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AoBevng pe AZ kot mpoxwpnuéEvn BAABN Twv Loxiwv otav
t€OnKe o€ avti-TNF aywyn to £€toc 2000

= AoOseviic pe Bapla AZ, Kat
npoxwpnrévn BAABN Twv Loxiwv to 2000

= TKE 80mm, CRP 58mg/L
" AYKUAWHEVOG O KAPEKAO 6 PLAVEC

" TPELG UAVEG LETA TNV EVapEn aywynG HE

infliximab Atav og B¢on va nepnatiosl

" Otav SLOKOMTEL TV aywyn

KolOnAwveToL 6To KPEBATL KoL TTNYALVEL
HE Popeio OTO VOOOKOUELD yLa VEQL
Xopnynon

= H a/a 6gv £xeL petaPAnOci peta 12 £tn




To infliximab £édepe dpapatiki aAAayn otn
PeupatoAoyia
AAAayn dedopévwy ot:
=  Peupatosldn apOpitida
=  Aykulomountiki ormtoveuAitida
= Wwplaoki apdpitda

= Neavikn apOpitida

=  EvteponaOntikn apBpitida

AAAG Kol o€ voorjpata otig topudEc tng Peupatoloyiog |
= Wwpiaon

= No&co Crohn

=  EAKWON KoAitida

"  |ptdoKUKAiTIOa




H avOion twv BroAoyikwv napayoviwv otnv PeupotoAoyia

BloAoyiwka DMARDs

— Avtaywvioteg TNF l

— IL1 receptor antagonist

— AvaotoAéag tng IL-6

— AvOoToA£ag NG
ouvdieyepongtouv T
Aepdokuttdpou

— MoVOoKAWVLIKA avTliowpata
gevavtiov twv B

AgpdokutTapwv

AvtiL-TNF mapayovteg

Infliximab
Etanercept
Adalimumab
Certolizumab

Golimumab

BLo-opo€LdeiG
avti-TNF
TLOLPAYOVTEG

Infliximab

Etanercept

Adalimumab




NMwg opilovtal ta BLo-opoELdN;

Table Il. Biosimilar approval process of the EMA, FDA, and WHO.">""*"

EMA FDA WHO
Classification of  “...a biological medicinal “...that the biological product “A biotherapeutic product
biosimilarity product that contains a is highly similar to the that is similar in terms of

version of the active reference product quality, safety and efficacy

substance of an already notwithstanding minor to an already licensed

authorized original differences in clinically reference biotherapeutic

biological medicinal inactive components” and product.”

product (reference that “there are no clinically

medicinal product).” meaningful differences

between the biological
product and the reference
product in terms of the
safety, purity, and potency
of the product.”

Essential Quality characteristics, Safety, purity, and potency Quality, safety, and efficacy
requirements biological activity, safety
for and efficacy

confirmation of
similarity with
originator
Approval system  Stepwise process to compare biosimilar with originator:
1. Comprehensive physicochemical and biological analyses
2. Nonclinical studies
3. Clinical studies




Ta BLo-opoetdn aAAaouv ta AayKOopLa SESOUEVA OTOUC
BLoAoOylKOUC TOLPALYOVTEC

Adalimumab

Sandoz, Switzerland (GP2017)
Merck, Germany (MSB11022)

Oncobiologics—Viropro, USA =T
(ONS-3010)

Epirus Biopharmaceuticals, USA
(BOWO50

)

Coherus BioSciences, USA (CHS-1420) _;—@
)
)

Amgen, USA (ABP501
Phzer, USA (PF-06410203 —’—@
Harvest Moon Pharmaceuticals, USA—"—O

3

Boehringer Ingelheim, Germany |

(Bl695501)

Fujifilm—Kyowa Hakko Kirin, Japan
(FKB327)

AET Biotech—BioXpress Therapeutics,

Germany/Switzerland

LG. Life Sciences—Mochida
Pharmaceutical,

South Korea/]apan (LBAL)

H

Momenta Pharmaceuticals—Baxalta,

USA MQZE
Samsung Bioepis, South Korea (5B5)

Infliximab

Hospira, USA, and Celltrion,

South Korea (CT-P13)

i Ranbaxy Laboratories—Epirus

N Biopharmaceuticals, India/USA
\ (BOW015)
Nichi-lko Pharmaceutical, Japan
( 5 i (NI-071)

o -. BioXpress Therapeutics, Switzerland
o : Aprogen, South Korea (G5071)
°. ! Samsung Bioepis, South Korea (SB2)

@7‘— Harvest Moon Pharmaceuticals, USA

Phzer-Sandoz, USA/Switzerland
(PF-064358179)

e®

O MabTech—5Sorrento Therapeutics,
China/USA (STI-002)
- Amgen, USA (ABP710)
° Approved
o Late phase
O Early phase
(O Preclinical

Figure 3 | Biosimilars for adalimumab and infliximab in the pipeline. Correct as of September 2016.




Epwtnon 1

Mouwa eivat ta yopoKtnplotika mAsovektiporta tov infliximab

nov 1o dtadoponotolv anod touc aAlouc anti-TNF?
o. ermtAoyn doon¢ pe BAon To CWHATIKO BApOC
B. duvatotnta npoocappoync Tov S0GOAOYLKOU CXALOTOC
Y. Taxvtnta dpaong

5. OAa ta mapanavw




Epwtnon 2

Ynapxouv dedopéva dtapoponoinong tng

oroteAecpaTikoTNTOC HETOEL TV anti-TNF napayoviwyv ?

o. NAI

B. OXI




Epwtnon 3

H slcaywyn twv biosimilars aAAaée tnv anoPn tou KAwikou

ylatpou Ko av volt Tpo¢ rnota Katevbuvon ?
o.. Elvau katwtepa
B. Eivail LoodUvapa

y. Eivat kaAUtepa




