BEEFELFa2S )M I VAL IR
B 156 EERLF17 M) YA VRATH—F L

INMFIZT—AD

HATF L EFRR
B8 2018 & 12H 14E(ﬁ)1n:0u~1?:uu
s RRIFICBT—IV BEmyoEHmRSEBF




HEeZEEHEE 0304007 &=
T2 14 38 48 (2009%E)

EHERRESEETERT (B £ &
EEFEEEEERREEETERE

A A EFRDORE - 2tk - BEREROTZO DS

NAFTF 7 ) P—EAEERZIZH>NTIL, LZ2EREEL L ERVEEE
FPOBEYRSTOR—EEERET S EHBE ﬁf%én

—F, A AT e tAEELICET ARER VEREFEDERIC
FLwn, BAEIIBWTL, A AT e RRAEELEREAE BHAED
EELLLTASNAEESEOEENED LN TN A,
TOEIREFOESEFETLA, EEFTEEFHEEEHEEEFERF
MAEEE A ATV =R v 7 DORE - FE - 2T MEICET 58] (F
EEE )IER ETEELESEEMEMELIE) B TENET-
TEEZATHS,

L8 HIEFEZEZT 2, ME0LE) XA/ FEELOLE - £ &
ZIEERO T DEE] (LLT [FfEEt] 209 .) 2L 0FELHEDOT, T
DEEIZZBED L, EETHREFZIIG L THMBES ZBEERBWV 21,

-\



HKERICHITBINAAS

EXM 2006~

somatropin
insulin glargine
insulin lispro
teriparatide
filgrastim
pegfilgrastim
epoetin alfa, zeta
follitropin alfa
infliximab
adalimumab
rituximab
trastuzumab
bevacizumab
etanercept
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somatropin*
insulin glargine*
Insulin lispro*
filgrastim-sndz
pegfilgrastim-jmdb, cbqv
epoetin alfa-epbx
infliximab

-dyyb, -abda, -gbtx
adalimumab

-atto, adbm, adaz
rituximab-abbs
trastuzumab-dkst
bevacizumab-awwb
etanercept-szzs
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What | need to know about

Biosimilar Medicines
Information for patients

Biosimilars in the EU

Information guide for healthcare professionals

Prepared jointly by the European Medicines Agency
and the European Commission

A Consensus Informotion Document

https://www.ema.europa.eu/en/human-regulatory/overview/biosimilar-medicines
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FDA's Biosimilar Action Plan (BAP)

Key elements of BAP
[ U, Foon & oruc 1. Improving the efficacy of the biosimilar and
interchangeable product development and
approval process.

F¥ - AROTOTERZHERE

2. Maximizing scientific and regulatory
clarity for the biosimilar product
development opportunity.
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3. Developing effective communications
to improve understanding of biosimilars
BIOSIMILARS ACTION PLAN: among patients, clinicians, and payors.

Balancing Innovation \ 7 _ — —_— ) = ~
and Competition BSEE&F@K&D@: \l_’ﬁ' ~3_

July 2018 T 4. Supporting market competition by reducing
gaming of FDA requirements or other
attempts to unfairly delay competition.
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https://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplications/TherapeuticBiologicApplications/Biosimilars/UCM613761.pdf
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(A) (D) Hex19 HexNAc16 Fuc3
Hex20 HexNAc17 Fuc3
Hex21 HexNAc18 Fuc3
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Harazono A. et al. J Pharm Biomed Anal (2013) Div. Biol. Chem. Biologicals 4@\\
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