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Disclaimer

This material has been prepared by ScinoPharm Taiwan, Ltd. (“ScinoPharm”).

Any opinions expressed in this material are subject to change without notice as a
result of using different assumptions. ScinoPharm is under no obligation to
update or keep current the information contained herein. The information
contained in this presentation is ScinoPharm’s confidential information.

Any disclosure, copying, distribution or any action taken or omitted to be taken in
reliance on it is prohibited and may be unlawful.

No representation or warranty, express or implied, is or will be made in or in
relation to, and no responsibility or liability is or will be accepted by the Company
as to, the accuracy or completeness of this material and any liability therefore is
hereby expressly disclaimed.

Statements made in this material include forward-looking statements, which
include, without limitation, statements about the issues, plans and expectations
of ScinoPharm. Without limiting the foregoing, statements including the words
“believes”, “anticipates”, “plans”, “expects” and similar expressions are also
forward-looking statements. Forward-looking statements reflect, among other
things, management’s plans and objectives for future operations, current views
with respect to future events and future economic performances and projections
of various financial items. These forward-looking statements involve known and
unknown risks, uncertainties and other factors which may cause actual results to
differ materially from those implied by such forward-looking statements.
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ScinoPharm at a Glance
 Est. 1997 in Taiwan with R&D/CGMP plants in Tainan and Changshu, China plus 

marketing forces in Tainan, Shanghai and Tokyo

 Specializes in providing R&D and CGMP manufacturing of APIs (cytotoxic/steroid) 
and injectable drug products

 74 generic APIs in portfolio with 34 referred and approved  ANDAs/NDAs*

 894 active DMFs worldwide with 66 US DMFs*

 150+ contract projects with 11 approved/launched (9 NCEs) and 5 in phase 3 for 
NDA/MAA filing within 1-3 years*

 API plant certified by key international regulators - US FDA, EMA, EDQM, 
Australian TGA, Japanese PMDA, Korea KFDA, Mexico COFEPRIS and German 
Authority

 Injectable plant certified by TFDA and passed 1st Pre-Approval Inspection by US 
FDA in May, 2022; 2nd on-site inspection by US FDA in Oct., 2022

*As of 2022/11/30
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 Generic API PortfolioOptimize
Generic API 
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 2022 Generic API Product Approval PlanOptimize
Generic API 

Portfolio

：Approved As of 2022/11/30

Type Product Region Indication
Brand 

Marketer

Generic API Irinotecan HCl CN( ) Colorectal cancer Pfizer

Generic API Anastrozole CN(    ) Breast cancer
ANI 

Pharmaceuticals

Generic API Azilsartan CN(    ) Hypertension
Arbor 

Pharmaceuticals

Generic API Bimatoprost CN Glaucoma Allergan

Generic API Cladribine CN Multiple sclerosis Merck

Generic API Galantamine HBr CN Alzheimer's disease Janssen

Generic API Regadenoson US(    ) MPI Astellas

Generic API Topiramate EU Weight management Vivus
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 CDMO Business Status
Expand 
CDMO
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 2022 CDMO API Product Approval Plan 
Expand 
CDMO

Business

Type Product Region Indication Brand 
Marketer

CDMO API Camcevi EU(    ) Cancer Foresee

CDMO API Eflornithine US/EU FAP CPP

CDMO API Ganaxolone US( ) Genetic epilepsy Marinus

Intermediate for
CDMO API

Sotagliflozin US Heart failure Lexicon

 Camcevi
 Launched in US in Apr., 2022
 MOH of Israel accepted MAA for substantial review in May, 2022
 Approved by EMA in May, 2022
 Submitted to TFDA for NDA in Jun., 2022
 Submitted to MHRA of UK for MAA in Jul., 2022
 Allowed to proceed with the phase 3 clinical trial in patients with CPP in Aug., 2022
 China NMPA accepted the phase 3 IND application for CPP for substantial review in 

Nov., 2022
 Ganaxolone
 Approved by US FDA in Mar., 2022 and launched in US in Jul., 2022

：Approved As of 2022/11/30

10



Copyright ©  2022 ScinoPharm Co., Ltd. . All rights reserved.

 In-House Drug Product Submission Status
Advancing

to 
Injectables

Completed 
registration

batches 

Submitted 
ANDA to
US FDA

US FDA’s 
On-site 

Inspection 

US FDA
Approved

ANDA

Passed US FDA Pre-Approval Inspection in May, 2022

Passed US FDA Pre-Approval Inspection in May, 2022

US FDA’s on-site inspection in Oct., 2022

Registration batches of 1st cartridge product were completed, 
preparing for ANDA submission

Cartridge line

Prefilled-syringe

Vial line

Liquid solution 

Vial line

Lyophilized powder 

Cartridge line 

Cartridge product
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 Collaborative Projects for Drug Product

In-house 
Prefilled -
syringe 
product

Collaboration 
on 505(b)(2) 
for non-small 
cell lung 
cancer

Collaboration 
on ANDA for 
non-small cell 
lung cancer

Collaboration 
on ANDA for 
multiple 
myeloma

Signed 
marketing 
agreement
with partner

Launched in 
US in Feb., 
2022 by 
customer

Approved by 
US FDA in Aug., 
2022 and by 
EMA in Dec., 
2022 

Approved by 
US FDA in May, 
2022
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 2022 Drug Product Approval Plan 

Type Product Region Indication Brand 
Marketer

Generic Drug Glatiramer Acetate US Multiple sclerosis Teva

Generic Drug Pemetrexed 2Na
US(    )
EU(✱)

Non-small cell lung 
cancer

Eli Lilly

Generic Drug Clofarabine US Leukemia Sanofi

Generic Drug Bortezomib
EU(    )
US( )

Multiple myeloma Takeda

：Approved As of 2022/11/30
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China Market

* Customer’s clinical trial for new indication in progress
** NDA for new indication - thyroid cancer approved by NMPA in Aug., 2022

Inspection
Date Product Approval Indication Market

2020.09
Sodium 

Phenylbutyrate* 2021.05
Urea cycle 
disorders Orphan disease medicine

2021.02 Donafenib** 2021.06
Advanced liver 
cancer first-line 

treatment

2022 sales projected by 
research report :

c. RMB 400 million

2021.06 Bimatoprost
Expected
2023 Q1 Glaucoma

Prostaglandin drug products
c. RMB 1 billion

2022.11 Azilsartan 2022.09 Hypertension c. RMB 100 million

 4 CFDI on-site inspections completed in Changshu site to facilitate 
China market growth
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2022 Sales Distribution 

by Business

by Indication

by Region
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Sales Distribution – YoY
By Business

Generic API CDMO Drug Product

FY 2022 Sales 71.7 23.3 14.4

YoY -0.3% 58.5% 19.6%

By Indication

Oncology CNS Others

FY 2022 Sales 71.9 23.5 14.0

YoY 5.1% 2.4% 90.8%

By Region
US &   

Canada EU Japan India China Others

FY 2022 Sales 23.7 19.8 20.9 19.3 11.0 14.7

YoY -14.3% -4.6% -20.0% 135.0% 64.1% 60.0%

Unit: USD/M
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Consolidated Income Statement
NTD Million
except for EPS

3Q 2022 YoY 3Q 2021

Revenue 2,248 100% 10% 2,043 100%

Gross Profit 884 39% -6% 945 46%

Operating Profit 280 12% 23% 227 11%

Net Profit before Tax 314 14% 34% 235 11%

Net Profit after Tax 252 11% 33% 190 9%

EPS (NTD) 0.32 - - 0.24 -
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Consolidated Balance Sheet
NTD Million 2022/09/30 2021/09/30

Cash and Cash Equivalents 4,246 36% 3,732 33%

Accounts Receivable 339 3% 284 3%

Inventories 1,304 11% 1,373 12%

Property, Plant & Equipment 3,913 33% 4,066 36%

Other Current/Non-Current Assets 1,937 17% 1,994 16%

Total Assets 11,739 100% 11,449 100%

Financial Debt 49 0% 0 0%

Other Current Liabilities 629 5% 503 4%

Other Non-Current Liabilities 665 6% 624 6%

Total Liabilities 1,343 11% 1,127 10%

Total Shareholders' Equities 10,396 89% 10,322 90%
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Consolidated Cash Flow Statement

NTD million 3Q 2022 3Q 2021

From Operating Activities 669 331

From Investing Activities (172) (238)

From Financing Activities (341) (411)

Effect of foreign exchange rate changes 9 (5)

Net Change in Cash 165 (323)

Beginning Balance 4,081 4,055

Ending Balance 4,246 3,732
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公司概況
 1997年成立，於台灣台南及江蘇常熟擁有研發及cGMP原料藥廠，並於

台南新建針劑廠，在台南、上海及東京分別有行銷據點

 提供全球客戶高活性原料藥到針劑產品，包括研發及生產之整合性服務

 已開發74項供學名藥用之原料藥，其中33項產品已獲核准*
 全球註冊之有效DMF計891項，其中美國有66項*

 客戶委託研製開發項目逾150項，已有11項產品(9項為新藥)獲批准上市，
5項產品位於臨床三期*

 原料藥廠通過美國FDA、日本PMDA、歐盟EMA、EDQM、澳洲TGA、
韓國KFDA、墨西哥COFEPRIS、德國等官方GMP品質查廠

 針劑廠通過台灣TFDA之GMP/GDP符合性評鑑查廠及美國FDA首次
藥證核准前實地查核

*統計至 2022/06/30

Brand Quality with Asian Advantages
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