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China-Japan Bilateral Cooperation in the Healthcare Sector
Enhancing Collaboration, Promoting Exchanges
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Current Development Status of the Chinese and Global Healthcare Industry “\.?

1. £EREZTH The global healthcare market
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Global healthcare market
in 2014
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eGrowth rate is 2-3 times
that of GDP

o F X T i7> K iE T )
eEmerging markets>
developed markets
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eln 2013, seven out of global top ten
most popular drugs are therapeutic
biologics, and antibodies have been
leading the sales growth

o Tl 1120154 K 45 6401238 JL AWM 259
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eBy 2015, drugs worth 64 billion USD
will reach expiry date

©20204F A= 45 il 24 T 175415200212
KL, AKTFEREEHKZ56%.
eThe biosimilar market value will reach
over 20 billion USD by 2020 with
CAGR of 56% in the next decade.




2. FEEZGFEIL A BIUIR Current development

status of the Chinese healthcare industry
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Drug sales in China in 2014

4K 23%
reached
y 23%
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Drugs used in hospitalg reached
550b RMB, u




2. HEEZG I R FEIIR Current development

status of the Chinese healthcare industry

20134, BRI O 20 Bk BT 528 =47
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



2. FEEHA A RBIIR Current development

status of the Chinese healthcare industry

20144, hE L T EEL42.575147C, [FHHEK15%.
In 2014, China’s pharmaceutical and medical industry output reached around
2.5trillion RMB, up by 15%.
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China is the world’s largest producer and exporter of APIs.

m AR RL 2515000, Er7s200% il
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m China is capable of producing more than 1500 types of APIs with an annual
output of over 2 million tons.

m  Conventional APIs such as Penicillins ,Vitamins, Cephalosporins.
m Specialized APIs such as Statins, Perindoprils and Sartans.
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China is producing more formulations than any other country in the world.
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m The pharmaceutical industry is undergoing transformation.

m China’s export of formulations has increased by 10 folds, and the volume
accounts for more than 10% of the total export of pharmaceutical products..

m  China is able to produce over 4500 different types of pharmaceutical
formulations in more than 60 dosage forms.
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China’s biopharmaceutical manufacturing capacity is also greatly improved.

m FECE N B A
w NIRRT MRS RS ZGPTR 52 [ A2 7 X
. EYB 2 T E RIS 11%, AEAER

m Heparin products are exported to all over the world.

m  Human vaccines, blood products and thymus drugs are welcomed by clients
overseas.

m  The industrial output of biopharmaceutical industry only takes up 11% of the
total for the time being, bigger progress could be expected.



' 3. FEHEZLGEFRALESE Internationalization of

the Chinese medicinal products and devices

20144F, H[E 5= 25 (R4 ik H &8 980.0214.35 70, Al B K:9.26% .

In 2014, the export volume of China’s health products (medicines and medical
devices included) reached 98b USD, up by 9.26%.
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' 3. HEHEAERMHASE Internationalization of

the Chinese medicinal products and devices
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Industry chain extended from APIs to finished
products

eExport of high value-added products takes a bigger
share and grows faster than APIs

Export to emerging markets has seen steady growth
e ASEAN, Africa, Russia, Middle East, etc.

eExport rate of which increases by around 20%, much
higher than the average export growth rate

eMore and more export of finished products to
developed markets annually

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

eln 2014, China’s import of medicines and medical
devices grew by 11.7%, 4 percentages points higher than
the export rate

eTrade surplus is narowing.



& P A IE

International Certification
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Overview and latest changes of the Chinese regulatory system

1. hEEHBSH|E Drug Management System

(24 8 TR
s ~ Drug Administration Law
[ (2R RS ) i
CFDA Regulations for Implementation of The | o
g Drug Administration Law )
~
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Methods on the Administration of Drug
Registration
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more than 4200
imported drugs
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Registration Process of Imported Drugs(after
completing clinical trial)

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

Accepted by CFDA
Administration Service
Center(5 working days)

SPAE EHfEHBE (20 [

THRERS PLRAE
EILEEA (10B)

HhEfPLEAE
i¥ (408)

Technical review by CFDA
Drug Review Center
(120 working days)

L

Adding documents(within 4
moths upon notification)

Decision by CFDA
(20 working days)

v

Administration Service Center
notifies the applicant

!

Technical review by the Drug
Review Center

(40 working days)

(10 working days)




" 2. FEFRGMPEEEIIR Implementation of new
Chinese GMP ,

1. BB LR Aol g ST AN 56 35 o = B R
Companies to establish and improve Quality
Management System

2. FE AL MO 53 5 5 225K

QOIOE%}? Enhance qualification of personnel
fiiGMP 3. CHALARAE IR . A P 2SO B 52
NETELP | Better documentation such as operating procedures
ggigted " and production records

- J 4. R T B 24 7 R B

Raise production standards of sterile medicinal products
5. [l &% ot 5 XU B 1 — RV IHT I
New procedures added to quality risk management




" 2. B EBFARGMPEEFEILIR Implementation of new
Chinese GMP

STt IR

on of GMP
@rAPIs
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Implementati
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By January 2015, CFDA approved the production of
9760 APIs from 2234 manufacturers.

MUK SR S GMPIEFE9601 . Jo T JFUREEZ4 AH <
GMPiE+31401, MR JEEZ5GMPUEF5 33647 .
960 GMP certificates were issued for APIs, 140 for
sterile APIs, 36 for oncological drug APIs



" 2. B EBFARGMPEEFEILIR Implementation of new
Chinese GMP ,
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. VESFIEETC A A A AR 20134512 A 31
H RTiA 22T 25 5 GMPE K .

(14245 GMP According to the work plan, blood products, vaccines
SE i IR and injections were required to be GMP cmpliant
GMP before Dec.31,2013
Implementation | —
for Sterile #1E20134E K, A 870K I HIGMPIAILE i,
medicinal H A 8555 I ta sy, it aEHA S RAe

\products W, WAHTI6K .

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. B EBFARGMPEEFEILIR Implementation of new
Chinese GMP

(e )
GMPL it HLR
GMP

Implementation | —=<
of Sterile
Medicinal

\Products /|
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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. FEFRGMPEEEIIR Implementation of new
Chinese GMP

oCFDAMRKFmbRE . JPEIK, S miAT AR SCBRH A IEAS B 46 RS, 23T
JRA = T B34 SO, R I A SO, AR RE DT Tk — 2P 58 3%
T 25 GMPIAIERS 7

eCFDA 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.

o B GMP oy i [E = 25 P ML R E S50k SOF B 3R 4t 1 by st R HLiE&
e The new GMP has offered an historic opportunity for weaker companies to be
phased out, and the industry to conduct mergers and acquisitions

o HT i GMPEA 5 WHO R AE — 2, Ok A [ B2 24 7 o ot S ik 5
E3) T i ) G

eThe 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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A20145F [ 25 Be vk il Fp Skt &l
eRevision of Drug Administration Law was
listed into the 13" NPC law-making plan and
the agenda of the legal office of the State

Council.

(EINTE T e
5 R 0201312 H CFDAIE A 3h 45 i B BB
T ST AR, FROT T RSN T (R,
B BEAT T A SRATR S5 0 i
LS MR e 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.
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25 LB B VEET BB Principles underlying the Revision of DAL ‘ccovEED
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Enhance regulation, IS SR P 2 ) i3

’ 1 Enhance in —process _
streamline supervision Harsher punishment

administrative to the violators
approval
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Set up a drug recall Set up the drug Set up the filing

system export management procedure for APIs
and excipients

Set up an electronic
supervision and on-
line transaction
management system

gt 3T 24 RO

Set up a drug ADR
relief system CSR system

Improve the
information sharing
system for drug
regulation
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eThe revision of the 2015 Chinese Pharmacopeia was
finalized in June 2014, and this version will be put into use
from July 2015

K i 24 BLADWC  FHB6601S,  HRIE26%, ST RUbRIESE
29174, HoA il s 2 R E 26174, EEH
K£12764

e 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.

o 2 FUM BRI B, JFEIn#12714>, A LE 4% 105%.
eEXxcipients are in a stand-alone volume, and number of
products included have risen to 271, up by 105%.



3. BTk Latest changes

O EFXT A SR 2RI, NG T 2% S5 RE TR AT e Ell S T IR T, SEBIL
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eRegarding 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.
eDeveloped and updated testing method for inorganic impurities such as
catalyzers to increase the accuracy of the method.
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China-Japan healthcare trade and interests of the Chinese companies N?

1. HHEZHE 5 R China-Japan healthcare trade

Hh [ B2 2 14 A 20014 1) 14,5812, 56 0 1S K 1120144 11175.191. 5% 75, ##
T hifEZ, FYEEHKEA12.4%.
China-Japan 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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1. HHEZE 5 R China-Japan healthcare trade

H A SRR [E B 250K 11T =44 . 20144F, S H 57 540 5 v 3] 1B 265 5t 4
5 AT 7%

Japan has long been one of China’s top three trading partner in the healthcare
sector. In 2014, China-Japan healthcare trade took 7.7% of China’s total foreign

healthcare trade with the world.
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1. FHEZ® BIRM China-Japan healthcare trade

o [ AAEF [FE B 24t 1 H AR5 B A A7 41 T =

eChina is among China’s top three exporting destinations.

©2014%F ) [TH811§10.63%, HE & T3, 8. &, ETENOHKE,
eExport growth stood at 10.63% in 2014, significantly higher than the other
exporting destinations such as US, Germany, Korea, UK,etc.

o [ AAE v [ B 24k R [ 55 Foh B A e i =

Japan is also among the top three importing sources of China.

oITAER, HE IR T G IR, LGN, 20134 B 2= .
eImport 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.

20144F,  [EX H AR JFUR 24 H A48k 16 54146 7T, AL K17.76%, =T X% H
=24 R AU IR 7. 1N 70, o B DU A

In 2014, China’s API export volume to Japan reached 1.654b USD, up by 17.76%, higher
by 7.1 percentage points than China’s total healthcare export to Japan, accounting for
more than 40% of the total.

NoRFRHE 5 SR 24 AR5 AP for
APls Specialized APIs biochemical drugs
- FriE L Citric acid - Yb3H I Statins . B AEATEY)
o 44 K Vitamins RS protein-derivatives
« S L% Amino Acid Perindoprils « liFZenzyme
o« fhyT « iF & Zheparin
« Sartans
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TCM exports getting ever more popular.

20144, HO HASH O AR 25387 4 6.2814 5570, A LE1E1:16.33% .
In 2014, China’s total TCM export volume to Japan reached 5.28b USD, up by

16.33%.
25 Fhr
RO HE L) 2 R i

TCM raw materials

and prepared slices Herbal extracts TCM Health Products
« AZGinseng - {H¥)1% & Concrete « 1% F ¥ Royal jelly
« 2 E Pinellia ternata o HEfREh
« H#Licorice Glycyrrhetate

. o R ;
» HRZPoria cocos = HERuULtn

« HAjPaeonia
lactiflora Pall

 2419:Chinese
Angelica
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Finished formulations and medical devices are the main imported products.

Flith 24 =77 as H 2 R A
FDF medical devices TCM health products
o JRTH 24 « TR RS « Wi
* Originators » Spectroscopy « Kampo medicine
devices . GRS
- NELBE « Lecithin
« Endoscopy
o XHTE R R A
« X-ray tomography
instrument
« Ultrasound devices




2. FEEZH LR Interests of the Chinese companies |

o [B| 225 2 24 IR} 25 Fdb [l H Y TR Al A 200058, (HAEH REEL 2, HY 140
#£1000 7735 76 A EARIPAN 305K, 500733676 LA 685K . 14 E XT H At 24 Hh K
R AS i 25 AN A 202 K .

eChina 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.

020053 H £20144E3 ), EAV L2 HAPMDAILIZ G A 1141k, H#E1EZb,
A2y W2l SE — KAtk JFURL 2 Akl il H ARGMPIAIE

eFrom 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.

offi il 245 1, JbEtFR G2y, b 255 H R R 2 w7 42 18] e e iE i H A~ GMP
I .

eRegarding generics, facilities of Beijing Tide and NCPC Hebei Huamin have passed
Japan GMP inspections.



2. FEEZH LR Interests of the Chinese companies |
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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.

b B ERBRGEP75E . BRI AP AL RE 0 S H A BT g 0 A i 7
HEFERE A RS G, AR DTG AR A B EDL S, i Hon] DL &1 4
5% NN ES B HIEZIN AN dE s N

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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Great cooperation potential in therapeutic biologics.

o FEAE AR 7 T EAA E R ) B AL A 1 T 3 20 B
+ Solid foundation and favorable market environment in Japan’s life
science industry.

(B AV FOREEANT 7T R A T T AR EE M T8, =
RATAT HIBURES 6 -
* But is yet to be a global leader in commercializing those

fundamental achiivements because effective and viable polices
are not in place

« B T — RISV 255 e A58 AT EUR

* A series of measures and policies have been adopted to
encourage the development of the biopharmaceutical industry

o b 5 FEF AR i IR =
« Companies are highly interested in introducing new technologies
and products to the Chinese market

« ERHIEEZ T

* Huge domestic market
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consulting services and polficy recommendations
guidance B i 3
w3 BRI SR platiform building

representing interests
of companies

;0‘! ECHTF  #sms=policy

suggestions
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;0" 1 —I'L industry policy making
B 2 5 B AT IR 34 BE TAT

governmental dialogues and
negotiations
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International g ; XA
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exchange
B CCCMHPIE maintains close relationships with its
counterparts across the globe, including those of UK, US,
Russia, Italy, France, ASEAN, Africa, central and eastern
Europe.
M It has Iong term cooperation agreements with over 10
==y ™ 7 healthcare industry or trade
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Internatlonal

exchange
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B CCCMHPIE has taken healthcare delegations to some
conutries like the UK, Switzerland, Russia, Estonia,

Ukraine, Bulgaria, Italy, France for industry dialogues and
match-makings with local companies.
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China-Italy high level exchange program to seek for internationalization of the industry on boths sides.
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Dialogue with Sanoﬁ to link up leading companies of China and France.
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Strategic cooperation mechanisms are formed with UK, Denmark, India, Southeast Asia and Africa.etc.
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- ~ Issue Certificate of Free Sales, and are

‘Lk?l certified by Ministry of Foreign Affairs and

foreign Embassies in China
B 5| B Fa LI AR

ﬁ*g | HE Assistance in technology

introduction and transfer
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Assistance in domestic and
overseas registration of drugs,
health products and medical devices
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L Corporate development strateg
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