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OVERVIEW

The pharmaceutical industry is highly regulated in the PRC. We are subject to PRC laws and
regulations that govern pharmaceutical products as well as those regulate the manufacturing, sales
and distribution of pharmaceutical products. This section contains a summary of principal laws and
regulations currently relevant to our Group’s operation.

PRINCIPAL LAWS AND REGULATIONS

e Drug Administration Law of the PRC ({H % A RILFNE 2E & HIL)) (the “Drug
Administration Law”), which was promulgated by the Standing Committee of the
National People’s Congress (F#EANRIEME2EARRAEXREHEHLZEE) (the
“SCNPC”) of the PRC on 20 September 1984 and last amended on 28 December 2013,
provides the basic legal framework for the administration of the manufacture and sale of
pharmaceutical products in China and covers the aspects of manufacturing, distributing,
packaging, pricing and advertising of pharmaceutical products;

° Regulations for Implementation of the Drug Administration Law of the PRC ({1 # A\ &
FUA R 2 A B E E ERB]))  (the  “Implementation Regulation™), which was
promulgated by the State Council of the PRC on 4 August 2002 and effective on 15
September 2002, sets out detailed implementation rules with respect to the administration
of pharmaceutical products in China.

PRINCIPAL ADMINISTRATIVE AUTHORITIES

° CFDA, which succeeded the State Food and Drug Administration (“SFDA”)) (Bl % & &
4 EEBE R, is responsible for the administrative supervision and technical
supervision over the research, production, circulation and usage of drugs, including
Chinese patent medicines in the PRC and organizing the formulation and publication of
the Chinese Pharmacopeia). The local administrative authorities at the level of provinces,
autonomous regions and municipalities directly under the PRC central government are
responsible for the supervision and administration of drugs within their respective

administrative regions.

e National Health and Family Planning Commission (EZX#AME 84T ZEE)
(“NHFPC”, which succeeded the Ministry of Health of the PRC (“Ministry of
Health”) (% A\ [RILANEH#74E#6)), is responsible for multiple supervisions over drug
regulation, including but not limited to, enforcing the healthcare system reform,
establishing the National Essential Drugs System (% %3485 | i), implementing the
National List of Essential Drugs, proposing the pricing policy of drugs within the
National List of Essential Drugs and supervising medical institutions.
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° State Administration of Traditional Chinese Medicine of the PRC ('3 A R AL A1 5] K
W gEE I JR)) (“SATCM”), a bureau under the jurisdiction of NHFPC, is responsible
for the regulation of traditional Chinese medicine industry in the PRC.

° National Development and Reform Commission of the PRC (H#E A &I B [ 5 8% Jig
MMEZ B E) (“NDRC”) is responsible for the macro-guidance and administration of
the healthcare industry’s development planning, technological upgrading, approval of
investment programs and the economic operation status of the medical enterprises, the
supervision and administration over the price of medicines and formulation of the
national unified price for certain drugs.

MANUFACTURING OF PHARMACEUTICAL PRODUCTS
Manufacturing Licence

Each pharmaceutical manufacturing enterprise is required to obtain a Pharmaceutical
Manufacturing Permit and a business licence (ZZ#1Mf). The Pharmaceutical Manufacturing
Permit is issued by CFDA. This permit is issued only after the relevant production facilities have
been inspected and their sanitary conditions, quality assurance systems, management structure and
equipment standards have been found to fulfil the required standards. According to the
Implementation Regulation, each Pharmaceutical Manufacturing Permit is valid for five years. The
pharmaceutical manufacturing enterprise must apply for an extension six months prior to the
licences expiration, and extension is only granted after reevaluation by the relevant authority.

Good Manufacturing Practice (GMP)

The Ministry of Health promulgated the Good Manufacturing Practice for Drugs (2010
version) (“2010 GMP”) (CZE& 54 B E EE MM H) 20104F1E%T) on 17 January 2011 which
became effective on 1 March 2011. Compared with the 1998 GMP, the 2010 GMP provides stricter
requirements for a manufacturer of pharmaceutical products. For example, the 2010 GMP enhanced
the requirement for the facilities and strengthened the requirement for the management standard.
Besides, it also established some new systems under the newly introduced concept of risk
management and emphasised the connection with other supervision aspects such as pharmaceutical
products registration and drug recalls. According to the 2010 GMP, a manufacturer of
pharmaceutical products and pharmaceutical materials must obtain GMP certification to produce
pharmaceutical products and pharmaceutical materials in China. The 2010 GMP provides detailed
guidelines on practices governing the production of pharmaceutical products. A GMP certification
certifies that a manufacturer’s factory has met certain criteria as set out in the 2010 GMP, which
include institution and staff qualifications, production premises and facilities, equipment, hygiene
conditions, production management, quality controls, product operation, maintenance of sales
records and manner of handling customer complaints and adverse reaction reports. The appendix to
the 2010 GMP (KB EEAT CHEM A i B i 4 P HE (0 104F B RT)) B 25 3BT B 1 22 )
promulgated by CFDA on 27 June 2014 which became effective on 1 July 2014 specifies
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requirements on staff qualifications, production premises and facilities, materials and products,
equipment, validation, documentation management, production management, as well as quality
control for the production of decoction pieces.

Pursuant to the Notice of the CFDA, the Ministry of Health, and the State Administration of
Chinese Medicine on Strengthening the Supervision and Administration of Traditional decoction
pieces (S Z B il 2 ity BB A IR ~ AR T~ (B 5 v R R A LR B A R v BE AR B R B 2
1)) issued on 5 January 2011, manufacturer of traditional decoction pieces shall obtain a
Pharmaceutical Manufacturing Permit licence and a GMP certification.

Pursuant to the Administrative Measures for Drug Good Manufacturing Practice Certification
(CHE 25 7 E 8 TR I 58 8 4 BUES ) promulgated by the CFDA on 7 September 2005 which
was subsequently amended on 2 August 2011, GMP certificates are valid for a term of five years,
except in the case of a newly established pharmaceutical manufacturer, the GMP certificate of
which is valid for one year. GMP certificates must be renewed no later than six months, and in the
case of a newly established pharmaceutical manufacturer, three months prior to expiration upon re-
examination by the relevant authority.

Research Specification

The Guangdong Institute for Food and Drug Control (J& 3 & £ i %55 4255 /1), authorised by
the GFDA, promulgated the Research Specification on Guangdong Province Quality Standard of
Modern Decoction Pieces (for Trial Implementation) (€& & H 8& M RE R /B & AR HE T 70 K5 0
(#017) )) (“Research Specification™), pursuant to which all the research and development units
and the inspection bodies of modern decoction pieces in Guangdong are required to follow the
technical specification prescribed in the Research Specification.

Continuing regulation by CFDA

A manufacturer of pharmaceutical products is subject to periodic inspection and safety
monitoring by the CFDA to determine compliance with regulatory requirements. The CFDA has a
variety of enforcement actions available to enforce its regulations and rules, such as fines and
injunctions, recalls or seizure of products, imposition of operating restrictions, partial suspension or
complete shutdown of production and transfer to the relevant authorities for criminal investigation.
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REGISTRATION OF PHARMACEUTICAL PRODUCTS

In addition to compliance with qualification requirements evidenced by possession of relevant
permits, licences and certificates, pharmaceutical manufacturers are required to register each of their
products with the CFDA prior to commencement of production. The registration is valid for a term
of five years which must be renewed within six months prior to expiration by submitting
application required under PRC laws to the relevant authorities. The following sets forth the
application requirements and procedures to register new pharmaceutical products in China.

Registration of new pharmaceutical products

According to the Measures on the Administration of Pharmaceutical Products Registration
(CHE sk 4 B HEL D)) promulgated by the CFDA on 10 July 2007 which became effective on 1
October 2007, new pharmaceutical products refer to those that were not previously available in
China. Pharmaceutical products taking different dosage, forms or route or having curative effects
for additional diseases are treated as new pharmaceutical products.

All new pharmaceutical products must undergo four phases before the product launch: pre-
clinical research, application for clinical trials, clinical trials and application for production. All
new pharmaceuticals must undergo these four phrases and obtain the approval documents and meet
quality standards issued by the CFDA before launching to the market. Clinical trials comprise of
four phases: phase I (preliminary pharmacology and human safety trials), phase II (preliminary
assessment on the efficacy), phase III (confirmation of efficacy) and phase IV (research on
applications after launching of new pharmaceuticals).

Pharmaceutical manufacturers are required to obtain an approval from the CFDA prior to
commencement of clinical trials of a new pharmaceutical product. Application materials, including
relevant pre-clinical study information must first be submitted to the CFDA at the provincial level.
Upon receipt of the application, the CFDA at the provincial level will review the applicant’s
submission and conduct production site visits to collect drug samples (three sets of samples are
required for biological products only) for examination by the drug inspection institution appointed
by the CFDA. The CFDA will organise an expert committee made up of pharmaceutical experts and
other specialists to conduct technical assessment of the new pharmaceutical product to consider
whether an approval for clinical trials should be granted.

Upon completion of clinical trials, the applicant must also apply for an approval to
manufacture the new pharmaceutical product. Application materials, including relevant clinical
trials information and raw material samples, must be submitted to the CFDA at the provincial level
and relevant drug inspection institution. The CFDA at the provincial level will then review the
application materials and conduct production site visits, which must comply with GMP standards.
Three consecutive production batches of drug samples (except for biological products) will be
collected from the applicant’s production site for examination by the drug inspection institution.
After their investigation and assessment of the application, the CFDA at the provincial level and the
drug inspection institution will report to the CFDA, which will conduct a final assessment. If
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technical assessment is passed, the assessment center of the CFDA would notify the applicant to
apply for on-site examination of production and inform the certification center of the CFDA. The
certification center will organise on-site inspection on the process of bulk production of samples
and confirm the feasibility of the production process being assessed, while one set of sample (three
sets of samples are required for biological products) will be delivered to the drug inspection center
for examination to re-examine the standard of the pharmaceutical product, and the results will be
reported to the pharmaceutical product assessment center of the CFDA. The pharmaceutical product
assessment center will then conclude the result from the production site and the result of sample
inspection to form an opinion to report to the CFDA for approval. The CFDA will consider whether
an approval for registration of the new product should be granted. If approved, the applicant will be
granted a certificate of new pharmaceutical product, and a drug approval number will also be
granted at the same time if the applicant is also with Pharmaceutical Manufacturing Permit and
productive conditions, and the manufacturer may commence mass production of the new
pharmaceutical product.

Supplemental Application

Supplemental application refers to application for variation, addition, or cancellation of the
items or contents approved in the original application for new pharmaceutical products. Where
changes or modifications are proposed to a registered medicine in respect of, among others, its drug
standard, curative effects or production technology, the pharmaceutical manufacturer which is the
applicant or holder of relevant registration certificate for such medicine is required to apply to the
competent drug administration authority.

Renewal

An approval number for pharmaceutical product issued by the CFDA is valid for five years
and may be renewed at least six months prior to its expiration date upon a re-examination by the
relevant authority. If the manufacturer plans to continue to produce or import such medicine after

such expiration, it shall apply for the re-registration of such pharmaceutical product.
DISTRIBUTION OF PHARMACEUTICAL PRODUCTS
Pharmaceutical Operation Permit

In accordance with the Drug Administration Law, the Implementation Regulation, and the
Administration of Pharmaceutical Operation Permit ({2 i #8% 5 o] 3 4 #EHEL)) issued by the
CFDA on 4 February 2004 which became effective from 1 April 2004, the establishment of a
wholesale pharmaceutical enterprise requires the approval from the provincial drug administrative
authorities of the registered locality of such wholesale pharmaceutical enterprise. Upon approval,
the competent authority will grant a pharmaceutical operation permit to such wholesale
pharmaceutical enterprise. The establishment of a retail pharmaceutical enterprise requires the
approval of the local drug administrative authorities at or above the county level. Upon approval,
the competent authority will grant a pharmaceutical operation permit to such retail pharmaceutical
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enterprise. The grant of such permit is subject to an inspection of the facilities, warehouse, hygiene
environment, quality control systems, personnel (including whether pharmacists and other
professionals have the relevant qualifications) and equipment of the pharmaceutical enterprise. The
Pharmaceutical Operation Permit is valid for five years. Each Pharmaceutical Operation Permit
holder must apply for an extension of its permit within six months prior to expiration, and
extensions will be granted only after a re-examination by the authority which issued the permit. In
addition, wholesale or retail pharmaceutical enterprise must obtain a business license from the
relevant administration for industry and commerce prior to commencing its business.

Good Supply Practices (GSP)

Under the Drug Administration Law, the Implementation Regulation, the Good Supply
Practice for Pharmaceutical Products (CZ& % #8728 & & FIL#5)) (“GSP (2013)”) effective from 1
July 2000 which was subsequently amended on 1 June 2013, and the Administrative Measures for
Certification of the Good Manufacturing Practice (€ i A% & 48 HAR 0 58 55 5 BRI )
promulgated on and effective from 24 April 2003, each wholesale or retail operator of
pharmaceutical products is required to obtain a GSP certificate from the provincial drug
administrative authorities of the registered locality of such wholesale or retail operator. The GSP
certificate is valid for five years and may be renewed three months prior to its expiration upon a re-
examination by the relevant authority.

Pursuant to the GSP (2013), the legal representative or person in charge of an enterprise shall
have the qualification of licensed pharmacist. An enterprise shall, in accordance with the relevant
provisions of the State, have licensed pharmacists to be responsible for the audit of prescriptions
and guidance of the rational use of drugs. According to the Notice of CFDA on Implementation of
the GSP (2013) (50 i 25 it BB 8 PLARUR) iR BELRCED B B 1 T B AR B | A B ) (.
F— =AM W4 A1) promulgated by the CFDA which became effective on 24 June 2013, and the
Guiding Opinions concerning Implementation of the GSP (2013) (B ERUE B BT (2E 0 &%
B E D) 2013FM)MIEEZ )  promulgated by the Zhongshan Food and Drug
Administration which became effective on 12 July 2013, all pharmaceutical operation enterprises
must meet the requirements of the GSP (2013) before 31 December 2015, regardless of the
expiration of their pharmaceutical operation permit and GSP certificate. Starting from 1 January
2016, pharmaceutical operation enterprises who do not meet the requirements of the GSP (2013) are
not allowed to continue their pharmaceutical operating activities.

Medical Devices Operation Permit

According to the Administrative Measures for the Operation Supervision of Medical
Equipment (B8 MUAS S BB & LIS )) promulgated by the CFDA on 30 July 2014 which
became effective on 1 October 2014, enterprises engaging in Category II medical equipment
business shall be administrated by archival filing, and devices engaging in Category III medical
devices business shall hold a medical devices operation permit (&% Ik 8% 7 n] 75).
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Food Circulation Permit

According to the Measures for the Administration of Food Circulation Permits (& & it 4 7
Al RS L)) promulgated by the State Administration for Industry and Commerce of the PRC
(P EE N R ILFN B R L7 BUE #A)5)) (the “SAIC”) on 30 July 2009 which became effective
on 30 July 2009, whoever is engaged in the food circulation business operations shall obtain a food
circulation permit.

Provisions for Supervision of Pharmaceutical Distribution

To strengthen drug supervision and administration, and maintain orderly circulation and
qualities, the CFDA issued the Provisions for Supervision of Pharmaceutical Distribution (€% Ji
RS PRI )) on 31 January 2007, which became effective from 1 May 2007. The relevant
provisions are imposed on various aspects such as the purchase, sale and storage of medicines by
pharmaceutical production and operation enterprises as well as the purchase and storage of
medicines by pharmaceutical institutions.

Pursuant to the Measures Regarding the Administration of Pharmaceutical Information Service
over the Internet (CH M#AY4E (5 BIRGE HLH#IL)) promulgated by the CFDA which became
effective on 8 July 2004, the CFDA shall implement the supervision and administration of such
websites which provide drug information service over the internet. According to the said Measures
Regarding the Administration of Pharmaceutical Information Service over the internet, whoever is
engaged in providing drug information services over the internet shall obtain internet
pharmaceutical information service certificate (T.5f#4H %5 5 {5 B IRTS &M 75 2). According to the
Interim Provisions on the Approval of Pharmaceutical Dealership over the internet ({425 i, 28
Gy G M AT HE)) promulgated by the CFDA which became effective on 1 December 2005,
whoever is engaged in the drug dealership over the internet shall obtain an internet medicine

dealership certificate (F.3f 4% %% [ 32 ) RS & 4% 76 25).

According to the Notice Regarding the Implementation of Pharmaceutical Electronic
Supervision (B B 5% T B ARG BA R B ER)) promulgated by the CFDA which
became effective on 10 April 2008, the CFDA shall establish the national unified drug electronic
supervision network and implement the supervision and administration pursuant to the classification
of the drugs. Whoever is engaged in the manufacturing or operation of the drugs which are in the
Catalogue of Pharmaceutical in the Network (CA#HZEN, H#%)) shall join the drug electronic
supervision network within the prescribed period of time. All the drugs in the said Catalogue of
Pharmaceutical in the Network shall be labelled with the drug electronic supervision code on the

minimum packaging of the products before the drugs are launched on the market.
Prescription Medicines and Over-the-Counter Medicines
In order to promote safety, efficacy and convenience in the use of pharmaceutical products,

the State Drug Administration, the predecessor of the SFDA, published the Trial Administrative
Measures regarding the Classification of Prescription Medicines and Over-the-Counter Medicines
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(B Jr B JF By 4 00 BV BEAEE GUAT))) in June 1999, which became effective on 1 January
2000. These administrative measures divide drugs according to their type, specification, the relevant
disease or ailment which they are designed to treat, dosage and method of administration.
Prescription medicines relate to those of which prescription, purchase and intake require
prescription by qualified medical practitioners. Over-the-counter medicines relate to those of which
prescription, purchase and intake do not require prescription by qualified medical practitioners.

The SFDA is responsible for the selection, approval, publication and revision of the State
Over-the-Counter Medicine Catalogue ({7 4EH #%)). Depending on the safety of the
relevant drug, over-the-counter medicines are further subdivided into type A and type B and are
administered separately. Wholesalers of prescription medicines and over-the-counter medicines and
retailers selling prescription medicines and type A over-the-counter medicines are required to obtain
a Medicine Operation Certificate. Retailers selling type B over-the-counter medicines require
approval from the provincial food and drug administration or other designated authorities. In
addition, retailers selling type B over-the-counter medicines are required to have professionally
trained and suitably qualified staff before engaging in the sale of type B over-the-counter
medicines.

DISTRIBUTION OF HEALTH FOOD
Health Food Hygiene Permit

Pursuant to the Food Hygiene Law of the PRC ({H'#E A RN B & i ##2E %)) promulgated
on 30 October 1995 (superceded by the Food Safety Law of the PRC (3 A\ R I E £ 5 % 4
%)), which became effective on 1 June 2009), Measures for the Administration of Food Hygiene
Permit (B Shf A FF o] i B L)), which became effective on 1 June 2006, and the
Administrative Measures on Food Hygiene Permits ((PRIEEE §HEFEHL)) promulgated by the
Ministry of Health on 15 March 1996 and which became effective on 1 June 1996, a seller of
health food products must obtain a hygiene permit or food hygiene permit which includes
distribution of “health food” in the permitted business scope from the health administrative

department.

Pursuant to the Food Safety Law of the PRC and the Measures for the Administration of Food
Circulation Permits (C£ & Ji 48 5 0] 78 & HH#FZ)) promulgated by the SAIC on 30 July 2009, an
enterprise engaged in food circulation shall obtain a food circulation permit from the local
administration for industry and commerce at county level or above. The hygiene permits or food
hygiene permits issued before the effectiveness of this law remain valid until expiration.
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CATALOGUE AND PRICE CONTROLS OF PHARMACEUTICAL PRODUCTS
The National Medical Insurance Programme

The national medical insurance programme was adopted pursuant to the Decision of the State
Council on the Establishment of the Urban Employee Basic Medical Insurance Programme ([
B BT 7 8 ST Ik BRI TR AS B AR B il BE A U E D) issued by the State Council of the PRC on 14
December 1998, under which all employers in urban cities are required to enroll their employees in
the national medical insurance programme and the insurance premium is jointly contributed by the
employers and employees. The State Council of the PRC promulgated Guiding Opinions of the
State Council about the Pilot Urban Resident Basic Medical Insurance (€[E%5 B B 7 BA Ji 3 88 B
AR BEBEAR Bl B 5 B FL)) on 10 July 2007, under which urban residents of the pilot district,
rather than urban employees, may voluntarily join the Urban Resident Basic Medical Insurance.

Participants of the national medical insurance programme and their employers, where relevant,
are required to contribute to the payment of insurance premium on a monthly basis. Programme
participants are eligible for full or partial reimbursement of the cost of medicines included in the
National Medical Insurance Drugs Catalogue and Provincial Medical Insurance Drugs Catalogue.
The Notice Regarding the Tentative Measures for the Administration of the Scope of Medical
Insurance Coverage for Pharmaceutical Products for Urban Employee (B ElJ 58 bk SELE, T 5L A< &
SRR B P 2 8 [ 5 2T 17 HEL 93 1)), jointly issued by several authorities including the Ministry
of Labour and Social Security of the PRC (“Ministry of Labour and Social Security”) (4 3£ A [
AN B A5 B At @ PR BEER) and the Ministry of Finance of the PRC (H#E A R A B B L)
(“MOF”), among others, on 12 May 1999, provides that a pharmaceutical product listed in the
National Medical Insurance Drugs Catalogue and Provincial Medical Insurance Drugs Catalogue
must be clinically needed, safe, effective, reasonably priced, easy to use, available in sufficient
quantity, and must meet the following requirements: it is set forth in the Chinese Pharmacopoeia; it
meets the standards promulgated by the CFDA; and if imported, it is approved by the CFDA for
import.

The Ministry of Labour and Social Security, together with other government authorities, has
the power to determine the medicines included in the National Medical Insurance Drugs Catalogue,
which is divided into two parts, Part A and Part B. Provincial governments are required to include
all Part A medicines listed on the National Medical Insurance Drugs Catalogue in their Provincial
Medical Insurance Drugs Catalogue, but have the discretion to adjust upwards or downwards by no
more than 15% from the number of Part B medicines listed in the National Medical Insurance
Drugs Catalogue. As a result, the contents of Part B of the Provincial Medical Insurance Drugs
Catalogue may differ from region to region in the PRC.

Participants purchasing medicines included in Part A of the National Medical Insurance Drugs
Catalogue and Provincial Medical Insurance Drugs Catalogue are entitled to reimbursement of the
entire amount of the purchase price. Participants purchasing medicines included in Part B of the
National Medical Insurance Drugs Catalogue and Provincial Medical Insurance Drugs Catalogue are
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required to pay a certain percentage of the purchase price and obtain reimbursement for the
remainder of the purchase price. The percentage of reimbursement for Part B medicines differs from
region to region in the PRC.

The total amount of reimbursement for the cost of medicines, in addition to other medical
expenses, for an individual participant under the national medical insurance programme in a
calendar year is capped at the amounts in such participant’s individual account under such
programme. The amount in a participant’s account varies, depending on the amount of contributions

from the participants and his/her employer.
National List of Essential Drugs

On 18 August 2009, the Ministry of Health and eight other ministries and commissions in the
PRC issued the Regulation for National Essential Drugs List (Provisional) ((B|ZK&EA2EY) H #%
FEHE (B 17))) and the Guidelines on the Establishment of the National Essential Drugs System
(R 8 57 B R A 25 ) BE A9 B e 7 52.)), which aim to promote essential medicines sold to
consumers at fair prices in the PRC and ensure that the general public in the PRC has equal access
to the drugs contained in the National List of Essential Drugs. On 13 March 2013, the Ministry of
Health issued the National List of Essential Drugs (2012 Edition) (B ZREAZEY) H Bk (20124F
J))») which came into effect as from 1 May 2013. According to these regulations, basic healthcare
institutions funded by the PRC government, which primarily include county-level hospitals, county-
level Chinese medicine hospitals, rural clinics and community clinics, shall store up and use drugs
listed in National List of Essential Drugs. The drugs listed in National List of Essential Drugs shall
be purchased by centralised tender process and shall be subject to the price control by NDRC.
Remedial drugs in the National List of Essential Drugs are all listed in the National Medical
Insurance Drugs Catalogue and Provincial Medical Insurance Drugs Catalogue and the entire
amount of the purchase price of such drugs is entitled to reimbursement.

Price Controls

Pursuant to the Drug Administration Law, the Implementation Regulation, and the Circular on
Price-controlled Pharmaceutical Products List of the NDRC (€[5 %5 J& oy 45 75 2 {5 8 5 H Bk ))
issued by NDRC on 27 June 2005 which was subsequently amended on 5 March 2010, prices of
pharmaceutical products are either determined by the PRC government or by market conditions.
The prices of certain pharmaceutical products sold in the PRC, primarily those included in the
National Medical Insurance Drugs Catalogue and Provincial Medical Insurance Drugs Catalogue,
are subject to price controls mainly in the form of fixed prices or price ceilings. Manufacturers and
operators are not allowed to set the actual price for any price-controlled product above the price
ceiling or deviate from the fixed price imposed by the PRC government. The prices of medicines
that are not subject to price controls are determined freely at the discretion of the respective
pharmaceutical manufacturing enterprises. The prices of medicines that are subject to price controls
are administered by NDRC and provincial price control authorities. From time to time, NDRC
publishes and updates a list of medicines that are subject to price controls.
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The NDRC directly regulates the pricing of all prescription medicines on the National Medical
Insurance Drugs Catalogue and Provincial Medical Insurance Drugs Catalogue and all medicines on
the National List of Essential Drugs, and delegates to provincial and regional price control
authorities the authority to regulate the pricing of non-prescription medicines on the National
Medical Insurance Drugs Catalogue and Provincial Medical Insurance Drugs Catalogue.

Pursuant to the Notice Regarding Further Improvement of the Order of Market Price of
Pharmaceutical Products and Medical Services (€ [Bi i — A B i 4 ) A0 B8 92 R 15 T 5 A8 A% Bk P 19
& LB 1)) jointly issued by NDRC, the Office of Redressing Malpractices of the State Council,
the Ministry of Health, CFDA, the Ministry of Commerce (“MOFCOM”) (% A I B p3 15
#B), MOF and the Ministry of Human Resources and Social Security of the PRC (913 A [ 3t A=
NP EIRFIAE & A BEFE) on 19 May 2006, the PRC government exercises price control over
pharmaceutical products included in the National Medical Insurance Drugs Catalogue and
Provincial Medical Insurance Drugs Catalogue, and made an overall adjustment of their prices by
reducing the retail price of certain overpriced pharmaceutical products and increasing the retail
price of certain underpriced pharmaceutical products, which were in demand for clinical use, but
were not produced in large quantities by manufacturers due to their low retail price levels. In
particular, the retail price charged by hospitals at the county level or above may not exceed 115%
of the procurement cost of the relevant pharmaceutical products or 125% for certain traditional
decoction pieces.

The NDRC promulgated the Notice on Adjusting the Price of Pharmaceutical Products Used
for Digestion (€[B 5% i MU Z3 BE A o B 1 AL 155 4 T A A% I A B R 4B A1) on 27 March
2012, which came into effect on 1 May 2012. The lists attached to the notice prescribed the
maximum retail prices of pharmaceutical products used for digestion. The medical institutions,
pharmacies, drug manufacturers and drug supply enterprises shall not sell the pharmaceutical
products used for digestion at a price higher than the maximum retail prices. Sales of
pharmaceutical products by pharmaceutical manufacturers in China to overseas markets are not
subject to such price controls.

Pursuant to the Notice on Issuing the Opinions on Effectively Guaranteeing the Supply of
Low-Price Common Drugs (€[ B8 A8 AT 5 1A 5 8 & L OR 5 LA & LAY A1) promulgated
by the NDRC on 1 April 2014 and the Notice of the National Development and Reform
Commission on Issues concerning Improving the Price Control of Low-Price Drugs (€[5 5 %% J& i 2it
7% B B OB A B A RS A A B R Y3 A0 )) promulgated by the NDCR on 26 April
2014, for drugs at relatively low average daily costs within the current government-guided pricing
scope (low-price drugs), the maximum retail prices set by the government shall be cancelled, and
within the standards of average daily costs, the specific purchase and sale prices shall be fixed by
the producers and operators based on the production costs, market supply and demand, and market
competition regarding the drugs.
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COLLECTIVE TENDERING SYSTEM FOR PROCUREMENT OF PHARMACEUTICAL
PRODUCTS BY MEDICAL ORGANISATIONS

The Guiding Opinions concerning the Urban Medical and Health System Reform (<[ Ay &5
B P A B ) 2 Y 45 8 3% BL)) which was promulgated on 21 February 2000, aims to regulate the
purchasing process of pharmaceutical products by medical institutions. The Ministry of Health and
other relevant government authorities have promulgated a series of regulations and releases in order

to implement the tender requirements.

According to the Notice on Issuing Certain Regulations on the Trial Implementation of
centralised Tender Procurement of Drugs by Medical Institutions (B %% 5 B IS 25 i 42 P 13
PR U8 TAEA THUER M A)) promulgated on 7 July 2000 and the Notice on Further
Improvement on the Implementation of centralised Tender Procurement of Drugs by Medical
Institutions (B ME — 20 (0l B8 MR A 4 i B2 rh AR PR I /R Y8R0 )) promulgated on 8 August
2001 (collectively, the “Centralised Tender Regulations”), medical institutions established by
PRC government at county level or above are required to implement centralised tender procurement
of drugs.

The Ministry of Health promulgated the Working Regulations of Medical Institutions for
Procurement of Drugs by centralised Tender and Price Negotiations (for Trial Implementation)
((“Centralised Procurement Regulations™) &% A% 2 ) 42 b F7 58 PR 0 R0 4 rp SR A8 BRI TR
#i(717))) on 13 March 2002, and promulgated Sample Document for Medical Institutions for
Procurement of Drugs by centralised Tender and Price Negotiations (for Trial Implementation)
(“Centralised Tender Sample Document” (5 %%t t 25 T 45 o 45 A5 B I R0 4 v 5 15 B I SC
& A< (7447))) in November 2001, to implement the tender process requirements and ensure the
requirements are followed uniformly throughout the country. The Centralised Tender Regulations
and the Centralised Tender Sample Document provide rules for the tender process and negotiations
of the prices of drugs, operational procedures, a code of conduct and standards or measures of
evaluating bids and negotiating prices.

The centralised tender process takes the form of public tender operated and organised by
provincial or municipal government agencies. The centralised tender process is in principle
conducted once every year in the relevant province or city in China. Intermediaries may be engaged
to act as bidding agencies for the centralised tender process. Such intermediaries are not permitted
to engage in the distribution of drugs and must have no conflict of interest with the organizing
government agencies. The bids are assessed by a committee composed of pharmaceutical experts
who will be randomly selected from a database of experts approved by the relevant government
authorities. The committee members assess the bids based on a number of factors, including but not
limited to, bid price, product quality, clinical effectiveness, qualifications and reputation of the
manufacturer, and after-sale services. Only pharmaceuticals that have won in the centralised tender
process may be purchased by public medical institutions funded by government in the relevant
region.
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ANTI-BRIBERY, ANTI-CORRUPTION AND ANTI-UNFAIR COMPETITION

According to the Anti Unfair Competition Law of the PRC ({H % A &I E fe A 1E & 5t 5
%)), which became effective on 1 December 1993, a business operator who bribes by giving
property or using any other method in order to sell or purchase the commodities in violation of the
Criminal Law of the PRC ({3 A RALAIE JA£)) which became effective on 1 October 1997,
shall be investigated in accordance with the Criminal Law of the PRC; even if the acts mentioned
above do not constitute violation of the Criminal Law of the PRC, such business operator may be
subject to a fine in the range of RMB10,000 to RMB200,000 in accordance with the facts and the
illegal income shall be confiscated.

The Interim Provisions on Banning Commercial Bribery (CBHMAZE 1F P& MG IEAT A6 W0 BT 4T A
7E)) (“Interim Provisions”), which became effective on 15 November 1996 provides a detailed
scope of “property or using any other method”. As defined in the Interim Provisions, the term
“property” refers to cash and material objects, including property given by a business operator to
another entity or individual in the form of promotion fees, publicity fees, sponsorship fees, research
fees, service charges, consulting fees, commissions or reimbursements, in order to sell or purchase
commodities, and the term “other method” refers to any means other than giving property, such as
offering domestic or international tours or site visits in various forms. In addition, the Interim
Provisions also made it clear that commercial bribery committed by any employee of a business
operator for selling or purchasing commodities for the business operator shall be regarded as the
business operator’s act.

Medical production and operation enterprises involved in criminal, investigation or
administrative procedure for commercial bribery shall be listed in the Adverse Records of
Commercial Briberies by provincial health and family planning administrative department. Pursuant
to the Provisions on the Establishment of Adverse Records of Commercial Briberies in the
Medicine Purchase and Sales Industry (£ I T 7 T A I Y O I R ZE A IR RS R EE B R E D)
enforced on 1 March 2014 by the NHFPC, if a pharmaceutical production and operation enterprise
is listed on the Adverse Records of Commercial Briberies for the first time, its products shall not be
purchased by public medical institutions and a pharmaceutical and health institutions receiving
financial subsidies in local province in two years from the publication of the record, and public
medical institution and medical and health institutions receiving financial subsidies in other
province shall lower their rating in bidding or purchasing process. If a pharmaceutical production
and operation enterprise is listed on the Adverse Records of Commercial Briberies for two times or
more in five years, its products shall not be purchased by public medical institutions, and medical
and health institutions receiving financial subsidies nationwide in two years from the publication of
the record.

As advised by our PRC Legal Advisors, from a PRC law perspective, a pharmaceutical
enterprise will not be penalised by the relevant PRC government authorities merely by virtue of
having contractual relationships with distributors or third party promoters who are engaged in
bribery activities, so long as such pharmaceutical enterprise and its employees are not utilising the
distributors or third party promoters for the implementation of, or acting in conjunction with them
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in, the prohibited bribery activities. In addition, a pharmaceutical enterprise is under no legal
obligation to monitor the operating activities of its distributors and third party promoters, and will
not be subject to penalties or sanctions by relevant PRC government authorities as a result of

failure to monitor their operating activities.

” According to the Anti Unfair Competition Law of the PRC (3 A B3 A Bl S AS 1F 5 38t 5+
%)), which became effective on 1 December 1993, a business operator who bribes by giving
property or using any other method in order to sell or purchase the commodities in violation of the
Criminal Law of the PRC ({(H#E AR ILFIE 5 )) which became effective on 1 October 1997,
shall be investigated in accordance with the Criminal Law of the PRC; even if the acts mentioned
above do not constitute violation of the Criminal Law of the PRC, such business operator may be
subject to a fine in an amount from more than RMB 10,000 to less than RMB200,000 in accordance
with the facts and the illegal income shall be confiscated.

ADVERTISING RESTRICTION OF PHARMACEUTICAL PRODUCTS

Pursuant to the Drug Administration Law, the Implementation Regulation, and the Provisions
for Drug Advertisement Examination (CZ il i 25 % # 1% )) jointly issued by CFDA and SAIC on
13 March 2007 which became effective from 1 May 2007, a pharmaceutical operation seeking to
advertise its pharmaceutical products must apply for an advertising approval code, of which the
validity term is one year, from the provincial drug administrative authority.

Pursuant to the Advertising Law of the PRC ("3 A [ ILA [E J& %)), promulgated by the
SCNPC on 27 October 1994 and which became effective on 1 February 1995, an advertisement for
medicines or medical devices should not in any way contain the following:

e any unscientific assertions or assurances in terms of efficiency or uses;
° treatment efficiency or curative rate;
° comparisons with other medicines or medical apparatuses in efficacy or safety;

° titles or images of medical research institutes, academic institutions, medical
organisations or experts, doctors or patients; and

° other contents that are prohibited by laws and administrative decrees.

The contents of an advertisement for a medicine should be based on the indications approved
by the public health administrative department of the State Council of the PRC or by the public
health administrative department of a province, autonomous region or municipality directly under
the PRC government. For advertisements which are subject to examination according to the
Advertising Law of the PRC before publication and acts of advertising without approval by
advertisement examination organisations, the advertising supervision and administrative
organisations shall order the responsible advertisers, advertising agents or advertisement publishers
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to stop publications, confiscate the advertising expenses and concurrently impose a fine ranging
from the amount equal to the advertising expenses to five times the amount of the advertising
expenses.

Pursuant to the Drug Administration Law, pharmaceutical products advertisement shall be
subject to approval by the drug regulatory department of the province, autonomous region or
municipality directly under the PRC government where the enterprise is located, and once approved
a pharmaceutical products advertisement shall be given an approval number. No one may launch
pharmaceutical products advertisements without an approval number. Prescription medicine may be
introduced in the medical or pharmaceutical professional publications jointly designated by the
administrative department for health and the drug regulatory department under the State Council of
th PRC, but their advertisements may not be released by mass media or disseminated to the general
public by other means. Any violation of the provision of this law related to the control over
pharmaceutical products advertising shall be punished pursuant to the provisions of the Advertising
Law of the PRC, and the relevant drug regulatory department that issued the advertisement approval
number shall withdraw it and shall, within one year, reject any application for approval of

advertising for the drug in question.
PACKAGING OF PHARMACEUTICAL PRODUCTS

According to the Measures for The Administration of Pharmaceutical Packaging (2%}t 3& %
D) effective on 1 September 1988, pharmaceutical packaging must comply with the
provisions of the national standard and professional standard. If there are no such standards, the
enterprise can formulate its own standard after obtaining the approval from the provincial level food
and drug administration. The enterprise shall reapply to the relevant authorities if it needs to change
the packaging standard. Drugs without packing must not be sold in PRC (except for drugs needed
by the army).

PHARMACEUTICAL DIRECTIONS AND LABELS

Pursuant to the Administrative Provisions on Pharmaceutical Directions and Labels (ZE}71
A &A1 %%&;%IE%EKHE>) effective on 1 June 2006, pharmaceutical directions and labels shall be
subject to the ratification of the CFDA. The labels of a pharmaceutical shall be based on its
directions, and the contents thereof shall not exceed the scope of the directions, and may not be
printed with any word or mark that implies the curative effect, misleads the usage or
inappropriately advertises the product. The package of a pharmaceutical must be printed or affixed
with the label according to the provisions, and shall not carry other literal or video materials or
other information that advertises the product or the enterprise. The smallest packages produced by a
pharmaceutical manufacturing enterprise for sale on the market must be attached with directions.
The pharmaceutical directions, the interior labels and exterior labels as well as names shall comply

with the relevant provisions.
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PRODUCT LIABILITY

In accordance with the Product Quality Law of the PRC ((H# A R ILHIE 2 B £15)) (as
promulgated on 22 February 1993 by the SCNPC, effective from 1 September 1993, amended on 8
July 2000 and 27 August 2009 respectively) and the Tort Liability Law of the PRC (' # A 1%
MBI fZHEFEE75)) (promulgated on 26 December 2009 by the SCNPC and effective from 1 July
2010), where a product with any defect caused by the fault of the seller causes any harm to another
person, the seller shall assume the tort liability. If a seller can neither specify the manufacturer nor
specify the suppliers of a defective product, the seller shall assume the tort liability caused by such
defective product. Where any harm is caused by a defective product, the victim may require
compensation to be made by the manufacturer or the seller of such defective product, and if the
defect of the product is caused by the manufacturer and the seller has made the compensation for
the defect, the seller shall be entitled to be reimbursed by the manufacturer. If any product defect is
found after such product has been put into circulation, the manufacturer or seller shall take such
remedial measures as warning and recall in a timely manner. The manufacturer or seller, who fails
to take remedial measures in a timely manner or take sufficient and effective measures and has
caused any harm, shall assume the tort liability. In the case that a manufacturer or seller knowing
any defect of a product continues to manufacture or sells the product and the defect causes a death
or any serious damage to the health of another person, the victim shall be entitled to require the
corresponding punitive compensation. In addition, operators who sell defective products may be
subject to confiscation of earnings from such sales, revocation of business licenses and imposition
of fines, and in severe circumstances, may be subject to criminal liability.

PROTECTION OF CONSUMERS

The Law of the PRC on Protection of Consumer Rights and Interests ({H#E A [ A B i 2
FHE 47 PR F#7%)) was promulgated by the SAIC on 31 October 1993 and was amended on 25
October 2013 to protect consumers’ rights when they purchase or use goods and accept services.
All business operators must comply with this law when they manufacture or sell goods and/or
provide services to customers.

According to the said law on Protection of Consumer Rights and Interests, consumers whose
lawful rights and interests are infringed upon in purchasing or using commodities may claim
compensation from the sellers, which shall, after paying compensation, have the right to be
reimbursed by the liable manufacturers or other sellers supplying the commodities to them.
Consumers or other victims suffering personal injuries or property damage from defects of
commodities may claim compensation from the sellers and manufacturers. If the manufacturers are
liable, the sellers shall, after paying compensation, have the right to be reimbursed by the
manufacturers. If the sellers are liable, the manufacturers shall, after paying compensation, have the
right to be reimbursed by the sellers. In extreme situations, pharmaceutical manufacturers and
operators may be subject to criminal liability if their goods or services lead to the death or injuries
of customers or other third parties.
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PROTECTION OF PHARMACEUTICAL PRODUCTS IN CHINA
Protection under patent law

According to the Patent Law of the PRC ({*#E AN RIFIEHF|1L)) last amended on 27
December 2008, patent protection is divided into three categories: invention patent, utility model
patent and design patent. Invention patent is intended to protect new technology or measures for a
product, method or its improvement. Utility model patent is intended to protect new technology or
measures to increase the utility of a product shape, structure or its combination. Design patent is
intended to protect new designs by combination of product shape, graphic or color with aesthetic
and industrial application value. Patents relating to pharmaceutical inventions are effective for 20

years from the initial date the patent application was filed.

Under the said Patent Law of the PRC, the term of patent protection starts from the date the
patent application was filed, instead of the date it was registered. Patents relating to utility-models
and designs are effective for ten years from the initial date the patent application was filed. Existing
patents can become invalid or unenforceable due to a number of factors, including known or
unknown prior art, deficiencies in patent application, and lack of originality in technology. Any
persons and entities using the patent in the absence of authorisation from the patent owner or
conducting other activities which infringe upon patent rights will be held liable for compensation to
the patent owner, subject to fines charged by relevant administrative authorities and may include
criminal liabilities.

Protection under trademark law

The Trademark Law of the PRC ((Hf'# A\ R ILFNEH B #5#1%)) was promulgated on 23 August
1982 (last amended on 30 August 2013) and the Implementing Regulations of the Trademark Law
of the PRC ({1 % A R 3 A 8 i A% 75 BU 04 (911 )) was promulgated on 3 August 2002 (last amended
on 29 April 2014). These laws provide the basic legal framework for the regulation of trademarks
in China. The PRC Trademark Office is responsible for the registration and administration of
trademarks throughout the country. Like patents, the PRC has adopted a “first-to-file” principle
with respect to trademarks. The period of validity of a registered trademark is ten years from the
date of registration; renewal is allowed thereafter and the period of validity of each renewal of
registration is ten years. The SAIC has the power to investigate and handle any act of infringement
of the exclusive right to use a registered trademark according to law; where the case is so serious as
to constitute a crime, it shall be transferred to the judicial authority for handling.

PRC LAWS AND REGULATIONS RELATING TO FOREIGN INVESTMENT

Foreign-invested enterprises in China must follow applicable PRC laws and regulations and
must not engage in activities detrimental to China’s public interest.
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The Foreign Investment Catalogue

The Foreign Investment Catalogue jointly promulgated by the NDRC and the MOFCOM on 24
December 2011, became effective on 30 January 2012 and replaced the Catalogue of Industries for
Guiding Foreign Investment (2007 version) (CHIPE % & i 2545 5 H Bk(20074FR))) which was
effective on 1 December 2007. Both versions of the Foreign Investment Catalogue divide foreign
investments in the PRC into three categories: encouraged, restricted or prohibited. Encouraged
foreign investments are eligible to receive certain benefits and incentives from the PRC
government, which may change from time to time; restricted foreign investments are permitted
subject to restrictions; and prohibited foreign investments are not allowed. According to the Foreign
Investment Catalogue, production of decoction pieces is prohibited from foreign investment.

FOREIGN CURRENCY EXCHANGE

The principal regulations governing foreign currency exchange in China are the Regulations
on Foreign Exchange of the PRC ({13 A A [ HMHEH FE 51)) which were promulgated by
the State Council of the PRC on 29 January 1996 and last amended on 5 August 2008 and the
Regulations on the Administration of Foreign Exchange Settlement, Sale and Payment ({4 [ -
[ifE J% A5} (457 $HL A 72 )) promulgated by the People’s Bank of China on 20 June 1996 which became
effective on 1 July 1996. Under these regulations and other PRC rules and regulations on currency
conversion, RMB is freely convertible for payments of current account items, such as trade and
service-related foreign exchange transactions and divided payments, but not freely convertible for
capital account items, such as direct investment, loan or investment in securities outside China
unless prior approval of the State Administration of Foreign Exchange (BZAMiEE IR (the
“SAFE”) or its local counterparts is obtained. Foreign investment enterprises (“‘the FIEs”) in the
PRC may purchase foreign exchange without the approval of SAFE for paying dividends by
providing certain supporting documents (such as board resolutions), or for trade and service-related
foreign exchange transactions by providing commercial documents evidencing such transactions.
They are also allowed to retain their recurrent exchange earnings according to their needs of
operation and the sums retained may be deposited into foreign exchange bank accounts maintained
with the designated banks in the PRC. In addition, foreign exchange transactions involving overseas
direct investment or investment and exchange in securities, derivative products abroad are subject
to registration with SAFE and approval form or filling with the relevant PRC government
authorities (if necessary).

The Circular of the SAFE on Relevant Business Operations Issues Concerning Improving the
Administration of the Payment and Settlement of Foreign Exchange Capital of Foreign-Funded
Enterprises (€A 52 35 A1 50 & A 25 51 B B A 4 S A 465 B A5 A B SE 4R AR R AL 20))  was
promulgated and became effective on 29 August 2008. It regulates the conversion by a FIE of
foreign currency into RMB by restricting how the converted RMB may be used. It requires that
RMB converted from the foreign currency denominated capital of a FIE may only be used for
purposes within the business scope approved by the relevant governmental authorities and may not
be used for equity investments within the PRC unless otherwise specifically provided. Further, it
cannot be used to repay RMB loans if the proceeds of such loans have not yet been used.
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Pursuant to the Circular of the SAFE on Further Improving and Adjusting Foreign Exchange
Administration Policies for Direct Investment (€[ % ) H )5 BE Y #E — 20 OB TR HHERE
A4S FLEUR A48 1)) promulgated by SAFE on 19 November 2012 and became effective on 17
December 2012, approval is not required for the opening of an account entry in foreign exchange
accounts under direct investment, for domestic transfer of the foreign exchange under direct
investment. This Circular also simplified the capital verification and confirmation formalities for the
FIEs; the foreign capital and foreign exchange registration formalities required for the foreign
investors to acquire equities; the foreign exchange registration formalities required for the foreign
investors to acquire the equities of Chinese party; and further improve the administration on
exchange settlement of foreign exchange capital of FIEs.

On 4 July 2014, SAFE promulgated the Circular on Relevant Issues Concerning Foreign
Exchange Administration for PRC Residents Engaging in Overseas Investment and Financing and
Roundtrip Investments via Special Purpose Vehicles (2541 e & B 5y B s 55 4 J B2 8 RE 0k H 19
oy F R AN R SOR TR S R TR B B RE R A ), effective  from 4 July 2014, which
requires PRC residents (including PRC institutions and PRC individual residents) to register with
SAFE for foreign exchange registration of overseas investments before contributing the domestic
and overseas lawful assets or interests to a special purpose vehicle, and to update such registration
in the event of any change of basic information of the registered special purpose vehicle or major
change in capital, including increases and decreases of capital, share transfers, share swaps, mergers
or divisions.

THE M&A RULES

On 8 August 2006, six authorities including without limitation MOFCOM issued the
Provisions on Mergers and Acquisitions of Domestic Enterprises by Foreign Investors (B S
P& O iR Wﬁ%ﬁ"]ﬁfé%, which became effective on 8 September 2006 and amended on 22
June 2009. Such Rules provide that an offshore special purpose vehicle established for listing
purposes, and controlled directly or indirectly by PRC companies or individuals shall obtain the
approval of the China Securities Regulatory Commission prior to the listing and trading of such
special purpose vehicle’s securities on an overseas stock exchange.

RESTRICTIONS RELATING TO DIVIDEND DISTRIBUTION

The principal regulations governing distribution of dividends of foreign holding companies
include the Company Law of the PRC ((H# A RILANEH 2\ 7] )) promulgated by the SCNPC on
29 December 1993 and last amended on 28 December 2013, the Law of the PRC on Foreign-
Funded Enterprises (¢H13E A\ RILANE S E >34 )) promulgated by the SCNPC on 12 April 1986
and amended on 31 October 2000, and the Administrative Rules under the Foreign Investment
Enterprise Law ((IMNEARZEILEHEANHI)) promulgated by the State Council of the PRC on 12
December 1990 and amended on 12 April 2001 and 19 February 2014.
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According to the Company Law of the PRC, where a company distributes its after-tax profits
for the current financial year, it shall draw 10% of its profits as the company’s statutory common
reserve, provided that a company with an aggregate common reserve of more than 50% of the
company’s registered capital may elect not to draw any statutory common reserve any more. Where
the aggregate balance of the company’s statutory common reserve is insufficient to cover any loss
the company made in the previous financial year, the current financial year’s profits shall first be

used to cover the loss before any statutory common reserve is drawn.
LABOR LAW AND LABOR CONTRACT LAW

Pursuant to the Labour Law of the PRC ({3 A\ RILFNE45H)i%)) promulgated by the
SCNPC on 5 July 1994 and amended on 27 August 2009, employers must establish a
comprehensive management system to protect the rights of their employees, including a system
governing occupational health and safety to provide employees with occupational training.

According to the Labour Contract Law of the PRC ({913 A RILFNE 558 A [R5 ))
promulgated by the SCNPC on 29 June 2007 which became effective from 1 January 2008 and
amended on 28 December 2012 (the amendments took effect on 1 July 2013), employers are
required to truthfully inform prospective employees of the job description, working conditions,
location, occupational hazards and status of safe production as well as remuneration and other
conditions as required by the said Labour Contract Law.

Pursuant to the Production Safety Law of the PRC ({H 3 A\ R ALFNE % 24 7 15 )) effective
on 1 November 2002, manufacturers must establish a comprehensive management system to ensure
manufacturing safety in accordance with applicable laws and regulations. Manufacturers not
meeting relevant legal requirements are not permitted to commence their manufacturing activities.

Pursuant to the 2010 GMP effective on 1 March 2011, manufacturers of pharmaceutical
products are required to establish production safety and labour protection measures in connection
with the operation of their manufacturing equipment and manufacturing process.

EMPLOYEES’ HEALTH AND SAFETY

Pursuant to the Interim Measures for the Pharmaceutical Industry Production Safety
Management ((EEZE1TELR2EEE MY THHL)) promulgated and effective on 20 November
1987, in order to improve the production safety management and protect the health and safety of
the employees of pharmaceutical companies, all the pharmaceutical companies and their employees
are required to satisfy the specified requirements, including the requirements on premises and
facilities, sanitation, safety education, safety precautions, safety inspection, accident management,
etc. Any violation of the provision of this law which leads to the damage of the state’s or people’s
properties or lives shall be subject to the administrative sanctions, financial penalties or criminal
liability.
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SOCIAL SECURITY LAW

In accordance with the Social Insurance Law of the PRC (€1 %E A B A0 B0 AL & AR B ik )
promulgated by the SCNPC on 28 October 2010 which became effective on 1 July 2011, employers
are required to truthfully inform prospective employees of the job description, working conditions,
work-related injury insurance, unemployment insurance and maternity insurance. The Regulation on
Work-Related Injury Insurance ((LAGRFMEBI)), which was revised by the State Council of the
PRC on 20 December 2010 and became effective on 1 January 2011, requires employers to pay
work-related injury insurance fees for their employees and sets out the compensation standards and
coverage for work related injuries. Under the Interim Measures Concerning the Maternity Insurance
of Enterprises Employees ({128 T2E & REEa{4TH1)), which became effective on 1 January
1995, employers must pay maternity insurance fees for their employees.

According to the Administrative Regulations on the Housing Provident Fund of the PRC ({f¥
5 N8 4 % BB A9 )), which became effective on 3 April 1999 and amended on 24 March 2002,
enterprises in the PRC must register with the housing fund management centre within 30 days after
their establishment and then maintain housing fund accounts with designated banks for their
employees and contribute to the fund an amount not less than 5% of the employee’s average
monthly salary in the previous year.

ENVIRONMENTAL PROTECTION

Pursuant to the Environmental Protection Law of the PRC ({H#E A\ R ALAN [ Br 55 PR 5L ))
promulgated and effective on 26 December 1989 and amended on 24 April 2014, the PRC Ministry
of Environmental Protection is in charge of promulgating national standards for environmental
protection. The provincial governments and the local governments in autonomous regions and
municipalities may also promulgate local standards for environmental protection on matters not
specified under national standards and the local governments must report such standards to the
relevant government authorities for record.

Pursuant to the Law on Environmental Impact Assessment of the PRC (% A R LA B 3R 15
RBTHEE)) promulgated on 28 October 2002 which became effective on 1 September 2003,
manufacturers must prepare environmental impact study report setting forth the impact the proposed
construction project may have on the environment and the measures to prevent or mitigate the
impact for approval by the government authority prior to commencement of construction of the
relevant project.

Pursuant to the Law of the PRC on the Prevention and Control of Atmospheric Pollution ({H
#He N\ BRI K /5 e BiiR 145 )) promulgated on 29 April 2000 by the General Committee of the
National People’s Congress of the PRC which became effective on 1 September 2000, the
environmental protection authorities above the county level are in charge of promulgating laws and
regulations governing prevention of air pollution. The environmental protection department under
the State Council formulates national standards and the local provincial governments formulate
local standards on matters not specified under national standards. Manufacturers discharging
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polluted air must comply with applicable national and local standards. If a manufacturer emits
polluted air exceeding national or local standards, it must rectify during a certain period of time and
the manufacturer may be subject to penalties.

Pursuant to Water Pollution Prevention and Control Law of the PRC ({##E A\ R ILFIE K5
YeBiiR %)) promulgated by the General Committee of the National People’s Congress of the PRC
on 11 May 1984 and amended on 28 February 2008, the environment protection department under
the State Council is in charge of promulgating laws and regulations governing national standards
relating to discharge of waste water. Provincial governments may promulgate local waste discharge
standards for matters not specified in national standards. Manufacturers must discharge waste water
in accordance with national and local standards. Manufacturers discharging waste water must pay
water treatment fees. If the waste water discharged exceeds national or local standards, the
manufacturer is required to pay higher waste water treatment fees. The relevant environmental
protection department has the power to order manufacturers which severely polluted water to rectify
by reducing the amount of discharge during a stipulated period of time and to suspend or shutdown
their operation.

Pursuant to the Discharge Standard of Water Pollutants for Pharmaceutical Industry Chinese
Medicine Category (€' ZE8HH 4L T 37K 15 S W PEUIEHE)) (“Discharge Standard”) promulgated
on 25 June 2008 and effective on 1 August 2008, the discharge of water pollutants control of each
pharmaceutical enterprise manufacturing Chinese medicine is required to carry out according to the
Discharge Standard.

THE RECOGNITION AND REVIEW OF HIGH AND NEW TECHNOLOGY ENTERPRISES

Pursuant to the Administrative Measures for the Recognition of High and New Technology
Enterprises (= fh F il 4> 258 ¢ & #EH¥I%)), promulgated by the Ministry of Science and
Technology of the PRC (*13#E A R ILANE FLEL 4 1l #K), MOF and the SAT on 14 April 2008, high
and new technology enterprises refer to the PRC resident enterprises that are incessantly devoted to
the research and development as well as transformation of technological achievements in the “High
and New Technology Areas Entitled to the Key Support of the State”, have formed their own
independent core intellectual property rights and are carrying out business activities on this basis,
and have been registered for at least one year within the territory of China (excluding Hong Kong,
Macau and Taiwan regions).

An enterprise must satisfy the following requirements simultaneously in order to be recognised
as a high and new technology enterprise: (1) it must be an enterprise that is registered within the
territory of China (excluding Hong Kong, Macau and Taiwan regions) and possess independent
intellectual property rights of the core technologies in its major products (services) by way of
independent research and development, acceptance of transfer, donation or merger during the
immediately preceding three years or through exclusive licensing for a minimum period of five
years; (2) its products (services) fall within the range prescribed in the “High and New Technology
Areas Entitled to the Key Support of the State”; (3) the proportion of scientific and technological
personnel and research and development personnel in its employment with a minimum educational
background of junior college graduation reaches the required percentage; (4) the enterprise has been
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conducting continuous research and development activities, and the proportion of its total research
and development expenditure and its total sales revenue during the immediately preceding three
accounting years meets the requirements; (5) the revenue from high and new technology products
(services) accounts for at least 60 percent of the total revenue of the enterprise during the current
year; and (6) the enterprise’s level of organisation and management of research and development,
capacity of transformation of scientific and technological achievements, the number of independent
intellectual property rights, growth in sales and total assets as well as other indicators conform to
the requirements mentioned in the Guidelines on the Administration of Recognition of High and

New Technology Enterprises (£ #7435 flif i 3£ 582 & L TAEF851)).

The validity period of the high and new technology enterprise qualification shall be three
years from the date of issuance of the certificate of high and new technology enterprise. The
enterprise shall file an application for review within three months prior to the expiration of the
validity period. The review shall focus on the conformity with requirement no. 4 above, i.e. the
continuity of research and development activities of the enterprise and the proportion of its total
research and development expenditure and its total sales revenue. Therefore, for the review, the
enterprise shall submit a report on research and development activities and other technological
innovation activities conducted during the immediately preceding three years, statements on the
research and development expenditure of the enterprise during the immediately preceding three
financial years and special audit report on the revenue from high and new technology products
(services) during the immediately preceding one financial year attested by a qualified intermediary

agency.
PRC TAXATION

As we are not incorporated in the PRC, your investment in our Shares is largely exempted
from PRC tax laws. However, as substantially all of our business operations are conducted in the
PRC and we carry out these business operations through our subsidiaries and joint venture
organised under PRC law, our PRC operations and subsidiaries and joint venture in the PRC are
subject to certain PRC tax laws and regulations, including those summarised below.

Enterprise Income Tax

On 1 January 2008, the EIT Law and the Implementation Rules to the EIT Law of the PRC
(CHPEE N RSN 3] A 25 I A5 Bl v B e /%6 611)) became effective, under which, both foreign invested
enterprises and domestic enterprises are subject to a uniform income tax rate of 25%, unless they
qualify for certain reductions or exemptions, and dividends payable by foreign invested enterprises
to foreign investors are subject to PRC withholding tax at the rate of 10% unless the foreign
investor’s jurisdiction of incorporation has a tax treaty with the PRC that provides for a different
withholding tax arrangement. Pursuant to the Arrangement between the Mainland China and Hong
Kong Special Administrative Region for the Avoidance of Double Taxation and the Prevention of
Fiscal Evasion with respect to Taxes on Income (AN 95 457 Il 47 X 1 B8 i 36 i 15 28 f B o 1
BiAN B - A Js Bl 19 % PE)) effective from 1 January 2007, such withholding tax rate may be lowered
to 5% if a Hong Kong resident enterprise owns more than 25% of the capital of the PRC enterprise
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distributing the dividends. Furthermore, according to the Administrative Measures for Non-residents
to Enjoy the Treatments of Taxation Treaties (Trial) ({IF & =32 Bi U o s o7 48 & B AL GRAT)))
issued by the SAT on 24 August 2009 which became effective from 1 October 2009, approvals
from competent tax authorities are required before an enterprise can enjoy the aforesaid 5%
preferential tax rate. An enterprise established outside of the PRC with “de facto management
bodies” within the PRC is considered a “resident enterprise” and is subject to PRC enterprise
income tax at the rate of 25% on its global income. Dividends received by such enterprise from its
PRC subsidiaries may be exempt from paying EIT to the extent such dividends are deemed as
dividends among qualified PRC resident enterprises. Under the Implementation Rules to the EIT
Law, “de facto management bodies” are defined as those bodies that have material and overall
management control over the business, personnel, accounts and properties of an enterprise.

Pursuant to the Announcement on Certain Issues Concerning Enterprise Income Taxes Related
to Indirect Transfer of Properties by a Non-resident Enterprise (B i F J& B Ab 3 il 2 i 58 1 8 1 2%
fir g8 T HE ) A 45) promulgated and came into effect on 3 February 2015 by the SAT
(“Circular 7”), an indirect transfer of properties such as an equity interest in a PRC resident
enterprise (“PRC Taxable Properties”) by a non-resident enterprise through an arrangement
without a reasonable commercial purpose to evade EIT shall be re-defined as a direct transfer of
PRC Taxable Properties in accordance with Article 47 of the EIT Law, and proceeds from such
transfer shall be subject to EIT in China in accordance with the PRC tax laws. PRC Taxable
Properties in this announcement include properties of a PRC entity or establishment located in
China, real estate in China and an equity investment in a PRC resident enterprise, that are directly
held by a non-resident enterprise. An indirect transfer of PRC Taxable Properties refers to a
transaction resulting in an identical or substantially similar consequence to that resulting from a
direct transfer of the PRC Taxable Properties involving a transfer by a non-resident enterprise of an
equity interest and other similar interests (“Equity Interest™) in an overseas enterprise that directly
or indirectly holds the PRC Taxable Properties, excluding the PRC resident enterprises registered
overseas (the “Overseas Enterprises”). Such indirect transfer includes a change in shareholders of
the Overseas Enterprises as a result of reorganization of a non-resident enterprise and a non-
resident enterprise that indirectly transfers the PRC Taxable Properties is a transferor of the Equity
Interest.

Value Added Tax

According to the Interim Regulations of the PRC on Value Added Tax (€H#E A & 3 A 5 1% (H
L 17#%491)) promulgated by the State Council on 13 December 1993 and as amended on 10
November 2008 (the amendments took effect from 1 January 2009), all entities and individuals
engaged in the sale of goods, the provision of processing, repairs and replacement services, and the
importation of goods into the PRC are generally required to pay value added tax, or VAT, at a rate
of 17% of the gross sales proceeds received, less any deductible Value Added Tax already paid or
borne by the taxpayer.
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Business Tax

Pursuant to the Interim Regulations of the PRC on Business Tax ("% A I E & BB 17
&) promulgated by State Council of the PRC which became effective from 1 January 1994
(amended on 10 November 2008), together with its implementation rules, all institutions and
individuals providing taxable services, transferring intangible assets or selling real estate within the
PRC must pay business tax. The items and rates of business tax shall be implemented in accordance

with the Use of Items and Rates of Business Tax attached to the regulation.
Municipal Maintenance Tax

Under the Interim Regulations of the PRC on Municipal Maintenance and Construction Tax
(CHP N R R [ 30 T A o 2 BB B 176661 )) promulgated by the State Council of the PRC on 8
February1985 and as amended on 8 January 2011, a taxpayer, whether an individual or otherwise,
of product tax, value added tax or business tax shall be required to pay municipal maintenance tax.
The tax rate shall be 7% for a taxpayer whose domicile is in an urban area, 5% for a taxpayer
whose domicile is in a county or a town, and 1% for a taxpayer whose domicile is not in any urban
area or county or town. From 1 December 2010, municipal maintenance tax became applicable to
foreign invested enterprises, foreign enterprises and individuals, as well as domestic enterprises and

individuals.
Education Surcharge

Under the Interim Provisions on the Collection of Education Surcharge ((EZZkE & [ nm
BT HiE)) promulgated by the State Council of the PRC on 28 April 1986 and last amended on 8
January 2011 respectively, a taxpayer, whether an individual or otherwise, of product tax, value
added tax or business tax shall pay an education surcharge at a rate of 3%, unless such obliged
taxpayer is instead required to pay a rural area education surcharge as provided by the Notice of the
State Council on Raising Funds for Schools in Rural Areas (3% [ B it S48 f2 AT B HFER 28 25 1Y
#H1)). From 1 December 2010, education surcharge became applicable to foreign invested
enterprises, foreign enterprises and individuals, as well as domestic enterprises and individuals.

Stamp Duty

Under the Interim Regulations of the PRC on Stamp Duty (<H#E A R I A1 B ENFE BB 4715
1)) promulgated by the State Council of the PRC on 6 August 1988 and as amended on 8 January
2011, for sale and purchase contracts, the duty rate shall be 0.03% of the amount stated therein, and
for account books, the stamp duty shall be levied at the rate of 0.05% of the total amount of the
original value of fixed assets and working capital.

- 100 -





