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The European medicines industry has extensive manufacturing
capabilities in producing high quality generic, biosimilar and value added
medicines throughout Europe. With over 400 manufacturing plants and
126 R&D centres in Europe, companies represented within Medicines for
Europe provide over 190 000 skilled, high value direct jobs in Europe,
and more than half a million indirect jobs. Medicines for Europe is
committed to supporting industrial policy initiatives aimed

at strengthening the European industrial base, increasing investments in
R&D for generic, biosimilar and value added medicines, boosting EU
competitiveness, and taking up the opportunities which are opening up in
Europe and worldwide.

1. IBIS World: https://www.ibisworld.com/industry-statistics/number-of-businesses/generic-pharmaceutical-manufacturing-united-states/

2. Medicine for Europe:INDUSTRIAL POLICY. https://www.medicinesforeurope.com/key-topics-industrial-policy/
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ITUYIEREmEFRIRE L ZERRICIZANTNS: FDA

o J1rUWIEREMMAFEIEEDITHDERLZ RHIE -
(Generic Drug User Fee Amendments : GDUFA) R&

v MR IRIYIEZES(Complex GE). J7—AM 1Y (First GE).
FREEIS 1Ry (Competitive Generic Therapy : CGT)REDRFEZIE.

v S1AWIEZERBARHIRESRGBEFEODOIGDUFARIERAZE IO 3 A ],

US. Food and Drug Administration, Office of Generic Drugs: Office of Generic Drugs
2023 Annual Report. https://www.fda.gov/media/176440/download?attachment
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1. European Commission: Reform of the EU pharmaceutical legislation.
https://health.ec.europa.eu/medicinal-products/pharmaceutical-strategy-europe/reform-eu-
pharmaceutical-legislation _en

2. European Commission: HERA launches the Critical Medicines Alliance to tackle shortages of
critical medicines. https://health.ec.europa.eu/latest-updates/hera-launches-critical-medicines-
alliance-tackle-shortages-critical-medicines-2024-04-29 en 20




— et EiE AN EEBKLE P-Cubed

FDALEMA(IS TR UY I EEmBAFEIEHE T F2RiEMN

FDA/EMA : MRS 1rRUyIICHTHAATRIFRE (PSA) JOJ3A

FDALEMAIZ. 202149H.

BEHLRS TR/ )\ ATV REEZDIZHD

WifTRIZZBNS (Parallel Scientific Advice : PSA) @
10Oy hJ0J 35 L%FA,

> BRI IrUvIEEREmR (Complex Generics) B
R TY . BEH . KIERRES. B, 1855 ENMEMHRER
ma(FDA).

> J\(JUyREZS (hybrid medicines) : BE#F¢
DB BRRERER DS BSNIEFL LT — A0 5 ([CAKTF
93EEmM (EMA),

US. Food and Drug Administration : CDER’s OGD and EMA's Parallel Scientific Advice Pilot Program for Complex Generics Works
to Increase Harmonization and Bring Generic Drugs to Patients. https://www.fda.gov/drugs/our-perspective/cders-ogd-and-
emas-parallel-scientific-advice-pilot-program-complex-generics-works-increase 21




— gt EiE AN EERKLHE P-Cubed

NIVATT - TASATAICHII BT IRVY I EREmERIRER

IRV IEERERDRFNDE(EEERMBER L. ERELTEDDSHSHIE

= DT STRIWIORT LTy T, R A BREREDRANT ), FRE - BSERH ORI

= ARSVYUTA - DTRWT - S ITNCHOBTZIRR [ REEISH AL RAN LT 058(E
(EVEREHITh RSN 2 K anz tHFRICTEERIT . RFELMHE)

= Fetie i n 2B EIC T BmF N bOZI‘RE, BARS IRy I1EOT O/

» (BEDBEOBRIOaEMSE - FidEhEkE

22



Key Take Aways

HEFnhizE
RN [CHRERBUARY

ERERE.
AT=V7YI Kt AR

IIRUYI mEFHR(E
[FEEED I BIESE

EXRIRED TS FTE

— et EiE AN EEBKLE P-Cubed

> B IR ERMIPFRICLSFRIREL IS 17
> ZIEEROHENANECINZ. RN E
> % B OHFE ARSI D1 5H

> BARTO#ETEDORE (. RT =L 7Y THIGADFAMT A E
> mE - RERBEOR PN BEBRERT =V 7y T L3S D5t L - 18R]

> FEEFDEEZETE, HIBPRAMOMHTALZBERETDIM ZAXUY MR
> REBE(C\mBZRM IR/ NIy I OFHE [ BT IESRAET I BIRE
> NEBZIERCIRFREO VDR - B (LIFIREN

» BT ATAEARINYYTA - STIRIWIDRRZIZA~TO—)VUEAD S FUABEE
> KBRS ZIRRZRB RS DR IRIEIMEFETEIRI AT
> B IF O OFEI L. B R

23



— gt HiE AN EZFEBKLE P-Cubed
D D D

E . R—AR—-ITiBIMREIBIRICO VTR
https://www.pcubed.jp/ 24



