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VOLUNTARY ANNOUNCEMENT

ACCEPTANCE OF APPLICATION FOR MARKETING AUTHORIZATION IN CHINA
FOR OXYCODONE AND NALOXONE EXTENDED-RELEASE TABLETS (LY021702)

The board of directors (the ‘‘Board’’) of Luye Pharma Group Ltd. (the ‘‘Company’’, together with its
subsidiaries, the ‘‘Group’’) announces that the marketing authorization application for the Group’s
analgesic product under development, oxycodone and naloxone extended-release tablets
(‘‘LY021702’’), has been accepted by the Centre for Drug Evaluation of the National Medical Products
Administration in the People’s Republic of China (‘‘China’’).

In recent years, the risk of analgesic abuse, especially opioids, has drawn heightened attention from
governments around the world. How to meet patients’ needs for pain treatment while preventing opioid
abuse has become one of the major public health challenges. China strictly manages the development
and production of narcotic drugs and psychotropic substances: enterprises conducting the research,
development and production of such materials require qualifications that are subject to approval, and
the total amount a licenced entity is allowed to handle is controlled. The submission of the marketing
authorization application for LY021702 reflects regulatory authorities’ recognition of the Company’s
systems and capabilities for the development and production of such controlled drugs.

Opioids have become the drug of choice for the treatment of moderate to severe cancer pain because of
their good safety, diverse routes of administration, adjustable doses and reliable effects on all types of
pain. Despite its clear and strong analgesic effect, oxycodone hydrochloride, one of the most widely
used opioids in China in recent years, carries high risks of addiction and abuse, and can cause
gastrointestinal adverse reactions.

LY021702 is the first oxycodone and naloxone extended release tablet product that has high technical
barriers developed by a Chinese company. It consists of oxycodone hydrochloride, a strong opioid
receptor agonist, and naloxone hydrochloride, an opioid antagonist, for the treatment of moderate to
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severe chronic pain that cannot be effectively controlled by non-opioids, with pain relief lasting up to
12 hours. It has a deterrent feature regarding opioid abuse and can relieve gastrointestinal adverse
effects such as opioid-induced constipation.

When LY021702 is taken orally as a tablet, the naloxone in it binds to neuronal opioid receptors in the
intermuscular plexus of the gastrointestinal tract, competitively antagonizing the binding of oxycodone
to this part of opioid receptors, thereby reducing the adverse gastrointestinal reactions and the
occurrence of constipation caused by oxycodone. Compared to extended-release tablets containing
oxycodone hydrochloride only, LY021702 is more convenient to use, as it avoids or reduces the need
for concomitant use of other treatments to prevent and treat constipation, which makes it a preferred
choice for patients with moderate to severe chronic pain, especially those with opioid-induced
constipation.

In terms of anti-abuse, LY021702 uses a special drug-locking technology to make tablets with high
level of hardness, such that tablets cannot be easily crushed or ground, and has slow-release
characteristics in buffers of different pH to prevent oxycodone from being extracted, purified and
abused. At the same time, naloxone can antagonize the activity of oxycodone so that the user cannot
get pleasure, and causes a prompt withdrawal reaction, which greatly reduces attractiveness to abusers,
thereby further preventing abuse.

According to the global cancer burden data released by the International Agency for Research on
Cancer (IARC) of the World Health Organization, there were 4.57 million cases of new cancer in China
in 2020. Pain is one of the most common and unbearable symptoms of cancer patients, which seriously
affects the quality of life of cancer patients. The incidence of pain in newly diagnosed cancer patients
is about 25%, and the incidence of pain in patients with advanced cancer can reach 60 to 80%, of
which one-third of patients have severe pain.

The Company believes that LY021702 addresses the prevailing clinical demands and has good market
potential in China. It, together with the other oncology products of the Group, creates a comprehensive
portfolio. Leveraging on the Group’s existing resources and advantages in the oncology field, the
addition of LY021702 will help accelerate the Company’s coverage and development in this field.

By Order of the Board
LUYE PHARMA GROUP LTD.

Liu Dian Bo
Chairman

Hong Kong, 17 January 2022

As at the date of this announcement, the executive directors of the Company are Mr. LIU Dian Bo, Mr. YANG Rong Bing,

Mr. YUAN Hui Xian and Ms. ZHU Yuan Yuan; the non-executive directors of the Company are Mr. SONG Rui Lin and

Mr. SUN Xin; and the independent non-executive directors of the Company are Mr. ZHANG Hua Qiao, Professor LO Yuk

Lam, Mr. LEUNG Man Kit and Mr. CHOY Sze Chung Jojo.
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