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AN
AUTO TO GUNNABIO Exel OXeSIAOTEL yIa va AmavTA € CLVNBEIC EPWTAOEIG OXETIKA PE TA Bl ovapa
dApuaka.

Ta BioAoyikd ¢papuaka eival papuaka rmou rmapayovtal
arnd (wvta KUTTapa N opyaviopoucs. Zuvnowg
napaockeualovtal anod MPWTEIVES TIOU TITAPAYOVTAL UE
dUOLIKEG dladlkaaleg 0TO avOpWTIVO CWUA.

Ta BioAoyIkd pappaka BepaneUouVv acBEVELES OTIWG
TOV Kapkivo, To dlaBntn, I coBapn Ywpiaon, ™
peupatoeldng apdpitda, TN PAeypovwdng vOoo ToU
EVTEPOU, TN OKANPUVON KATA MAAKAC Kal TN VEDPIKN
vooo. ‘Exouv BonBnoet otn BeAtinon Tng Lwng XIAIAdwv
AuoTpalwv.

‘Eva Bloicoduvapo ¢appako ival pia oAU nmapopola
€kdoon pe €va BLoAoyIKO PAPHUAKO PLAG TIPWTOTUTING
HApKag (eUmoplkoU onuatog)rou dlatibeTal oTo
EUTIOPLO aTio dladPOPETIKO KATAOKEUAOTY) HOALS ANEeL TO
dimMwpua eupeottexviag yla TNV MPWTOTUTH HAPKA.

O1 BloicodUVAUES HAPKEG TWV BLOAOYIKOV PAPUAKWV
eAéyxovral 31e€0dIKA Yia va amodeIXTel OTI gival
e€ioou aodaleic Kal AMOTEAEOHATIKEG HE TIG APXIKEG
BloAoyikég udpKeg TPOTOU eyKpLBoUV amod Toug
AuoTpaAlavoUcg puBuloTikoug popeiq.

EvVanoKeITal 0€ £0AC KAl OTOV YIATPO odc va EMAEEETE
mola BioAoyika ¢appaka gival kKaTaAAnAa yia €0dc.
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Ti gival BioAoyikd Kal BIOAOYIKA Opold ¢APHAKA;

BioAoyIKa ¢pappaKa
Ta Blohoyika pappaka eival peyaAa cOVBeTa PopIa mou mapdyovtal and CwvTa KOTTapa f opyaviopoug.
2uvnBwe mapaockevalovtal amd peydiec mpwTteivec mou mapdyovtal GUCIOAOYIKA OTO AVOPWTTIIVO CWHA.

&

H Aompivn (Mapadsiypa evog AmAdG BloAoyikd ¢pappaka Z0vOeTa BloAoyika ¢papuaka
Mn BioAoyikoU ¢papudkou)

Otav éva PloAoyikd Gapuako xopnyettal oe evav acBevr, Aettovpyet oav pla mpwTteivn mou epdaviCeTal
®ULOIOAOYIKA OTO CWHA, EMADOVTAC TA CLUUMTWHATA KAl TTPOAAUBAvovTag ) emPBpadlvovtac TNy eEEAIEN TNG
vOOOU.

Ta BloAoyika ¢papuaka cuveBarav otn BeAtiwon TNG CwNg XAAdwyY AVCTPOAWY TTOL COLV UE ACBEVEIEC
OTIWG TOV KapkKivo, Tov diapnTn, TN coBapn Ywpeiaon, TN pevpaToeldng apbpitida, Tn voco Tou Crohn, Tnv
EAKWON KOAITIOQ, TN OKArpLVON KATA TTAGKAG KAl TN VEDPIKY VOOO.

R S Ly €&

Kapkivol ApOpiTida Wwpiaon dAeypovwdEIG AlaTapayég AlaBATng
@ TIEMTIKEG avanruéng @
dlaTapaysg

BioicodUvapa ¢papuaka

‘Eva Boicodbvapo dapuako eival pia moAd mapduola ékdoon pe eva BIOAOYIKO GAPUAKO PIAC TTPWTOTUTING
HAPKAC (EPTTOPIKOU ONUATOC) TTOL OlIATIBETAL OTO EUTOPIO HOAIC ANEEL TO SIMAWPA ELPECITEXVIAC yia TNV
TTPWTOTLTIN PAPKA.

2e avtiBeon pe éva yevoonuo GApUAaKO, TO OTTOI0 €XEL TO (B10 CLOTATIKO PE TNV APXIKA UAPKA, O AOYOC yid
TOV OTI0i0 Ta GApUAKa ALTA eival ywoTd we Ploicoduvaua dapuaka eivat emeldr) Ta Blohoyika Gapuaka
elval peydha popla mou mapdyovtal amd Cwvtava KOTTAPA Kal €Tt Ol S1adIkacieg Tou Ta mTapdyouy eivat
dLOIKA pPeTABANTES. AUTO onuaivel OTL Kapia amd Tic Lo MapPTideg dev eival mavta N idla - o0Te Kav Ao
ToV {610 KaTaoKELAOTN.

O1 B10ic0dUvapeg HAPKES TWV BIOAOYIKWV GAPHAKWV XPNOIMOTIOIOUVTAI YIO TRV AVTIHETWMON
TV 310V aoBeveEIDV PE TOV iB10 TPOTO Kal £Xouv a§loAoynOei Aenropepwg amno Tnv Yrnpeoia

Alaxeipiong OepansuTikv Mpoiodvrwv (Therapeutic Goods Administration-TGA) oTnv
AuoTtpalia yia va anodsixtei 0TI gival e§icou aodpaln Kal AMOTEAEOHATIKA ME TIG APXIKEG
HApKeG BIOAOYIKWV GAPHAKWV.

Euncipia pe Bioicoduvapa ¢apHaka

Ta Boicoduvapa papuaka dlatiBevtal otnv Eupwnn anmd 1o 2006 Kal XPNoIWOTTOIOUVTAl OE TTEPIOCOTEPEG
arnd 60 xwpeg oe OAO TOV KOCHO - TAYKOOUIWES ummapxouy mavw and 700 ekaToupLpla NUEPES Beparmeiac N
KAIVIKNC epmeplac pe Bloicoduvaua dpapuaka.

2tnv AuoTpaia, Ta Bloicoduvaua dapuaka €xouv xpnotuomolinBei pe aodaieia and 1o 2010.
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PUOuIon Twv BioAoyIkwV Kal B10icoduVANWY ¢apuaKwy oTnv AuoTpalia

H Avotpahia S1a6¢Tel éva 1oxupd oLOTNUA KAVOVIOPWY TToL e€aodalilel TRV acpdAeia, TV
AMOTEAEOHATIKOTNTA KAl TNV TOIOTNTA OAWV TWV GAPHAKWY, CUNTIEPIAAUBAVOHEVWV TWV
BroAoyikwv ¢pappdakwv. To puBUIOTIKO cboTNUa To dlaxelpiCeTal n Therapeutic Goods Administration
(TGA), n omolia eival pehoc Tou Ymoupyeiou Yyeiac TN Avotpaiiaving KuBépvnong.

H TGA puBuiCel kBe oTAdIO IOV EVEXETAL OTNV TAPAYWYN KAl XPron ¢apudkwy otnv ALCTPOAIA:
Mptv va KaTaxwploTel kat va diatebei otnv ayopd omolodnmoTe GAPUOKO, CUPTTEPIAAUBAVOUEVWY TWV
Boicoduvapwy Gapudkwy, TIPETEL VA LTTORANBEL 0 AemTOUEPN EAEYXO KAl AEIOAOYNON
‘OOl Ol KATACKELAOTEC PAPUAKWY TTIPETTEL VA CULPOPGWVOVTAL JE AuoTNEA TTPOTLTTA TTOL BlIAOGAAICOLY
TNV achAAeld, TNV TOIOTNTA KAl TN CLVETTIEIA TWV TTPOIOVTWY. Kal
H TGA eléyxel TNV acharela OAWV Twv GapPaKkwy, cLPTEPNAUBAvouEVWY TwV BIoIcodLVAPWY
dapuAKwy, TTOL XPNOOToLVTAL 0TNV AucTPaAia. EQv umdpxel KAMOIOG Kivbuvoc yla TOUG
ALOTPOAOUC TTOAITEC amd onowodnmote dapuako, N TGA evepyomoleiTal yia TNV QvTIJETWTTION AUTOL
TOUL KIVOUVOU

H dnpioupyia Bioicoduvapwv papudkwv amnaiTei
ONMAVTIKEG eMEVOUOEIC KAl HOVTEPVEC TEXVOAOYiES

O¢d£An amo BioicodUvapa pappaka

To Avotpaliavo 2xedlo GapuakeuTikwy MNapoxwy (Australian Pharmaceutical Benefits Scheme -PBS)
® emdoTtel Ta GAPPAKA WOTE va €ival TTIO TTPOCITA OTOLG acBevelg. ALTO onuaivel OTL Ta GAPPAKA TTOU ®
owovv CWEG - oLPTTEPINAUBAVOUEVWY TWV BIOAOYIKWY GAPPAKWY TTOL UTTOPOLV VA KOOTICOLV EKATOVTASEC
f akopa kat xI\ddec SoAdpla ava Beparneia - kootiCouv pévo 40,30 doldpla ) 6,50 SdoAdpla av ExeTe ula

KApTa mapaxwpenong. H kuBEpvnon TG ALcTPAAAG KATABAAAEL TO LTTOAOITO TNG TIUNG.

Ta BoicodLvapa Gapuaka €xouv TN duvatdTNTA va SNUIOLPYHOOLY CNUAVTIKY £E0IKOVOLINCN XPNUATIKOU
KOOTOUC Yla TO cboTtnua vyelac TnG AvoTtpaAiag. Otav KukAodopel eva Bloicodivapo GApUaKo otnv
AucTpaAia, evBappLVEL TOV AVTAYWVIOUO OTNV Ayopd HETAED TWV KATACKELAOTWY, Ol OTTOI0L e TN oelpd
TOULG PTTOPOULV VA KAVOLV AUTA TA LPNACD KOCTOULG GAPHAKA TTIO TTPOOITA YIa va €mMéoTNBOLY and TNV
KuBEpvNon TS AvoTpaiiag. Kabwe Ta meplocdTepa GAPUaKA oTnV AVOTPOAIA €MOOTOLVTAL HEOW TOU
2uothuatog Gapuakeutikwy OdpeAdwv (Pharmaceutical Benefits Scheme -PBS), autéc ol xaunAoTepeg
TIUEG ETTPETOLY OTNV KLBEPVNON VA XPNOWWOTIOINCEL TNV £E0IKOVOUNGCN XPNUATWY Yyla va eMOOTHOEL
mepLooOTEPA GAPUAKA 1 va Sdamavoel TTEPIOoCOTEPA YIA AAAOUG TOUEIC TNG LYEIOVOUIKNC TTEPIBAAPNG.

T _

3g 6Ao TOV KOOHO, TO Movo oTIG TEVTE MEYAAUTEPEG H m@avn s€oikovounon
BioicodUvapa GApHaKa EVIOXUOUV  SUPWTIAIKEG AyopEG, Ta KOOTOUG ToU TIPoadEPETAl ATIO
TOV AVTAyWVIOUO oTnV ayopd BioicodUvapa ¢pappaka Exouv Ta BroicodUvapa ¢pappaka Oa
£E0IKOVOMNOEI MAVW amo 2 unopouos va BondRosl oTnv
SdloskaToMMUpIO doAdpia uUnooTAPIEN TG HOKPOTIPOBEOHNG
AuoTtpaliag (AUD) BiwoiudTnTag Tou AucTpaAiavou
OUOTAMATOG UYEIOVOUIKNAG
nepi®aiyng
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Moiog emA£yel moio BioAoyiko 1 BloicoduUvapo
$ApHAKO TIPETIEI VA XPNOIHomoInoEi;

Evamokelral oe €0d¢ Kal 0TO YIOTPO 0AG VA EMAEEETE
mrola BIOAOYIKA GAPPaKA eival KATAANAQ yia €04C.

Edv unapxouy neplocdTEPES anod uia YAPKES TOU
dapudkoL oag Kal BewpolvTal IodLVAPES OTO
PBS, o pappakomolde umopel va oac mpoodepel
TNV EMAOYN PUAPKAC, OANA HOVO €AV O YIATPOG eV
EXEL ONUEIWOEL £VA KOUTAKL OTN oubvTayr) oag yld
va ONAwWaoel OTL «OeV ETIITPEMETAL N AVTIKATACTAON
NG PApKag» . 20lNTACTE e TO ylatpd oag 1 1o
$APUAKOTIO 0AC OXETIKA e Ta Bloicodbvapa
dApaKa Kal av eival Ta cwoTa yia 0ag.



9 SUXVEG EPWTNOEIC OXETIKA ME TA
Bioicoduvapa ¢papuaka

Oa AaBw To dlo 6PpeAog amod £va BLoicodUvauo ¢ApUaAKO;

Nai. Agdopévou 6L Ta Bloicoduvapa GAPUAKa €XoLV eKTIUNBEL OTL eival TOOO AcOAN

KOl QITOTEAECUATIKA OO0 N APXIKNA BIOAOYIKN UAPKA, TTAPEXOUV eMiong Ta idia opEAN

yia Tnv uyeia. H cuvexiCopevn €pevva oe Bloicodbvapa ¢apuaka eEakolouBei va pnv
Bpiokel S1aPOPEC OTA AMOTEAECUATA OXETIKA PE TNV Lyela PeTAEL aoBevWy TTOL EEKIVOLV N
peTaBaivouy oe BloicodLvapuo GAPPAKO KAl EKEVWY TTOL TTAPAPEVOLY OTNV APXIKI JAPKA.

Eival aodaAng n AnYn BLoicoduvAauwyv ¢apuakwy;

. Ta Blolcodivapa papuaka €xouv xpnolpormolnBel and 1o 2006 dtav elorhxénoav oTnv

Eupwrn. H xprion Toug avgavetal otabepd pe TNV mapodo Tou XPOVoL Kal eival Slabeoiua
O€ MEPIOOCOTEPEG ATO 60 XWPEG 0 GO TOV KOGLIO.

Ta Boicodlvaua dapuaka eival dlabeoiua otnv AvoTtpaiia amd To 2010 kal €xouv BonBnoel
otn BeAtiwon ™G CwNE yla XINASeC ALCTPAAOUC pe COBAPEC AoBEVEIEC OTTWC O KAPKIVOG,

N PELHATOEIONG APBPITIOa, N PAeyHoVWONES VOCOC TOL EVTEPOU, N coBapr Ywpiaon, N
OKANpPLVON KATA TTAGKAC Kal N vedPIKr) vOoOC.

Oa eival To Bloicoduvauo pAapuako TG (dlag MoldTNTAG UE TNV APXLKN
MapKa;

H AuvoTpahiia SlaBeTtel eva IoxuPd CUCTNHA KAVOVIOUWY TTOL OlaodPaliCel TNV achaiela, TNV
AMOTEAEOUATIKOTNTA KAl TNV TTOIOTNTA OAWV TwV Gapuakwy. Ot Bloicodlvapec HAPKEG
BloAoyiKWwV Gappdkwy eAEyxovTal 31e§0dIKA yia va amodeixTel 6Tl eival e€icov aoPaleiq
KAl QITOTEAECUATIKEG PE TNV APXIKH BIOAOYIKA HAOKA TTPOTOL EYKPIBOLV yia Xpron oTtnv
AucoTpOoAia.

Mola eival Ta opEAN anod tnv emmAoyn evog BloicodUvauou ¢apuaKou;

H xprion Bloicoduvapwy ¢pappdkwy €xel TN SuVATOTNTA TG ONMAVTIKAG £§0IKOVOMNONG
KOOTOUG OTO TTAQIOIO TOL ALCTPAAAVOU CUCTAUATOC LYEIOVOUIKNAG TTePiBaAPNg. Kabwe Ta
mePLooOTEPA GAPUAKa oTnV AucTpahia emdoToluvTal hecw Tou Pharmaceutical Benefits
Scheme (PBS), auTtég ol XaunAOTEPEC TIPES ETIITPETTOLV OTNV KLUBEPVNON VA XPNOIWOTIOINCEL
NV e€0IKOVOUNON KOOTOUC YIa va €MOOTNCEL TTEPIOCOTEPA GAPHAKA 1 va damavnoel
TEPLO0OTEPA YA AANOUC TOUEIC TNC LYEIOVOUIKAG TTERIBOAYNC.

To ¢pdpuako pou Ba paiveTal dladopeTIKO €AV XPNOLLOTIOINOW BLOAOYLKO
$apuaKo;

H epdavion Tou GapudAkKoL oag Umopel va AAAGEEL, avAAOya e TN OLYKEKPIPEVN UAPKA TTOU
enméyete. O TPOTOC XPronc ToL papudkou prmopel va eival SladpopeTIKOS, AAA TO SPACTIKO
ovoTatikd dev aAACel. Mmopeite va cu(NTHOETE TOV KAADTEPO TPOTIO XPHoNC TOL GAPUAKOL
OQC PE TO YIOTPO 0ag, ToOV GApUAKOTOIO 0Ag I TO VOOOKOUO 0aC. [eplocdTepet MANPOPOPIES
dlatiBevtal oTo evnUEPWTIKO OEATIO YIO KATAVOAWTEG OXETIKA Pe TA GAPHAKA, TO OO0
oubvodeLel TO PApPaKd oag.

® (. T |
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MoU umopw va Bpw MePICOOTEPEG MANPOPOPIEG;

H oudda TNC LYEIOVOUIKNG TTIEPIBAAPNC cag eival N KAAUTEPN TTNYN
TTANPOPOPIWYV POVASIKN YA €0AC Kal YA TN SlAaXEiplon TNG byeiac oag.

MepioooTepec MAnpodopicc

Mrmopeite va Bpeite

TTEPIOOOTEPEC TTANPODOPIEC g
OXETIKA pe BloicodLvapa Ll
dApuaKka UECW TOUL
dladIkTLoL oTo Biosimilar Hub
www.biosimilarhub.com.au
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