BIOIZOAYNAMA | "AHPOOOPIE
DAPMAKA

ALTO TO GUANGOIO EXEL OXEOIAOTEL yIa VA AMAVTA OE CLVNBEIG EPWTHOEIC OXETIKA UE TA

dapuaka.

KATANAA

2 KAl
OPONTIZT

Lvapa

Ta BioAoyikd ¢papuaka eival papuaka mou rapdayovtal
arnod (wvta KUTTapa 1 opyaviopous. Zuvnwg
napaockeudlovTal anod MPWTEIVES MOU TAPAYOVTaAL UE
duUOoLKEC dladlkaoieg oTo avlpwrivo cwua.

Ta BioAoyika ¢appaka BeparneUouv aoBEVELES OTIWG
TOV Kapkivo, To dlaBntn, Tn cgoBapn Ywpiaon,
peEUNATOELDNG apbpitida, TN PAEYHOVDING VOOO TOU
EVTEPOU, TN OKANPUVON KATA TAAKAG Kal TN VEDPIKN
v6oo. 'Exouv Bonbnoet otn BeATiwon TG Lwng XIAIGdwv
AuoTpaAwv.

‘Eva Bioicoduvapo ¢appako ival pia moAU mapouotla
€kdoon ue €va BLOAOYIKO PAPUAKO HLAG TIPWTOTUTING
MApKag (eumoplkoU onuatog)nou diatibetal oTo
EUTOPLO aTid dladPOoPETIKO KATAOKEUAOTN MOAIC ANEeL TO
dlimMwua eupeoiteXViag yla TV MPwTOTUTM HApKA.

O1 BloicodUvapeg HAPKES TWV BLOAOYIKOV PAPUAKWV
eAéyxovTal 31€€031IKA YIa va amodeIXTEl OTI Eival
e€ioou aodaleic Kal AMOTEAEOHATIKEG HE TIG APXIKES
BloAoyikEC Hdpkeg poToU eyKplBoUv amod Toug
AuoTpaAlavouc pubutotikoUg popeic.

EvVamoKeITal 0€ £04G KAl OTOV YIATPO 04C VA EMAEEETE
mola BioAoyika ¢apuaka gival KaTaAAnAa yia €0dg.
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Ti eival BioAoyika Kal BIOAOYIKG OpOId 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 Aomipivn (mapadsiypa evog AnAd Bioloyika pappaka Z0vOsTa BloAoyikd ¢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.

Kapkivol ApBpiTIda Ywpiaon OAeypovwdeIg Alatapayeg AlaBATng
TIEMTIKEG avanrugng
dilatapayxég

BioicodUvapa ¢pappaka

‘Eva Bloicodbvapo ¢papuako eival pla ToAD TTapoOpola EKO600N e €va BIOAOYIKO GAPUOKO UIAC TTIPWTOTUTING
HAPKAC (EPTTOPIKOD ONUATOC) TTOL OlATIOETAL OTO EPMOPIO HOAG ANEEL TO SIMAWPIA ELPECITEXVIOC yia TNV
TTPWTOTULTIN 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
®LOIKA PETAPBANTES. ALTO onpaivel 0TI kapia and TIc dLo TapTideg d¢ev eival mAvTa n dla - ouTe Kav amnd
ToV (510 KATaoKeELAOTN.

O1 B10i00dUVANEG HAPKEG TWV BIOAOYIKWV GpAPHAKWVY XPNOIHOMOoIoUVTal yid TV AVTIHETWOMON
TV i3I0V a00eVEIDV IE TOV iB10 TPOTO Kal £Xouv a&loAoynOei Asnropepwg amno Tnv Yrnpeoia

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

Eumeipia pe Bioicoduvapa ¢apuaka

Ta Bloicodvvapa dapuaka dlatiBevtal otnv Evpwrn and to 2006 Kal XPNOIOTOIOLVTAL OE TIEPIOCOTEPEC
arnd 60 xwpeg oe OGAO TOV KOOUO - TTAYKOOUIWS urrdpxouy navw and 700 eKaToppLPIa NUEPEC Bepareiag N
KAWVIKAG epTielpiag pe Bloicoduvapa Gappaka.

2TNv AuoTpaAia, Ta Blolcodbvapa Gappaka €xouv XpnotdormnolnBel ye acpdreia and to 2010.
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PUOuion Twv BioAoyiKwv Kal B10icoduvapwv ¢apHAKwV oTnv AuoTtpalia

H Avotpahia S1abéTel éva 1oxupd cOOTNHA KAVOVIOUWY TTou e€acdalilel TRV aopdaAegia, TRV
anmoTEAEOHATIKOTNTA KAl TRV TOIOTNTA OAWV TV GpAPHAKWY, CUMTIEPIAGUBAVOHEVWV TWV
BroAoyikwv ¢papudkwyv. To pubuloTiKd choTnua To dlaxelpileTal 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:
[Npwv va kataxwploTel kat va diatebel otnv ayopd omolodnmote GAPHAKO, OLUUTIEPINAUBAVOUEVWY TWV
Blolcoduvapwyv Gapuakwy, TPETEL va LITOPANBEL e AeTTTopEPH) EAEYXO KAl AEIOAOYNON
‘O\OL Ol KATAOKELAOTEC GAPUAKWY TIPETEL VA CUUPOPGWVOVTAL Je auoTNPEA MEOTLTIA TTOU SlIAoPaACoLY
TNV achAAela, TNV MoIOTNTA KAl TN CLVETTEIA TWV TPOIOVTWY. Kal
H TGA eAéyxel TNV achaiela OAwWV Twv GappaKwy, CLPTEPINAUBAVOUEVWY TwV BIOIc0dLVAUWY
dapudAkwy, oL XPNOlWoTolVVTAL oTNY AuoTpaAia. EQv umdpxel KAMOIOG Kivouvog yia TOUG
ALOTPAAOUG TTOALTEG amd omolodnmoTte Gapuako, N TGA evepyomoleiTal yia TNV QVTIHETWTTION AuToL
TOUL KIVOOVOU

H dnuioupyia Bioicoduvapwy papuakwy anaiTei
ONUAVTIKEG EMEVSUOEIG KAl HOVTEPVEG TEXVOAOYIEG

O¢£An amo 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
2uotnuatoc GappakeuTikwy OPelwv (Pharmaceutical Benefits Scheme -PBS), autég ot xaunAotepeg
TIUEC EMITPETOLY OTNV KLBEPVNON VA XPNOIWOTIOINCEL TNV £E0IKOVOLNON XPNUATWY Yla va emMOOTHOEL
TEPIooOTEPA GAPUAKA 1 va dAmavAoel TTEPIoCOTEPA YIA AAAOUG TOUEIC TNG LYEIOVOUIKNC TTePIBaAPNC.

& _
_

& 6Ao TOV KOGHO, TO Moévo oTIg MévTe HeyaAUTEpEQ H mOavnA s&oikovounon
BloicodUvapa pApHaKa EVIOXUOUV  EUPWIIAIKEG AYOpEG, TA KOOTOUG TIOU TIPOadEPETAI ATIO
TOV OVTAYWVIOHO 0TNV ayopd BloicodUvapa ¢pappaka £xouv Ta BloicodUvapa pdpupaka Oa
£EoIKOoVOHROEl TITAVW amo 2 HTopouaos va Bondnosi oTnv
dlocKkaTouupia doAdpia UTIOOTRAPIEN TG HOKPOTIPOOEOHNG
AuoTpaliag (AUD) BIwoIMOTNTAG TOU AUuCTpaAiavou
CUOTANATOG UYEIOVOMIKAG
nepi®aAyng
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Moilog emA£yel moio BIoAOYIKO 1 BI0iICOdUVANO

$ApPHAKO TIPETIEI VA XPNOIHOMOINOEi;

Evamokelral oe e0G¢ Kal 0TO YIOTPO OAC VA ETTAEEETE
TTolA BLIOAOYIKA GAPPOKA eival KATAGAANAQ YIa €04G.

Ed&v undpxouv neplocdTePeC amnd pia HApPKeS Tou
dapudKou oag Kal BewpoLvTal ICOSVVAUES OTO
PBS, 0 papuakomoldg UTopel va oag TPOohEPEL
TNV EMAOYN PAPKAC, AAAG POVO €AV O YIATPOC SeV
EXEL ONUEIWOEL VA KOUTAKL 0T oLVTAYN 0AC yId
va ONAWOEL OTL «OEV ETIITPEMETAL N AVTIKATACTACH
NG PApKac» . 2ulNTACTE e TO ylaTPO Oac 1) TO
bapPaKoTIo 0AC OXETIKA UE Ta Bloicodlvapa
dAPUOKA Kal av €ival Ta owoTdA YIa 00G.
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9 ZUXVEC EPWTNOEIC OXETIKA HE TO
BioicodUvapa ¢apHaka

E. ©a AdBw To idlo 6peAog amod éva BloicodUvauo GApUAKO;

A. Nau Aedopgvou oTI Ta BloicodLvapa GApuaKka €xouv ekTiuNBel 6TL eival TOOO Aohaln
Kal AmOTEAEOUATIKA GO0 N APXIK BIOAOYIKN HAPKA, MAPEXOUV €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 aocpaAng 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 PeLUATOoEIONG aPBPITIdA, N PAeypovVWONS VOCOC TOL EVTEPOUL, N coBapr Ywpiaon, N
OKARpLVON Kata MAGKAG Kal N VEDPIKT vOOOC.

E. Oa eival To Bloicoduvauo papuHako NG (dlag moldTNTAC PE TNV ApXLKN
HapKa;

A. H Avuotpahia dlaBétel éva 1oxupd cLOTNUA KAVOVICUWY TToL OlaodaAiCel TNV achaield, TNV
AMOTEAECUATIKOTNTA KAl TNV TOIOTNTA OAWV TwV dappdkwy. Ot Biloicodlvauec HAPKES
BIOAOYIKWV GapUGKWY eAEyXovTal 81E0BIKA yia va amodelxTel 0TI eival e€iocov aodpaleiq
KAl AMOTEAECUATIKEG PE TNV APXIKI BIOAOYIKH HAPKA TTPOTOU EYKPIBOLV yia Xprion oTnv
AvoTpaAia.

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

A. H xpnon Bloicoduvauwy Gapudkwy €xel Tn SLVATOTNTA TNG ONHAVTIKAG £§01IKOVONNONG
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
NV €§0IKOVOUNON KOOTOUG yla va €MOOTACEL TTEPIOCOTEPA GAPUAKA 1) va dArmavoel
TEPLO0OTEPA YIA AAANOLG TOUEIG TNG LYEIOVOUIKAG TTEPIBAADNG.

E. To ¢dppako pou Ba ¢paivetal dladpopeTIKO €AV XPNOLUOTIOINOW BLOAOYLIKO
$ApHUaKO;

A. H epdavion Tou Gapudakov oag Umopel va aAAa&el, avaAoya Pe T OLYKEKPLUEVN UAPKA TTOU
enieyete. O TPOTIOC XProng Tou GapuakoL propel va eival SIapopeTIKOS, AAA 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.

MNepioooTepeg MAnpodopicg

Mrmopeite va Bpeite

TTEPIOOOTEPEC TTANPOPOPIEC SIOSIMILARS
OXETIKA pe Bloicoduvapa _ | gy S ISIENCE
GAPPAKA HEOW TOU
dladIKTLOL oTO Biosimilar Hub
www.biosimilarhub.com.au
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:‘ PO Box 87, Deakin West ACT 2600
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