NapaptnHa I

EnioTnHovika nopiogara kai Aoyol yia ThV dvaoToAn ToV adeimv
KUKAo@opiac nou napouocidoTnkav ano Tov Eupwnaiko Opyaviopo
DapHAK®WV



EnioTnHovika nopiopara

>TIg 8 ZenTepBpiou 2014, n Aastrom Biosciences kolvonoinoe otov Eupwnaikd Opyaviopd dapudkwv
TNV anocupaon and TIc apuddieg apxec TN Aaviag Tng adeiag AsiToupyiag Tng Hovadag napaywyng TG
dpAaTIKNG ouadiag, Tou TEAIkoU NpoidvTog, Kal TNG Jovadag anodeopeuonc napTidwv MACI (eupUTeua
auTOAOYWV KAAAIEPYNHEVWYV XOVOPOKUTTAPWVY Ta onoia epapuolovTal o untpa): Genzyme Biosurgery.
ApS, Oliefabriksvej 45, DK - 2770 Kastrup, Aavia.

AauBavopévwyv unown TwV aveTépw, oTig 10 ZenTtepBpiou 2014 n Eupwnaikn Enirponn kivnoe
diadikacia duvapel Tou apBpou 20 Tou kavovigpou (EK) apiB. 726/2004 kai {ntnos and Tov Opyaviopo
va ano®avoei w¢ nNpog To €av n adela kKukAopopiac Tou MACI npénel va avaoTaAei ) va avakAnBel,
oUNQWVa Pe To dpBpo 118 Tng odnyiag 2001/83/EK.

H CHMP £kpive OTI 01 MANPOPOPIEC AUTEG OeV eNNPeAloUV HEV TNV €IkOVA aoPAAeiag kal
anoTeAEoUATIKOTNTAG ToUu MACI, aAAG eAAgipel eyKekpIpEVNG HOvVAdAG napaywyns, dev nAnpouvTal ol
anaiTiosig nou opilovTal ato apbpo 41 Tng odnyiag 2001/83/EK.

KaTta ouvéneia, n CHMP sionynBnke TNV avacToAn TnG adeiag kukAopopiag Tou'MACI, oUNQwva PE TO
apBpo 118 Tng odnyiag 2001/83/EK.

Ma Tnv dpon TG avaoToAng TnG adeiag kukAogopiag, o KAK npé&nel va kataxwproel Jovada napaywyng
TnG SpAcCTIKAG ouUdiag, Tou TEAIKOU NPOIOVTOG KAl TNG anodECHEUonG TwV NapTidwv.

EninAéov, o KAK npénel va ouveyioel va diacg@ailel 0TI 01 evanopeivaoeg Blowieg anobnkelovTtal o€
OUVONKeS KATAAANAEG yia Tn YeTENEITA Bepanceia TwvV-avTioToixwv acgbevwv pe MACI, ekTOC €4V 0
evdlaPepOUEVOC aoBeVG EXEl EKPPATEl pNTA TNV €MBUMIa Tou/TNG va unv AaBel nepaiTépw Bepancsia pe
TO0 MACI.

Adyol yia Thv avaoToAn TnG adeiag kukAogopiag
EkTIHOVTAG OTI

e H emTponn €é\aBe undéwn Tnv. Koivonoinon duvdapel Tou apbpou 20 Tou kavoviouou (EK) apib.
726/2004 yia To MACI, kabwc kal To NpoaXedio yvwungs Tng CHMP nou ouvtaxbnke anod tnv
eniITponn nponyuévwy Bepaneiwv (CAT)

e H emiTponn ane@aven o1l eAAsiYel eyKeKpIPEVNG HOvVAdAG Nnapaywyng TnG dpacTIiKAG ouaiag, Tou
TeEAIKOU NpoidvTog kal TnG anodeopeuong napTidwy, dev NANpouvTal NAEOV Ol anaiTraeig Tou apBpou
41 Tngodnyiag 2001/83/EK.

KaTta ouvéneia, n CHMP sionynBnke TNV avacToAn Tng adeiag kukhogopiag Tou MACI, cUhQwva PE To
apBpo-118 TnG odnyiag 2001/83/EK.

[1a:Tnv dpon TNg avaoToAnG TnG adeiag kukAopopiag, o KAK npénel va kataxwpnoel Jovada napaywyng
TNE dpaACTIKNG ouadiag, Tou TEAIKoU NpoidovTog KAl TNG anodEopPeuong Twv napTidwv (BA. napaptnua II).

EninAéov, o KAK npénel va ouveyxioel va diaopailel 611 ol evanopeivaceg Blowieg anobnkevovTal o€
OUVONKeG KATAAANAEG yia Tn WeTENEITA Bepanceia Twv avTioToixwv acgbevav pe MACI, ekTOC €4V 0
evOIaPEPOLEVOG AOBEVIG EXEI EKPPATEl PNTA TNV €MIBUPIa Tou/TNG va Unv AdBel nepaiTépw Bepansia e
TO0 MACI.





