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A. OeaTIKN YUPW QIO TNV OTtola KLVELTOL N armodaon

1. “Off label” (extog ddelag kukAodoplag), xprnoels Papuakwy rTol yla BepameuTIKEG evOelelg ou dev
kaAurttovtat aro tnv MNepiAnin Xapaktnplotikwy Mpoidvtog (MXM) otnv adela kukAodopiag Toug

2. ZupBoAn tng anodaong AEE mou ekb6OnKe KATOTILY UTIOBOANC OELPAC TIPOSIKACTIKWY EPWTNUATWY TNG
(TAALKNC apXNC AVTOYWVLIOHOU, KaL amAvinoe ota €€N¢ OUO KEVTIPLKA EpWTAMATA:

(a) O “off label” xprioeic papudkwy, SNAadn xpnoeLg yla BepameuTikeg evdeiéelg mou dev mpoAEmovTal otnv
adela kukhodoplag Twv papuakwy Aaupavovtal urtoPn wote ta TeEAevTala va ouunepitAaubavovtal otnv
(bl oxeTIkN ayopa LE Ta papuUaKa TwV ortolwV N adela KUKAoQoplag KAAUNTEL TIC (HLeC FELATTEUTIKEC
evéeieic; Elval KaBoploTIKO TO YEYOVOG OTL OL PUBULOTIKOL KAVOVEG TNG APUAKEUTIKAC Ayopdag, KaTapxnVv
TouAdyLotov, anayopevouy tig “off label” xpnoeLg;

(B) Av duo emXELPOELS CUUTPAEOUV UE QVTLKELUEVO TNV TIBACELON TWV AVTOYWVLOTIKWY TILECEWV TIOU
aokouvtal anod tnv “off label” xpryon evoc (dBnvotepou) dapudkou, SnAadr) yio BepameuTIKEC eVOELEELS
mou dev mpoPAEnovTal oTnv adela kukhodopiag tou, ota (akplBotepa) pAppaka Twy onolwyv n adela
KukAodopiag kaAUmtel TiG (Oleg Bepameutikeg evdeitels, mapabBialovral ol EVWOLAKOL KAVOVEG
avtaywviouou; Exel onuacio av ot U0 AUTEC ETXELPNOELG OV elval avTtaywVvLoTES; Kat TENOG,
Sladoporoleital n anavtnon av avtikeipevo Tng cUUMPAENC elval 0 TIEPLOPLOKOG TNG EUMOPLOG TWV
bapUaKEUTIKWY TtpoiovTwy, otlg “off label” yproelg touc, amo tpitouc, kat OxL amod T U0 AUTEG
ETUXELPNOELC;

T
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B. Ta POy LATIKA TIEPLOTATIKA OXNULOTLKI QTTELKOVLON
TNC OXEONC TWV ETILXELPNOEWV

1. H Hoffmann-LaRoche (“HLR”) 6nuiovpynoe SUo dpdpuaka: Eva yla oykoAoyikeéc evdeielg (Avastin, “A”), kad,
apyotepa, éva yla opBaipoloyikeg evdeielc (Lucentis, “L”). Kat ta SU0 mpogpxovtav amod 1o (§lo avtiowpa Kal
Baoilovtav otov dlo punyxaviouod Bepameutiknc Spaong, eixav opws dladopeTikeC SpaoTikéC ovoiec. H MXIM tou
A otnv adeta kukhodopiag tou dev mep\apBave T 0pOaALOAOYIKESG eVOEILELS. ZUVETIWC AQUTEC adopoloay TNV
«eKTOC adelag kukAodopiac» (“off label”) xprion tou

2. HHLR avéBeoe, ue adsia ekuetaArevonc, tn d1aBeon otnv ayopd tou L otnv etatpeia Novartis (“N”), n omola
bev Spaotnplomnoleltal otov kKAado Twv 0QUaALoAoYIKWY QapudkwV, CUVETIWCE &V Elval avTaywvioTpld g

3. Mapd tnv anoucia adelag kukAodopiag, tatpol xopnyoloav KTEVWC OTOUC AOUEVEIC TOUC TO pUNVOTEPO A yLa
opPaAuoloyikec ypriosig, yla tn Bepamneia tng HEQ (nAkLakng ekPuAloews TNC wxpag knALdag)

4. H HLR metuyxe tnVv tpomromroinon tne XM, oxt Opwg avadopLKA e TIG «aVETILOUUNTES EMUTTWOELS» TOU A, aAAA
LLE QVTIKE(UEVO «IOLAUTEPEC TPOELOOTOLOELG KOl TPOPUAGéELC» KATA T Xprion tou (armo tnv “off label” xprion)

5. OL80o0 enixelpnoelg, xwpic va otnpllovtal o€ OXETIKA EMIOTNMOVIKA OToLXElQ, avakolvwoayv amo KowoU oToug
LaTPOoUG Kal 0To EUPU KOLVO OTLTO A fTtay oALlyotepo aodaAég amo to L yia odOaALOAOYIKEG XPNOELS, WOTE VL
otp€Pouv TouG Latpouc oto akpBotepo L. H uikpdtepn aodpdiela tng “off label” xpriong tou A dev
TEKUNPLWVOTAV ETILOTNUOVIKA, 0AAA SV UMOPOUCE VoL OMTOKAELOTEL KAl EVIEAWC.
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B. Tal mpay LATIK AL TIEPLOTATIKA OXNULOTLKI) OTTELKOVLON
TNC OXEONC TWV ETILXELPNOEWV
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. O 0pLOUOC TNC OXETLKNC ayopac. Kavovec avTtaywviopou Vs.
pLOULOTIKOL KAVOVEC TNC PAPLAKEUTIKNC OLYOPAC

1. Eilvaito L evaAAGELo/ LTTOKATOOTACLUO Ao To A, e€alTioc Twy LOLOTATWY TOUC KAl TNS XpHong yLa TV omota
npoopilovtal;

2. Kploweg Slatdiels Twv puBbULoTIKWY Kavovwy: (a) Altayopevetal n kKukAodopia otnv EE xwplic adsla
KukAodoplag [00: Kat yla pn poBAemopevec amo tyv adela evdeitelc]. 3 map. 1 Kavoviopou 726/2004
(kevtplkn) dtadikacia yla tn xopnynon adeta kukAodopiag dapuakwy) (B) otnv MNXM nepthapfdavovtal ot
BepameuTikeg evOel€elg, yla T omoleg mpoopileTal To dpappako, 3 map. 8 otoly. L Odnyilag 2001/83/EK.

AN\Q kaL: (o) uTtoxpEWON KATOXoU AdeLlag KukAodoplag va evnuepwvel tov EMA yia ta armoteAeouata KAVIKWY
Sokiuwv kot peAetwy (16 map. 2 Kav. 726/2004), (B) uTtoxpéwan eVvNUELWONC (PaPUAKOETIAYPUTTVNON) VIOl
EIKAOUEVEC APVNTIKEC EVEPYELEC KAL ATTO TN XPHNON EKTOC adeLac kukAopopliac (24 map. 1, 49 map. 5 Kav.
726/2004). Navtwc dev puBuiletal n cuvtayoypadnon dapuakwy yia xproelg “off label” (=Bepameutikn
eAevBepla latpwv). Emiong, Ta Kpatn-MeEAn dtatnpouv Tn eVXEPELO VA KAAUTITOUV KAL TLG XPNOELG QUTEG Ao T
OUOTAUOTA KOWVWVIKNG aopaAioew Toug (okomog: n mpooPBacn otnv nepiBain, xwpic umepBoALkn
emBapuvon TwV MPOUTOAOYIOUWY TWV CUCTNUATWY KOWWVIKAG acPaALong)

3. Kplowwotl mapdyovTteg yla ToV 0PLOLO TNG OXETIKNAC AYOPAC: AVILKELUEVLKA XAPAKTNPLOTIKA TWV TIPOTOVTWY Kal

TPAYUATLKEG CUVONKEC avTaywVIoUoU. AvtiBeta, T puBULOTIKA eumodla dev elval Kplowua yLa Tov 0pLopo TNG
OXETLKAG Qy0pAg
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. O 0pLOUOC TNC OXETLKNC ayopac. Kavovec avTtaywviopou Vs.
pLOULOTIKOL KAVOVEC TNC PAPLAKEUTIKNC OLYOPAC

4. H apxn avtaywVvIopoU UITOPEL va 0PIlEL TNV CXETIKI) ayopd KATA TPOTO aVEERPTNTO ITPOC TO TTEPLEXOUEVO TNG
adelac kukAogopiac. H évtoon puBULOTIKWY KAVOVWY/ KAVOVWY OVTOYWVIOUOU ETUAVETAL LLE ETILKPATNON TWV
Tedevtalwy, dpa KAAALoTA papuako ou xpnotuomnoteital “off label” pmopel va eivat evaAA&&LLO, Kal CUVETIWG
VO QVNKEL OTNV (Lol oXETIKA ayopd e Ao Ttou xpnolpomoleltal “on label” yia tig (dleg Bepameutikég evdeilelg
(akoun kat av urtapyouv apdLBoAiec 6oov adopd Tn VOULULOTNTA TNG cuvtayoypddnong dapudkou yla “off
label” xproeLg, otav auTEg €xouv otny paén e€amAwBel oe eupeia KAlpaka).

2NUaVTIKO elvat OTL N {ritnon SLaUopEWVETAL ATTO TOUG CUVTAYOYPAPOUVTEG LATPOUG (000 Kal av oL ETIAOYEC TOUG
KatevBuvovTal amno to €6viko Sikalo, avaloya av ETUTPETEL N OxL TN cuvtayoypadnon dapuakwy yla “off label”
XPNoeLg). Emiong, TeAlkwg av To TepLlexopevo kKukAodopiag kaboplle Tov 0pLoud TNG OXETLKAG AyopAag, oL
GAPUAKEVUTIKES ETIXELPNOELC Ba umopovoay va cuvevvoouvTal LETAEL Toug eridlwkovtag adeleg kukAodopiag
LLE TIEPLOPLOUEVO TIEPLEXOEVO LE ATIOTEAECUA TNV TEXVNTNA KATAVO TWV Qyopwy

5. TeAlkwg Kavoveg puBbuiong TG GapUaKEUTIKNC ayopac KAl KAVOVEC avTaywVLIoUoU ETUTEAOUV SLaKPLTOUG, KO
aveApTNTOUC LETAEL TOUC OKOTIOUC.
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A. Youmnpaén dla LLEcOU TNC TIBACEVONC TWV OVTAYWVLOTLKWV
necewyv ano Tt “off label” xpnoelc dopLAKwVY

1. Hkplown ouvumnepidpopd: (a) texvntn dtadopormoinon A kal L, pe okomo tn xelpaywynon tng avtiAnyng nepl
KlvdUVWV amo Tn xprion tou A otnv opBaipoloyia (B) cuvraén kat SLadoon avakolVwWoEwWY LKAVWY Vo
SnULOUPYCoUV aVNOUXIEC OTO KOLVO aVaQOPLKA LUE TNV AOPAAELR XPrioN¢ Tou A yLa oUaALioAoyikeg evdeiéelc

2. ZUpPwva PE TNV LTAALKN apX avTaywviopou, n enipoyn cUUmpaén amnoteAel KaTtavoun ayopag yla Tov
ETINPEACUO TWV BEPATIEVTIKWY ETUAOYWYV TWV LATPWY, TN UETATOTTLON TNG {NTNONG ITPOC TO AKPLBOTEPO KOl
QITWTEPO OTOXO TN UEYLOTOTOINCN €00OWV TWV CUUTTPATTOUCWYV ETIXEPNTEWY. ME TOV TPOTIO AUTO €Miong TO
(TAALKO €0VIKO cuoTnua vyetlag emBapuvBnke, xwplc amoxpwvta AOyo, UE ONUAVTLKA TTOOA

3. H N dev eilval avtaywviotpla tng HLR, yiati, av dev untrpxe n adela ekUeTAAELONC Ao TV TteAeuTala, dev Ba
dpaOTNPLOTIOLE(TO OTNV ayopd mapaywync Gapuakwy yio opOaAUOAOYIKEC eVOELLELS

4. HHLR éev uepiuvnoe yia tnv enektaon tng adetac Asttoupyliac tou A kat yia tic “off label” xprioeig tou: mpogfn
otnV tpornornoinon tn¢ MNXM tou, povo avadopka e TIG poeldomolnoelg mou adopovoav tnv “off label”
xpnon: oubenote npogBn o€ enionun katayyeAia 0oov apopd Ti¢ avertGuuUnNTeC ENLTTWOELC TNG “off label”

Xpriong tou A

5. Ol KAWVIKEG UEAETEG EkAtvay udAdov urtép tn¢ Bepameutiknic tooduvauiog A kat L mpokelugvou yia tnv Yeparneia
TwV opuUaAuoloyikwv madnoewv
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A. Youmnpaén dla LLEcOU TNC TIBACEVONC TWV OVTAYWVLOTLKWV
necewyv ano Tt “off label” xpnoelc dopLAKwVY

6. Houumnepipopd twv emiyelpiocwy dev NTav Suvatov va amoTipunBel we MopeMOUEVOC EPLOPLOUOC (“ancillary
restraint”) kelpevou ektoc medlou epappoyng tou apbpou 101 map.1 XAEE, Sedopévou otL Sev adopouoe tn
oupneptdopad tng HLR €vavtitng N (Sikatodoyou évavtt Sikatomapoxou), aAA& avtiBeta Tpitouc, oL omolot
EUMOPEVOVTAV TO A yla XpNOELS ekTOG Adetac kukAodoplac. Mapemdpevoc MeEPLOPLOUOG Ba umopoUoe va
umapxeLt av n HLR avaAaupave va pnv mapaxwprnoel o€ AAAOUG AdeLa EKUETAAEUONC N va KNV avTaywVvileTal n
(dta tnv N. 2NV mpaypatikotnTta, OUWS, N CUUMEPLPOPA TWV ETUXELPHOEWY ATMOCKOTIOUCE OTNYV AMOAUTN
npootacio tng N anod tov avtaywviopo Tpitwyv ano “off label” xprioeic. Kat eivat adtadopo av n {ntnon avtnh Ba
kaBlotovoe anmAwg TNV AdELd EKUETAANEUONC OALYOTEPO ETIKEPST)

7. HmapdAewpn Steukpivnong tou aféBatou xapaktrpa twy Kivduvwy amnod tnv “off label” xprjon tou A kat o
UTTEPTOVLOMOG TOUC XwpIg emibeln avikelpevVIKOTNTAG, LOlwC evoel TOu auoTnPoU VOULKOU TTAQLOLOU TTou
SLEMEL TNV emayyeAATIKY euBUVN TWV LaTpwV, Looduvapel pe maparAdavnon (BA. kat apbpo 24 nap. 5 Kav.
726/2004, ou TPoPAETEL OTL 0 KATOXOC Adelag KUKAOPOPLag SV ETUTPEMETAL VO KOLVOTIOLEL OTO EUPU KOLWVO
mAnpodopieg yia Bepata papuakoenaypunvnong). AAwote tnv evduvn amo Ttouc ev Adyw Kivduvouc, av
TIPAYUATL CUVETPEXQY, EPEPE N (OLta N HLR, CUVETWC N QVTIUETWITLON Tou {NTHUATOC Ja EMPETIE va elval
LOVOUEPIC, Ko va un ouviotatal o€ ocuunpaén tne ue tn N. Q¢ ek TOUTOU, N CUUTEPLPOPA TWV ETIXELPATEWV
QTOTEAEL TIEPLOPLOUO « WG EK TOU AVTLKELLEVOU» TOU aviaywviopou (“by object”).
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E. Atotipnon tnc mpakTkn ¢ onuooiog tne anodaonc yLa tn
AeLToupyla TNC GOPUOKEUTLKNC QyOPAC

1. Hamdédaon evtaooeTal 0Tn VOLOAOYLAKN YPAUU TIOU £EETALEL TNV EKUETAAAEUTN TWV PUTULOTIKWY KAVOVWV TNG
POPUAKEUTLKIIG SpaOTNPLOTNTAG LUE OKOMO TOV TIEPLOPLOUO TOU avtaywviouou (BA. cuvadwg anodaon MEK T-
321/05 AstraZeneca k. Eupwraikng Emtponig: kataxpnon dtadikaciag pe urtofoAn otn §1olknon aVIIKEUEVIKA
TAPATAQVNTIKWY OTOLYElWV Ta omtola pmopet va odnyroouy o€ KTron SIKALWUATOG yLa To omolo o€
VOULUOTIOLE(TAL N attovoa, N o€ SleUpuvon TNE MPOOTACLaG TNS, WG Hopdr) kataxpnong deomolovoag Beong).
2TnV uno kpilon meplmtwon kplvetal cuumpaén, kat oxL kataxpnon deomolovoag Beong

2. EruBeBalwvetal 0tL To ouatnua puduLong the QAPUAKEUTIKNC ayopdc lval SLaKPLTO aro ToUC KAVOVEG
QVTAYWVIOUOU, KOl CUVEKTILATAL PEV, OXL OLWG UE TPOTIO KABoPLoTIKO woTe va Stamotwbel katd moco
OUVTPEXEL TIEPLOPLOUOC TOU QAVTAYWVLOUOU

3. AleupUvetal o 0pLOUOC TNG OXETIKIG AYyopac, WoTe va mepAaBel kat papuaka ot “off label” xprioeig toug. Méxpt
TWPO 0 OPLOUOC TNG OXETIKAG ayopa LE Baon povo tnv Bepameutikn evdelen (Emtpornn Avtaywviouou,

anodaocelg 229/111/2003, 318/1V/2006)

4. KAVTIOUOTNULKI » KO KOULVOTOUOC ETTEKTOON TOU TTEPLEYOUEVOU TWV «EK TOU QVTIKELUEVOU» TTEPLOPLOUWY TOU
avraywviouou. lNepLopLoOS LE TN LOPQI] TNG KOLVIG aVaKoIVWwonG.
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Euxaplotou e

ZEMNMOL B TIANNOIMNOYAOZL WWW.zeya.com



