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Current Development Status of the Chinese Healthcare Industry N?

1. £FREZHTH The global healthcare market
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2. HEEZF=E A Chinese healthcare industry

20164, HIEEZG T2 H293.17 731470 (4600143 70) , [H]
LE 3% £:10.7%.

In 2016, China’s pharmaceutical and medical industry output reached
around 3.17trillion RMB (460 billion USD), up by 10.7%.
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Chinese Medicinal Industry

Made in China . f
- hQ




20164F, A [E = 2 PR gk th Ak 1034423570,  [RIEEHE4C0.73%.
In 2016, the trade volume of China’s health products (medicines and

medical devices included) reached 103.4b USD, up by 0.73%.
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3. HEEZ T Chinese healthcare market

20154F, FR[H 24 5T i & o B 4 138431471, 20164E it 15220127, 4]
184K:9.9%. In 2015, Drug sales in China reached 1384.3bn RMB,and will reach

1522bn RMB in 2016, up by 9.9%. o o ‘ N
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In 2015, drug used in hospltal reached 951,7bn RM B, accounting for 68.8% of the
total drug sales and will reach 1042.1bn RMB, up by 9.5%.
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In 2015, drug sales in retail market reached 312.5bn RMB, accounting for 22.6% of
the total drug sales, and will reach 344,3bn RMB, up by 10.2%.
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The progress of tripartite System reform
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 HEEZERMESE International status of the
Chinese healthcare industr

1. HPEEHTIHREYT &, eChina’s market keeps on expanding, and
FHOWERTFHO import grows faster than export

2. EWEZG. BN EES eRapid Development in new areas such as
Mk & B AR biopharmaceuticals and 1VD

3. HEHG~=EMRSERE e TCM products and services speed up to walk
SPAR IR out

4. =M FH AT EZ5EHR eAn array of leading Chinese local companies

A 56 S A VN i B TR AR B BT and brands are developed
tH
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6. HEEMEMINEDS IR

Paces of international registration are accelerated
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Paces of
International
collaboration
are accelerated
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EEMER, HEREILBRBE. N?
Focused on R&D, international transfers on new drugs are

increasing.

o o [E (R BIF A AL il 24 Aol L3 i 01475, #d Hig, BONIE
MR, A BRER VU ROR 251t [

eR&D oriented pharmaceutical companies being increased to
147 in China, which became the Asia leading and world’s fourth
new drug R&D country.

oA 22 [ ARl ABE A SE RS i, RTINS B 327
25 w5 EH 2 4R .

e A growing number of Chinese companies buy mature products
from abroad and authorize their own products to multinational
pharmaceutical companies.

BB HEZ

Overseas Investment and acquisition are increasing.

oV T AFIBER AT #EIE. R, TRk,
eEstablished subsidiaries or joint ventures: Hisun, Tasly, Youcare
o I E A N, grit. B4

e Acquisitions of overseas enterprises: Humanwell, Luye pharma,
Shanghai Pharma.
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Chinese regulatory system Reform N?
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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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New classification system for registration of chemical drugs

0201653 ), CFDARAN (RT KA A2 iEM 7 RECE TAE T R A5 X
S22y i oy R AT R, X R 2. BORIBT G D72 KO B JFURE 1 7 2K
FESRYIH A .

eIn Mar. 2016, CFDA issued reform plan for chemical drug registration classification, put
forward new requirements for innovative drugs, me-better drugs, generic drugs and their
APIs.

o X R ZG A AT T L R IUIRS R T 1t S SR BE N ™ A

eMore strict requirement for impurities, long-term stability test and so on.

o SENHIZEZORE Infirsic, 5 bRESREINEHL.

eMore integrate with domestic inspection and international requirement
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Pilot of MAH system in China.
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In May 2016, 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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Implementation of Policy of quality consistency evaluation of
generic drugs.
® “t—1" (BEHILIKEMUIErR) F, —SUWEFMIIA
PR R E TR LR
®|n the "Thirteen-Five" Pharmaceutical Industry development
Planning Guidence, consistency evaluation is included in the

F i
== | product quality upgrade project.
— O CFDAAL —EU PR I 5, HE M 2 TR -3 A0 S8l 1 It
®CFDA established the Consistency Evaluation Office and

launches a number of guidance and incentives.

© FE A LG M Fh57437, IR S U IR A 5%
®\\e have 5,743 pharmaceutical varieties in China, only 5% has
finished evaluation during the first term.

O il 2 ATV KPR, 1/3 8 Pl iUk ?

®The pharmacy industry will reshuffle, 1/3 drug approval number
will be eliminated?
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Establish drug review and approval priority system.

©2016F2H , CFDAM & AT e v it
il 52 FK)

®|n Feb 2016, CFDA implemened review and
approval priority system.

®20165F )i, 193{F L/ HiE AL H
P, STPESE AL S P

@By the end of 2016, 193 application has been
reviewed as priority and 57 of them has Pharmacy
finished the procedure.

£

® IR BT 24 Al PR S /e 245 1 T
@ Speed up appoval process of innovative
drugs and clinical urgently needed drugs.
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Import drug registration management reforms to speed up their
approval process.
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GSP re-revised.

201647 H, #EITH (ZM&EE R
HEEEMNVE) A

®In July 2016, new revision of GSP is
published.

® | P N A RB R R B, St
REE MR FENE

® Mainly related to drug traceability
system, vaccine wholesale management
and distribution.
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Revising registration procedures for in-vitro diagnostic reagents.

@20174F2H, CFDAKAN (Ik4ME
Wk EM S B IMNEBIER) , B
I 2T, sk XS B S
H

®In Feb 2017, CFDA published
registration procedures for in-vitro
diagnostic reagents to enhance
classification management and risk
control.




FEABEREMREIE L.
TCM Policies are fully implemented.

® (EEZy K g R E (2016-2030) )
@ Strategic planning outline of TCM development 2016-2030

® (hPEZy “—i " KEME (2016-20204F) )
®TCM “One belt one road” development plan 2016-2020

® (HFEZiE) « (PEPHFEZ)Y AR
®TCM Law and TCM in China White Book

® 1 24 Ah S I AR
®Foreign Trade Base Certification

® ST IE bri 55 bt . AR OC AN R 7 AIE (GEPIAIED

®nternational business standards for extract, "Plant extract quality Supplier" Certification
[ J

Hr 2 AL IR B T A R
®The development of Chinese medicinal herbs circulation tracing system
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Food Policy legislation is stricter.

®2015F10 1 H, #r (BMZAE) RS,
X ORAGE B i N o

®October 1, 2015, the New Food Safety Act was
formally enforced, and the regulation of health food
was intensified.

©20165, CFDAM G (it E & REH
INED R COREE R Sty W o PR A AR )
@2016, CFDA introduced the "Health food
registration and filing management method" and
"Health food Registration review approval work
rules."
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China-Japan Healthcare Trade and the Prospect of Future Cooperation N?

1. HHEZYE 5 R China-Japan healthcare trade

H AR Aa fE b [ B 2 Pk =44 . 20164, S H % 5% 5 4
= 2% Hh TR S KV T.4%

Japan has long been one of China’s top three trading partner in the
healthcare sector. In 2016, China-Japan healthcare trade took 7.4% of
China’s total foreign healthcare trade with the world.
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APIs are the main exported products.

20164F, HEXT HAFRNZ) H O 481k17.2210 %78, 5 Hh45%.
In 2016, China’s API export volume to Japan reached 1.722b USD,
accounting for 45% of the total.

RoRERHE K5 R 25 A JEUEL 5 AP for
APls Specialized APIs biochemical drugs
o Fr5EZCitric acid - VbIHZSStatins .« B AMATEY)
o 4E4 ZK Vitamins o R Perindoprils protein-derivatives
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Medical devices and TCM exports getting
ever more popular.

20164F, HHENX HASH AEZZH 51677 i 46.33/43 Tt
In 2016, China’s total Hospital diagnostic and treatment devices export
volume to Japan reached 0.633b USD.

= 24512 Wia 7 B ek (N(EIE =R K )
Hospital diagnostic Rehabilitation
& treatment devices products Herbal extracts
o XU LR W E AT A AX o RS H-Massage * fHY)IR & Concrete
X-ray tomography equipment o HEIWSEL
Instrument « BRIENHE Glycyrrhetate
o ISR Assistive Devices o ZEEFFRULIN
MRIs Support disabled
« =% AMedical « MIFIER
Furniture Vision correction
equipment
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Finished formulations and medical devices are the main imported products.

i 24 =T 2 JRRZY
FDF Medical devices APIs
o PrEGANti- o JCEHT AR « HAEM
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« % Hormone devices o 4t 2 Vitamin
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o W
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{5 L8 the Prospect of China-Japan
Healthcare Future Cooperation

5 558 FEL PR (R EE25 A H F=TrigelE

HEZH 5 . RHTHEK R WEHL .
Cross-border Medicine Cooperation of
electronic becomes a new third-party
business growth point of market has
promote Sino- Sino-Japanese opportunities.
Japan investment.

pharmaceutical
trade.




3. HEEZ LR Interests of the Chinese companies

m  HARBUNECT T AW T 2048 EeB, A4 B F570%.
m Japanese government are doing efforts to expand the use of generic drugs, the

objective is accounting for 70% by the end of this year.

n  PEDR SR KRR 2 A R TR, Rt A e T A L s e A SR 24
Pl 2y B E WA R R, IR T,
m  China is the largest producer and exporter of APIs, can provide stable supply of

high-quality APIs, the quality of generic drugs is better and better with access to
the EU and USA market.

o JERLZGAIRANMAN H th 4)k21862¢, i 41000/ 3% 6L 302K, 50077
Foubh BT258. piah 290k H H AR ) 245 4 A 202 K

e 2186API and intermediate companies exporting to Japan, only 30 companies with
an annual export volume of over 10 million USD and 72 companies with an
annual export volume of more than 5 million USD. Only 20 Chinese local
companies are exporting finished products to Japan.



3. HEEZ LR Interests of the Chinese companies

oifr 4[], o [E A2 H APMDAI IS B 130R ¢k, HEIEZIL. b2,
Y H AGMPIALE

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.

o B 2GS, WRIPEMEN. oA A mAA SR IR 2, At fAA R B R AR e 2l i
TPMDARIE .

oNCPC’s Piperacillin Sodium and Sterile Ceftriaxone APIs and Sterile Powder of
Ceftriaxone for Injection manufacturing line were certified by PMDA.
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Problems of Drug Registration
— J

O HIRFE B A EE, FFFACFDAEXR.

® Incomplete file, inconsistent with CFDA requirements.

o= AL H ) 5 RKGEA B0

®The purpose and basis of the project is insufficient.

® 175 B YRR AR I BIR BE 7 1) A

® Technical incompetence of Chinese partners.

O Hh 5 NV AR EERREI,  SBCE TN N HAR SR, S ARE D 2 i
®[oreign enterprises are neither familiar with Chinese laws and regulations, nor
supported by professional consultants, causing the delay of import drug
registration.
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In 2014-2016, Chinese healthcare delegation visited Japan trice to hold Exchange
and Business Match-making Program.
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consulting services and guidance
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representing interests of companies
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policy suggestions
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Thank you!
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