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Current Development Status of the Chinese Healthcare Industry NP
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China became the third largest pharmaceutical market in the world in
2013. In 2015, Chinese pharmaceutical market value reached over
220 billion USD, up by 11.5%.
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In 2015, China’s pharmaceutical and medical industry output reached
around 2.58trillion RMB (440 billion USD), up by 15.7%.

30000 - - 3Ok+
1 B¢
N K
G
25000 - - 25
20000 - - 20
15000 - - 15
10000 - - 10
5000 - -5
0 0

2007 2008 2009 2010 2011 2012 2013 2014 2015



Sanitary Materials Medical Equipment
& Medical Supplies _ and Instruments

Formutltation TCM TAME R EST AR K
222 il 7 th %25 EZ A& 2 P
%1 S 7S
API @ Herbal Silces Biological and Pharmaceutical gt
2 F R 2y 2GR A Biochemical Machinery e a
Product HZEHIAR
2






20154,

rh ] 22 25 45 gt A 10264225 T,  [F) ELiK4.73%.

In 2015, the trade volume of China’s health products (medicines and
medical devices included) reached 102.6b USD, up by 4.73%.
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elndustry chain extended from APIs to finished
products

eExport to emerging markets has seen steady growth

eChina’s market keeps on expanding, and import grows
faster than export

eRapid Development in new areas such as
biopharmaceuticals and IVD

eAn array of leading Chinese local companies and
brands are developed

eincreasing investment on R&D helps to bring about a
number of internationally leading technologies and
products

ePreliminary overseas distribution network has been set
up as a result of M&As
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Paces of international registration are accelerated
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Overview and latest changes of the Chinese regulatory system

1L HEEBBESE Drug Management System
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2. FEFTRGMPEZHEIAR Implementation of new
Chinese GMP ,
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Companies to establish and improve Quality
Management System
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QOlOE%}f\ Enhance qualification of personnel
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Raise production standards of sterile medicinal products
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New procedures added to quality risk management




2. FEFTRGMPEZHEIAR Implementation of new
Chinese GMP ,
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eUpdated 34 quality related procedures, added 4 documents, and improved
GMP inspection.
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eMade weaker companies to be phased out, and the industry to conduct
mergers and acquisitions.

o FRGMPIE A SWHOR AR — i, & 2 H bRk K
eThe new GMP is in line with WHO rules to ensure that the qualities of
Chinese products are geared to the international standards.



2. FEFTRGMPEZHEIAR Implementation of new
Chinese GMP ,
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eDeadline for enterprises passing the new GMP inspection: Dec. 31,
2015.

o IE R, CFDALMUKGMPUEF: #170005K .
eBy the end of last year, about 7000 GMP certificates were issued by

CFDA.
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ein 2015, CFDA withdrew 144 GMP certificates from 140 companies
by unannounced inspection.
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Implementation of the Drug Administration Law.
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On April 24, 2015, the revised Drug Administration
i AR IERIE  Law was publicized.
s PRk It has strengthened supervision during the use of
drugs, adjusted thinking on drug pricing.
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Release of the Chinese Pharmacopeia 2015.
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The Chinese Pharmacopeia 2015
edition has been implemented
since December 1, 2015. The new
edition expanded the scope of
products to be 5608 types.

2 A

201558 — %

| R T SH V- T
a o ot Bl 2 o Al - s




B CRBRRIPEEDY BT 2.

Implementation of the new Environmental Protection Law.
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On January 1, 2015, the newly revised Environmental Protection Act,
“the strictest environmental protection law in Chinese history”, was put
into formal effect. It has a great influence on the API industry.
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Revising registration procedures for medical devices and in-vitro
diagnostic reagents.
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Pilot of MAH system in China.
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In November 2015, MAH system began to be
tested in 10 provinces of China. The system
would facilitate innovation, boost market
vitality, increase quality management and
optimize resource allocation.
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Policy of consistency evaluation of generic drugs will implement.

CEDY A 1715 £ 5h 6 5 i B AR B

Cluna l"ood n.....»_ Agminuis e aiti o n

- —

RS IPATT ATHER G T-# 90 B S5 Be IA 7 T IT Al 25 Joi w2 7 2%
-FPE RS R S L) AT G SEIBK) 2 W

¢

20164E04Ho1H

i € BS R TSR RETaSMEEEFAENEN S (EE (2015) 45 | {ESRLTFTHRERH
HEENTW MR ENTIELD > (EE (2016) 85 FIEXER, ERtRhe S ERNER 7 X TEx
<ESEERATAFTHRBEHAREIDTR—FOEMNEN > fAxER (ERENR) - NESERaRHARN
EEREN]. HeERAFHEREN. EFEENToeFdAzoBanEdBE it R inEEF SR EERE R
A RE—EMR A E.

EBTHEE: fzy@nifde. org. en

it XTEXL<LES LT THERHSRENTH—HER RN 2 fA<ER (ERENRE)

ERNENEREAT
2016 3H21H




1 B TSR ] B AL T T

The direction of China's policy and system reform.
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The Central People’'s Government
of the People's Rpub“edcm
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China-Japan Healthcare Trade and the Prospect of Future Cooperation N
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Japan has long been one of China’s top three trading partner in the
healthcare sector. In 2015, China-Japan healthcare trade took 7.4% of
China’s total foreign healthcare trade with the world.

5 I

0 T T T T T T T T T 1
X f®&E BXx HE FAE #E AN RE #= KL
Us DE JP IN FR KP IT UK NL CH



FRIZH O ANE.

APIs are the main exported products.
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In 2015, China’s API export volume to Japan reached 1.693b USD,
accounting for 43% of the total.
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Medical devices and TCM exports getting
ever more popular.
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In 2015, China’s total Hospital diagnostic and treatment devices export
volume to Japan reached 0.672b USD.
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Hospital diagnostic Rehabilitation
& treatment devices products Herbal extracts
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X-ray tomography equipment o H S Eh
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Furniture Vision correction
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Finished formulations and medical devices are the main imported products.
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e2154 API and intermediate companies exporting to Japan, only 28 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.
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eIn last ten years, PMDA had done more than 130 inspections on Chinese companies, and a
lot of them , including Hisun, NCPC, Yabang have got Japan GMP certificates.
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e NCPC’s Piperacillin Sodium and Sterile Ceftriaxone APIs and Sterile Powder of
Ceftriaxone for Injection manufacturing line were certified by PMDA.
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-China and Japan are highly complementary in the healthcare sectors.

-Japan: well-established R&D facilities and an advanced regulatory system,
research funding is focused, and is uniquely competitive in developing and
manufacturing original products.

-China: the largest producer and exporter of APIs, with huge potential in generics,
and solid foundation of medical devices.
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China and Japan forging industry collaboration.
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China’s capacities in API production, R&D and outsourcing
combining with Japan’s strengths in innovation and formulations not
only helps to build 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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m In 2014 and 2015, Chinese healthcare delegation visited Japan twice to hold
Exchange and Business Match-making Program.
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