov Sev OVOQEPETUL GTO TAPIY AL
odnyidy ypfieng. Bhéne mopdypugpo 4,

Tuv eméyer 1o Mapsv ULLO 08N yIHV:

T givou to Pomalidomide Accord ke mow givan i xprion tov
Tt péner va yvipilers mpw mipete to Pomalidomide Accord
Tiog va népete o Pomalidomide Accord

Ibovég avemBinteg evépysieg

ITag v puidoosts to Pomalidomide Accord

Hepleydueve g ovokevacing kol Aowmés thnpopopisg

T

1. T givon To Pomalidomide Accord xot movy sivon 7 {pion Tov

Ty eivon 7o Pomalidomide Accord

To Pomalidomide Accord mepiéyer ™ Spactik ovsio, «nopahdopion». Avtd o edppaKo oyetiletal
e m Budidouidn vl eviixel oe o opdda pupudkoy Tou ennpealovy TO aVOGOROUTIKG GUoTIG
(TG oo dGuuvag ToL GhHURTeC).

How givan 1 xpiion Tov Pomalidomide Accord
To Pomalidomide Accord ypnotponoteitot yia tn Bepaseia evihicov acBevdy pe évov Thro kapiivoy
ROV OVOLACETON «IoAAORAG pudAmpes,

To Pomalidomide Accord ypnotporoteizon eite ple:

. o0 dhha phdppoxy mov ovoudlovior «Boptelomipany (Evag TOROC QUPPEKOY
AnpetoBepansing) o «defapeBalovny (dva aviupeyovidzs @hpuaKo} ot dropa Tou Eyouv
haBer tovhdyiotov pia 60 Bepaneio, ou urepihapovopévng g Asvoiidouisne,

‘H

J e Evar dhho Qdppouco mov ovopdietan «defapedulovny ot drope tev omolny To puéopo

€yl emdevabel, mupdT éxovv AdPBer TovhdyicTov 590 GAkeg Oepazeisc, cupmepiaupavousvng
™G Aevaiadouidng kot g PopreCopiums.

T givan 1o zodllorhd poéimpe.
To nolhoamdd préhopy eivol £vag ™hnag Kupkivow Tov emmpedler évo cuYKEKPILEVD TORO Aevicdhy
CULOGQOIPimY (TOU OVOUGLoVTOL «KDTTAPO TAASUOTOD ). AVTE To. xOTTUPU AVORTOSCOVTUL
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aveLEAEYKTO KOL CUOGOPELOVIOL GTO LUEAS TV 00ThY, Avtd odnyel ot BAGRN Tav 0GTdV Kol Twv
VEQPOV.

Devikd 1o modhomhd wwéhopa dev uropei vo Sepanenlel. Qotdoo, 1 Osparsio unopsl ve EAUTIOCEL TO
OMNpEiR KO TO COUATOURTA TG VOGO 1) VI TO KEVEL Vi e5000VIGTONY Yo, dva ypovicd Sidotnue. Otay
oupfaivel ontd, ovopdleTol «amdpiony.

Ildyg dpa 7o Pomalidomide Accord
To Pomalidomide Accord 8pa [le e og1pd and Swpopetucol tpdmovg:

. STOPOTOVTOS TV OvETTLEN TV KUTIAP®V TOL LOEADUETOC
. EVEPYOTOLBVTOG TO OVOGOROINTIKG sUGTNHE Hote vo emtedel oTo keprivikd KiTTops
. SLEKOTTOVTHG TO OYNUATIONG TV Epopdpav ayyelov ov Tpopodototy To KapKvikd KNTTop.

To opehog tng ¥pong Tov Pomalidomide Accord pe BopreCopiyetn kot Sefanedaldvn

Orov To Pomalidomide Accord ypnowonoteiton e t foprefopiymm kou m Seéaucdaldvn or dropa

o £xouv Aafel Tovadyiotoy plo GAdn Bepansin, paopei vo sTaputAoE v endetvooT tov

TOAAUTAOD PUEAGUUTOS!

. Katd péoo 6po, 1o Pomalidomide Accord otav ypnoonomdrnke g ™ fopteiopiian ko tn
deLapedalovn Siékoye TV ETEVELPGVION TOV TOAAUTAOD Lushapatos yio éog ko 11 uiveg oe
olvkpLon pe 7 piiveg v ekeivoug toug acBeveig ot amoiot ypnoiporoodoay povo Poprelopipmn
ken_SedoleBalovn.

To dgehog e ¥piiong tov Pomalidomide Accord we defapefoldvn

Orav 1o Pomalidomide Accord ypnowionowitot ye ) Se&ousdaldvn os Groun mov &xouv AdPet

Tovhdyotov §vo dAdes Depareiee, propel vo oTapoTiosl Y EMGEIVOGT TOL TOALMIAOD (EAGLATOC

. Kotd péoo épo, to Pomalidomide Accord dtav yprowwomoidnie e t delupedalovn Séxoye
TNV EMUVELPAVIOT TOU TOAAGIAOD LUEADUOTOC Yitd Ewg Kot 4 WAVES o8 ohykpion Me 2 KAVES YId
ekelvoug toug aobeveic ol onolol yproiporoodoay uovo debopeduldvn.

2. T mpéner va yvopilers npw aapete To Pomalidomide Accord

My népere To Pomalidomide Accord:

. £y £iote éyivog 1) vopilets 6T uropel vo eiote &yrvog 1 oyedidlets vo petvets éycvog, 51011 TO
Pomalidomide Accord agvopéveton ve poxaiifosy PAapn oto ayévvnto zandi (O dvdpeg ko
oL yuvaikeg mov Aopfdvouy autd to edppako apérel va Sefdoouv v wepdypago, «Kinorn,
avtighAAT YT Ko Bniaopds — minpopopies yua yuvalicsg kol Gvdpecy moupoxdtem),

. edv pnopeite va pelvers gyicvog, extdc edv hapfiivets Oha To amopaltnTe pétpo yio. v
eumodioete o gvdeyduevn kimor (BA. «Kinorn, aviichilgym cow Bniacpds — Tanpogopisg yio
yovaikeg kol avopeg» ). Bav wropelte va ueivete évicuog, o yiorpog cug So kataypdye pali pe
K@be ovveayn 6t éyouv Anelel o amapaitnTe uéToa Kol 0o Sag YoPYAGEL OVThY TV
emPefainon.

. oe nepintoon akiepylog oty mopaidonidn 1 oe onoodfnote GALO oo 0. CUGTHTIKE CUTOT
ToU Qappdxon (ova@épovTul 6Ty tapdypopo 6). Edv vopilete 611 propel va éyete ailepyia
10 QdpueKo, copfovievdsite Tov viarpd coc.

Edv dzy elote féfaiot edv omoladfinote amd 11 mapendve npoimodiceg wybel via esde, ansoduvisite
GTOV YITPO, TOV GUPHOKOTOLS 1) TOV vOsokOUo 6o npotod nipets To Pomalidomide Accord,

Hposidonouioac kol Tpopuiaielg

AmevBuvBeite atov YwTpd, TOV QUAHUKOROL § TOV VOGOKONO Gug tptv Rdpete to Pomalidomide

Accord edv;

. eiyote kord to mopeAldy Opoufoug oto alua sog. Katd m Sudprew g Oepaneiog pe 10
Pomalidomide Accord vmdpyel avtnpévos kivBuvos v dnovpyi@otv Bpopfacsig otic pAEfeg
ke oTig optnpieg oug. O yiaTpdg cog puropel v oog GueTAGEL va. AdPete tpdoleteg Ospamelsg

59



(m.y. Popeopim) | v Lewdhaes t S6on tov Pomalidomide Accord yio va pewnfel 1 mBavoTnTo
anovpyiog Opoupav oto aipo.

. efyate noté eppovicel ohdepyucti oviibpaot onog sEavBnpa, kKvnopud, oidnua, AN i Suekokic
OTIY GVORVOT) KOTG TN Siépretd Aymg SyeTkdy puppaKey 1ov Adyoviar eite «Buhbopisny 1
«hevaliSopidny.

. eiyate pua Kopdok stpooPodn, fxete kapdlokl avendpkeln, £eTe SuoKoAiag avomvonc § sév
kanviCete, &ggte VYMAN applaky Tieon § vyMAG erinede xoANoTEPGATC,

. EXETE VYNAS cuvoMIcS 0opTio GyKou GE 610 TO GdiLe, CULTEPLLULBOVOUEVOD TOV HOELOU TV

0070V 6ag, AvTd fu LropodoE Vo, 08NYAoEL 68 e KATASTEON GTOL 0t GYKOL MEOSOUOTVIC Ko
TPOKUAODY acuviifin enfreda ynLikdy ooV 6T0 Tijto TOV (ETOPATY VOl odnynoouv o veppikt
averdpreld. Evoéyeta eniong vo epgavicsts &vay akovévioto kepdiakd pubud. Avti 1
xatgotaon Afyeta stvipopo Abong ykou.

. gxete 1) elyate vevpomdbew (vevpuery PAGSN mov mpokahel popuiyicuaoa A movo oo yépio 1
GT0 O GUg).
. gxete N eiyute moté Aoluwén end nmotinde B, H Ogpuneio ue Pomalidomide Accord nropel vo

TPOKCAEGEL TNV ERAVEVERYOTOINGH TOv 100 g Nratitidog B oe aoeveic mov pépovy tov 16, pe
OITOTERECHE TV ELAVEROOVOT TG AoiumEng. O vietpds oog fo mpénel va eAéyEsL edv glyate
noté hoinwén amd nratinde B.

. exdnidoete 1| £xETe eXONADGEL 670 TOPEXDGY Evov cuVBLAGLO 0710 OROWBTROTE wid T
oxoiovbe copmtdparo: eEvinua oTo Tpdowro A extetapévo eEdviua, epudpd déppa, VYN
TBPETO, SLUNTONATE YPIAHSoLE sUvBpouns, Sloykmpuévoug Aeppadéves [onuein piag copapig
BEPLOTIKAG avTIBPUONE ROV OVOUBLETON PUPLOKEVTINY OVTIBpaoT jie NOCIVOPIAiL Kol
cLoTnaTIKG cvprtOpate (DRESS) 7 cdvdpouo vaepevaiobnoiag o8 pappoKo, TOEIKR
emBepiuky] vekporvon (TEN) 1y otvdpopo Stevens-Johnson (SJS). Biéne enlong mopdypogo 4
«TlBovig avemboprteg evépyeiagy,

Etvar onpovecs va emonpoviel ot aobeveis ne moAlomhd pudhoue mov ropfavovy Depaneio pe
mopeMdopidn evdéyeton va avortiEovy mpécBetovg tHnoug kuprivoy Kat EROUEVEDS O YLOTPOG Ghig Ba
APEMEL Ve BEWAOYRGEL TPOOEXTICE TO GQeh0g kel Tov KivBVVD GToV GOg GUVTRYOYPAPELTIL BuTd To
QapuoKo,

Evnipepdote deca tov y1atpd 1 Tov voooidpo cag, onowdijnote oy kotd T Sudprewr tng
Bepomeiag A petd and ovyv, ot TEpinteon Tov TopampoETe BoAl Gpaot, GTGALL Opoong A
dmhomia, duokoho oy opikie, aduvapic ot yépio | ota 1681, chioyh oTov TpdTO Badiong iy
zpoPanuate wopponiag, eipovo pobSloocua, petwpévn aictnon 1 ordieia aicOnong, amdisio
piung i shyyoon. Ole ovté propel v arotehoby sopatdpote piog coPupfc kot Suvnrikd
Bavormpdpag 1adnong Tov eYKePEAOL YwoThg @G TPaloboe TOAVESTIORT AgvKOEYKEQUAORGOEIL
(TTTIA). Edv siyote 1o copntdpote ovtd apty o m Aepomsia e to Pomalidomide Accord,
EVILEPGBOTE TOV YIBTPS GUG SYETIKG LLE OROWSHTOTE AAAGYN] GTA GUURTH TN HVTA.

Ito téhog e Bepunsiog, TpENEL VO EMICTPEYETE GAG Ta UN XPROULOTOREVE KOWEKLY GTOV
PUPUEKOTOLO.

Kénon, aviietidymn ko Onhaopds — inpopopisg yia yuvaikes ka dvdpeg

To napaxdte apénel vo axodovdoivial dnwg avapépetan oo TIpdypuppe TTpdinyme Kibmeng tov
Pomalidomide Accord. Ovyuvaikeg mov moipvovy to Pomalidomide Accord Sev apémet vo, geivouy
Eyikveg xon ot dvBpeg Bev TPETEL vE TEKVOTOSOLY. AUTS Yot 1 mopaldopitn ovepdvetol ve, PAdyst
0 £nfipuo. Eszls kou o (1) 6hvipo@ds oug Bu mpénet vo yproyionoeite anotehespatikis pLebodoug
GVILSOAAIIYNG EVOSH TAPVELE QUTA TO PEPLUAKO.

I'vvaikeg
Mnv n6pete o Pomalidomide Accord edv sioTe &yivog, vopilete 6T propsi va eiote Evivoc f

oxedidlete va peivete £ykvog. AUTé V0T T0 GAPLOKO QUTS CVRHEVETOL Ve BAdyper o aybvvnTo pwpd.
Tpotot opyicete ™ Oeponeio, Tpénet vo. refte 610V VTP oag edv wmopeite va neivete Eyrvoc, oo
Kol v Vopilete 0T owtd eiven anibavo.
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Edv umopeite va peivets £yxvog:

. MPEAEL VO YPNOWONOIEITE DMOTEAESUOTIKES HERGSOVS BVTIGTAANYMG Yia TauAdyloToV 4
ePdopddes mpwv v évapén g Bepameing, yio 6An T Sidpkala mov Aapfdvere Sepameia kKo
ToLAGIoTOV HEXPL 4 efdopddes letd To Téhog TG Bepomeing, MIAoTE [ie Tov YaTpd oag yio
MV Kedbtepn LEBodo avTioDAANYMS Yid £t

. KGBE popd oL 0 VTP 6UG YPAPEL et sLVTEYT, outdg A npénet va Pefawwbel dT1 katavoeite
TO OROPEITHTO NETPA TOV TPEMEL Vit AQUPAVOVTOL Y10 THY GLO0UYH TG KONGNC.
. @ yiatpog oag o kevovicer vo Kévete Teot eyiupootvng Tpw ard 11 Bepumsia, ToviyioTov

kabg 4 efidopddes katd ™ Sdprei g Bepameiog Kat TOLAGIGTOV 4 efdouddes petd o Téhog
g Bepaneivg.

Edv peivets yoog nopd o Pétpa npoinymg:
. MPEMEL VO, OTOUOINSETE 11 Bspomeio GUECWE KUL VO EVALEPDOETE MAPOVTH TOV YIRTPS GOL.

Endaouoc

Aegv gival yvootd gdv 1o Pomalidomide Accord mepvd ato ovBpdmvo untpikd yého. Eviuepdote tov
ywtpd gog eby nhalste 1| oxonedete vo Bnhdoste. O niatpdg cag Be sog svpfovkedos: edv Bo
TPENEL Vo CTOUOTGETE T Vo ouveyioets To Oniaoud.

Avdpec
To Pomalidomide Accard aepvé oo avBpdmvo onéppo.

. Eév n ebvipopds oug sivor éykvog fi popel va peiver évicvog, mpémet va ypnouLomoieite
RPOPUACKTIKS Via OAT TN SLdpKeta mov Aapfdvets Bepomeia Kat yio 7 nuépeg Petd 10 Téhog ™
Beponsiuc.

. Edv n civipoeds oag neiver £ykvog evoom naipvsis to Pomalidomide Accord, sviuepdote Tov
yTpd cog apéong. H civipopds cug Bo Tpérel eniong vo eviHepdoel Tov YTps TG GpETWL.

Agv Ba mpirel va bioete oméppe 1 omepuaTOCMApte Kozd Th Sidpkein g Bepomsiog Kat yioe 7 npépec
uetd 1o Téhog e Bepomsiog,

Awpodooio ko séetdosg aiparog

Agv pénet vo dwpicete oipa katd 1 Subpreta g Bepomeiog icot yio 7 nuépeg petd To TEAOG TG
Bepansioc.

Hptv kat kezé m &épreia g deporeiug pe to Pomalidomide Accord Bo. kévete TaxTikég
QLHTOLOYIKES eEeTdoELS. AVTO Yot To Qpdppokd cug propel va Tpokaiéost teinot tov apdpon Twy
apeseopiny tou fonbodv amy xatarohéuneon LowmdEewy (LevkoxiTTope) Kot Tov aptBpod tov
Kuttdpwv mov forBoly o1 Suokem g crpoppoying (oMomeTdim).

O ywtpdg oag Ba wpénel va oag (nrioet va kdvete séétoon alpatog:

. rptv ™ Bepomsio
. k@be eBdopdda yia Tig Tphreg 8 efdouddec g Beparneing
. TOLAGYIoTOY 1608 prve et and autd o Sdotnpa, vie 660 naipvete to Pomalidomide Accord.

Qg anotéAecpo 0UTOV ToV eGeThosmyY, 0 VIOTpds Sog UTopEl va TposapudosL 1 8601 Tou
Pomalidomide Accord fj va stapetice m fepancia cag. O yotpoc unopei enfong vo TPOGUPROGEL TN
300N 1) v S1oKOYEL T0 PAppAKo AOYK THS YEVIKAS KATAoTRONG TG VYsing sug,

Mndrd won £pnpor

To Pomalidomide Accord ev covistdros ya ypion og noadié ket véone xGto tov |8 1dv.

Ahho oappoxo. ko Pomalidomide Accord

Evnuepdiote tov yiotpd, tov papuakomold 1 tov vocokdpe oug edv naipvare, éxete mpdopara mipel 1)
propel v mdpete Ghha pépuora. Avté opelletar 610 Yeyovde dtt to Pomalidomide Accord pmopsl va
ERNPEAGEL TOV TPGRO 3paotc opwiévav dilov papudkmy. Eriong, opiopéve Ghlo pEppUOKE LUTopoty
Vo, NpEdoovY Tov Tpono dpdong Tov Pomalidomide Accord.
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Ewucorepa, evuephote tov vietpd, Tov oap HOKOTO10 Ty TOV VOSOKOULO O TPV TEPETE TO
Pomalidomide Accord ov naipvers onotodfimote amd 10 oxcdrovda pdpuoca;

. OPIOLEVH AVTIHLKNTIAGIKE 670G 1) KETOKOVAL AN
. OPISLEVD arvTLBIOTIKG (Y10l Topdderype cutpopAoiacivy, evolasivn)
. CUYKEKPIEVL avTikaTebMrTiKG 6mng 1 phovBokapiv.

Odiiyion ko yeipLspds pyaviudroy

Opwopéve dropa axsBévovor kémwen, Lo, MmoBopio, coyxusen f OT éxovv wetmpévy eypryopor
6tav naipvovv to Pomalidomide Accord. Av autd ovppel og gadg, pnv odnyeite 1 un yewpilecte
epyoreio M wyovipora,

To Pomalidomide Accord nepiéyzt vazpio
To pupuuKevTIKd GUTE TPOTOY TePLEyEL Mybtepo and 1 mmol vatpiov (23 mg) avd KOyaicwo, give
tuT6 0w ovoudlovpe «ehebfepo vietpiony.

3. g va mapere to Pomalidomide Accord

To Pomalidomide Accord =pénet va yoprveitol oz E00C aml Evoy YWTps TEMEPOREVD GTIHY
OVTIHETOMLOY TOL TOAGTACTH HuEAGUATOC,

[Tavrote va maipvete Ta papuaKd, coug ooTpd ohupmve pe Tig 08Myies Tov yietpol cog, Edv éyete
oppiBodiss, poTHCTE TOV YIRS, TOV QUPPAKOTOLS 1] ToV VOooKdpo Gog,

N6tz vo ndpete To Pomalidomide Accord pe diha QAPRIKE,

To Pomalidomide Accord pe BopreCouipmn oy deLapefolovn

. AvotpéEre oo gpoAka odnydv ¥priong g BopreCopipmng kot e Sekapebalovig yia
TEPLOCOTEPES TANPOPOPIes GyeTIkd pe T Xpron Ke Tig eMBpATEL; TOVG,

. To Pomalidomide Accord, 1 foptefopimn kot n defopeBalovn AapPivovtar oe «kiichoug
Oepomeivgy . Kdbe wixhog Swipret 21 nuépeg (3 efdopddec).

. Kouté€re tov mepandte nivako vio va deite 11 ve mdpete kibe nuépu tov kikhov 3 ERSopEBwy:
o Kéa6e nuépa, kortdéae tov nivaka kot Bpeite owoTh Nuépe Yo va Selte mola eappoKke.
Vo AGpETE.

o Kdmoeg npépec, fa maipvete ko ta 3 pdpuoxa, kémoweg pépes puévo 2 pdppoica 1 |
PUpLEKO Ko KATOEG NUEPEC KuVEVD.
POM: Pomalidemide Accord, BOP: Boptelopiunm, AEE: Astapefaldn

Kéxkog 1 éwg 8 Kikhog 9 xon dve
‘Qvop 9appiKko Ovona pepudkon

Hpépa | POM | BOP | AEZ Hpépa 1 POM | BOP | AEE

[ N v_ i vV N

3 v - 3 v

A B 7R

5 : ’\/ . '\/ 5 ,\/ .

6 N ' 6 v

7 N 7 N .

A | S I I

9 v y 9 Y N

10 N 10 v

11 v v v_ 1 v

12 N v 12 [ W

B2



13 B 13
14 R 14
15 - 15
16 16
17 17
18 18
19 19
20 20
21 21
. Metd my ohoxhipeon kdbe Kikiov 3 efSouddny, EekviioTe fvay véo KGO,

To Pomalidomide Accord uovo pe deEopeBalévn
) Avatpéte oto ghAAo odmyidv xphiong g delopeBulévng yio mepiesdtepec TAnpopopte;
OYETIKG e T} xpfior] kot Tig embplosts e,

. To Pomalidomide Accord o 1 Segauedalév Aapfavoviol o «icokhoug Bepaneiogs. Kdoe
KOkAog Saprel 28 nuépeg (4 efBopadec).

. Kowagte tov mapadro aivako ywo va Seite T ve mdpete kébe nuépa tov Koxhov 4 £fdopadov:

Ka8e nuépo, covtd&re tov mivaka ko Ppeite ) cwoti nuépo vie ve dsite mow QUpHoKa

o]

o]

POM: Pomalidomide Accord, AEE: AsEausfalovn

Vit TAPETE.

Kdmoteg npépes, o maipvete kol o 500 géppaka, kémotes nuépec pévo 1 pépproko kot

KOROLES TIUEPESC KOWVEVDL,

Ovoua pappdkov

POM AEE

\/

E;:;;EGKS:S\DW*JO\MAU)MME‘
=

[\
=]

b

2]eleye e |2 el jo e | |2 le s e le e s e | ]e]

[
[

[\
('S

3]
I
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25
26
27
28

. Meté v orokdpwer kibe KikAov 4 eBSopnddov, ZeKvi|oTe Evay vEO KUK,

Iléco Pomalidomide Accord va adpers pe Ghha Pap UK

To Pomalidomide Accord pe Bopzelouium kot SeCausfaldvn

. H suvistausvn 66on évapéng tov Pomalidomide Accord sived 4 mg tny nuépa.

. H ovvistbpevn §6on évuping the PopreCopiunmg Bo vnoroyictel omd Tov yioEpd o Kot Ba
Posifetar oo Hyog Kkat o fapog cog (1,3 mg/m? ETMLPAVELRS GOUNTOG).
. H ovvietdpevn 860 évapEng e degepedalovng eivar 20 mg v nuépa. o000, gév siote

ave TV 75 griv, 1) cuvisTdpevn Séon dvapéne sivac 10 mg v Neépa.

To Pomalidomide Accord pévo pe defopedalovn

. H ovvigtdpevr 86om tov Pomalidomide Accord siven 4 mg v nuépa.
. H covietdpevn 8don évaptng g deEapeduldvrg eivar 40 mg v npépu. Qotoéoo, £dv elote
Gvo TV 75 £16v, 7 GuVIoTOREV bom EvapEng eival 20 mg TV NUEP.

O ywtpog oog propei ve ypettotel va perdoet m §6om tov Pomalidomide Accord, m¢ poptelopipmng
1 mg defapedalovne N va oTepoToe éva 1 TEPICCOTEPT. OIS BTG T0L Géppoica e Bdon To
QAOTEAECLOTO TV OIHOTOAOYIKOV cog sleTdosmy, T YEVIKT] GO KOTAGTUOT], GARG POPUAKH TTOD
wropel va malpvete (m.y, oupophotusivy, evoluoivy ko provflolapivi) koddhg enfong kot ey
eppovicete avemBountes evépyeieg (Biaftepa eEdvBnua 1 mpNEipo) and 1 Oepomeic.

Edv mdeyete and nratikd § veppued rpopifinota, o 1otpds cag Ba ehéyysl modd mpocekTucd Ty
KOTAoTaO oug evoom AouBévere outd To QOPHAKO.

&g va @ pete to Pomalidomide Accord

. M ordGlete, avoiyete f paodze o kaydiao. Edv N GKOVT 0md VO CRACUEVD KOWEKID
Pomalidomide Accord épBet oe enagn pe o déppo, TADVETE TO SEPHLL ORECHS KOt TYOMIGTIKG
HE vEPO KU Gamodvl.

J O ereyyeipories vyetog, Ta Grope mov ppoviilovy aobeveic kol o péhn e orkoyévelag Be
TPEREL VO QOPODY YavVTLY [iog xpTioeng dTav yewpiloviot THV KOWEAN 1] T0 Konpdkwo, Zm
OUVEYELD TO YAVTLE 0 TPETEL VOl O OLPODVIEI TPOGERTICE £T01 HOTE Vo OTOPEDYETOL TUYOV
éxBeon tov 8épuatog, vo TomofsTotvIa 68 appoyifoeyn TACG K SoKovAn o
TOALOVAEVIO KL VO GTEOPPITTOVTON SUMQEOVE. e T Kutd 10moug 1oxbovosg oyeTicic
drotaeis. Tt cuvéyeie o xEpio Ha mpérel va ThEvVovTaL SYOAGTICG, i Tumoive kol vepd. O1
Yovaikes mov givat £yivueg | mBavoroyody bt umopst va eivat éyxveg Sev npérel va yeipilovia
TNV Kuyéhn f 0 Kopdkio.

] Tpénet vo koranivate to kaydxw oAdkAnpa, Katd TpoTiunon pe vepd.

. T xaydxia propoldy va Anobobv eite pe site Fopilc TpoON.

[péne va moipvere to Pomalidomide Accord mepimou v 8 hpo xdde Pipo.

' Ty agatpeon tov kayaxiov omd my KUWERT, TESTE povo T pie Gicpn Tov xeyukiov Oote vo

eEerbel amd o 9UALO ohovpviov. Mny aokeits TEaN 670 KEVTPO ToL Kayakiov, kadmg avtd propsi
VO IPOKBAECEL TO OTAGILS TOU.
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O yiotpdg oag bo. cag cupBoviedost OYETIKG pe To ThS Kol To 10T va xépets 10 Pomalidomide
Accord edv éxete veppice tpoPAfiueta Kot vropdileote oe Ospumeiu pe aLoKGBepen.

Ardpxera g Ospanciug pe Pomalidomide Accord
Oa mpinel vo, suveyicets Toug KOIKOLS Bepomelug £og 610V 0 yiaTpde cug odg 1et Vo OTOUOTOETE.

Eav mapere peyoidrepn d6om Pomalidomide Accord ané TNV KEVOVIKR
Av mdpete peyoidtepn §6on Pomalidomide Accord omé TV Kavovikt], uAdoTs e évay yiotpd 1
Hetafeite apécmg 610 vocokopeio, Tipe M cvoKeDOsie ToV Papuikon peii cog.

Edv Eeyaeere va ndpere To Pomalidomide Accord

Edv Leydoete va mdpete o Pomalidomide Accord Ml nEpa v Ou Empene, #GpTE 10 ENGUEVE KOyAKLO
WS oVVIBOG TNV ETSUEVY Lépa. Mnv awéfoete tov apiBus tawv Kayakiny Ton Toipvete vie vo
evOTANPpOGETE To Pomalidomide Accord mov 8ev THPOTE TV TPOTYOULLEVT TNEPU.

Edv éyete nepocdepsg EPOTIGEL GYETIKG [IE TN ¥PTGN ALTOD TOV PUPUGKOD, POTROTE TOV Y1aTPS 1)
TOV QUPUOKOROLO Gog,
4. bavig avemBbpnres evipyeies

Onog dha to odppoxe, $161 Ko gotd 1o Qdppoxo uropel vo nporaiécst ovemOiunTeg evépyeie, oy
Ko gV TapousLaloviar oe 6hovg Toug avlpamouc,

LoPopéq avemBipnreg svépyaisee

Lrapomiote vo naipvere o Pomalidomide Accord kot deite upios Evo ywaTps, av
TEpEINMicETE omolednmoTe ard TG TopaKdre coPupis avemBopnTee EVEPYELEG — UTopeil v
rperdleote enciyovoa werpua) Bepaneio:

. Mpetd, piyn, mévo oto aud, Priyo, TATYES 670 6o 7 omowdiinote dhke COUTTOUOTO
Aolpwgng (Loyo peiwpévov apilpod Aevkov oyocpapiny, mov katamodzpoby T Aoiuwén).
. Awoppayia 1 HOAOTES y0pig vo vrGpyeL titia, svuTephepBavopévig pivopparyiog ket

aoppaying amd To éviepo i To ctoudyl (Moyem g enidpaong ot KiTrepa Tov ailatog Tov
AEYOVTOL €OULOTETEAAR).

. Upiyyopn avostvori, ypfiyopog neiog, TOEETHS KoL piyn, Tokd Aiyn 1) kaBéhou ovpnon, vavia
Kot Epetog, ohyyoon, andie cuveldnone (Adyw AoipaEng Tov afiLerog mov ovondleTal
onyoie i onrtikh KetomAnEio).

. Zopapn, exipovn 7 orpoppoyich S1ppoie. (mBavidg e GTopayIkd TOVO 1 mopeTd)
npokakobLEyn ord BakTApia Tov ovopdtoviar Clostidium difficile.

. TTévog 670 Bdpaka 1) 670 KETo GiKpe Ko TpNELo, WLuiTepe 010 KATH TUANG avThy M 11
YaUREG (ToV TpoKaiodvToL ard Bpéufouc tou aipatog).

. Abomvowa (and cofuph ofuasny tov Bdpoka, PAEYUOVT TOV TVEDROVEL, KopSLcT] OVERAPKE )

OpduPo tov ailorog).
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Hpi&ipo tov Tpochnon, Tov xethidv, g YAOeHS Kal Tov Aapod, To onolo propei va
RPOKOAAEGEL BuokoAia oy avanvon (Adye cofopdv Thaey akiepyikig aviidpaonc mov
OVORGLOVTOL AYYELOOIBT MG Kat AVROUAOKTIKT ovtiBpasn),

Opiopiévor ToRot Kapkivon Tov 8épuortog (kopiivaua wrd TACKOIES r1BNAI0 Kol
Puskoiuttapcd Kapkivoua), o1 onoiot pTopovy v TPOKUAESOVY DARYES OTNY EHOAVIGT] TOV
déppords gog 1| sEoyripata oto Séppe cag. Edv mapatnpioets OEOIOTOTE dAADYT) GTO SEppa
oug eve) AopPévers Pomalidomide Accord, evnpepdote tov v0Tpd Gug To SUVIOWOTEPS Suvatd.
Enaveppavion oipwéng ané naatinde B, mov propel va mpokaiiost KTpiviciy Tov déppatog
KOL TV WoTidhv, Kopé sKoLpOYPOUE 00pd, Kothokd Tovo o Sekid TAEVPA, TLPETO KolL
aisBnue vautiog f adinbesio. Evnpepaote tov yiarpd oog UG Edv TEPATNPACETE KETO10
and euTd To CUUTTOUETO.

Audxuto egavOnuo, vynAf Beprokpaoio copTog, Swykmuévar AEUQUBEVES KoL SULUETOYN
BAMMY OpYaveV TOU ShUATOG (PapPaKELTIKT ovTIBpaon pe NOCVOPIAL KL CUTTNLOTUCG
ovurtduate, N ool eival enions yvoot og DRESS 1 octvdpopo vrepevaisinsiog o
Papiroio, TOEKI emBepIKT vekpOhvon 1) odvEpopo Stevens-J ohnson). Zropotiote vo
XPTioLpomoteite TNV TopoSopién edy exdNADGETE GUTH TO CURTTHLATO, KoL ETIKOVOVT|GTE PE
oV Yotpd oog 1 avalntiote apéong wrpue fofdsia. Brére emiong nupdypago 2.

Xropuriors va nalpvers To Pemalidomide Accord ko Sgire GUECHS EVaL VLATPO AV TUPUTNPHOETE
OROUIBTTOTE 0ld TIG COPUPEG AVEMBUUNTES EVEPYELES IOV GYEQEPOVTOL TP UGV — HnopEl va
rpeidleste enclyovon wTpiki Oepansia.

Addeg avemOipneg evipyeaieg
Mo cuyvég (owtég evdiyeton vo ennpedcouy nEMGCOTEPOUG 0 | GTovg 10 avBphrovg):

Acydvioopo (dicmvore).

Ao Zelg Tov mvevpévay (tvevpovie kat Bpoyyitda).

AotpiEelg TG pwds, TOV pIvikdY KOARMY KeL Tow Aauoy, TPOICEhODIEVES 06 Poktipio 1] 100g,
Zupntdpete tapdpow pe g ypinng (ypian).

XopmAdg apiBuds epubpav awoceoaipiey, mov propsi va TpoKaAEGEt avalpia, 1 omoio odnyel
og kdnwon kot advvaplo,

Xopnhd eninedo cokiov oro aipe (vaokahtuuie), Tov propoty va TpokahéGouy aduvauio,
HUiKéS kpapmeg, Puikobs mdvous, aictnua «QTEPOVYIGLATOCY oTNY Kapdid, aiclnua
TowrnpueTos i pobvdoue, Sbonvoud, ahlayés oty Sidbeon.

Yynia eninedo coxydpou sto aija.

I'priyopog Kol akavOVioTog Kapdwkog Taipnde (Kohmuch Lepuapuyh),

Amdheio 6pefng,

Avgrothidma, didppoto. {| veutio.

Adofeoio (Spetog).

Kowaakdg advo.

EAhewym evepynTikdntog.

Avokoria va xowmnBette 1| va napepeivets Koluopévor.

Zaha, perodiiace,

Mpyikoi oraopol, poikh eduvaic.

Ootcdg mdvog, Tdvog oz péc.

Mobduwiope, oiebnua torfuatog f aiobnpe kabcov oto S&pua, Tévot otu yépwt 1 o7 oS
(mepupepiy asBnTuc vevpomdeic).

laviksupévo mpfgulo, cuumepiauBavopévon kot Tow mpnéipatog 1oV dvo 1 kbto dGrpov.
Eavorpota.

Ovpoiotuwdn, mov uropsl va tpoxohécet aiohnuo kudcov katd NV oVPNGY 1] 0 GUYVT|
avaykn vio odpnon.

Zuyvig (autés evdéyetal vo ennpedoouy éng koL 1 otoug 10 avBpimroug):

Mo
Alpoppeyic evids tov kpoaviov,
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Mewwpévn ucavétnro kiviong 1 aloBrong otig gohdpec, atovg Bpoyloves, ta méAnota Kot T
nodu, A0yo vevpuknig PAGRNG (Tepipapicr] aotnTicokvTia] vevpordfela).

Mobdoope, Kwmopog Kat éva aichnue toyumnudtey ond Pehdveg oo déplia oog
{rapocdnocio).

Alotnpa mepiotpoeic 010 kepdit mov Kubotd SUcKoAn T SLuTipron TG 1G0PPOmING Ko i
QUOIOAOYUCH KivroT.

HpfAé&ipe mov wpoxedeitol ard vvpod.

EEGvAnpo (kvibmon).

Kyvnopds oto déppla.

‘Epmng Lwothpog.

Kapéroxn mpooforn (wdvog orov Bodpaxe nov efumhdvetor otovg Ppayioves, tov owyéva, T
yvibo, ue aisnen 1bpdta kol Joonverug, aictnon vouting 1 épeto).

[Tdvog otov Bdpuxd, Aoipmtn Tov Bhpexa.

AuvEnuévn aprnploxnh nisom.

Mgiwon otov apiBLd TV epLBPOKVTIEPOY Kol AEDKOKUTTAPMY, KOl OIOTETOALOV TAVTOYPOVIL
(maviuttaponevio) Tov Ou cog SnuovpyRoel ovEnpévy Taon yia aipoppoyio Kot RedROTES.
Mutopsi vo moOavBette kémaon Kot advvauio, ku Suckodic oty avemvor Ko KON popel va
Exete awnpévn mbovémta vo engovicets owdLelg.

Melopévos apbpog Aeppoxnttdpay (Evag THmog AEUKOKNTTAP®Y) oV cuyvd Tpoxoheital amd
Loipwén (hepponevin),

Xopndé eninedo poyvroiov oto afjie (vropayvnownpic), mov propel va TpokaAéos KOMMGH,
YEVIKELPEVT] aduvapic, Pulkés kpduree, snepsdiotdenra kot propsl vo 0dnyioe oe gounid
enireda aoflestiov oro aija (vrooBeotionpin), pdyua mov umope! vo, TPoKaAESEL potdaopa 1)
aiotnpae o patog Tov xEptby, Tav Todidv 1 o xeudy, Puikéc kpdumes, ik advvaiia,
Thon Amobupive, chyyuon,

Xapnho eniredo pocopov 610 i (VEePOGPEUTHLLIN) TOV WIopE Vi TPoKaAEGEL LUtk
advvapic ket evepedloTéTTA ) hYYLON.

Yymho entinedo aoBeotiov oo ainn (vispasPeotiopio) 1o (mopei va mpokodEse! TO apyd
QVTOVOKANCTIKG Kol aduveiie Tov GREAETUGHY LLGY.

Yynad emineda kariov oto aipe mov uropei va npokoiicovy ovOLOA0 kapdlakd podpd,
Xoapndé eninedo vorpion 6o oiud tov propel vo Tpokudécouy KEMwoT] Ko clyyuon, Hticég
gvondoels, kpicels (smAnatucés kpicei) 1] kol

YymAd eninedo ovpucod 0&og 6T0 Gl 0V Lropel Vo TPOKHAEGODY i nepphi apdpitidog mov
ovopdleron ovpn opBpitido.

Koy apmproxi mieon mov pmopsl va mpocahéset {aAn 1 MaroBupio.

[Tovog oto otoua 1) Enpootouia.

Adhoyéc oy aiohnen the yebonc.

TTpnougvy Kothd.

Aionon sdyyvons.

Teopévn dudbeon (Katudiurtuc Sidbeon),

Ardiea coveldnong, Amoduuio.

OO DL TOV POTON 060G (KuTuppaKTg).

Brafn ota veppé.

Advvapic ovpriong,

M| puolohoyikég nratkés Soxipascisg.

[Mavog oty mheko.

Arwmiewn Bapovg.

Oy ovyvig (autéc eviéyeton va srnpedoovy éog kot 1 otoug 100 avBpimons):

AvyeinKd sYKEQuALKO eneioodio,

Dreypovn 1ov fratog (Nretinida) mov propel vo mpokoAESEL KNGO 6To SEpU, kurpivicpua tou
BEppOTOG KoL TOV AEVKOD TV Latidv ((KTEPOC), AvoLETEYPm LY KOMPEVDL, GKOUPAYPWLLD VPO,
KO 1C01hoid movo,
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. H omo8Opnen 10v Kapkvikady KuTTdpony £xel o arotélecun my anchevbépwon Tofkdy
EVOGEOY OTNY kbKAOPopin Tov ailgtog (chvipopo Aiong 6yxov). Auté uropel vo odnynost oe
VEQpUCk TpofAatipoT.

) Ynoietrovpyio Tov Bupeoedods adéva tov pnopef va tpoxalécel copntdpeta 6meg KobpooT,
AfBopyo, Ptk advvepic, opyd kepdiaké pubud, odEnon ToL GOUATIKOD Bhpouc,

Mnu yvarerig (n coxvdmra dev unopel vo extiunbel pe Bdon to Swedéon dedopéve):
. ATOppYT posyebilaTog CUIRNYoOs opyGvow {bmng Kepditg 1) fratoc).

Avopopd avemBOunTOV evepyELDY

Edv mepatpiiosts Kdrowo. avemBiunty evépyewr, SVIIUEPOOTE TV Y1006, TOV QUPULEKOROL § TOV/TIV
VOoOKOUO cug. AuTd ioyhel kol yia kdfe mbovh avemBiunt evépyela mov Sev avapipeTol 6To wepdv
PUARo 03y ypriong. Mropeite emiong v ovapépete avemBdunteg svépysisg ansvbeiog, péom tou
ebvikod suoTipatog avagophs mov ovaypdpston oto Mapéomun V. Méon g avapopdc
uverlBOuNT®Y eVEPYEIDY propeite va fonbroete ot ovALOYH TEPIOGOTEPMY TANPOPOPLOY GYETIKE LiE
TNV GOPELELD. TOV RUPOVTOS QUPUEKOD.

5. ILég va puidocsre 1o Pomalidomide Accord

To géppaxo aotd Tpérel vo YUAGSGETAL & PEPT OV B8V To PAETOLY Ko eV TO PAGVOLY T OB,
No, un ypnotuonoieite evtéd 10 ghppoko Petd Ty muspopnvic ARENG 70V OVAQEPETAL GTIV KDWEAT KAt
070 Kovti peth Ty £vdaibn «kEXPx». H npepounvia Migng ivar 1 teievtaie nuépe tov nfjva mov
ovapEpETOL sKel,

To @pdpuorxo outd dev anartal Winttepeg cuvifreg poiutng.

No | xprioonoteite to Pomalidomide Accord edv mapatnpricete Toxév pbopd | ixvn napopidong
O] GUGKELDGLY TOU QOPHAKOD.

Mnv netéze pappuKa 610 vepd g anoyEtevong 1 oo ook eroppiuyato. Ola to iy
YOTICHHOTOUEVD QOPLLOKA TPETEL VO EMGTPEPOVIUL GTOV PUPHAKOTOLS 610 TENOC T1|¢ fepartsiog.
Avtd o Létpo 0o fondiicovv oty mpoctasio Tov tepBiilovioc.

0. Hepiexopeve The suokevasiog kal Aorég mhnpopopieg

T mepréyer 7o Pomalidomide Accord

. H épouotuct cuoio elval v topaiSopidn.

. To dAld svoTaTcd eivar kuTtopive, LKpokpooToAiud, noAToBeETpive Kot

STEQTUAQQOLLEPLES ViTpLO.

Pomalidomide Accord | mg oiddnpd konpdce:

. Kdge konyducio mepiéyen | mg mopodadopidng,

. To kehvpog kawoxiov tepiéyel: (erativ, Siokeidio Tov iraviov (E171), ofeidio tov oiéipou
kitpwvo (E172) kot ofefdio tou adiipon xorkwvo (E172),

. To pelive extdnmong mepiéyer: képueo Adxog, dwEeidlo tov tiraviov (E171) ko

rpomvisvoyivkdin (B1520).

Pomalidomide Accord 2 mg oicnpd condues:
. Kade wonydicto mepiéyel 2 mg nopoidopidng,

. To kEhvpog kayaxiov mepiéyen eharivn, Si0eidio Tov Titaviov (E171), of&idio Tov c1dhpov
kitptvo (E172), ko 0&eidlo 1ov o1dfpov kéxkivo (E172),
. To pehévi extdnmong nepréyel: kKouen Mkes, Slofsido Tov Tiravion (E171) kat

TPORUAEVOYAUKOAT (E1520).
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Pomalidomide Accord 3 mg okhnpé xaydice:

. Kébe xaydicio mepiéyer 3 mg mopaiidouidng,

. To xéhvgpog kayrarion nepiéyer: {elativn, S0feldio tov Trravion (E171), Ldxa apyiiov
waicokoppvion (E132), ofeidio tou o1dfipov kitpvo (E172) kot ofeidio tov s18Mpov kéxKwvo
(E172).

. To peddvt extinwong mepiéyer: kOppea Adikog, S10&eidio Tov TiEaviou (E171) kot

aporukevoyhudin (E1520).

Pomalidomide Accord 4 mg oxlpd koydxaa:

. Kabe xonpéixio mepiéyel 4 mg mopoiiBopidng.

. To kéhvpog kayokiov Tepiéyen Gerativiy, SioEeidio Tov Titovion (E171), xizpvo ofeidio o
awnpov (E172), xéikvo ofeidio tov a1dfpon (E172), Adka apyidion whucowapuvion (E132)
ko1 epu@pootvn (E127),

. To peddvi extbmwong mepéyen kopues AdKag, S1okeido Tov traviov (E171) xon
rpomuAsvoyAvicOAn (E1520),

Engdvion tov Pomalidomide Accord xay REPLEYOPEVA THG FuoKELTGlog

Pomalidomide Accord | mg oxinpd konydicwo: Thnpd Koyario Lghativg pe kitpvo odpo con
kbKwo KA, (e Ty EvEelén «PLM 1» tuae JEVT] [ Gompo Uehdvi ENGVE® oT0 SO TN¢

KOy ouAis,

Pomalidomide Accord 2 mg oxhnpé. oo TKANPO Kawdkio (ehativig pe mopTokahi shua kot
KOKKIVO Iidhvpa, Me Ty EvBet&n «PLM 2» tummpévn He dompo peldvL ndver 0TO GHuU Trg
Kewovhog.

Pomalidomide Accord 3 mg okAnpd, kaydrio: Lihnpd KoKW [eAaTivi|g [e TUPIKOVET GaLe: IcoL
KéicKvo KIAUPP, pe Ty Evdefn «PLM 3» TUTHEVH HE GOTPO HeRdvL endv oTo odpa g
KEWOLAUC,

Pomalidomide Accord 4 mg orkhnpé wenyéico: xhnpé Koyaxia CeAotivig pe oxolpo UaAe omp Ko
KOKKWoO kdAvpue, e Ty &viein «PLM 4» tomm HEVT] LE ACGTPO LEAGVL ENGYVEH BTO GO THG
K&yonias.

To Pomalidomide Accord Suatifeton oe cvokevuosisg KOWERTG TV 7, 14 1) 21 koyoxiov 1 os
didtpiieg kuyéheg povadiaioc Séone tav 7x 1, 14 x | 21 x 1 xoyeaiciov. Maopsi va, uny
KUKAOQOPOUV GAEC 01 CLOKEVUGIEC.

Karzoyoc Adswag Kuki.ogopiag

Accord Healtheare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est, 6a Planta,

08039 Barcelona,

Iomavia

Nopeoksvaotic

Synthon Hispania S.1.

Castello, 1

Poligono Las Salinas

08830 Sant Boi de Llobregat, Ionovic

Synthon B.V.

Orteliuslaan 1000

3528 BD Utrechit

Microweg 22

6545 CM Nijmegen, O havio,

Accord Healthcare Polska Sp. z.0.0.
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ul.Lutomierska 50,
95 200, Pabianice, MoAwvig

INo omowdnimote TAnpogoplo. oyeTicd HE TO TUPOV PUPLOKEVTIKG TPoloY, Tupukaieiote va
urevbuvleite otov Tomuch avurpdomno tov Kotdyou g Adztog Kuikhogpeploc:

AT/BE/BG/CY/CZ/DE/DK/EE/ES/FI/FR./HR/HU/IE/IS/IT/LT/LV/LU/MT/
NL/NO/PL/PT/RO/SE/SI/SK

Accord Healthcare S.1..TU.
Tel: --34 93 301 00 64

EL

Win Medica A.E.

Tni: +30 210 74 88 821

To mapév pirho odnyichy xPHeNs avoBempridnke T TeEkevTaia popd oG 26/07/2024

Addeg mnyic TANpogopihY

Aenzopepsic minpogopieg Yot TO OAPOKO BT Efve obiowLes oto Sicrvoicd Témo To Evpondaixon

Opyaviciod Dappdxay; htp://www.ema.europa.eu. Yrdpyowv eniong GHVBEoLOL [LE BAAEG
IGTOTEAIBES WOV tpopotY ondvies agbsvesg kat Bepuneiec,
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