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OAPMAKA

KATANAAQTEZ KAI
OPONTIZTEZ

ALTO TO GUAAGDBIO EXEL OXEDIAOTEL yIa VA amavTA 0€ CLVNBEIG EPWTNOEIC OXETIKA UE TA BlolcodLvapa

dapuaka.

Ta BioAoyikd ¢papuaka eival papuaka mou rmapdayovtal
arnod (wvta KUTTapa 1 opyaviopous. Zuvnwg
napaockeudlovtal anod MPWTEIVES MOU TIAPAYOVTAL UE
duUOoIKEC dladlkaoieg oTo avbpwrivo cwua.

Ta BloAoyika ¢appaka BeparneUouv aoBEVELEC OTIWG
TOV Kapkivo, To dlapntn, T coBapn Ywpiaon,
peupaToeldNg apbpitida, TN PAEYyHOVOINS VOGO TOU
EVTEPOU, TN OKANPUVON KATA TAAKAG Kal TN VEDPIKN
vooo. ‘Exouv BonBnoetl otn BeATinon Tne Lwnc XIAIAdwv
AuoTpaAwv.

‘Eva Bioicoduvapo ¢appako ival pia moAU nmapouota
€kdoon ue €va BLOAOYIKO PAPUAKO HLAG TIPWTOTUTING
MApKag (eumoplkoU onuatog)mnou diatibetal oTo
EUTOPLO aTid dladPOoPETIKO KATAOKEUAOTN MOAIC ANEeL TO
dimMwpa eupeatTexviag yla TNV MPwTOTUTI HAPKA.

O1 BloicodUvapeg HAPKES TWV BLOAOYIKOV PAPUAKWV
eAEyxovTal 31e€0dIKA YIa va amodeIXTel OTI gival
e€ioou aodaleic Kal aMOTEAEOHATIKEG HE TIC APXIKEC
BloAoyikEg pdpkeg poToU eyKplBoUv amod Toug
AuoTpaAlavouc pubutotikoUg popelc.

EvVamoKeITal 0€ £04G KAl OTOV YIATPO 04C VA EMAEEETE
mola BioAoyika ¢apuaka gival KaTaAAnAa yia €odg.
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Ti eival BioAoyIka Kal BIOAOYIKG OpOoIa GAPHAKA;

BioAoyika ¢pappaka

Ta BroAoyka pappaka eival peyGAa cLvBeTa popla mou mapdyovtal amd (wvTta KUTTAPA 1 OpYyAvICUOUG.
2uvNBwce mapaockevalovTal amd peyaleg MPWTEIVEC TTOL TTAPAYOVTAL GUOIOAOYIKA OTO AVEPWTTIVO OWUA.

&,

H Aompivn (mapadsiypa svog AnAad BioAoyika pappaka Z0vOsTa BloAoyika ¢papupaka
Hn BloAoyikoU ¢papudkou)

Otav éva BIoAoyIKd GApUaKo xopnyeital oe évav acBevr), Aetroupyel oav pla mpwteivn mou epdavideTat
dLOIOAOYIKA OTO CWHA, ETTADOVTAC TA CUUTTTWHATA KAl TTPOAQUBAvovTAC A eMPBPAdLVOVTAC TNV EEAIEN TNG
vOOOUL.

Ta Boloyika pappaka cuveBarav otn BeATiwon TS CwNe XAGdwy ALOTPOAWY TTOL COLV PE AoBEvelEC
OTIWGC TOV KAPKivo, Tov SlapnTn, Tn coBapn hwpiaon, Tn peuuatoeldne apbpitida, tn voco tou Crohn, Tnv
EAKWON KOAITIOQ, TN OKANPLVON KATA TTAGKAC KAl TN VEDPIKN vOOO.
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Kapkivol ApBpiTIda Wwpiaon ®Aeypovwdeig AlaTapayég AilaBATng
TIETITIKEG avanrugng
dlatapayég

BioicodUvapa ¢pappaka

‘Eva Bloicodivapo ¢appako eival pia moAd mapdpola ékdoon Pe eva BIOAOYIKO GAPUAKO PG TTPWTOTUTING
HAPKAG (EPTTOPIKOL ONPATOC) TTOL dlATIBETAL OTO EPMOPIO POAIG ANEeL TO SIMAwua evpeatTeEXVIag yla TNV
TTPWTOTLTTN PAPKA.

2 avtiBeon pe €va yevoéonuo ¢Apuako, To omoio €xel TO [O10 CLOTATIKO PE TNV APXIKN HAPKA, 0 AdOYOG yla
TOV O7oi0 Ta GAPPAKA AuTA eival ywvwoTd we Bloicodlvapa GApuaka eival emeldr] Ta PIOAOYIKA GapuaKa
elval peydia popta mou mapdyovtal and Cwvtava KOTTapa Kal Tol Ol OladIKAoIeS TToOL TA TTAPAyouLV eival
GLOKA PeTABANTEG. ALTO onuaivel 6TL kapia amod TG 6vo MapPTideg dev eival mavta n dla - ouTe KAV anod
ToV (510 KATaoKeELAOTN.

O1 B10i00dUVaANEG HAPKEG TWV BIOAOYIKWV GpapHAKWY XPNOIHOTIOIOUVTAl YIA TRV AVTIHETWOMON
TV i3I0V a00eVEIDV E TOV iB10 TPOTO Kal £Xouv a&loAoynOci Asnropepwg amno Tnv Yrnpeoia

Alaxeipiong OepancuTik®v Mpoidvrwv (Therapeutic Goods Administration-TGA) oTnv
AuoTtpalia yia va anodsixTei 0TI sival e&icou aodpaln Kal arOTEAEOHATIKA ME TIC APXIKEG
MApPKeG BIOAOYIKOV GpapUAKWV.

Epneipia pe Bioicoduvapa ¢appaka

Ta Bloicodvvapa dapuaka dlatiBevtal otnv Evpwrn and to 2006 Kal XPNOILOTIOIOLVTAL OE TIEPIOOOTEPEC
arnd 60 xwpeg oe GAO TOV KOOUO - TTAYKOOUIWS urmdpxouy navw arnd 700 eKaToppLPIA NUEPEC Bepareiag N
KAWVIKAG epTielpiag pe Bloicoduvapa Gappaka.

2TNv AuoTpaAia, Ta Blolcodbvapa Gappaka €xouv XpnotdomnoinBel pye acpdrela and to 2010.
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PUOuion Twv BioAoyikwV Kail B10icodUVANWY ¢apHAKwy oTnV AuoTpalia

H Avotpahia S1abéTel éva 1oxupd cOOTNHA KAVOVIOUWY TTou e€acdalilel TRV aopdaAegia, TRV
anmoTEAEOHATIKOTNTA KAl TRV TOIOTNTA OAWV TV GpAPHAKWY, CUMTIEPIAGUBAVOHEVWV TWV
BlroAoyikwv ¢pappdkwv. To pLBUIOTIKO cLoTNUA To diaxelpileTal N Therapeutic Goods Administration
(TGA), n omoia eivat pgAog tou Ymoupyeiou Yyeiac tng Avotpaiiavhc KuBépvnong.

H TGA puBuilel kKdBe oTAdIO TTOL EVEXETAL OTNV TAPAYWYN KAl Xpron ¢apudkwy otnv AuoTpaAia:

* [lpwv va kataxwploTel kat va dlatebel otnv ayopd omolodnmote GAPUAKO, CULTTEQIAALBAVOLEVWY TWV
Blolcoduvapwy Gappakwy, TTRETEL va LTTOPANBEL oe AeTopePr) EAEYXO KAl A&IOAOYNON

* ‘O\ol 0l KOTAOKELAOTEC PAPUAKWY TIPETTIEL VA CLUPPOPGWVOVTAL PE ALOTNEA TTIPOTLTIA TTOL OlAcHAAIloLV
TNV achAAela, TNV MOIOTNTA KAl TN CLVETTEIA TWV TPOIOVTWY. Kal

«  HTGA eAéyxel TNV aodaiela GAwV TwV GAPUAKWY, CUUTTEQINAPBAVOUEVWY TwV Blolcoduvapwy
dapudAKwy, TTOL XPNOoWOTToIOLVTAL 0TNY ALCTPOAIC. EQv ummdpxel KAmolog kKivouvog yia Toug AUCTPAAOUC
moAiteg and omnolodnmote dapuako, N TGA evepyomoleital yia TNV avTHETWTTION AuToL TOU KIvOUVOU

H dnuioupyia Bioicoduvdapwyv papudkwy anaiTei
ONUAVTIKEG EMEVSUOEIG KAl HOVTEPVEG TEXVOAOYIEQ

Od¢£An ano BioicodUvapa pappaka

To AvoTpahiavo 2xedlo PapuakeuTikwy MNapoxwyv (Australian Pharmaceutical Benefits Scheme -PBS)
emdoTtel Ta PAPPAKA WOTE va €ival TTIO TPOOITA OTOLG AcBeveig. AUTO onuaivel OTI Ta PAPHAKA TTOU
owdouv CWEC - cuuTeEPIAAUBAVOUEVWY TWV BIOAOYIKWY GAPUAKWY TTOL UTTOPOUV VA KOOTICOLV EKATOVTASEG
N akopa Kat XAadec doAdpla ava Bepaneia - kooTiCouv povo 40,30 doldplany 6,50 SoAdpla av ExeTe ula
KApTA Mapaxwpenong. H kuBépvnon Tng AVCTPAAAC KATABAAAEL TO LTTOAOITTO TNG TIUNAG.

Ta Bloicoduvapa Gappaka Exouv Tn duvaTtoTNTA va SNUIOLPYNCOLY CNUAVTIKY £E0IKOVOUNCN XPNHATIKOV
KOOTOUC Yla TO cboTtnua vyeiac TNG AvoTtpaiiac. Otav Kukhodopel eva Bloicodbvapo GApuUaKo oTnV
AuOTPOAla, evBappLVEL TOV QVTAYWVIOPO OTNV ayopd YETAED TwV KATAOKELAOTWY, Ol OTTOI0L e TN oelpd
TOUG PTTOPOUV VA KAVOULV ALTA TA LPNACD KOCTOLC GAPUAKA TTIO TTPOOITA YA va emOOTNBOLV and TNV
KuBepvnon NG AvoTpaiiag. Kabwe Ta meplocdtepa GApUaKa oTtnv ADCTPOAIA eMOOTOVVTAL HECW TOU
Juotnuatoc Papuakeutikwy Odpedwv (Pharmaceutical Benefits Scheme -PBS), autéc ot xaun\oTepeg
TIUEC EMITPETOLY OTNV KLBEPVNON VA XPNOIWOTIOINCEL TNV £E0IKOVOLNON XPNUATWY Yla va emMOOTHOEL
TEPIooOTEPA GAPUAKA 1 va dAmavAoel TTEPIoCOTEPA YIA AAAOUG TOUEIC TNG LYEIOVOUIKNC TTePIBaAPNC.

& .
_

s 6Ao TOV KOGHO, TO Movo oTIg¢ mévTe HeyaAUTEpEQ H mOavnA s&oikovounon
BloicodUvapa pApHaKa EVIOXUOUV  EUPWIIAIKEG AyOopEG, TA KOOTOUG TIOU TIPOadEPETAI ATIO
TOV GVTAYWVIOHO 0TNV ayopd BloicodUvapa ¢pappaka £xouv Ta Bioicoduvaua ¢papupaka 0a
££0IKOVOMAROEl TTAVW amo 2 HTopouos va Bondiosi oTnv
dlocKaTouupia doAdpia UTIOOTRHPIEN TG HOKPOTIPOOEOHNG
AuoTpaliag (AUD) BlwoIPOTNTAG TOU AUCTpaAIavoU
CUOTANATOG UYEIOVOMIKAG
nepi®aAyng
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Moilog emA£yel moio BIoOAOYIKO 1 BlI0ICOdUVANO
¢ApHAKO TIPETEI va XpnoiloTioin0ei;

Evamokelral oe €0G¢ Kal 0TO YIATPO 0AC VA ETAEEETE TTOIA BIOAOYIKA GAPUAKA
elval kat@A\AnAa yia o0dg.

Edv undpxouv meploodTePES AMO pia JAPKES TOL GAPPAKOL CAG Kal
BewpolvTal loodlvapesg oTo PBS, 0 papuakomoldg umopel va oag mpoohEpel
NV emAoyn HAPKAG, AAAG PHOVO €AV O YIATPOG OEV EXEL ONUEIWOEL EVA KOUTAKL
OTN ouvTayr oag YIa Va ONAWGCEL OTL «OgV ETIITPETETAL N AVTIKATACOTACN TNG
HAPKAG» . 2LCNTACTE Pe TO YIaTPO 0AC I TO PAPUAKOTIOIO 0AG OXETIKA E TA
Blolcoduvapa GapuaKa Kal av eival Ta cwoTtda yla 00G.
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ﬂ ZUXVEC EPWTNOEIC OXETIKA HE TO
BioicoduUvapa ¢apHaka

E. ©a AGBw TO (010 6PeA0g amod £va BloicodUvauo ¢ApPHAKO;

A. Nau Aedopgvou oTI Ta BloicodLvapa GApuaKka €xouv ekTiuNBel 6TL eival TOOO Aohaln
KOl ATTOTEAEOUATIKA GO0 N APXIKN BIOAOYIKN HAPKA, TAPEXOUV €Miong Ta id1a opEAN
yia Tnv uyeia. H ouvexiCopevn €peuva oe Bloicodivapa ¢papuaka eEakolovBet va pnv
Bplokel O10POPEC OTA AMOTEAEOUATA OXETIKA PE TNV LYEIa PeTAEDL aocBevwyv oL EEKIVOLV 1
petapaivouy oe Blolcoduvapo GAPUAKO KAl EKEIVWY TTOL TTAPAPEVOLV OTNV APXIKN JAPKA.

Eivalr acpaAng n Anyn Bloicoduvauwyv ¢apudkwy;

A. Ta Boicodivaua dpapuaka exouv xpnotuomoinBet amd to 2006 dTav elorxBnoav otnv
Eupwrnn. H xprion Toug avgavetal oTabepd pe TNV mapodo Tou XPOVOoUL Kal eival SlaBeaiua

OE TIEPIOCOTEPEG aTO 60 XwpEeG 0 HAO TOV KOGHO.

Ta Bolcodlvapa ¢appaka eivat dlabéoiua otnv Avotpaiia amd to 2010 Kal Exouv BonBnoel
otn BeAtiwon TG CwNE yia XIMASEC ALCTPAANOUG UE COPBAPEC AOBEVEIEC OTIWC O KAPKIVOC,

N PeLPATOEIONS aPBPITI®A, N PAeyuovWONG VOCOC TOL EVTEPOL, N coBapn Ywplaon, N
OKARpLVON Kata MAGKAG Kal N VEDPIKT vOOOC.

E. Oa eival To Bloicoduvauo papHako NG (dlag moldTNTAC KE TNV aApXLKN
HapKa;

A. H Avuotpahia dlaBétel éva 1oxupd cLOTNUA KAVOVICUWY TToL OlaodaAiCel TNV achaield, TNV
QAMOTEAECUATIKOTNTA KAl TNV TTOIOTNTA OAWV TwV dappdkwy. Ot Bloicodlvaped HAPKES
BIOAOYIKWV GapuGKwY eAEyxovTal 81E0BIKA Yia va anmodelxTel Tl eival e€icov aodaleiq
KAl QITOTEAECPATIKEG PE TNV APXIKA BIOAOYIKN UAPKA TTPOTOU YKPIBOULV yla Xpron otnv
AvoTpaAia.

Mowa eival Ta opEAN arnod tnv ermAoyn evog BloicodUvauou ¢apudakou;

A. H xprion Bloicoduvapwy Gappakwy €xet TN SLvaTOTNTA TNG CNHAVTIKAG ££0IKOVOUNONG
KOOTOUG OTO TIAQIOIO TOU AVCTPANAVOU CUCTAPATOC LYEIOVOUIKAG TTepiBaiPng. Kabwg ta
TepIoooTEPA GAPHUAKA oTnV AuoTpaAia embdoTouvTtal pécw Tou Pharmaceutical Benefits
Scheme (PBS), auTtég ot xaunAOGTEPEG TIHEG ETITPETTOLY OTNV KLBEPVNON VA XPNCILOTTOINCEL
TNV e€oikovounon KOOTOUC yla va emMOOTACEL TTEPIOCOTEPA GAPHAKA 1) va SaTTavAoel
TTEPLOOOTEPA YIA AAAOLG TOUEIC TNG LYEIOVOUIKNG TIERIBOADNG.

E. To ¢dpuakod pou Ba dpaivetal dlaPopeTIKO €AV XPNOIMOTIOINOW BLOAOYLKO
dappako;

A. H epdavion Tou Gapudakov oag Umopel va aAAa&el, avaAoya Pe T OLYKEKPLUEVN UAPKA TTOU
emAeyete. O TPOTTOC XProng Tou Gappdakou Pmopel va eival S1adpopeTIKOS, AAAG TO SPACTIKO
ouoTatikd dev alalel. Mmopeite va cu(NTHoeTe TOV KAAOTEQO TPOTIO XPHoNG TOL GAPUAKOU
0aC Pe TO YIaTpd 0ag, ToV GAPUAKOTIOW 0AG ) TO VOOOKOUO 0aG. I1eplocdTepeC MANPOGOPIES
olatiBevral oTo evNUEPWTIKO GEATIO YO KATAVOAWTEG OXETIKA Pe TA GAPUAKA, TO OTTolo
ouvodeLEl TO GApPaKd oag.
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Mou umopw va Bpw MEPICCOTEPEC MANPOPOPIEC;

H opdda TNG LYEIOVOUIKAG TIEPIBAAPNC oag eival N KAALTEPN TTNYN
TTANPOPOPIWYV POoVASIKA yia €0AC Kal yia TN Slaxeiplon NG vyeiac oag.

MeploooTepeg MAnpodopicg

Mrmopeite va Bpeite

TTEPIOOOTEPEC TTANPOPOPIEC = S IOSIMILARS
OXETIKA pe Bloicoduvapa e
GAPPAKA HEOW TOU
dladIKTLOL oTO Biosimilar Hub
www.biosimilarhub.com.au

Ot m\npodopieg mapéxovtal HOVo yla ekMaldeuTIKOUG Kal EVNUEPWTIKOUG oKomoUg. MAnpodopieg oxeTika pe Bepareia,
urmpeoia, mpoiodv 1) Beparneia dev cuvenAyovTal EMKUPWON Kat deV MPOoPIovTal va avTiKataoTHooUV CUUBOUAEG amd
ToV ylatpd oag 1} AAo avayvwplopévo emayyeApatia uyeiag. To MepleXOUEVO £XEL TIPOETOIMAOTEL Yid TO AuoTpaAlavd
KOLVO KAl NTav akKpLBEG KATA TN oTlyun g dnpooieuong. ‘OAot oL XxpNoTeg KahoUvTal MAvToTe va {nTouv oUPBOUAEQ
and £vav avaywvplopévo enayyeAuatia uyeiag yla anavinoelg oTiG laTPLKEG EPWTNOELS TOUG.

H GBMA Education avayvwpiZel Tnv mapoxn xpnpatodotnong and v kuBépvnon g AuoTtpaAiag yia TNV mapaywyn
autol Tou UAIKOU.

' GBMA Education Ltd
PO Box 87, Deakin West ACT 2600

‘.'.‘ EDUCATION  biosimilarhub.com.au October 2019 ART8157

KATANAAQTEZ KAI ®PONTIZTEZ | 06



