(T4 KRKA

ABnrva, xx/xx/2025

Ayommté/M Emayyelpotio Yyeiog,

H Krka d.d. Novo mesto Kdatoyoc Adesiog Kvuklogopiag 100 QOPUOKELTIKOD TPOIOVTOG
Lenalidomide Krka (mponyovpévog Lenalidomide Krka d.d. Novo mesto) g cuppavia pe tov
Ebviko Opyavioud @apupdkov (EOD), coag amootéAdel Exmaidevtikd vAkd mov moapgyet
TANPOPOPIES TOL ATALTOVVTAL Y10 T XOPNYNON Kot T SUGOAAOT| TG OMOTEAEGLOATIKOTNTOG
Kol NG KOTOAANANG Oloyelplong OpIoHEVOV  ONUAVTIIKOV KvOOvev  (Ttepatoyéveon,
devtepoyeveic, Tpowtomadeic kakondeieg, avtidpaon £Eapong OyKov).

2VYKEKPEVQ, ECOKAEIOVTOL:

1. Oonydc mAnpopopidv yia tovg Emayyelpotiec Yyeiog (wnpioxa diabéoiuo otovg ypnoteg
2HX oy avtiotoiyn epoppoyn)

2. OdNy6¢ acbevoig (wneraxa. drabéoiuo orovg ypnotes XHX otnv avtiotoyyn spopuoyn)
3. Kdépta ac0evoig (yneraxd diabéoiuo orovg ypnotec XHX otnv avtiororyn epapuoyn)

4. Oopupa évapéng Bepamneiag (wneraxe dwabéoiuo orovg ypnotes LHX oty avtiotoyyn
epapuoy)

5. ®opuo avapopds avemBOUNTOV EVEPYEI®V (wHplakd olabéaiuo atovg ypnotes XHX oty
avtioToLyn epapuoyn)

6. ®oppa avapopds eyxopoodvng (wneioxas dabdéaiuo arovg ypnotes 2HX otyv aviiotoryn
epapuoy)

7. ®oppo mopayyeMoag mpoidvtog (yneiaxa owbéoyo otovg ypnotes LHX atnv avtiotoiyn
epapuoy)

To exnadevtikd vAk6 tov Lenalidomide KRKA, oto cOvoArd tov, givar dabéouo oty
1ot00eLida Tov EOD:

https://services.eof.gr/human-search/home.xhtml

Mmnopeite eniong vo copdCETE PEGH TOL «EELTTVOLY KIVIITOV GOG TOV TAPOKAT® KMOkd QR,
vy vo petafeite oty otocehida http://www.eof.gr, yio v avalitnon Exmadevtikodv
Yikaov [poidvtov AvOpdmivng Xpnong.



https://services.eof.gr/human-search/home.xhtml
http://www.eof.gr/

H tpéyovca Iepiinyn Xapaxtmpiotikov [poidvrog (ITXIT) kot to VAo Odnyidv Xpnong
(®OX) tov Lenalidomide KRKA, givai diabéotpa 610 dtadiktvakd tomo tov EMA:

https://www.ema.europa.eu/el/documents/product-information/lenalidomide-krka-epar-
product-information el.pdf

Mo meprocdTEPEG TANPOPOPIES, TAPAKOAD ETIKOWVMOVNOTE UE TNV ETOLIPEID TOL EvEPYEL MG
Tomukog Yrnevbuvog Pappoakoemoypbmvnong:

Excelya Greece CRO
TnAépwvo: +30 2108045712
HXextpovikn Aevbovon: safety@excelya.com

Ex pépovg g Krka d.d. Novo mesto
Me extipnon,

[Toavaywwta I'pumadt

YrehBvvn @appokoenoypOmTynong
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