Ta BIOOMOEIAH dappaka eivar ANTAANAZIMA

O EMA kat ot emikedaing twv Appodiwv Apxwv QOapudkwv-Heads of
Medicines Agencies, (HMA) efdwoav pila kown dnAwon n omoia
eruBePatwvel OtL Ta Bloopoeld GAPUAKO TIOU Elval EYKEKPLUEVA OTNV
Evpwnaikn Evwon (EE) eivat avtaAA&€ipa pe 1o dappako avadopas Toug

N Ue avtiotolyxo BlooposldE.

Evw n avraddaéiuotnta (interchangeability) Bloopogldwv edpapuoletal
Non og MoAAQ KpATn LEAN, N TTAPOVUCA KOLVH TOTOBETNON evapovileL TNV
npoogyylon otnv  EE. Napéxel mneploocotepn oadnvelad  OTOUC
enayyeApatieg vyeiag cupfallovtag £ToL oTnV MPOcBoon MEPLOCOTEPWV

aoBevwyv og Bloloyka pappaka o 6An tnv EE.

‘Eva Bloopoeldeg eival Eva BloAoyilko papuako pPe peyaio Badbuod
opoLotTNTaC HE Eva AAAO AdN eykekpLUEVO BLoAoyLkO dapuako («mpoidv
avadopac»). H avtaAdaéiuotnta (interchangeability) oto mAaiclo auto
EXEL TNV €vvola OTL TO PApHaKko avadopac UMopel va avtikataotabel
arno €va BloopoeldEc xwpic o aoBevig va Blwoel omolecdnmote aAAayEG

otnVv KAWwIKnA enidpaon.

«O EMA é€xeL eykpivel 86 Bloouoetdbn amd to 2006. Ta @apuaka autd
eAéyyovral kot napakodovdouvrtal dieéodika ta teAsutaia 15 ypovia kot
n eunelpior armo v KAWIKN mpaktikn Seiyxvel OTL eival ocuykplioua UE Ta
poidvta avaopac TOUC WG TPOC TNV QIOTEAECUATIKOTNTA, TNV
QOQAAELX KOL TNV AVOOOYOVIKOTNTA Kol ETTOUEVWC glval avtaAdaéiuay,
avadepel n Emer Cooke, exktedeotikn) dteuBuvtpla tou EMA. «Auta eivai

KaAa VEa yla TOUGC aOUEVEIC KAl TOUG EMAYYEAUATIEC UYEiaG, oL omoiol



EXOUV ETOL EUPUTEPN MPOOBAON OE ONUAVTIKEC DEPATIEUTIKEC ETTIAOYEC YL
NV QVTIUETWITLON 00B8apwVv aoTeVELWV OnwE 0 Kapkivog, o StaBntnc ko

n pevuatoeldrc apvpitida. »

H 6nAwon, n omoia ocuvtaxbnke amod sunelpoyvwuoveg tng EE amd to
Biosimilar Working Party kat to Heads of Medicines Agencies Working
Group of Biosimilars, eykpiBnke amd tnv emrpon avOpwrivwy

dapuakwyv tov EMA, tnv CHMP, otic 22 louAiou 2022.

H 8€on tou EMA Baoiletal otnv eunelpia mov amokTnOnKe otV KAWVIKA
T(PAKTLKH, KATA TNV omoia oL ylatpol evaAldcouv Toug acBeveig petall
SlapopeTikwY PAPUAKEUTIKWY BLOAOYLKWY TIPOIOVTIWV. Ta €yKEKPLUEVA
Boopoeldry €xouv emibdeifel amoteAeopatikotnTa, aodpAAela Kol
OVOOOYOVLKOTNTO CUYKPLoLUN UE Ta dappaka avadopag Touc. EmumAgov
n avaAuvon 6eS0UEVWV AOPAAELOG TIEPLOCOTEPWYV ATIO VA EKOTOUUUPLO
eTwv Oepamneiag aocBevwv Oev avédelfe kavéva BEpa aodaAelac.
JUVETIWG, OL EUTIELPOYVWHOVEG TNG EE Bewpnoav ot €va BLOOUOELSEC TTOU
gykpivetal otnv EE, umopel va ypnoiwpomownBel avtil ywo 10 mpoidv
avadopdag tou (N avtiotpoda) 1 va avrkatootabsi amd AAAo

Bloopoeldeg tou (dLou poidvtog avadopac.

Ot anodACELG OXETIKA HE TNV UTTOKATACTOON o€ eninedo pappakeiov (n
T(PAKTLKA TNE XOPRYNoNng evog pappakou avti dAAou, xwplc tn yvwun Tou
ouvtayoypddou Latpou) Aappdavovtoat and to KABE K-LL.

O EMA Ba €mKaLPOTIOLCEL TO ETUKOLVWVLOKO UALKO yLa Ta BLoopoeldn
TIou amevBuvetal oe aobeveig Kal emayyeALATIEG UYELAG, WOTE va TOVIOEL

NV Kowvn B£on.



