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China became the third Iargést 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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Il n 2015, Chinads pharmaceutical &
around 2.58trillion RMB (440 billion USD), up by 15.7%.
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2015 T M Ga Fo 1026 H 4.73%A
In 2015 the trade volume of C h i nhaaitls products (medicinesand
medicaldevicesncluded)reachedl026b USD, up by 4.73%.
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13% 3 Fo 7l , Industry chain extended from APIs to finished
L=I Wr. d products
23 X Fo Y , Exportto emergingmarketshasseensteadygrowth
3T M M . Ch i mar&etkeepson expandingandimport grows
G ¥o fasterthanexport
43 M A, . Rapid Development in new areas such as
0 biopharmaceuticalandIVVD
53 W n Y o , An array of leading Chineselocal companiesand
o3 F brandsaredeveloped
63 0 ~° W o , Increasinginvestmenton R&D helpsto bring abouta
ae ¥ ' number of internationally leading technologies and
products
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. Preliminaryoverseaglistributionnetworkhasbeenset
up asaresultof M&As



Paces of international registration are accelerated
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Overview and latest changes of the Chinese regulatory system
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Drug Administration Law
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2. T GMP Implementation of new
Chinese GMP
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Companies to establish and improve Quality
Management System
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Enhance qualification of personnel
GMP _ 3. b a )
Ndethg/'.P Better documentation such as operating procedures
gocl)g eain and production records
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Raise production standards of stfrile medicinal produc
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New procedures added to quality risk management



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

, GMP btWHO t W ~ | QO A

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



2. T GMP Implementation of new
Chinese GMP

GMP ' 2015 12 31 A
, Deadline for enterprises passing the new GMP inspection: Dec. 31,
2015.

, * CFDA" 0 GMP ' 7000 A
, By the end of last year, about 7000 GMP certificates were issued by
CFDA.

2015 CFDA 2144 GMP i~ 1 140 o

. In 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
e NRIERE  Law was publicized.
e Pl It has strengthened supervision during the use of
drugs, adjusted thinking on drug pricing.
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Release othe Chinese Pharmacopei2015.
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The Chinese Pharmacopeia 2015
edition has been implemented
since December1, 2015 The new
edition expanded the scope of
products to be 5608types
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On January 1, 2015 the newly revised Environmental Protection Act,
fthe strictest environmental protection law in Chineseh i s t evasyul ,
Into formal effect It hasa great influence on the API industry.
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Revising registration procedures for medical devices and aitro
diagnostic reagents.
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In November2015 MAH systembeganto be
testedin 10 provinces of China. The system
would facilitate innovation, boost market
vitality, increase quality management and
optimize resourceallocation.
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Policy of consistency evaluation of generic drugs will implement
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The Central People’'s Government
of the People’'s Repubilc of China
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China-Japan healthcare trade
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Japanhaslong beenone of C h i nt@ dhsee trading partnerin the
healthcaresector In 2015 ChinaJapanhealthcargradetook 7.4% of
C h I rnotaldaeignhealthcardradewith theworld.
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APIs are the main exported products.
2015 © T A Fo 16.93 "H \  43%A
Il n 2015, Chinaods APl export volum
accounting for 43% of the total.
A A o APIs for
APls Specialized APIs biochemical drugs
A Citric acid A Statins A
A Vitamins A # Perindoprils protein-derivatives
A Amino Acid At A ehzyme
A Sartans A heparin
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Medical devices and TCM exports getting
ever more popular.

2015 ~ T Fo M b 6.72 "HA
Il n 2015, Chinaods tot al Hospi tal
volume to Japan reached 0.672b USD.
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Hospital diagnostic Rehabilitation
& treatment devices products Herbal extracts
A X n A | Massage A Concrete
X-ray tomography equipment A
Instrument A Glycyrrhetate
A Assistive Devices A Rutin
MRIs Support disabled
AM I Medical A z
Furniture Vision correction
equipment




