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VOLUNTARY ANNOUNCEMENT
APPROVAL FOR INDICATION EXPANSION OF
ACOART ORCHID® & DHALIA™
BY PRC NATIONAL MEDICAL PRODUCTS ADMINISTRATION

This announcement is made by Acotec Scientific Holdings Limited (the “Company”, together
with its subsidiaries, the “Group”) on a voluntary basis to provide the shareholders of the
Company and potential investors with updated information in relation to the latest business
and product development progress of the Group.

The board of directors (the “Board”) of the Company is pleased to announce that on July
7, 2022, the Company received the updated registration certificate from the PRC National
Medical Products Administration for the indication expansion of AcoArt Orchid® & Dhalia™
for treating Arteriovenous Fistula (“AVF”) stenosis.

The Company initiated an randomized controlled clinical trial for the AcoArt Orchid® &
Dhalia™ indicated for treating AVF stenosis in China to evaluate its safety and efficacy in
May 2018 and have completed the six-month follow-ups and the twelves-month follow-ups
for all the trail subjects. According to the six-month follow-ups statistics, patency rate of
drug-coated balloons (“DCB”) group is 91.4%, as compared to the 66.9% patency rate for
percutaneous transluminal angioplasty (“PTA”) group. According to the twelve-month follow-
ups statistics, patency rate of DCB group is 66.1%, as compared to the 46.4% patency rate for
PTA group .



THE COMPANY MAY NOT BE ABLE TO ULTIMATELY MARKET ACOART
ORCHID® & DHALIA™ FOR TREATING AVF STENOSIS SUCCESSFULLY.
SHAREHOLDERS OF THE COMPANY AND POTENTIAL INVESTORS ARE
ADVISED TO EXERCISE DUE CARE WHEN DEALING IN THE SHARES OF THE
COMPANY.
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