ChinaJapan Bilateral Cooperation in the Healthcare Se
Enhancing Collaboration, Promoting Exchanges

Adn 3y Ay
2015W4T " u B



-
W J] K Content coouED

@‘Hﬁxw,k"r )

Current development Status of the Chinese and Global
Healthcare Industry

‘wa + 0 0. ’

Overview and Latest Changes of the Chinese Regulatory
System

wa 0X M ok T

ChinaJapan Healthcare Trade and Interests of the
Chinese Companies




" -=EENNT

JtzAdNn Ffnur R

O

L\
] HPIE ]

Current Development Status of the Chinese and Global Healthcare Industryd”

The global healthcare market
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The global healthcare market
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., In 2013, seven out of global top ten
most popular drugs are therapeutic
biologics, and antibodies have been
leading the sales growth
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. By 2015, drugs worth 64 billion USD

will reach expiry date
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. THe biosimilar market value will reach
over 20 billion USD by 2020 with
CAGR of 56% in the next decade.
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2.T ™ 30 Current development
status of the Chinese healthcare industry
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Drug sales in China in 2014
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2.T M 30 Current development
status of the Chinese healthcare industry
2013 © T M [(p 2B A
China became the third largest pharmaceutical market in the world in 2013.
1 United States 1 United States 1 United States
2 Japan 2 Japan 2 China
3 Germany 3 China 3 Japan
4 France 4 Germany 4 Brasil
5 Italy 5 France 5 Germany
6 UK 6 Italy 6 France
7 Spain 7 Brasil 7 Italy
8 Canada 8 UK 8 Russia
9 China 9 Canada 9 UK
10 Mexico 10 Spain 10 Canada
11 South Korea 11 Australia 11 India
12 Brasil 12 India 12 Spain
13 Turkey 13 Russia 13 Mexico
14 Australia 14 Turkey 14 South Korea
15 India 15 Mexico 15 Australia
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2T ™ 3 0 Current development
status of the Chinese healthcare industry

2014 © T M 3 Ty 25  H 15%A

Il n 2014, Chinads pharmaceutical and
2.5trillion RMB, up by 15%.
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China is the worldoés | argest prod:i
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A China is capable of producing more than 1500 types of APIs with an annual

output of over 2 million tons.
Conventional APIs such as Penicillins ,Vitamins, Cephalosporins.
Specialized APIs such as Statins, Perindoprils and Sartans.
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China is producing more formulations than any other country in the world.

AL T3 N 1

A L3 Fo V 2,100° [ 10%y:::
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A The pharmaceutical industry is undergoing transformation.

A-Chinabds export of formulations has ||
accounts for more than 10% of the total export of pharmaceutical products..

A China is able to produce over 4500 different types of pharmaceutical

formulations in more than 60 dosage forms.
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Chinaods biopharmaceutical manuf acit u
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A Heparin products are exported to all over the world.
A Human vaccines, blood products and thymus drugs are welcomed by clients
overseas.
A The industrial output of biopharmaceutical industry only takes up 11% of the

total for the time being, bigger progress could be expected.



3. T ™ _ D Internationalization of
the Chinese medicinal products and devices

2014~ T M Ga Fo 980.02 H 9.26%A
Il n 2014, the export volume of Chinabo
devices included) reached 98b USD, up by 9.26%.
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"3.T M _ Y Internationalization of
the Chinese medicinal products and devices

* 3 S 7| Industry chain extended from APlIs to finished
Lsw,, d products
, vv. K Fo G / , Export of high valueadded products takes a bigger
) ¥ share and grows faster than APIs
] Fo v Export to emerging markets has seen steady growth
Lk a ab aTk , ASEAN, Africa, Russia, Middle East, etc.
 Fo 20,  ° G . Export rate of which increases by around 20%, much
r %o higher than the average export growth rate
L 5 * 0 \l ., More and more export of finished products to
M S developed markets annually
T M R Chinads mar ket keeps on ex
G Fo grows faster than export
2014 T M 7 0 Iln 2014, Chinab6s i mport o
11.7% G ¥o 4@ Ne devices grew by 11.7%, 4 percentages points higher than

the export rate
, Trade surplus is narowing.



International Certification
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Overview and latest changes of the Chinese regulatory system N?
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CFDA ' ' -
Regulatlor_\s_for Implementatlon of The A more than 4200
Drug Administration Law

- v, Imported drugs

~ /(e Y wi h
Methods on the Administration of Drug
Registration )
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Registration Process of Imported Drugs(after
completing clinical trial)

Applicant provides documen
(ie. Clinical trial, changes, or
additions)

Accepted by CFDA
Administration Service
Center(5 working days)
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Technical review by CFDA
Drug Review Center
(120 working days)

L

Decision by CFDA
(20 working days)

v

Administration Service Centg
notifies the applicant

=

Adding documents(within 4
moths upon notification)

!

Technical review by the Dru
Review Center

(40 working days)

(10 working days)
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Chinese GMP

GMP Implementation of new

(2010
GMP

GOlO

New GMP
adopted in

~
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1. o3 r
Companies to establish and improve Quality
Management System

2. o3 L 3,
Enhance qualification of personnel
3. b a )

Better documentation such as operating procedures
and production records
4, ” %o
Raise production standards of sterile medicinal produc
5. w o+ L
New procedures added to quality risk management



2. T GMP Implementation of new
Chinese GMP
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N 2015 1 ° CFDA" %60
9760 ~ 2234 T o3 A
G GMB By January 2015, CFDA approved the production of

9760 APIs from 2234 manufacturers.
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960 GMP certificates were issued for APIs, 140 for
sterile APIs, 36 for oncological drug APIs
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Chinese GMP

4 GMP)
GMP
implementatior] —
for Sterile
medicinal
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GMP Implementation of new
k GMP Ve L 3
a 1 T 2013 12 31
E[ Kk GMP A

According to the work plan, blood products, vaccines
and injections were required to be GMP cmpliant
before Dec.31,2013
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By the end of 2013, 870 companies applied for new
GMP certificates, 855 of them were inspected and
796 passed the inspection and were announced
compliant by CFDA with a public notice.




2. T GMP Implementation of new
Chinese GMP

GMP
GMP
Implementation| —<
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Medicinal
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China has 5634 manufacturers of sterile medicinal
products and it is expected that 92% of them will
pass new GMP by the end of 2015.



2.7 GMP

Chinese GMP
. CFDA %a H 1 T P M~ k
) Y1 34 P~ 4@ - L W
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. CFDA is adherent to the highest standards and requirement, and has worked
out relevant guidance, updated 34 quality related procedures, added 4
documents, and improved GMP inspection.

GMP« T M “ 3 n o 2 LA A
. The new GMP has offered an historic opportunity for weaker companies to be
phased out, and the industry to conduct mergers and acquisitions

GMP bLWHO ¢ ® ~ GT M 7 % |

A A

. The new GMP is in line with WHO rules to ensure that the qualities of
Chinese products are geared to the international standards.
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., Revision ofDrug Administration Lawwas

listed into the 18 NPC lawmaking plan and

the agenda of the legal office of the State

Council.

/2013 12 CFDA § k

b v K b

v KFNe A
. CFDA officially started the DAL revision
work in December 2013, and has so far set up
a steering group and laid out detailed working
plans.



Enhance regulation,
streamline
administrative
approval
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Set up a drug recall
system

L

Set up a drug ADR
relief system

v a
Enhance in i process
supervision

1 Fo

Set up the drug
export management
system

CSR system

v 4

Harsher punishment
to the violators

¥ A

Set up the filing
procedure for APIs
and excipients

L

Improve the
information sharing
system for drug
regulation

v e

P
Set up an electronic
supervision and on-
line transaction
management system
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. The revision of th2015 Chinese Pharmacopeisas

finalized in June 2014, and this version will be put into use

from July 2015
Eﬁ‘:"fﬁif‘{{;j {‘Afﬂ m , [ 56600 ~ 26% %0

ﬁ 2010 T T . 4 2617 ~
| 12760
20105 & = 8

. The new Pharmacopeia includes 5660 products, the number
of which increases by 26%. 2917 more standards have been
newly added. There are 2617 chemical drugs in the new
pharmacopeia, 1276 more than the Japanese pharmacopeia.

, y v [ 271" 105%A
., Excipients are in a staralone volume, and number of
products included have risen to 271, up by 105%.
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. Regarding chemical drugs, qualitative and quantitative assays of impurities
were emphasized so that known impurities and unknown impurities are
controlled differently and impove testing method for antibiotics polymers.

. Developed and updated testing method for inorganic impurities such as
catalyzers to increase the accuracy of the method.
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ChinaJapan healthcare trade and interests of the Chinese companies ..

China-Japan healthcare trade

T M Fo [ 2001 1458 'H [ 2014 75.19 H

200 12.4%A

ChinaJapan healthcare import and export trade rose from 1.458b USD in 2001 to
7.519b USD in 2014, an increase of five times, and CAGR of 12.4%
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7.7%A
Japan has | ong been one of Chinabs tc
sector.In 2014, Chirdapan healthcare trade took

healthcare trade with the world.
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China-Japan healthcare trade

, T M %o Y TR L |k A
,China I s among Chinab6s top three exc
2014 %o 10.63% G a a a h %o A

., Export growth stood at 10.63% in 2014ignificantly higher than the other
exporting destinations such as US, Germany, Korea, UK,etc.

, 1T M 0 Yy T38 ”f:ﬂ‘::ﬂ A
Japan is also among the top three importing sources of China.

9 G Fo - * 2013 ¥ A

: Import growth from Japan has been obviously higher than export from China
to Japan and the trade surplus has narrowed and trade deficit occurred in 2013.
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APIs are the main exported products.
2014 T A Fo 16.54 'H 17.76% G
M Fo 700 Ne = \ A
Il n 2014, Chinads APl export volume to Jap
by 7.1 percentage points than Chinabds tot
more than 40% of the total.
/ A A APIs for
APls Specialized APIs biochemical drugs
A Citric acid A Statins A
A Vitamins A =z protein-derivatives
A Amino Acid Perindoprils A enzyme
Ar A heparin
ASartans
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TCM exports getting ever more popular.
2014 ~ Fo T 528 “H 16.33%A
Il n 2014, Chinads total TCM export vo
16.33%.
T | b T Ga
Jr%h/rl)rrsgvagﬁtglrilgéss Herbal extracts TCM Health Products
A, @ Ginseng A Concrete A Royal jelly
AN Pinellia ternata A
A Licorice Glycyrrhetate
A Poria cocos A Rutin
A Paeonia
lactiflora Pall
A :Chinese
Angelica
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Finished formulations and medical devices are the main imported products.

FDF

M
medical devices

T Ga
TCM health products

Al

AOriginators

A n
ASpectroscopy
devices

Ap

AEndoscopy

AX n

AX-ray tomography
instrument

A

AUIltrasound devices

A

AKampo medicine
Ad

ALecithin




o3 Interests of the Chinese companies

T Mo T ¥ o o3 2000 " p T T %o
1000  "Hy:: o3, 30 ~ 500 “Hy:: 68 A Fo
L o3 20 A
., China has 2000 API and intermediate companies exporting to Japan, but the
concentration is low and there are only 30 companies with an annual export volume of
over 10 million USD and 68 companies with an annual export volume of more than 5
million USD. Only 20 Chinese local companies are exporting finished products to Japan.

02005 3 [2014 3 ° T o3 1 PMDA 114 ~ 33
v, L 3 3 W A o3 GMP A

. From March 2005 to March 2014, PMDA had done 114 inspections on Chinese
companies, and a lot of them , including Hisun, NCPC, Hisoar have got Japan GMP
certificates.

ol T L a~y L VOB Ls 0 GMP
A
. Regarding generics, facilities of Beijing Tide and NCPC Hebei Huamin have passed

Japan GMP inspections.
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-ChinaandJapararehighly complementaryn the healthcaresectors

-Japan well-establishedR&D facilities and an advancedregulatory system, research
funding is focused,andis uniquely competitivein developingand manufacturingoriginal
products

-China thelargestproducerandexporterof APIs, with hugepotentialin genericsandsolid
foundationof medicaldevices
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China and Japan forging industry collaboration.
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Chinads capacities in APl production
Japands strengths in innovation and

competitiveness along the whole production chain, but also helps to cut cost,
and thrive the pharmaceutical industries of the two countries.
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Great cooperation potential in therapeutic biologics
A [ N 2
ASol id foundation and favorable market
science industry.
Av . 3. b [t ™
A

ABut is yet to be a global leader in commercializing those
fundamental achiivements because effective and viable polices
are not in place

AF™ W |+ M 0
AA series of measures and policies have been adopted to
encourage the development of the biopharmaceutical industry

Ao 3

ACompanies are highly interested in introducing new technologies
and products to the Chinese market

A \

AHuge domestic market
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consulting services and policy recommendations

FOrC H guidance

T platform building
representing interests
of companies

For ¥ N policy

suggestions

For H ot b
industry policy making
n'H A
governmental dialogues and
negotiations




