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Abstract

Through applications in medical, food, agricultural, industrial, environmental
and other areas of the economy, the biotech industry has become a new emerging
industry. Along with the application of emerging technologies, the integration of
cross-domain technologies as well as the development of innovative technology
platforms have led to the diversification of biotech products. In addition to
promoting development of the biotech industry, biotechnology can advance the
treatment and prevention of diseases, provide a stable food supply and an endless
supply of energy derived from biomass, prevent pollution and reuse waste. Such
versatility in the roles of biotechnology contributes to the nation’s economy,
national security, medical care, environmental sustainability, and to the country’s
goal of achieving net zero greenhouse gas emissions by 2050.

Commercialized biotechnology applications have ushered in the creation of
new companies as well as incubating new emerging industries. Aiming to take
advantage of the opportunities of these emerging industries, nations have identified
biotechnology as a key focus. They have invested resources and laid out a blueprint
for its development, aspiring to accelerate the establishment and development of
the biotech industry and to make into a core industry driving national economic
growth. Taiwan has identified biotechnology as an emerging technology and has
successively drafted various biotechnology policies to establish a good
environment for investment, thus drawing companies into investing in the biotech
industry, which in turn has spurred the development of related industries, filling
out a complete supply chain and accelerating development of the domestic
biotechnology industry.

Taiwan has developed specific measures to promote the key components
required for development of the biotech industry including financing, technology,
regulations, talent, incubation and clusters, including complete technology transfer
mechanisms for academic and research institutions, clinical trials and field
experiments which meet international standards, product launch regulation that
comply with international standards, professional mass production and
manufacturing clusters and a variety of market expansion systems which allow
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contract manufacturers to continue the development of new drugs, innovative
medical devices, and animal vaccines through technology transfer and
authorization to market globally after obtaining product approval. These
measures have enabled Taiwanese biotech and pharmaceutical brands to gradually
emerge in the international pharmaceuticals market. They have also attracted
international biotechnology and pharmaceutical companies and domestic industry,
academia and research organizations to cooperate in technology, clinical trials and
marketing, building momentum for the future growth of the biotechnology
industry.

The COVID-19 pandemic continued through 2021 and the demand for
epidemic related products continued to grow. A domestically produced COVID-19
vaccine obtained emergency use approval from the Food and Drug Administration
of the Ministry of Health and Welfare in time for domestic use. Demand for
immunity boosting health and nutritional foods continued to grow, driving
increased business scale of the domestic biotechnology and pharmaceutical
industry. In 2021, the turnover of Taiwan’s biotechnology industry was NT$ 666.5
billion, an increase of 10.9% over 2020. In 2021, private investment in
biotechnology continued to be active with investment reaching NT$ 60.895 billion,
exceeding NT$60 billion for two consecutive years. By the end of 2021, there were
128 biotech companies listed on the OTC market, with total valuation exceeding
NT$1 trillion.

In 2007, Taiwan promulgated and implemented the “Act for the Development
of Biotech and New Pharmaceuticals Industry” which was implemented through
the end of 2021. On January 18, 2017, Article 3 of the "Act for the Development of
Biotech and New Pharmaceuticals Industry” was amended and announced, adding
new scope to its application. As of July 2022, the number of approved companies
had reached 166, and the number of approved products had reached 438, of which
72 products have been approved for market release by both domestic and foreign
pharmaceutical regulatory authorities, further expanding the business scale of
Taiwan’s biotechnology industry. Before expiration of the implementation period,
the Ministry of Economic Affairs (MOEA) proposed and approved an amendment



taking force on December 30, 2021. The MOEA extended the implementation
period through the end of 2031 and renamed the act: “Act for the Development of
Biotech and Pharmaceutical Industry.” In addition to adding provisions for new
dosage forms, digital medicine and innovative technology platforms dedicated to
biotech and pharmaceutical Industry, this amendment also adds a type of biotech
and pharmaceutical company entrusted with development and manufacturing to
encourage both R&D and manufacturing. Several tax incentives were also added to
encourage manufacturers to invest in the development and launch of biotechnology
and pharmaceutical products. The biotechnology and pharmaceutical industry is
expected to become the primary industry driving Taiwan's economic
transformation.

With the global advancement of medical technology and treatment strategies,
including chimeric antigen receptor T-cell therapy (CAR-T), antibody-drug
conjugate (ADC) drugs, cell therapy and gene therapy are now used in the
treatment of diseases. Integration, development and application of cross-domain
technologies is the future of treatment. In particular 5G communication networks
will significantly shorten the time required for data transmission and accelerate the
interpretation of data. Artificial intelligence, big data, and machine learning
technologies are used extensively in the development of biotechnology and
pharmaceutical products, promoting precision medicine and digital medicine which
improve the ability to interpret diseases and are more conducive to the
development of disease prevention and prognosis products.

In recent years, Taiwan has actively promoted Taiwan’s Precision Health
Industry policy, applying the two programs: “The Biomedical Industry
Innovation Promotion Plan” and “The Public Private Partnership for Precision
Health” with Taiwan’s biomedical industries as the core, backed by Taiwan’s
medical and ICT industries together integrating resources. Through
deregulations, fostering innovation, internationalizing talent -cultivation,
introducing Al, the Internet of Things, 5G mobile communications and other
digital technologies, integrating cross-disciplinary technical cooperation, the
foundation and forward-looking technology for a health care database is



established. In addition to taking into account transformation of the original
areas of pharmaceuticals, medical devices, applied biotechnology, health and
well being and other related industries, the government is also more involved
in guiding the development of emerging industries, including digital prediction,
prevention, diagnosis, precision medicine, regenerative medicine, and smart
medicine. The primary focus of future advancement will include the three laws
on regenerative medicine, completing the management structure for technology
implementation and product preparation, as well as setting of sub laws of the
“Act for the Development of Biotech and Pharmaceutical Industry” to inject new
momentum for growth of the biotech industry; promoting the synergies of
Bio-ICT — Biotech and ICT to introduce digital empowerment, smart technology,
develop digital medical systems, smart hospital passports, and telemedicine
services to facilitate local convenience and intelligence of medical care; Integrating
Taiwan’s ICT hardware and software strengths, public-private partnership will be
leveraged to build a healthcare database and value-added applications, deploying
forward-looking technology platforms and introducing key manufacturing
capabilities, total epidemic prevention and control, building out Taiwan's
biomedical resilience, integrating global supply chains, and enhancing international
competitiveness in the industry. The industry will spur innovation, establishing a
brand image for Taiwan, providing better quality of life, improving the health and
well being of the nation’s people and realizing the vision of health for all ages in
2030.

The 2022 biotechnology white paper is organized into six chapters: 1)
Introduction, 2) Development Status of the Biotech Industry, 3) Policy Planning
and Implementation of the Biotechnology Industry, 4) Analysis of Key Issues in
the Biotechnology Industry, 5) Key Points and Development Prospects of
Biotechnology in Taiwan, and 6) Special Topics. Different from last year, the
second chapter adds the commissioned development and manufacturing
organizations (CDMOs) market and the precision medicine market. Furthermore,
The special topic of this year is “Enforcement Effectiveness and Promotion
Planning of the Act for the Development of Biotech and Pharmaceutical Industry.”
It examines the effectiveness of the implementation of the act for the development
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of the biotechnology and pharmaceuticals industry and through a benefit analysis,
showing where development of Taiwan’s biotechnology and pharmaceutical
industry might be strengthened. The special topic reviews global trends in
biotechnology development as well as innovative application areas, enacting a new
generation of regulations. At the same time, incorporating manufacturing into
developing R&D to achieve equal emphasis on R&D as on manufacturing,
integrating emerging technology projects and adding tax incentives were also
discussed. All these efforts are expected to accelerate the development of Taiwan's
biotechnology and pharmaceutical industry.
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Chemistry, Manufacturing & Controls

2L ARBE

Contract Manufacturing Organization
im%ﬂﬁﬁ%%ﬁ B A BLPRIZ P
Centers for Medicare & Medicaid Services

2 ARFFY ATFIREER L TP
Clinical Proteomic Tumor Analysis Consortium
HEIRAEUTROEP 2 EH A7)
Clustered Regularly Interspaced Short Palindromic Repeats
%3P ]

Contract Research Organization

L FHRBE

Contract Sales Organization

i 454

Cadmium Zinc Telluride

RPN ok - L

Development Center for Biotechnology
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DDTs

DG SANTE

DMF

DNA

DTHC

EBM

eCTD

EGFR

EHR

EMA

EMBC

EMBO

ER

ERA

ESAs

EUA

FBDD

FDA

FFTC

FIRDI

FSH

G-CSF

FrE$1:
Drug development tools
L ESRL 2HE
DG Health and Food Safety
RALE L%
Drug Master File
§FPRRR
Deoxyribonucleic Acid
[ 3 Ak Sl
Digital Transformation of Health and Care
FEFE
Evidence-Based Medicine
THE e @
Electronic Common Technical Document
2hmed EFIT BB
Epidermal Growth Factor Receptor
R+ R REIRIE
Electronic Health Records
R ? FREmEh
European Medicines Agency
BALF LR
The European Molecular Biology Conference
LN e R
The European Molecular Biology Organization
vk % 1
Estrogen Receptor
WAL %
European Research Area
w3 A R
Erythropoiesis — Stimulating Agents
& i
mergency Use Authorization
AR B R enERH RS2
Fragment-Based Drug Design
LR 2 X §-V
USA Food and Drug Administration
T Ay Rfms By
Food and Fertilizer Technology Center for the Asian and Pacific Region
Rz A STl $8EBFET 9
Food Industry Research and Development Institute
it Feh
Follicle Stimulating Hormone
kG 3R RE FI S
Granulocyte Colony-Stimulating Factor
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GARA

GCP

GDP

GDPR

GEBV

GFRA

GIST

GLP

GMLP

GMP

GTP

HCA

HGP

HHS

HIV

HMP

HPIAA

HPLC

HST

IBD

ICCR

ICH

RRANBERT LY

Global African Swine Fever Research Alliance
Good Clinical Practice

Rp22L%

Gross Domestic Product

TR - SR AR R

General Data Protection Regulation

AFIRT AR

Genomic Estimated Breeding Values
THEFTHME

Global Foot-and-Mouth Research Alliance
PR AT e

Gastrointestinal Stromal Tumor

Brler @b ldp Tt lfF(BARRTHFTRFP)
Good Laboratory Practice
BEFVARBLERZHAR

Good Machine Learning Practices
FipLlsnp

Pharmaceutical Good Manufacturing Practice Regulations
A B R AR ITR

Good Tissue Practice

A R4

Human Cell Atlas

¥ St T

Human Genome Project

2 RHFEL B QLR

U.S. Department of Health and Human Services

A B B B £

Human Immunodeficiency Virus

SR e ol Ak

Human Microbiome Project

RGN AFTEER

Health Insurance Portability and Accountability Act
® PR AR K 47

High Performance Liquid Chromatography
LATEFRAFHESL T

Health Smart Taiwan

LB E AR

Inflammatory Bowel Disease

R 1 i 5 1E 6 3K

International Cooperation on Cosmetics Regulation
B R R §

The International Council for Harmonisation of Technical Requirements
for Pharmaceuticals for Human Use
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ICT FRELcHHE
Information and Communication Technology

IDE FREHRA R 3
Investigational Device Exemption
IND AETRR R 3
Investigational New Drug Application
INER Frctrh+ 2 R g oA g T
Institute of Nuclear Energy Research
IPC R% %48
International Patent Classification
IPM FE2FFEER
Integrated Pest Management
IRB A% L R €
Institutional Review Board
IRRI R%E Rk 2 g o7
International Rice Research Institute
ISAAA RE R 4 EHR* R
International Service for the Acquisition of Agri-Biotech Application
ITRI e N - ) 23
Industrial Technology Research Institute
KRAS X EHEBRESHRATIF R
Kirsten Rat Sarcoma Viral Oncogene Homolog
LDTs A ¥R R EIRIEE Ly 5
Laboratory Developed Tests and Service
LEAP #LAFZ B3 F
Learn.Explore.Aspire.Pioneer
LVO i FrEE
Large Vessel Occlusion
MDR FREWZR
Medical Device Regulation
MHLW PAEREFEAY
Ministry of Health, Labor and Welfare
Mhp R KO
Mycoplasma hyopneumoniae
MIRDC PREAEBELERTFER <
Metal Industries Research & Development Centre
MOU L% 3
Memorandum of Understanding
MRCT B % 2k 2%
Multi-Regional Clinical Trial
MRI Pirh % R
Magnetic Resonance Imaging
MSC R iz e

Mesenchymal Stem Cell
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MSNs

NAF

NBRP

NDA

NfL

NGS

NHRI

NMPA

oCT

NSCLC

OECD

OIE

ONC

PCR

PCT

PCV2

PIC/S

PITDC

PLA

PHIN

PMA

P It ROk R

Mesoporous Silica Nanoparticles
PE B RS

Nucleotide Archival Format

e el 2 ol I

National Biotechnology Research Park
ATELS Y G

New Drug Application

A E g

Neurofilament Light Chain

I RAFER

Next Generation Sequencing
MRZARARFLFAL IR

National Health Research Institutes

R RESEEE Lk

National Medical Products Administration
L E B A

Optical Coherence Tomography

2] S e W R

Non-Small Cell Lung Cancer
EREEEFRE 2N

Organization for Economic Cooperation and Development
R E L R

World Organisation for Animal Health
AR RFL TR I3
Office of the National Coordinator for Health Information Technology
REpd g E R

Polymerase Chain Reaction

A H1 LTIy

Patent Cooperation Treaty

BRRA

Porcine Circovirus type 2
RZFFSAERG R

The Pharmaceutical Inspection Convention and Pharmaceutical
Inspection Cooperation Scheme

PG A FRL R
Medical and Pharmaceutical Industry Technology and Development
Center

R

Poly Lactic Acid

4 ?%‘ 3 QLR

Private Healthcare Information Network
13 g

Premarket Approval
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PMDA PAFRESFRBEFE P
Pharmaceuticals and Medical Devices Agency

PMPF B SR G HRIR S

Post Market Performance Follow-up evaluation report
POCUS FHITERELI R

Point of Care Ultrasound
PRIME B g L e

PRlority MEdicines
PRLT PSMA 3k 1 F e te i ¥ 4

PSMA-targeted Radioligand Therapy
PRRSV REIAZEREREpGEHEES

Pig Reprodutive and Respiratory Syndrome Virus
PRRT VPR X R AT b ARy

Peptide Receptor Radionuclide Therapy
PTH B 7R ”$>}§f‘?

Parathyroid Hormone
RMAT P4 FR LR

Regenerative Medicine Advanced Therapy
RNA PR

Ribonucleic Acid
RPM R & E R

Remote Patient Monitoring
RRF WEARA S

EU Recovery and Resilience Facility
rt-PCR TEREPFEEF R

real-time Polymerase Chain Reaction
RWD/RWE ERE R iors

Real World Data/Real World Evidences
saMD B EH

oftware as Medical Device

SBIR TAEFRATFE R

Small Business Innovation Research
SDG AEEE P&

Sustainable Development Goals
SMDC b EFERA AN

Small Molecule-Drug Conjugate
SMG P RR 36

Mono-GIcNAc-decorated S protein
SMO TRk @Y B

Site Management Organization
SNP Eyps il

Single-Nucleotide Polymorphism
STB PALLRPREHASRIL A5V E

Stanford-Taiwan Biomedical Fellowship Program
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TBIA

TCGA

TFDA

TFF

TGA

TNF

TSHA

uDlI

UHC

VT

WHO

WTO

A AL S
Taiwan Biotech Innovation Academy
AFIWE# 4

The Cancer Genome Atlas
LRI e R EF P Y
Taiwan Food and Drug Administration
SRR Wl ¥

Thin Film Freezing
ﬁﬁ?%*&%ﬂ%

Therapeutic Goods. Administration
T SR

Tumor Necrosis Factor
FATEFRAME P ERFHNZ
Taiwan Smart Healthcare Alliance
FREHE- 94 0

Unique Device ldentification
AR RE

Universal Health Coverage

SN FeXSF 5 F

Ventricular Tachycardia

7 Fd B

World Health Organization

v RhF AR

World Trade Organization
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NP st 2021 £ ATRE S HHECY L 142 v £ A0 B 8 2019 E h1.27
CE At s g E 1251% 0 H ¢ & F) COVID-10 4p B jo i 5 4 chd B4R
{37 A2iE 1,000 fa £ = e B4 5 2021 & 2IREF R B4 IS K 7]

MER BTN T RERZR-FR &2 517 )p A~ £ 132
BT A A2 AR RO 2021 EenBE RS ERHEG L 105V E A F 2ThE
S B T73.79%; 1P WA T d R Z BRI O B RATED 352021
EERD RN 3542 mE A0 O 2R ERD B0 2488% 0 1 KA ER
R HEZH LIS 100 mE A ) 1.33% 0 4ok 2-1475F o

3¢ 2-1 2021 ERIRE P E RIS
B : @R %

By 2021 # 4 & 47 2017~2021 # CAGR 2022~2026 # CAGR
e R 10,504 4.9 25-55
s 5,804 49 25-55
SET R 2,097 48 3-6
-p & 854 -0.5 (-2)-1
ATEF F W Fe 3,542 7.8 5~8
57 1 R R 190 0.1 25-55
&3 14,235 5.1 3-6

Fif&E : CAGR : B &4ERFEE (Compound Annual Growth Rate) °
ZRIAE : The Global Medicine Spending and Usage Trends, Outlook to 2026, IQVIA, 2021 & 12 H -

5 IQVIA 2 P s 45 & 0 T 13 2026 4 2k = X s v EA 6 L
B E s LRI IA R L Y F o dod 22 40T o Rt BUREFAIRTR L P
B o 3 #0 9~12% g £ & £ K 4e > 2026 # B B0 F) 3,060 1B
F Ao ARFHIRZ DAPM A A L E R OPE T o J A pA R Y #
TR S RS FRA I I A KD E B 6~9%4F & & K S
be > 2026 # FE P AT FAEET) 1,780 mE oo ¥k o L BEH BTl
6~9%:i4f & £ & £ K chid B K 40 3F 5 2026 £ B BT Z R 1,730 R E Ao
T oo pupta B B LFAPM A S G R e 0 5 WO R ¥
AMEEXLE I AR P AR AR EaF & &L 55 8~11% - 2026
£ FRAET) 870 E oo
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% 2-2 2026 F2ERATT AR REE T RE s
B : T %

o AF 2026 2022~2026 # CAGR
RGN X1
Oncologics( e * %) 3,060 9~12
Immunosuppressants( & % 1] 4() 1,780 6~9
Anti-diabetics("# & #& * #) 1,730 6~9
Neurology(#! 57 ) 1,510 3~6
Anticoagulants(FiE o ) 870 8~11
Cardiovascular(:s x - * %) 870 4~7
Respiratory (= = * ) 710 5~-8
Pain(7 7 * ¥) 700 6~9
HIV antivirals(HIV #up 4 % #) 450 3~6
Antibacterials(¥ejF * ) 410 2~5

FRIARIE : The Global Medicine Spending and Usage Trends, Outlook to 2026, IQVIA, 2021 # 12 H -

RIpREER S NEF T A 32021 £ 23k L A BN E LA LR
4ok 2-3 #17 o B¢ COVID-19 4p M 2 F.cngd & 2w kg ¥ > & §% Pfizer 2> 2 &2
BioNtech 2 7 & (£ [ 4 ¢h* »+ 38 » COVID-19 sz 5~ Comirnaty®> — # £ = 2021
£ LI A 4 8 3piE 7] 40341 iw % ~ oA Moderna 2 7 ¢ COVID-19
# 5 Spikevax® > 4 G 3F 7 iE F| 176.75 & > A $ = % 02020 & F R4 8
3% — % AbbVie 2 2 2 5 Humira® > 825 42 4 4p :w[ig%r-pmu,i » 2021
#1m0220694 BE A mEEZ L AL 3.46% - ¥ ¢t s BMS 2 7 4r Celgene
N g T’FF’“@T‘;;:}% 53 M & %R o Revlimid® > £ 3 'Jiﬂilﬁﬂ 2 BEME L
F 3 0.68% A xxgw L
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2 2-3 2021 FEERRAT-A MRS R E A

BT : @R %
M EIRTF H Agg R 2020 # 4 | 2021 & [2020~2021 & = A5
L3 X1 & F X3
Comirnaty ) 4 4
(Pfizer/BioNtech) COVID-19 2.71 403.41 14,785.98 | £ 4~ % &
el A SN I - J
Humira(AbbVie) JE S FCRES 2 E Al p B 198.32 206.94 346 |2 ¥ E 5
SR E LR

Spikevax(Moderna) COVID-19 2.00 176.75 8,7375 | 4 ¥ & =
mgﬁd; o) W2 E R 14380 | 171.86 1951 | 4 4 # &
Eliquis  (Bristol-Myers | . ... . . Ao
Squibb/Pfizer) gk A 141.17 167.32 18.52 | /| & + %
Revlimid (Bristol-Myers | , ¢ .4 & pe. Ao
Squibb /Celgene) K L et i i vt 121.06 121.89 0.69 || #+ #
Imbruvica (AbbVie/ | ., .. . DN
Johnson & Johnson) = 84.30 9r.77 15.98 |}~ = &
Eylea (Regeneron/ DIERE S LECALE TR Y3 o
Bayer/Santen) e rggE e % (RVO) 83.60 92.35 1047 | 2 4 % =
Stelara(Johnson &
Johnson/Mitsubishi FoRERE 79.40 91.34 15.04 | 4 ¥ # =
Tanabe Pharma)
Eé'i‘;ﬁ[:gge"ead HIV 726 86.24 1879 |}~ %

BRIRI : FAFEH - BARKPREUTAMRITEIIBRRRELRRT » 20224851 -

COVID-19 % 823k & ﬁ]%”ﬁ“h FM A RO SR T X E SRR

T B PR F o A RFEL FRMPAE S il R TIHE -

2021 & % F] FDA % ¥ =iz T4 7 ¢ « (Center for Drug Evaluation and Research,

CDER)¥: /& % 2 37 2 B £ 5038 > 4ok 2-4 %757 ; m A P W R=G BFF Y

# . (Center for Biologics Evaluation and Research, CBER) 7= % ;& 10 38 ‘m %2 ;5 F ~
AFHRE LT EASED o

iR r“"’50 ﬁ_'ﬁ’ég“ CiRIGRARE RS OCRET G AR FREAE Y
§30% BRSPS 0 95 10063 WA AE v ARG 4T
RIS TN ST C T T

b

2021 & % ® FDA 128150 55 374 ¢ > 5 27 S ATH 5 FlrSt-in-CIaSS A &
Bk FTE R B 54% 0 FTR B S N Ao F R enE bk 3 3 2 (Fragment-Based
Drug Design, FBDD) &t #78 # 1+ g A 4ofi e & 5. - ¥ *h > (& .F'#a‘ruj,ﬂ 2 E
Biogen 2 7 B % :h Aduhelm®% % — 38 /5% P %% B chdkl 2 7 5 BioNTech
2 7 ¢ Pfizer 2 @ & iv@ % * 35 1 COVID-19 <7 mRNA # 3% Comirnaty® » %]
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MRNA %

£ 8 1B NHT

:}’»’P—F},“ IJ éfflj )
BB
B R & BLp

KRAS)# % & %

H %‘gﬂ #2 Carmot 2> @

L o Al Fﬁ‘rkg Lheo P ogBeid

£ 12 " 2R FDA 8% & * g > P RFG

; Amgen = @ TR R 2.

£ T/F”f'lq* H FBDD # #5 KRAS GlZC EEEH

*#?:}'i&g%gg—?ég%%@ % fenz PR L REB PR RS TR
/J%a* 7% 78 F1 F k47 (Kirsten rat sarcoma viral oncogene homolog,

T 2k Bristol-Myers Squibb(BMS) = #

Lumakras® 75

RS> FR 2020
ERCE £ ¥ Fé%?rﬂ*i = 2021

i KRAS G12C

B e Abecma® 5 -

344 B e s %‘c Fuk (B-Cell Maturation Antigen, BCMA) s CAR-T ‘m?z 5% A
&0 B 27 Bluebird & & & (T 3 > %38 MR 90 3R CAR-T wbe B2 ¥ ¥

LR A S EBMS 2 @33 2 B2 B CART wmie inf A & o
F 2-4 2021 H£EB FDA it bz ¥
Bt REF § R i 20
Adbry LEO Pharma - AN FiC
Aduhelm Biogen/Eisai P s B FIiC,F P A
Amondys 45 Sarepta B X S O, FPA
Azstarys Commave Therapeutics AR A RGER R
Besremi PharmaEssentia oo WM SR FiC,0
Brexafemme Scynexis HF A X FiC,F, P
Bylvay Albireo BRI FiC,O,F, P
Cabenuva ViiVv HIV-1 F P
Cosela G1 Therapeutics " FiC, B, P
Cytalux On Target Labs S R - FiC,O,F, P
Empaveli Apellis "R R R FiC,O,F P
Evkeeza Regeneron o g FiC,0,B, P
Exkivity Takeda T O,FB,PA
Fexinidazole Sanofi/DNDi B PR o,P
Fotivda AVEO TR
Jemperli GSK/AnaptysBio + 7 PR B,P A
Kerendia Bayer AT R FiC,P, F
Korsuva Cara Therapeutics B RRE FiC,B,P
Leqvio Novarits/Alnylam % i YRR FiC
Livmarli Mirum BB IE O,B,P
Livtencity Takeda Elofmhd g4 FiC,0,B,P

#F ¢ FiC : First-in-Class 5 P : Priority Review ; F : Fast Track 5 A : Accelerated Approval 5 B : Breakthrough
Therapy ; O : Orphan Designation °

ZRIRIE - 2H FDA, 20228 1 8 -
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3% 2-4 2021 HEEE FDA 1%t F iz $rEE ()

iRk RER R gL
Lumakras Amgen T FiC,O,FB,PA
Lupkynis Aurinia FE TN FiC,F P
Lybalvi Alkermes 2R
Nextstellis Mayne v PR E #
Nexviazyme Sanofi Be bR O,FB,P
Nulibry BridgeBio dp o pE k- 2o A A FiC,0,B,P
Pepaxto Oncopeptides R e R v O,P,A
Ponvory Johnson & Johnson s X ey L
Pylarify Progenics w7 Ul B R P
Qelbree Supernus A 4 k3
Qulipta AbbVie T B
Rezurock Kadmon BEBE T LR FiC,0,B, P
Rybrevant Johnson & Johnson 2Lt T FiC,B, P A
Rylaze Jazz TR e T R O F
Saphnelo AstraZeneca - s R FiC, F
Scemblix Novartis 0o O,FB,PA
Skytrofa Ascendis R o @)
Tavneos ChemoCentryx EA-IRS FiC,0
Tepmetko EMD Serono ENG AL O,P,A
Tezspire AstraZeneca/Amgen F v FiC, P
Tivdak Genmab/Seagen + ¥ B FiC,P, A
Truseltiqg BridgeBio e O, FPA
Ukoniq TG Therapeutics p 7 Il 0O,B,PA
\Verquvo MercK & CO./Bayer e B E B E FiC,F, P
Voxzogo Biomarin % T FiC,O,P A
Wyvgart Argenx &g s 4 FiC,O, F
Welireg Merck & Co. Heig g i 3 (VHL) FiC,0, P
Zegalogue Zealand Pharma [
Zynlonta ADC Therapeutics T R FiC,O,P A

& : FiC : First-in-Class 3 P : Priority Review : F : Fast Track s A : Accelerated Approval ; B : Breakthrough

Therapy ; O : Orphan Designation °
BRIRIR - £B FDA, 2022 1 F -
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FRFDA G4 ATE 3 » X HBREF LA REF 0 F I ET A
#¥% o ¢4 F LA Jp(x Fes 2% Orphan Designation - 4p 3% 5 s & F #° % 20
g A) -~ B-i# # A (Fast Track) ~ & s 4% /2 (Breakthrough Therapy) ~ &£ % %
(Priority Review) 2 4vi# % % (Accelerated Approval) % » f§ i* & 4ei# 372 % 4 - E
FrEE LR P AR —"ﬂé’%ﬁcﬁ%ﬁﬂ;‘;% B 102021 & %8 F B cnb0B ATE R
42 FRTHE S S EE x+ B - BRI SEA D AP EFARARKTHR AT 26
Ik 52% ; EE RBE R ER TS 28% 5 EE lﬂ»i%ﬁ % b 68% ; JEF
PEFapHhd 36% EFSEHATROL 28% -

PHRIERFRFINVNBEESAEBRFITLIATE LS 2 p 5 3 430 %
B 2ibht BR S Boreng AP £ K %3 & ARE
# % F FDA S AT 3 ¢ 3 ri RIS o AR e {1t
THBRRS P AR 2021 £ 2K FDA % a7 7 a3t P > B3 R
- B AR RED 4338 > G &R B 86% 0 & B 3 2020 £ 1
75% -

FRFDAFHF LA REFRELPIEE 25 »nchinf > %30 2022 & 5
U fedsbeid F LB B (Accelerating Rare disease Cure, ARC )3 P » 53 % &
M o 8 B £ B FDA #4325 T4 5 ¢ < (CDER)F R » F L e b
%4 —\l—fr-iﬁ:‘)ll ~ ELBS ?L;‘K}ﬁf’—fr‘eg‘?}a’v .Qq.g»ﬁ;fi;ﬁﬁ A ey EL:}i:}?ai‘;:}ﬁf‘%
ER 2R p G bt:_-Fﬁlf‘/};qp\ kR F axb.y,i@’gﬁiﬁzﬁfg;;%ﬁﬂﬁg‘g
CDER ehg &30P ifdd & (F M o 7 GE & F LB hin ke § & o REBARIRT
FHAREIBHL RN AP E TR DA AT A
BREFBEPROfEAS K BAZLARBEE AR LDFRF K

2021 = w P ¥ % 5. ¥ 1 % (European Medicines Agency, EMA)4z & + #
(recommended for approvals) sr#7# i $| 53 58 > #& 2020 & =739 38 3 4r 35.9% >
4o 2-5 9757 02021 EAw R b B ARTE > Uikt Bk o X312
= %2> COVID-19 2 #4 - 33 7TH # ghpp 58 £ JA\#%"»;L?
w s NE s B /&/&‘F\A\;M\g 7T‘L‘};‘\)%‘% ~ A S BR %5 fij‘{ R
EMA fa g2 & a3 g 25 1978 o

BB EMA S BB 7 s d Pl Brolpd s e G A5 BAE
FERBE o NEFEATESL B 2 F hEAR > 2021 EERILE L D ORTES 5 13
IEZ?]Q'}IM—I’L’P‘/H ‘4 ‘é‘é J}'i‘lil‘l**/ﬂ‘SIE‘Zél ‘4E1§%§ 61?2%]4!%%’;4&}}7’
TR
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3 2-5

2021 R EMA e Iz 9rsg

P&E RER R
Abecma BMS/Bluebird Bio s X el & vt
Gavreto Roche 2Eo] e T R
Jemperli GSK/AnaptysBio + MR
Lumykras Amgen i
Nexpovio Karyopharm Therapeutics el i v
Padcev Astellas/Seagen 55 B fip
Pemazyre Incyte R
Qinlock Deciphera B ERER
Rybrevant Johnson & Johnson 2E ] e 0
Tepmetko EMD Serono 2] m e W
Trodelvy Immunomedics = 5k
\oraxaze BTG International bkl 3 2i¢ = methotrexate & ##
Byfavo PAION Netherlands 47 % A
Evrysdi Roche ¥R E SR
Koselugo AstraZeneca I P
Skysona Bluebird Bio S RRAT L ORGY TR AR
Wyepti Lundbeck T BE R ‘
Saphnelo AstraZeneca T R
Tavneos ChemoCentryx R
\Voxzogo Biomarin %R
Lonapegsomatropin  Ascendis . ,
Pharma Ascendis R o FUER 3
Ngenla Pfizer FEEEHLIR
Sogroya Novo Nordisk dE R LR
Yselty ObsEva + F VU
Bimzelx ucB 82y E
Cibingo Pfizer A E K
Klisyri Almirall Y E T
Brukinsa BeiGene b
Copiktra Verastem R
Evrenzo Fibrogen/AstraZeneca BT HR
Minjuvi Incyte Vo
Oxbryta Global Blood Therapeutics |47 ki =%

ZRIRYE : BREH EMA, 2022 £ 1 H -
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3 2-5 2021 B EMA HEE i 2 388G 1)

P&t RER @R
Enspryng Roche A SR B R
Uplizna Viela Bio AR SRR
Artesunate Amivas Amivas D
Tecovirimat SIGA SIGA Technologies TR 2R
Apexxnar Pfizer TR
Vaxneuvance Merck & CO. 4Tk
COVID-19 Vaccine Janssen Johnson & Johnson COVID-19
Nuvaxovid Novavax COVID-19
Regkirona Celltrion Healthcare COVID-19
Ronapreve Roche/# 24 =~ COVID-19
Spikevax Moderna Biotech COVID-19
Vaxzevria AstraZeneca COVID-19
Xevudy GSK COVID-19
Kerendia Bayer LR
Vazkepa Amarin S
Verquvo MercK & CO./Bayer  |fufd %% =B K 1
Evkeeza Regeneron [ AEE
Imcivree Rhythm 37 AL
Drovelis Gedeon Richter WA
Lydisilka Estetra A
Ryeqo Gedeon Richter + VU
Bylvay Viiv HIV-1

2RIk IE : BREH EMA, 2022 4E 1 H -

¢ * COVID-19 &T‘H‘L VE RE2RUEFPHELH GG 7R 44;
LFEQ O R TRA %ﬂé*mmﬁ 452021 & p3pE L A WELP
Lok 26 277 o H t‘ Pflzer % B> COVID-19 # w Co mlrnaty 4
2 11812.88 i #

5 g g%ﬁd 2020 & 51419.08 B % ~ > + w:& 7] 2021 & h
E i) 95% > ¥ 21 2% - 0 AbbVie o 72 % 5-4) & 37 561.97 i #
8 % e BE o Merck 2 £ 3% 2021 # i (7 F ,zww R SN INCE ¥ I

e Evéc:\’ZOZlﬁmé%rrﬁ G3F % 42754 mF ~ > £ 2 d 2020 &
"5 7] 2021 & thE = 4o

Mér»
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Kot A WBE P NBERH LN F o w2 A ERHLFIZ RS
4 8 37 et G428 50% - 3+ Pfizer 2 @ ~ AbbVie 2 @ ~ BMS 2 # 2 Merck

1 ¢ BMS 2@ &t 5] 67% d iR R H - R oE R -
SRR S S T S SIS (L L
HpES SR frirwﬁs EH R R kY e R fa o g L A g g

N
E LTI
PR N
=3

\\\ gy

e mosh |
“‘:“

D ARERE 0 5 BCY AT 15% 0 I AbbVie  PFE F O f B R K
12.6% o
#*2-6 2021 FEZERETH RN FRETH
7 : @R
L BF *‘é-;ﬁii ¥iE | 2021 & 2021 & a4 B3
B3| HeyE | FEgERE
1 Pfizer iR 812.88 138.29 Comirnaty, Eliquis, Ibrance
2 AbbVie iR 561.97 70.84 Humira, Imbruvica, Skyrizi
3 Johnson & Johnson iR 520.80 147.14 Stelara, Darzalex, Imbruvica
4 Novartis miL 516.28 140.40 Cosentyx, Entresto Gilenya
5 Roche mL 494.96 95.40 Ocrevus, Perjeta, Actemra
6 Bristol-Myers Squibb ENY 463.85 113.54 Revlimid, Eliquis, Opdivo
7 Merck & Co iR 427.54 122.45 Keytruda, Gardasil, Januvia
g Sanofi - 392.86 65.12 Dupixent, Influenza vaccines,
Lantus
9 AstraZeneca R 374.17 97.36 Tagrisso, Vaxzevria, Farxiga
10 GSK 2R 337.00 72.58 Triumeq, Shingrix, Tivicay

HRRE : ZOFEH, 2022 F5H -

¥ IQVIA 2 8 eifip] > 2 TR EF 5 B A k5 & #1 3~6%:f & & & £
FH Ao TP 2026 EMET| 18V E A o HY FRE D A FXF|E LEZ A
##B W R X E R KA ol d 5 & 0 @ 2 B RP T
B LB FApn B E R @ > 3 FRHEE G i%ﬁ—w ;0 R K pEBE T AIRT
it s o X TS L ENTHEE D HR A FREE ] o A R BRfCLE
Bk DA S E o LR R A PRI R X & TR TR
#5 GlobalData = # 4% Jr}_ﬁ:F?)%‘ BB EALHN AT 0 B *‘f‘f*@*‘r‘ A i
BBl TS o ¢ FAFIMEY ~ R AR F SR A I EF R E
7+ F # 45 (Real-world evidence, RWE) sk * -~ & i & & iRI(Remote Patient
Monitoring, RPM) 5 H #sFF 3 22 g * % o
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i 5 GlobalData = & ¢
2-7 #1757 » r2 Merck = &

4 8 gpad T 31836 E A A & E gu E &
F 4 L aEens 4@ d BMS 2 2 4o Pfizer 2 7

Y/ N

Hr 4 %;L » Fp P 2028 & > 3R 4 8

,_,,.x.-

» o

Bz e Keytruda®£ﬂ %Zﬁﬁxrs » TE i 2028 -

f5 92% > %

HEFH E
& 1% @ dpuE s A Eliquis®

Al 165 B2 sl B AR S Lo HAF L ESRF L 02% 0 & 5o
~Heme? - Ri%ehA 5P o Sanofi 2"’F’“§’**‘?;‘{4‘)§£%1MR}*‘L
¢hi 5 Dupixent® > 3F e 2028 & sl & jE#-iE 16225 E o AL E AL &G
15.3% o % ** AbbVie 2 & B 4§ i 4R i e0F7 % Skyrizi® > % 2028 &% L £ &

S0 ERIA B GRS K +§}§i§xr§fﬂwi§ »2021~2028 & 2 ?;gﬁ;\nﬁ % 21.4% >

2028 & ehgl 8 3F#E 7] 113.88 E A 0 F 2 AT Humira® %)% 18 B % 7 45 4
FgF 8 4R -
R 2-7 2028 FEEREE W ET AR BEEFM
BA7fER5T
B A& ) 2021 & 2028 & 2021~2028
t 8% | FFRIHF L | CAGR(%)
1 | Keytruda Merck & Co 171.86 318.36 9.2
2 | Eliquis Bristol-Myers Squibb/Pfizer 167.32 165.00 -0.2
3 | Dupixent Sanofi 59.84 162.25 15.3
4 | Opdivo Bristol-Myers Squibb 75.23 14414 9.7
5 | Darzalex Johnson & Johnson 60.23 137.69 125
6 | Biktarvy Gilead Sciences Inc 86.24 127.30 5.7
7 | Skyrizi AbbVie Inc 29.39 113.88 21.4
8 | Ozempic Novo Nordisk 51.55 106.42 10.9
9 | Trikafta/Kaftrio | Cystic Fibrosis 56.97 105.23 9.2
10 | Prevnar
13/Prevenar 13 Pfizer Inc 52.72 99.69 9.5
ZERIKIA : GlobalData, 2022 45 A °
NTREFFILES G LE2 AP ELET ST RBILRPE R M

?\%‘3
A=
>

SR S i B St 5 RGE
PPN & S ST Gl R o 0 blde RS ML
%%i%z#ﬁwﬁﬁﬁi%%’%ﬁéwﬁﬁéﬁﬁ
}~ e o TR BN BB S R WHER - kg IQVIA



AP HT B 0 2020 & 23k p B S0 HAHEG S 3850 E A R
2026 & >3k 2 F 5P i%*ﬁuﬁt:%—‘i 716,220 % ~oAF & & 2 £ &6 9~12% >
BN E R B £ It >k E RS H33% 0 4B 2-1 P1oF e

2021 & % B FDA +7/8 14 78 2 = & &> ¢ 2021 # % &) FDA 78 3% 8
67’128% 0 222020 & proE Fqpke o (e B3 2019 £ 6220.83% 0 ¥ ¢ 0 B R
iR A TR R R e EASF AP UBTR FEAL Y '»(CBER)
2021 #7109 10 7374 5 0 ¢ 42 COVID-19 5 mRNA % 3 Comirnaty” ~ %
- & KRAS G12C #r+#]# Lumakras® (sotorasib) » ™ % % — 4 4+ B fmz & 3
Fh (BCMA)m”' &k % 48 T Pz (Chimeric Antigen Receptor T cell, CAR-T
ESREDT SER I ”ﬁ# 2EREF -

Bf7 : fER5T

7,000 6,220
5,150

6,000 - 5,640
5,000 - 3850 4,290 4740
4,000 - 3,400
3,000 —2320 2,660 50
2,000 -
1,000 -
0 _

2017 2018 2019 2020 2021 2022 2023 2024 2025 2026

M 2-1 ZEREVISESTIS RS

ZERIARIE : The Global Medicine Spending and Usage Trends, Outlook to 2026, IQVIA, 2021 4 12 H -

BRTHES

j¢_GlobalData = # cniiitdicdy > B2 2021 EFoLt x4 hERH LR
4o 2-8 #rm o % B 27k COVID-19 # F~ini7 » 23 2 W¥ $ COVID-19
Euvd R FeHH L tgn4e 2020 24 BT L 4L 5IE 0 FH
COVID-19 g vt 3 18 » H ¢ Pfizer 2 @2 BioNtech = & £ | B % &9
COVID-19 % w Comirnaty“4 & 37 { i2 7] 403.41 % % =~ 5 23R B 540 & 37
B%hA & &K X3 14,785.98% - - # Moderna 2 @ B 4 5 COVID-19
# w Spikevax” > 4 &3 5 176.75 % <~ » & £ F i 5] 8,737.5% » ¥ = B >3k
4 & G % = & > @ Regeneron = @ ¥ Roche = & & iF B % b
COVID-19 # % REGEN-COV"® » 4 & 3g & 75.74 % ~ » & £ ¥ 4
4,016.30% -
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AbbVie 2 @ & Humira®p|d 2020 # cfs 5 FigA IJ 2021 &y 4
%%‘F:l 206.94 % ~ > wﬁd» e 4 1;1%“3:[&1“;% k w7.56%°Merck

7 e Keytruda®p) =2 % w &0 48375 17186 % & > ¥ 4k 19.51%:
BARSE EliLilly 27 p ¢ F’H # e Ak * % Trulicity” > 12 2 22 Boehringer
Imﬂﬂméﬂgﬁ%%mﬁ@@ ,hMMwﬁﬂﬁ%ﬁ¢w§6mm%i
~Z% 6140 HE~ > 3 E FLH L 27.7%% 54.5% -

% 2-8 2021 FEEERATT- AL VB MR E A
B : [@R5E > %

ERERE L) R 2020 & |2021 & 4| & & F A&
se | &3 e
Comirnaty COVID-19 271 403.41 | 14,785.98 | # %

(Pfizer/BioNtech)

‘J“E& /,y‘ﬁ‘zg NGNS 7 3
Humira(AbbVie) e FEREN 2 EA B 198.32 206.94 3.46 | ¥ a8
N R

Spikevax(Moderna) COVID-19 2.00 176.75 8,737.50 | # u~
Keytruda
w2 ER 143.80 171.86 19.51 | H tk4hl
(Merck & Co) i * A s
Eylea (Regeneron/ DIEAR A LELALE R 2
83.60 92.35 10.47 | £ e d-v
Bayer/Santen) AR 4 W FE 0% 1e % (RVO) ¥
Stelara(Johnson &
Johnson/Mitsubishi Tanabe | i%Eem 79.40 91.34 15.04 | ¥ txFuky
Pharma)
Opdivo (Bristol-Myers o
. 234 2R 78.87 83.05 5.30 | H tkiudl
Squibb/Ono) # R L
REGEN-COV/(Regeneron ,
COVID-19 1.84 75.74 4,016.30 | # &
/Roche)
Trulicity(Eli Lilly) #1210 o 50.68 64.72 27170 | £ oo &
Jardiance(Boehringer . -
w1 AR 39.74 61.40 5450 | £ & }-v &

Ingelheim/ Eli Lilly)

BRI « ZFOFER - BEARKAPREITRA A ERAVEIIERGH - 20225 A -

AP ELEERARAE ] A ERL® F E R E ] S RTE
?\i#w%ie%méd %%M’wﬁ:&wé& gl 8GR S AR E 40> 2021
Fo I XMBEEHLEA 2% B AE I AZ NI ELS B X E R
HTrtbBEL R kg BBES DEFMIL o b 3 B Biena Br41FT 0 4
REISELDFRBARS ~ o bldr £ 23y L2 ERANES > 1l
BEA LW ARA SIER o
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iz 45 GlobalData = 7 chifcdp &g 1 > 2021 & > 3k 8 Pt #F 2engl 847 5
1,880.55 i % ~3p iz 2028 & #-1£ 7] 362744 mE ~oAF L E AL F L 9.8% -
LA P EEM ST AR ERE ] 49 B RL Eek #
A RY MBS ROTRE > WA NHEG ARSI EFRIN T
el = ey e ek L Z#Ehf}- Fimieop o HPRIAE 2 0B AR 8 5 N
p ¥R A > R AR B R ffﬁi“i e s FEHE IR T on ’Eﬁfﬁ’: >
FRRREBERETE o VO B SOE B JH RS R
M H k88 (Bispecific Antibodies, BsAb) ~ % 4 R |+ ¥ ﬁi#‘dﬁ@ 2 E AR &
2 (Antibody-Drug Conjugates, ADC) % 7 F #f 7] ekl & 7. -

BsAb -5 &% iRz B - e b k- BHRA H  RAEFT FRFES
BN R AR &5 Ef— Fo B 4o i B R TR T B -
Johnson & Johnson = @ 5k &Mk = f4o o :ffﬁ#m}g%ﬁ% Blin(:yto® ~ Roche =
F e Rk s en Hemlibra® ~ Johnson & Johnson 2~ & # %55 25| fm ¥ ¥ S ih
Rybrevant”> 12 2 Roche 2 @ ;5 & B h % % Jﬁifj\}fa M F mok ”@‘v mVabysmo ;
# ¢ Vabysmo” i % — gL ¥ mé}%ﬂ MH P e & 35 Amgen 2 7~
Janssen = & ~Merus = & £ 2 FAPE ~ B R M H B E ol g Xencor
o @ e danssen @ & & e & TTEF YLK B Wme k¥ B CD20 2 CD3 2
B4R 4 H RaAg 2 5. Plamotamab © ¥ b 0 23§ A2 200 7 B4 R M fay
e TRk RS2 3 & 4 8% & PD-1-PD-L1-BCMA-~CD47~-CTLA-4 ~
LAG-3 & o £ 8 pir# 0 @ "B g RS Bopd £ F 2 FRFE L g
2 TMB-370 > p o ¢ £ % R FDA 2 887 % — B {2k 3%

ADC # 5 f|* fili BB o w4 6 0 B BN L 150 1Y
Bimre d e AT B (e d R ER)E B e o T :;,;;,p.;;f\ B oo
2021 # % ® FDA #5,8 BMS 2 @ ;5% % 3 &% %% - Abecma®% ;5% < B fw
g 4 ® B Breyanzi®® CAR-T B2 o Rt 2 W8t 3 cn ADC % 5-¢ 425
10 % » %4 8 7p42E 50 % ~ - ¥ & ADC Em-chip s - —*M\ ADC
SRR T R R & TFHCY 0 2 45 D Adeentrx 2 & e AvantGen 2 & & e &
e g ADC Z 5 Adcentrx = @ f F AT & iE 0 Adcentrx 2 g‘ 7
& ek = ADC # % ; Champions Oncology = @ 7= 2 Alloy
Therapeutics = & & (T 3 * >“fpip /e 7 ADC % 5 - Novasep = & f|&
MCSAF 2 & % B jnf 4 S & i3« ADC 2 % ; Johnson & Johnson = # %
Eli Lilly =~ @ & %] 22 Mersana = # 4= ImmunoGen = 2 & it # 3 ADC & %> 3
>3k ADC # x5 *%o BEA -

22



2~ F L& 5

Fifut o RETER LED FORE A EARYE c RELEFALER RIS AT
FHEH e FAREARL FREETZH S 0 FUBFRL N 2R
:}.%ﬁﬁﬁiﬁvié B LB TR MER R A Bk ERSY im}i/ﬁeﬁ—*ﬁ
BB AHEEE A T F S L IEF L LI RES RS 28 L ED S
FORFTOTF W E- HPF S D2HF LE DT B blde D 2022 & B
Revlimid® ~ Lucentis® ~ Vimpat” ~ Alimta®% Restasis” % 41 & $f4z 10 & % ~ h
Fr2 LATRER A kS ELRTF 1,100 5 @i A HE L JIEE @&
¥ Mordor Intelligence = @ e B34 > 230§ ¢ &5 - H#-j8 2021 & o
3,649.25 % ~ 0 UAF L & DL K A27%3 4 0 3 5 2027 i #-E 5] 4,687.87
MEA-HY AW ¢ WA RLILEHE 2 FH o 8 280 w9 il Tk
FUp R SHo B plgoen g s A ;%%;?5 SRR A TR S s R B
%&@\@%i;g%%@ﬁﬁ&’iﬁurm%%%i’ﬂﬁggﬁmu
FOERGA

d 3 COVID-19 A FFen > 22h@ma B ARG 2 o 4 P 22N A FRF

95 % W FDA 05 & 24 4L » 2021 & £ ® FDA # 8d §cng - &
#c® W5 776 5% > $2. 2020 £ 19948 5 <ty b H P @i P Rr& ¢ -(Abbreviated
New Drug Approvals, ANDA) 5 633 38 - #7i7|44% 8 5 14338 - s 1%,8 93
Br- BRELEDID TR FRF DL LG b0 MEWFRL N
HE rgehigr 2R $HE 0% v Fopd e 18% 0 & ik
% W& - #1 ¢ (Association for Accessible Medicines, AAM) szt » & 7 & e
At EsGOR Y o SEREE T 3380 REAHFRHLN O H P E
2019~2020 # &4 235 fE ~ o P F LESR Y 4§ B0 E Bohid o
@At EFR A L SpbRY

2021 # F WP AP OB K- BHE LE I H P B EER I A
Mylan #] % 2 & B 3 ;5 % B @ #440 Linaclotide® ~ Unichem Laboratories 2 &
B3 00 B 4L o o Apremilast® ~ Alvogen Pine Brook = & B g8 # 3% ik £
Hydrocodone Bitartrate Extended- Release® ~ Zydus Worldwide DMCC 2> & B
o B e g % en brutinib® - Actavis Laboratories FL 2 & B 4 i35 70 7| R
¢ Enzalutamide” ~ Natco Pharma = @ B 5 5 # 4 8B 2 B o o
Lenalidomide®~ Ajanta Pharma = & B ¥ * > B & X fr %% X hTofacitinib” -
Cipla Limited = & B 4 /5% P42 £ jis? 7 5 0 Difluprednate Opthalmic
Emulsion® ~ Par Pharmaceutical = & B % ;5% 2 7 « Varenicline” ~  Sunshine
Lake 9l % 2 & B 4 /5% % 2 A4 fp eh Linagliptin® 2 Apotex = # B 4 * %t d
s J i5 e ¢ Dasatinib” o
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C AR E- RPEFY B hEfE s 435 8 0 B Y Rl hEfE
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YA E LEL DM BRL T 2R T A F LF 075w L Viatris
%gl:‘éé‘é 2~ Teva %}lﬁ 22 ~Sun ‘@lé%f- = # ~ Aurobindo %ﬂlgé 2 Clpla Aﬂ%
2P s 4o 2-9 %5 o Viatris fl# 2 2 2021 £ Y et 178.86 g E A0 X
#2020 # & £ 49n%’nﬁhMW125€MW’@“ ettt A X
KpE LEY )56 RE A GIE 6% TevallF 27 hp 8 n¥Fen
’?kél%JSm%m’ﬁimﬂkﬁﬁ'45%’LQ*J’V% LA T
& Copaxone® » 11 % # £ o p kil LB L X MR b'“rI'( LB EE B
Epiduo® Forte Gel ~ Narcan® ~ AJOVY®% Absorica®% & & % £ ®% p 4 }
R ARREE: RLE R

3 2-9 2021 BRI KEBLENF]
B : BE5E 0 %

# & BMP 2020 & 2021 # Eile | 2 £ F
1 Viatris 119.46 178.86 iF 49.72
2 | Teva 166.59 158.78 rd 7 -4.69
3 | Sun Pharmaceutical 46.73 45.33 23 2.01
4 | Aurobindo Pharma 32.87 33.53 23 2.01
5 Cipla 24.38 25.93 R 6.36
6 | Dr. Reddy's 24.93 25.78 R 341
7 Hikma 2341 25.53 He 9.06
8 Lupin 21.88 20.52 R -6.22
9 | Zydus 20.28 19.62 R -3.25
10 | Amneal 19.93 20.94 iR 5.07

i RSO EIGIHEE R B -
ERIR : Globaldata, 2022 #: 5 H

3~ A fAp LB & 5

AHPEEDFAEEE AL CRERPFREF LS BT LET L S
BB I UER  FIRH LS ERL LA A B R PR A
PHEFR R EF S AR ESPE R L B R L D

TELRAFERI AP NEESID G %%’5 JEAE ok RUY et G e

PR FER A RS A PERL G RIEIERRS BB
tp B B e i ¢ o k5 IQVIA Forecast Link 5933 % > 2020 & 2 5%
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% 2-10 BE EMA B2 FDA Bt L i 2 A YyrE DI 38

BEREYFEF | P ES EREE 9 X3 WP EMA fxiat @ 2@ FDA A+ B
Amgevita®, Solymbic®, Imraldi®, [Hulio®, Abrilada®,
o Halimatoz®, Hyrimoz®, Hefiya®, |Hadlima®, Hyrimoz®,
; i ® BRORM SRR ) L ® G ® it ®
Adalimumab |Humira | . . Hulio™, Amsparity ™, Idacio™, Cyltezo™, Amjevita™,
S AORR Kromeya®, Amsparity® Yusimry®
Yuflyma®, Libmyris®
4 % ®£ o x |Fulphila® Pelgraz® Pelmeg® — |Nyvepria® Ziextenzo®,
Pegfilgrastim  [Neulasta® B~ B Wideg ¢ 12 |Udenyca®, Ziextenzo®, Udenyca®, Fulphila®,
LM T RS Grasustek®, Cegfila®, Nyvepria® |Fylnetra®
_|Accofil® Filgrastim Hexal®, Nivestym®, Zarxio®,
PR REE G %
Filarastim Netbogen® ; BE BBt d Grastofil®, Nivestim®, Releuko®
g kog BRI T Ratiograstim®, Tevagrastim®,
IR TR E . ®
Zarzio
bR H LS 2E . . . . L .
o ® B RN & 2 Blitzima®, Ritemvia®, Rixathon® |Riabni®, Ruxience®,
Rituximab MabThera AENHFT B .. o . @ . ® . @
W /[;;EE Riximyo™, Truxima~, Ruxience™ |Truxima
Y K Y o ) =
Ontruzant®, Herzuma®, Kanjinti®, Trazimera®,
Trastuzumab  |Herceptin® R Kanjinti®, Trazimera®, Ogivri®, |Ontruzant®, Herzuma®,
Zercepac® Ogivri®
7 ad ® R ® ; @ o ®
. T~ p R$E - J5|Abseamed”, Binocrit™, Epoetin  |Retacrit”, Eticovo™,
Epoetin Erypo®/Eprex®| " ® o )
P YRoED BT R BE |Alfa Hexal® Retacrit®, Silapo®  |Erelzi®
SR T Mvasi®, Zirabev®, Aybintio®, Zirabev®, Mvasi®,
Bevacizumab [Avastin® ) Wl Equidacent® Alymsys®
B~ FPHEE ® ® ®
Oyavas~, Alymsys™, Abevmy
LA RESME N ) Avsola®, Ixifi®,
. e j’i _ T L elixabi®, Inflectra®, Remsima®, D o o
Infliximab Remicade FRN A & R Zessly® Renflexis™, Inflectra
LFrpgipLs
i i Movymia®, Terrosa®, Livogiva®,
Teriparatide  |Forsteo® LI X e ® J
Qutavina
B ORM & L2 . .
Etanercept Enbrel® “ i 2L Benepali®, Erelzi®, Nepexto®
e~ LB AR E
Enoxaparin . .
i P Lovenox® FuiE o A Inhixa®, Thorinane®
sodium
Follitropin alfa [Gonal-f® %A Bemfola®, Ovaleap®
Insulin glargine |Lantus® ¥ e Abasaglar®, Semglee® Semglee®, Rezvoglar®
Insulin aspart |NovoRapid® AT Insulin aspart Sanofi®
Insulin Lispro |Humalog® W Insulin Lispro Sanofi®
Somatropin  |Genotropin® |4 £ %4 Zs&  |Omnitrope®
Ranibizumab |Lucentis® F DOt % Byooviz® Byooviz®

ERIRE : BX8 EMA, Biosimilar medicines, 2022 ££ 2 H s 2B FDA, 2022 8 5 H -
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SR A B ABRMT o 812022250 5 ¢ FAES P B end Fedp
R T 2698 o ER D 2021 £ AT P 2L IE A S Ap b E R L B 4
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Sandoz = @ 3 A AL E 4 L6 % SR > ¢ F 8 B A S 23k 100
BRRLH 2021 £ A S ApIEBEE AN P2 S ELY 2L RE 3
#& Celltrion = # 2 Samsung Bioepis > 7 77 3 F A Ap BRI 2R &
R RS P ﬁvﬂ g8 ¢ Celltrion 2 @ 12:9 14 {3 & L # 5 Humira” 3 %% &
B dihYuflyma® > ¢ @B EMA fode £ % 72 300t B 57 o

Sandoz = 7Y B4 PR B G 4 F IE Y R e R i AR i i
%5 BATI706 2 #2482 § £ 841> 2 5 % ¢ B~ 1 NMPA-~ % B FDA
fewl EMA 3 ) b3 ¢ 5o B & Biocon = @ #-12 33.35 i £ ~ jzpL Viatris
2P PoAp b ST Y 4#@WM%wm3%%wﬁéﬁ
% o Alvotech Holdings 2 ”frB A Fuji Pharma = & & i® > -8 2 Foqpin i %

&4 p & Fuji Pharma = P& 17 5 B % % % % 1t - Samsung Biologics = 7 &
Biogen = & & ¥ = = mSamsung Bioepis = # > & d Samsung Biologics = & 4
P Biogen = & 2 “‘T’ﬁ W @ o 5 BT 100%4F e o 2 0 & B ¥ Samsung
Bioepis o @ FiFenp A F B4R B A G foR S IR o
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D SRR ,Mmg;i FEFFIR L AP F g E o

V-2 g hwfa mﬂ%é§%iﬁiﬁ,@@iwwﬁ\%g\sﬁg
WA m,[a’_ B A E DS RT L BN P 2R 4o 2020 £
% COVID-19 # Ff & Ff i+ enLjie~ F #L 4 S5 F Medtronic 2 & -
Johnson &Johnso 2 F ~Stryker 22 % > EFF R ED G R DFEICAIR o

a7 0 2021 # é‘«i‘éﬁ%gﬁﬁ e R R BT 4 B AP AT 0 B AR
B AR B DI RSP Ea e P 7 2021 £ §F B poh
JRER I o KR P WA AR DEEEA ) M A R w2
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AAd ZRenF &7 BRI LSRG e PHEHKRGBLDE

13 3445

iz y5 BMI Research = & e%= 3 4f & 4p o1 » 2021 # _?_-T‘J:%E}%« S A
% 4543 mF > 522020 # & £ 6.3% FE i 2026 £ ¥ A £ 1 5352 faE ~ o
2021~2026 # z_ 45 & & = £ & 5 5.6% > 4B 2-2 #77 o

2021 &}_Tt—f)%“ggﬁ?v BHUEMND A IR L
46.7% ; B B 20 ® 0 B RIRD B b0 G 256% 5 LK AL 5o
erzkD H bt L 205%; ¢ mEr A wcd ¢t R 43%; ¢ A bt 5 28% o
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FRIRIR : BMI > 2022 £ s THBeERHRBEAT » 2022 £ 5 A -
@

EFNDHEIRE g,i[&]‘ﬁi" SETREa R R 2021 & E2 D 5
Pl 46.7% > 222020 £ f L ApiT o ENI B A E RN B IR B oo 2
TREBIPE AN BREIATIFETEIFEIRE FRNEb KL
AT P M B EEEES S R e PR A R TR E R A
REFEMFRLNFEFSE o200 £ COVID-19 ﬁlriﬁ'*:ﬂfvm Fo= tf
ix‘gg'éc 12021 & ERFH AL G 42 v;mﬁnzozoﬁd» 9.7% KR F ;L
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2021 # 2 W5 2ok~ H - %&H?‘i ok iiﬁ%ﬁr}% B B 42.0% -
2021 # i W%% B ® HARA05 1,908.3 £ o dp >t 2020 # 91,798.6 &
2 A2 & 6.1% > 3f 5 2020~2024 £ 2 4F £ £ & & FiE 6.4% F R RILE &
FrdrRgriF AR, O FRHAEFATRAFCREL  FRFR

Fo i A B DR L PR B E R AL FOR B A A
BAEE E2RE avF FacR o

2021 & 1 "It REREAREL P K 95 TR 4 A% | (Defense
Production Act) » 144 45 % B & 3 ¥ B H 5’%‘? m‘@im » Xfé s %
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Panbio Self-Test j£ {7 £ ® FDA % £ & * 4 (EUA)% % CE-IVD %
ER AR KRR A F 75"}?‘3—‘3- ~AAl¥ B A },@frﬂiVxlﬁﬁﬁ
(RSV)# % mﬁlﬁlpéﬁw & Alinity m Resp -4-Plex = j£ {8 2 WM FDA % £ i ’* 4;:
kA2 S ”](rﬁ ZITRE~ AHENFRAEHZE L FEHA X ‘ﬂ?ﬁkﬁr\
B 2021 EL U EERB P P oS FRY T 456% 0 2 R H Y »;{E
54.4% -

ﬂJ p‘m [{- %ﬁ?

4‘\* }ﬁ: T—iﬂ oo e .

2021 &5 3AA&EPEBFDAL BT 0 &g R RGO o
£ #FVIVD #% B A & I-STAT TBIPLASMA TEST » 5 >3k 5 EIRAHRRL = N
® O QIR EE A S T OB Rl R Y i iRie o P HRTEE - 9 CT
RN Sty SV m"f.k/ffsﬂ\;f 255 5~ N iR R $50% R T 0p) h CardioMEMS™
HF System » 5 7 A3 BHE R CHEDERILE > 7 F 20 P i & Fle %
Hdafr; ¥ 33 e b s &*ﬁﬂﬁﬁ%#ﬁ%”” % 2 XIENCE - %;{ g %t
BoOR aR L S g o 4 EES SR T L e B %?iér}%:ﬁ;‘é%gawizr‘*f
To e B IR PR /r.f{ia B m,.g,%? A R FEE Ak L Portico o ¥ ¢b o Fr— &
SR E A B ReeE ~ & & Navitor™ 5t 2021 # 5 0 g p CE @ & i
BRRAR R ST 22021 £ 1 % X B F R e {oAf 24 JRAE ¢ (The Centers for
Medicare and Medicaid Services, CMS)#5 ~ H 12 42 ##%- % % MitraClip ¥ & 7 =
KPERAR G E T E N RE

Abbott Laboratories = & £ $+ 3 J + i - B3 & % BFERW A& bl
Neurosphere Virtual Clinic i fE~ %R ¥ FRrac Bt T % R 2 Y Bt
FRIEZ U7 DB A ST T 28k T Y AKX L e Al #1088 Ultreon
software » 45 f= Abbott Laboratories = & ¢ g p % § | 3 %7 & (Optical
Coherence Tomography, OCT)#% i 5L » ¥ # 5 B4 2 0] Tk 9 9% 4 4 kw1
/?J&L? Y ﬁirg‘lzg L_ﬁ#fhw'téﬁﬁ)‘i,{h‘ﬁ i—‘ﬁimﬁrb‘_,ﬁ_%;\
SERE PR JOt DX ICM » ¥ 8 § < i ¥ - l;‘%’d “r3E e App L2 R
AR R |5'F"'°Fﬁ%‘ﬁ 5l UFRRFEE BIPRIE T B 4o o

42



Abbott Laboratories = # 3% 2021 # 9 * 4z Walk Vascular 2> & » 3% =<
B fa ginfk A SR %o auihle A ",f 4% % JETi Thrombectomy
System si“‘ LA~ BB "fﬁ:% WY IEEL o0 ¢ E W RE

]'4"—3 ‘FPO

F) R P i BEE R K3 4 > Abbott Laboratories = & £2 & Fiops B ofs i
= ¢ e Omada Health = & & e e A & % CGM %% FreeStyle Libre
2 kpferip A v A E5I 8 o gt eb > Abbott Laboratories = @ 23 F Sk % § &
=71 Bigfoot Biomedical = # & £#7 % ¥ 5 iz FreeStyle L|bre 2% > ¥ Wkt
EhifinhBMEarLE 34 > 4 2021 # 2 ® FDA + 7 ¥ - Abbott 2
PR AR RS A ARG R LB P TR LA P 2R
el o M E gl Al s S e e » o B o 3 Abbott CGM A 57
F P-4+ > 2021 & Abbott Laboratories = 2 ¥k fops P A 540 Y fc 43.3 iR
3~ H9 &kp FreeStyle Libre & &5l 8 57 37 ¥ ~ > = 5, 5@@%@%
BHEEHE LB DI E RN o T FreeSter Libre = £ p A B4 ¥ & %
AL L - B(PPE-)Ap AT RGLAFHCEM ki mEFE X T 0
o EL L ROBRERLY

(3)Johnson & Johnson

2021 & 27k % =~ F B4 2 7 5 Johnson & Johnson = 7 » i 2020 # -
A oﬁfﬁiki%ﬁ’%%%H%\%&%&W??&%’mm
EAL g ER R B N AR DT FBRREF RN E
FhREMI FUHT EFFIRVETINES FHETEFHET ¢ 7 208
(Surgery) ~ # #*(Orthopaedics) ~ p% #* (Vision) ~ /i » s = ?%s(lnterventional
Solutions) & # v + & &4 - 2021 # %51;% B E i 2706 mE 0 b RY I
¢128.9%> #2020 # & £ 17.9%- £ jiFA F4V B35 5 981 R ¥ ~o A £ 19 2% ;
P A5 859 mE A FE 106%; A A 55 469 B E A & & 19.6% ;
Arioh>RASd W3 FRT TF2Bcd hjof 38 4 > 102 do )
A EEFFB A R ASY fcA L 2021 EH B L 397 ME AR
2020 & * tg % £ 30.4% -

2021 & 1 % ## T F #L & 5B % ¢ DePuy Synthes 2 & » # VELYS™ = jir
BEAETEFFDAGT 7 §les 2 4 2R R Tk
e R r P ofte R i{fe = g Fan g @ d e A MR
S INHANCE™ s % - gt ag » > 7 iV A B & B8 3% < peindz > B
SR A R ARR A BB o T b R 4T Navbit 27 & fede )
LR & % 3 £ gbeeniin & 0 Navbit Sprint> & 4 £ & p| B w §T 24 oh L A i
rPEEE PR XS TR A
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DePuy Synthes = #2021 & 11 * 12 7,950 @ % ~ g p12 ¢ 7] OrthoSpin
SR oGRS e BT 2 R FDA B F ¥ o ¢k B 2 (external fixation
system) # ghif L 48 F 4k st AutoStrut G2 System > H 2 Bl i @k F 0%
RAPEAFEE S VAL E AT Fi‘ﬂ‘ﬁa‘% % ek B T 3 445 3

w4 o LT K T 4T ’;\S?Eﬁ%ﬁm K ,;ﬁﬁu»]{gg*s;;%
At 98 Johnson & Johnson = & % 4 & &8 o
A~ is ™ % &_Johnson & Johnson 2> & #2020 # B ¢ H4F4 = £ g

A2~ %ﬁ d 4 0B GE TR R E mﬁ]%‘ré_ seAgd T L3 £ o Biosense
Webster = 7 & 2021 & 9 " B F %5 A EF D &“fﬂ%}?}(lntracardiac
echocardiography catheter) <> NuVera Medical = & » ¢ $& ik oo 8 T &I R
AT E T pE 3D B ‘L‘f#_ Moo e 32020 & B B iRk RS 0 ¥ F & Johnson &
Johnson = & sk F A » i A & F S RIATE 4 E o

(4)Siemens Healthineers

2021 # 23k %= < F4 F4t = 7 5 Siemens Healthineers = 2 > 37T £ 3
Z ¥t tk(Imaging) ~ # &% 2 2 % (Laboratory Diagnostics) » erim%(Advanced
Therapies) 2 A7{cpe st s o 2 Varian v ~ F $# - 2021 & ¢ ¥ 3¢ 180.0
RE (%2129 mE ~) 0 & 2020 £ £ 245% -

Siemens Healthineers = & B 2% >3k % - 4 & # & 3 - #c(Photon-counting)
4 a0 e CT 821k % Naeotom Alpha > 353 #2021 £ 9% 30 p EF £ R
FDA #+ & o Naeotom Alpha $ * 37& g g~ it » ¥R H - X kk+ » i
BRI R B TR 0 VR R B I i oo $80 CT
FRagd- £ %.a - 2021 £ 4 * Siemens Healthineers 2164 mE
r]{?i*wfr”ﬁ HEWEH LT (Varian) 2 @ 0 B B A RRIs S E o
¢t 5> Varian = @ + F’“}‘ ri‘fﬁrv‘/fr_"l s T Ao s TSR
(Ventricular Tachycardia, VT) » & J5 & #& & ATE # o

B R GE FINP A SR AL IR(MRI) ~ TRk ﬁ?ﬁ
(CT) ~ X-ray ~ 2+ %5%‘3 CARFAERGIKE Z PR AR o 2021-’& FP R &
*EH* CTEGZUCOVID-19 g 4 & 3K ¥ 7 Fo 4+ 2020 & MRl -2
3K % 7. ‘Q;L/r‘f‘/‘éﬁﬂ XA L ek 2021 & F)y ‘E"ETF 3 PR
K3 > 2021 & Fdc i 98.2 mEc 0 #2020 £ K 4r 8.0% o

HALPEEEIRET LR L R R g
BhBHE AR AERE G LA ERE LR
w oo ¥ ‘ﬁ'\/&#‘%fﬁﬁ PCR A& &+ # Bl & » 2021 # 3 4c 5 54.2 Bwc ~ ﬁr
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2020 & 3 4: 38.1% ¥ e+ R X LGN R B E AR F Ry FF L2
4 22 COVID-19 Ap B cha 3 iR ~ Fb G R SRtk R M > Fl ik p dn
F & CLINITEST® Rapid COVID-19 Antigen Test 14 <% i 10.8 i # ~
ERR O R

ARG R T RIASMRL KL TSR SR~ S R E R
G RIS 0 s ?%B (Angiography) i stz {785 3% C-arm i3k & &
34 A5 2021 &Y yes 17.2 BEc~ 0 2020 & B4 54% > X Efoq 1 B
KB IR afh L AR i Y A

Fricpben Varian 2 2 3% 8 @&%wf,r@s 7 «r@*& Bk %g,x»
TS PATIRAE > B P b A2 50% > 2021 & § e 5 13.0 BEc A 5 iF
EEREE T HHEE TR oR A S e B gq R S B R
¥ B bt o 3k K PRI 0 FEHP L IE ATE ¥ e ¥ 4 Siemens Healthineers
SEFAVREOH LR

(5)Fresenius Medical Care (FMC)

2021 & 23 ¥ T < Fh EH 2P SRS RF 5 f B Fresenius 2 ¢ 7T
1 Fresenius Medical Care (FMC) = @ » # %22 2020 2 4pf o P F v * &
*4%8 : ¢ 7z Medical Care (FMC) ~ Kabi ~ Helios 4~ Vamed -

Fresenius Medical Care 2> @ % >3 &+ = nzg_r,%fr;i g AR PRI
f#ﬁ——‘ﬁ’ﬂ FRE o e W “‘*’”ffrfa’ o i °2021£ ¥ 12 176.2 n,@@m( % 208.4
BE ) i L3% 0 64 2.5 % COVID 19ﬁ En RS A Ea

Sk B i B2020 & A R BV FOR PRI ok - & : e
1.7%’ ;ﬂﬁ}"’r/p}%“’ »ﬁ B 7S ie R IR 2R HFREE AR -
7R ﬁﬁéﬁé_%&r%"é%%’{%ﬁ?ié%“ o2 B P 2020 R0 0-1% °

2019 # FMC = “2"{%’3 Fe*r » 3 B M%‘rﬁ #2021 # FMC = & ¢ %
HrH Hd g FE 42% N A ST F F X 16% c F K K HE kg o
2021 & 5 TR A BE F 23R £ 52% 02021 & FMC 2 & B % 37— &
i 47 F FX COrAL »+7 -1 3 » P 37— (22 $4p % # 7 0 45 % Helixone
Hydro > ¥ &> i 2 AZ T a2 eanid B a2 LB F Ra " MR F L -
2021 # FMC =~ @ 2278 Humacyte = @ ¥~ & (T & 37504 o ;R S 7 H F% 3l
B2 PAD A 38 & Joen b B ¥ R BRI 2 Y FEhE 4w 2023 £ 2 2025
ENEFREFHN P 22021 # FMC 2 P F L 4 %51% Unicyte =+ @ » 3% 2 &
e F L R urea cycle disorders (UCD) =i # © >+ 2021 # B 4o 9/k 38
ko
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b . 2 £ ® ExThera Medical > @ 37 40 & 5 2> 3 § B4R
Sl ﬁ%f' h TR i“ﬁ;.\l— o F AT ie KR Seraph 100 Microbind Affinity
Blood Filter - @ F] &5 %5‘3?; Eat 0 2021 & FMC g RFE 470k ¢ o di )

BT BV kA stay - safe MyTraining VR » 2 @ % VR % % ?{éﬁ-)];; B3
ek iEd B EEITE RIS F A 2 ’F'E‘;\j\}}%ﬁlg'/[ﬂ P P RER
REER UPRE/E B

FMC 2su,ért#f.éﬁgﬁzﬂ&fﬁ%&mﬁy;t%é ST ERY KRR 4 e
“iEk B S E AR R Top o B e RIATHRT o 3T RihA

R jpRRil o FMC 209 ¢ 22 2 4g 18 200 §Frp L FRTHTA > 24
BE THE TpoR & FEs ;2021 £7FT THFA Y ¢« Frenova
Renal Research i&— # fx# “My Reason” 3+3 » B4p3t 3 Eﬂ%“ﬁ:‘;’is %?;‘k 4
et BEATIRASATA BREMEFTA 5 AT Y T 2 5—;’)%
g R > 2 PR L BN AT RS TE a%ffﬂ By odrEmy
REATEIGR TR 2 o

(6)Philips Healthcare

20214 27k % 2 4 Fp EH 2P L F R 2 7 Philips Healthcare 2 7 >
2 2020 £ T 2 L oET S Zw < E EH LB X xR (Personal Healthcare
businesses) ~ # %722 ;55 (Diagnosis & Treatment business) ~ 7 B it & & it & F
. (Connected Care & Health Informatics, business){r i & 1 $ H & & ¥ 48 (Other
HealthTech) - 2021 # Philips Healthcare = & £ 48 % 4z 171.6 & ® ~ (% 202.9
¥ ) #2020 & 5 1220 B 4 B E £ 4 2021 & & 4c 34.1 BEc A (4
403 mE 7)o F M 196% - LTS o E E R 2021 # ¢ 1 86.4 iBFEC
fu( 4 102.2 g% ~) > & A F1c50.3% - T BMEE L EE T m'i ¥ 48 2021 &
Y yc 45.9 AE (9 543 mE ) L EHY J 26.8% o Igﬁ-giﬁﬁ, E Ly
2021& o 5.2 BE (9 6.2 E m) s F RCRE Y e 3.3% o

2021 & 4z vsfr,z MRI 2 .w % MR 5300 1.5T system > 3% & &£ # & %
PR SIS I NN ]% L2 B P Pe Al FEMS
(SmartWorkflow) » ¥ # MRI %ﬁ}‘iﬂ%ﬁ?,ﬁx > 50% o & > Philips = @~ 41
CT # 1% % CT 5100 Incisive » i% i SmartWorkflow ¥ = 5" i< CT K & 4 i
P 5 FR Btk ko

2021 # 171 635 BE SHRFRRA L 2 FRENE L HRE
Capsule Technologies = # » i% i ¢* = |z B » Philips 2 ”’Lﬂli # Capsule (1
AT g B “*““"«#mﬁil“%g%‘li CHEn FHER R fréﬁﬁﬁ”i’”’ﬂi
3% 02021 & 11 * qfxpiix ® A 1 47 & > Cardiologs = ” ) f' "LrF'a 3 s F OBl Y
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HAIZRAETRTETR LACTRRA > TG A2 2000 5L T B
BAp R TR 14480 B3 FE o g e - H 4% Philips 2 P R
REERAS X4 M T3k BRIEREIRE o

(7)Becton, Dickinson and Company (BD)

2021 & >3k % = = %5153 ® 4 = 7 5 # K Becton, Dickinson and Company
(BD)= & o 2™ 2 5 F R~ 2 rnfi%ﬁﬁ ik = «ii;it‘ixozozl &5
#2025 ®#E ~ > #2020 £ &+ £ 183% - H ¢ ?5)%*,3( s 94.8 l,ggi.’b .
2 HEPFARLEZEB3BEL AR ASE 424!@1’°°i$7}i§§
£ F B 0 22020 & = £ 39.7% > 4 & §_F]H 40 COVID-19 % B A
E &R A 5 BD VerltorT'\’I fr % 4Rl A 5 BD VerltorT'\’I Plus @ &= 4 ;i. a\
o Pﬂ%ﬁ S FEREE fon f Ffz,;rﬁ Fa e o Fr & 92% A M ISR A
”fﬂ:fa‘&r}-?}?’a‘}%z igeA mE kv “»]u\ 12.7% o

Q"l 7*"\

BD = # #]j& COVID-19 % & B % %iﬁ%ﬁiﬁ'lé_r"% P TBE R FT R

L #‘ﬁ% ¢ % COVID-19 &£ % # it % ~¥ | A & Multitest 6-Color TBN
Reagent EEwE CE:RF BELEY Japévfflj— pied ;\ ESRERE S ol }?‘aﬁ_
G TR ﬁ?{né%ﬁﬁﬂwu—gﬁ? BN JpFEs = F g COVID-19 %i .

I}%* Bl A& & BD SARS- CoV-2/Flu £ ¥ £ ® FDA % £ % * 3248 » :Zé_c‘%?
I P e RIAT S *f“A"'B g g * > BDMAX ez p de e 3 287 4 o
BD Veritor™ Plus jREEEFRFDA R AR Y R4E > TAHERK L F S
B MO E R R o LIS LW T A ?\COVID 19 ¥ B A & BD
Veritor At-Home COVID-19 Test j& ¥ £ ® FDA % T & Eir iE TE L BLEHR
TP R A B ATE R A LR iR %

BD 2 Pif# fcHe § A St T ARITE B PRTHID P 4ol ATA S
U h S Fraiic €56 0 bl4e o GSL Solutions = 7 » H
#?T‘i' ki@ * RFID iiﬁfrift EE R E R 'éi»"ré' RREY o Al
iw (BEde 2k B BT & 5 R BT R B R ﬁg;&;;ﬁ:‘gﬁ'%éi
CEMEFE S A s T RERRATH AR TR H R R
»]’{Eiﬂ‘ T3Pl % % B Scanwell Health 2> @ »BD 2 @ L i P 2
PR B TR App 4 4% BD 27 B RA- i RRIZIH 2 Bk k4 I
Pl R - BD o P - A S  Veritor 2 P E B X FE S A8
F o e iR ﬁk&ﬂ}ﬁa? iﬁH%iﬁ plob 52021 & 12 B v oRedTpd
Venclose = & » H 7B g8 J 5 R % 7 5 3 2 (chronic venous insufficiency)
e o F EHE R VencloseTM RF Ablation System £ # 4 & e # %
fu_k SEREEES BBl RAE  BFXT P RaL F L
FRERRFRT AL GHEE C ARE IR o

B

P

l‘.’r M 2
‘J&ﬂ -

I~

oy

L
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2021 # BD = ;ﬁv]{}-‘&g\v v e P RGBT R EN R AL
W oo G4 Jc B ﬁ‘v,; & 34 FH A & CDMO ¢ ZebraSci = 7 > H #25 h
Bt~ AL BRFRFEDRERETLE V-t BD o7 A B
L E P 2 4F £ 5N Fiehi 4 o J<pE 2 B Velano Vascular & » # ¢ F 3 ¢
B R RSEERI2ZAS PIVO v ¥ F#%F % 4 (Peripheral
Intravenous Catheter):& {7 3 o > ¥ 5c #F d 73 & % ﬁ%],,z A F A A R {E g
ﬁﬁ%@ﬂ%ﬁ%gﬁ’iéﬁ&@é?#ﬂ#ﬁ%“ﬁiﬁ%*ff’ﬁ
"% xa?ﬁ’fzk BFIR b m 34 s dl g %k “éﬁ %ﬁﬁ“ i£- % - BD & g4

\fm
¥ Zifx

f‘”-ﬂ-?‘g Ba A &AL e @ g it A~ In R A S A E R R ES
PAHB polymer #jt748 - e Tepha 2> & » 2+ ”r‘glr;\I "5 fad v »]3:%75%7} Yo
%ii{ s A FFEe(mesh) ® AR A &0 T ik B R A SARA 21T 0 BD

Pl g AL A 5 @%{PhasmTM Mesh > @ @& * 2tdeoth 7o b o Jf & e
» i fvﬁ}u%“ %'}fﬁfvﬁt“%ﬁ'*“*”](’ﬁbi* Wtﬁ}’i“”ﬁ BD = 7 &3 B
- ek 54«!'5{,5. TEEE A LKA KA i gl it £

2021 & BD = # 4 ) Sensica'™ Urine Output device » i& * & 2 57k & ipl
BELATFE o RERERREL LN R ERE BRI DLE
A& ﬁ”—rﬁgé‘ ﬁ“’“"fﬁv‘“‘ RBEAERTHEG T T IFLASRD B
S }1‘;‘31}?{ fm e v BD 2 PR BRETE BD HealthSight
platform o oo B EEE kK p 2019 & Je e # & Adaptec Medical Devices -

22021 Ef M NP LRI ARY O ELF R FEREI A % BD PyX|s
MedBank’ ﬂgﬁﬁ 2020 +# Jz B Cubex = “r’ﬂf/%‘ii—'-;‘ﬁf”mﬁ’»,. ZHER
SERAPMBIT g BD 2P %G FRB FFE G LA SR S

(8)Roche

2021 & iﬁi%ﬁ MNAFRFEHSP S TR A B T L AT e
K7 Roche 2 it 2 32,2020 &£ F 2 2 ZoRoche 2 @ 34 & A A% & F XY
R (Pharmaceuticals Division){r# #73% F* (Diagnostics Division) - 2021 #
Roche = & & 4 Jc % 628.0 igsh L2 8 ( 684 im# ~)> =& 7.7% - H ¥ W&
‘”'SF’“ REy 4504 BIh L Ean( 490 m# )0 #2020 & = £ 1.1% ; 2021 #

L«#’r}i EA T L 177.6 BB L2 (9 193 RE ) 0 £ B R ik R
FRFE RDUTINFH L A g £ > #2020 £ £ 28.8% ; 2021 £ |
“ LRHRFETHRAESEAL GV LA FTRE S LHBE 0 LR 2020 £ &
20.6%8 130.4% 3 = % A F % - P P BRGE 8 R TR B3NP > A ] i 2020
= £ 28.0% ~ 1.2%¥? 10.5% -
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2021 & # ;;f\é H T QAR ~ FAE B R R D £ P A 5 Elecsys Anti-p53
immunoassay ° ”LrF’“ ey B % lecsys GAAD Algorithmic #7e # Elecsys
AFP % Elecsys PIVKA Il assays = 78 d. & e ip] > 4v b w2 2@ X P T 4 7
o T OROTEEB TR &R % 0 3 2021 # ) CE- IVD;&;’é R %
— 35 % 305 e R 0 IVD ,%’ﬂ % 22021 # 3 ® Roche =@ 11 18 % ~
Jcpt % B GenMark Diagnostics = & » 3% 2 @483 ¢ 2 SARS-CoV-Z ER AL
g frn ;‘&‘Ifﬁf?w%ﬁi?l'é v LT EEPE < Roche & 2 p w2 5 %7
A& s X oL COVID-19 izl 2 £ -

£ f}%fj\v}%%ﬁ&% o 02021 & 2 d p A g pEE P&k Accu Chek SugarView 12
JB’»A Nt J'%V* HORFR & BES %%“”EF S Ap g Bt
'g Bl AR50 FH CFR {a~¢eﬁ}igcﬂlﬁoyﬁ@é§
3 ;LJr% B RAEER P Dexcom DPEERBEFEpANEY Al FiE B it
B 8% § % /o % 2. Diabeloop 2 7eiTs B ik g & FF Accu-Chek
Insight Pump 225 32> @ thd e B {o;V 3P ﬂ’—‘i: g % 0% & % DBLG1
system:> ¥ g TR FIAE R P FEERFLL FHE S pBRAR AR E
f.‘ai@?] CE AR L ERS/B R Higd Diabeloop 2 7 * 2 S kA
F°Roche = # » {5 4 Novo Nordisk 2> # 22 EliLilly = @ ehv i 38 § 2 5
;ﬁ G R MR F‘@’;E** ;#% ,1“ % RocheDiabetes Care Platform » = i 3 7 P
EARPRERER L S mySugerApppré)ﬁaﬁpﬂg,‘;
RocheDiabetes Care Platform ijl' Rind > g > 4 jﬁ?}l‘;‘a BRE
Fies s ERR R L& Fhfa= o

Roche = @ &% & x__fﬁt—gf K & Bz %5 B & 4:15%5 }%‘fﬂ,ﬂ:,{ﬁﬁ gl )
IHC ¢ % i+ 8 %44 &2 % Ventana ALK (D5F3)jE £ ® FDA &3 F# ~ fé’* »
Pfizer = & 5% 24 % %% % g (non-small cell lung cancer, NSCLC) &
Lorbrena®sHil 5§58 258 > H h AskJE/A 7 e * 02 # = 8 NSCLC ;5% %"?ivv
(Pfizer = 7 ¢ Xalkori® ~ Novartis 2 # ¢ Zykadia®% Roche 2 7 ¢ Alecensa®)
2. RN ETR F o gt b > ¥ ek DNA 45 fie 12 42 (mismatch repair) 4p B 3o
}}% % ¢ Ventana MMR RxDx Panel » 7= %+ 2021 & = 3 % — 78 & %2 & FDA % /&
¥t ih GSK 2 2 e Jemperli®2 Merck Sharp & Dohme 2 2 Keytruda®# 58 &
Fiok B BT T3 F P RS % (endometrial cancer)shik MgV B ET A 5 o

Ao F R T 2 6 0 B BcipIRa 0F kAL uPath AT 2 5 g B4 4 4T
FRRILA ¢ R i Hi-k uPath HER2 (4B5) image analysis 2 uPath HER2 Dual
ISH J& ¥ CE-IVD i i * > Roche 3 /o i # 4 25 L ¥4 5% 4 HER2
2 et E B Y B i (5 d 2 5 Navify Dlgltal Pathology TERiES
# .ﬂz ﬁué%&;mx FLE 1L A 47 o W B B ETFUR AR (£ 22 Ki-67 ~ ER (SP1) ~ PR
(AED)S #1324 ¢ FORTLE e Al e BRI 2 AR F R R
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Digital Pathology Open Environment R # % API(application programming
interface) &% = = & i¥ = 2 uPath 1;’;?”;*}@’* » ¢ 4w £ F PathAl = @
% r4d 7] Ibex Medical Analytics = & & 1 > 3 B mIZ 8 i Al ff 24 2872 % o

(9)GE Healthcare

2021 # >3k %4 = “FREM 2P LR e P General Electric = ﬂ;‘a’éf e
GE Healthcare ¥ % # > 3+ 023 # 4= GE Healthcare > 7 #-= S jp > 2 7§
i# - GE Healthcare = 7 7&™ ’ﬁ FR K & BedR ™ (Healthcare System)# i # 32 ¥t~
e o g ORE K m;‘?’r EfrfEiAdt k> R BEELHINPE (Pharmaceutical
Diagnostics) - 2021 # ¥ 4c 5 177.3 % =~ > # 2020 & 5> 1.6% > 1 & d )
B4 P IR ATER a‘r'%r‘ A B et > B ek 2020 & £ £ 3.2% o
Fohk BArs 6 E 4 o w5 1569 ¥ A8 203 hE A o

GE Healthcare = @ 5 e 374 SenB o> L F L %G & Fenr i o
2021 & 501 £ 3 N AU T AT S & Vscan Air™ s 5 38 R ‘“F’ S
B0 RO AR G % 2ol X ORI A FH R L F IR e
NE TR glzﬁ-,’»ﬁ s ¥ E #4235 4 (Point of Care Ultrasound,
POCUS) % 5t Venue Fit™ # i # »* COVID-19 # T ha gt £ ip] > 4 — %
Venue Go #2020 & £ F g % i 8 90 - 5 Bt 3T R RE P
F 453X & MyoSPECT » # 3§ 4r 76%4R%F % > {1 % Alcyone H e i~
bR B BB RITR -

GE Healthcare 2 @ 4 #-4 1 £ » FRk® » A7- RAR ol iE
Al ot oz qo & o SR AT o K PR F & (T 402021 & Jfa:". 13T
MRI #2 1.5T MRI £ %k % -SIGNA™ Hero 2 SIGNA™ Artist Evo % & * MR
@ ®eh Al 3] AIR Recon DL % #% < B i & 8¢ > i B PF & » AIR Recon DL
W% B FDA £ 7 * 2 7T 3 B2 MRI 2 f§2k % SIGNA™ 7.0T : 2021 # 3&
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2021/09/16
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HAt A * ~ X 77 § (Formaderm Charming) & % # 4
H* B & P (GoodFilling) % 2 & 3 4f & &
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N g % ’?5 ;‘;‘:fg . f%#mﬁ(U%Mp NEN: ;%ap‘ i 2021/09/16
18 (M2 FpUEP |4 H R4 (UB-621) ~ /v * H R i (2016/03/17)
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- FB704A ~ FB918 ~ SNSO1 (2009/04/17)
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2021/04/30
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30 [HasEa VREREEFYEL RN BT 4 2021/02/26
31 |2 24 pae TCM-700C ~ TCM-606F ~ PTX-9908 ~ U101 - | 2021/02/26
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2020/10/27
35 |[E22F a7 MPB-1514 « MPB-1523 + MPB-2043
¥ (2016/01/14)
2020/10/27
36 | s P NSC767593-X
e 2t (2014/08/25)
SND-11~ SND-12 ~ SND-13 ~ SND-14 » SND-15 ~
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( ) 2020/08/25
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o F % [ R b B dwm R s 9 % (ADCTA-SSI-G1) |(2015/08/17)
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o MPIOI%OZB Herceptin biosimilar ~ HSP90 #r #1] # 3= 2020/06/11
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-Hi A ok ./\ »« "'-" e
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40 | B4 H P ADO07030) - i &t i & (LT-Allergy)( # % & # (2015/05/12)
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? 5E 2 2
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42 (T A o d FHREHRZEMe s 2825 6P eS8 A7 %% ¥ K| 2020/03/25
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a6 |FEELEEIE kv 2020/01/13
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T A A K~ Lk 2 ) R 1 -+ 7 T
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(TMB-607/657) ~ L € % 5 #7 % TMB-365(LM- 52)

2
2 REBHE LT -

SEBHMARERN L HHRES 12

IRAREREEHELAFRECHRNIBF - MARFHBFNRRER -

REREEHELAFEEZHM -

HHRKE : REHTRER > 20228 74 -

168




%% 3-1 RBIFRAEE LTI T R 5 IH (R 4)

LN SF LA g I WiEp
56 |v K4 FapgP 85 95 §F % 37 % ELIXCYTE 2019/08/16
2019/08/16
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. L M8 PCNH - s s §* 4% ¥ - | 2019/08/16
58 a4 garEL P
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o 4 AN 4% o AT -
70 | A T 4% 5% #E "% /RadionTM-pdt (2011/01/25)
_ , 2019/02/25
71 | 2 A g MB-6 ~ Herbiron* ~ MS-20(i* # i%)* ~ MB-110
1 # eroiron (A& (2008/04/30)
72 W4 g PBlOl 4 B e ﬁ'l*f' 2018/11/26
. S E B TR A SRR F R OB R LR R
* RN =
I ERAERE: W%,LIM\;WP@& 2018/10/19
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79 ¥ &2 %ﬁ A 374 % R L Yo 49 £ % $ (Targeplatin) 2018/04/27
B |rsxmpian | pim e Zoisioaios
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83 |z &4 H 2P ReCornea # "t 4 £2 2 & 2018/01/12
84 | B H A2 HEBRF 27 [P HFkiTHE TSB-9-WL & 7 % 2018/01/12
86 WA pFHELP RegStem®(p M F iz w2 3 &) 2018/01/12
86 |+ & F %’Q}Hﬂ: = 7 PTS100 2017/11/14
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92 F @4 P procaterol) DPIl ~ AT 4 > &7 @& * % jT 77 # (2013/01/17)
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9B AHFLHFHESF ;a@ EGR U B I 2PN012 Lg% (2009/08/28)
~ IPC111 "% x g 4F = |
94 ;ﬁﬁ%ﬂﬁ%wiﬂh?Eﬂm%i%@ﬁMMmcw) 2017/07/13
95 P4 HaF #1 ENO1 ¥ & #u 48 & 4 (HuL001) 2017/07/13
E 1@ﬁ%#ﬁi&%ﬁ”7%ﬁ@ﬁhﬁsﬁ MBI RFRFARETR -

2*REBHE LT -

SEBHUAEREMcOMRES 1 REREEFBEAAEE2EM -
TR : RBETRER » 20228 7H -

170




% 3-1 BBIFAREE LN T R IE#E 6)

7= 2 F LR e R Wigp
% & dmre B R -FHCTA ~ & % w? % % -FHCTB ~ & %
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2017/07/13
99 |5 e A4 2 P [F3640 F N A
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100 Aok By B R JE O~ K F
N k& (2012/05/23)
101 |5 & 24 = & JP001 : CQ+Rapa #74f * #7 % 2017/05/17
102 pred 2@ PM-PBB3 -~ APN-1701 2017/05/17
1035 4 HEtt 27 457 2 jeibi § H% 2017/05/17
AT AR AERE Y b2 v P BH(LR
104 *fi%?@‘ BHOF | RS HRER) s X HEERERLKHELXE INAP ONE| 2017/05/17
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& 4 S 1 4
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107 |¢ q\‘ LE AP foaap ) vk 2017/05/17
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2017/03/21
109 [fs & 2 42 7 g e B
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e NanoVNB Lipotecan(TLC388HCI) TLC178 2017/03/21
110 |5 B g = @
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111 (R 2 ¥ o 7 99mTc- (Glycopeptide) GP ~ 99mTc-SAC 2017/01/16
112 P 4 F &0 9 Rostafuroxin ~ Istaroxime 2017/01/16
113 |# £ % F ¥ 2 2 IMGA* - BDC 2017/01/16
AC-301-#F 412 & %9 avp3~AC-501-FLT-3 & ¥= ix i
. &~ AC-201-4 v % -lbeta #4114 -~ AC-203-4 v % | 2017/01/16
114 |% & 4 s 2 2 T Y e
-lbeta #7 #] # ~ AC-701- % g %m % %] 3 3 & 37 % ~ [(2011/11/21)
AC-1101-JAK Fr 41| &|
2017/01/16
115 (2 A H o 7 A19 e
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1 3% % 3% 1) % (GCSF Biobetter » UB-853)
118 |seF 4 B o 7 FP-001 SIF* ~ FP-025 2016/08/15
119 fmF L 5o 7 BarriGel @—pﬁ 4 F PR T o gr 2016/06/17
120 | &~ s’éﬁ‘ 2 FaF Biochymal ~ % % & ®(Chondrochymal®) 2016/04/28
121 |£ # 2 ;bt o~ Cerebraca Wafer ~ HK-001 2016/01/14
122 (=l Ew o 7 ASN-020 2015/10/23
123 e o7 W F e B 2 T PR FT# VN-B101 2015/10/23
124 | 4 H o 7 LKB-122 ~ LKB-121 2015/09/23
% # SafeTynadol* -~ 2 3 # Tynatode ~ 3 % 5+
125 (G2 F 2P w%iuym1ym%~“;¥wig5anoq 2015/09/23
126 |glicd g2 7 e B HPV B 1% &2 4 & oo % Bl % ADXS11-001 | 2015/05/12
127 (2 A2 A F 7 (BB BB IE 2015/05/12
128 (4 F 2 o F ZCO008 s+ s iv 378 2015/03/31
129 |z é 2 H ;—fﬁ &7 | %% B DMTA 7% »x4f > #r & 2015/03/31
Y , Sy s 2015/03/31
130 = 5 2 3k = @ BR A A (2008/08/28)
T A SN S S R igi%;l»hv,%% ER S
131 —gfi«i;}i,‘\:x 5o~ ggi;é—_,frvip)‘ ﬂ_b]i,,\ﬁ O w s ‘;’;‘,’f@%']‘ﬁ’_’?ﬁ, 2015/02/02
UnNIES Sy
132 | £l 4 { o A0l 2014/12/17
FB825 Anti-CemX H tk 248 37 % - FB704A Anti-IL6
>4 H B ATE - FB811 Anti-CD20 48 354p it
. o - 8 37 & - FB317 Xolair # # 4p v # - FB121
183 A gaskaw balizumab 2 # fs 2 % « SNAOL Anti-PD1 i &g z7 | ~0r¥/12/17
% ~ SNAO2ANti-PDL1 i} %8 #7 % -~ SNSO01 =% J% *&
W §F o e FLAE AT B
134 |1 37 %ﬁ R I 3‘4:{ R N B S S 2014/12/17
135 |z 2 Fp oy ;?”m/%éEMWMé&%ﬁiv%i%% 2014/12/17
136 |[# 7 F FH g o 7 |BYT-3156~ BYT-3163 ~ BYT-3172 2014/12/17
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