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IMPORTANT

IMPORTANT NOTICE TO INVESTORS:
FULLY ELECTRONIC APPLICATION PROCESS

We have adopted a fully electronic application process for the Hong Kong
Public Offering. We will not provide printed copies of this prospectus or printed
copies of any application forms to the public in relation to the Hong Kong Public
Offering.

This prospectus is available at the website of the Hong Kong Stock Exchange at
www.hkexnews.hk under the “HKEXnews > New Listings > New Listing Information”

section, and our website at www.scientechmed.com. If you require a printed copy of
this prospectus, you may download and print from the website addresses above.

To apply for the Hong Kong Offer Shares, you may:

(1) apply online via the HK eIPO White Form service in the IPO App (which can
be downloaded by searching “IPO App” in App Store or Google Play or
downloaded at www.hkeipo.hk/IPOApp or www.tricorglobal.com/ITPOApp)
or at www.hkeipo.hk; or;

(2) apply through the CCASS EIPO service to electronically cause HKSCC
Nominees to apply on your behalf, including by:

i.  instructing your broker or custodian who is a CCASS Clearing
Participant or a CCASS Custodian Participant to give electronic
application instructions via CCASS terminals to apply for the Hong
Kong Offer Shares on your behalf; or

ii.  (if you are an existing CCASS Investor Participant) giving electronic
application instructions through the CCASS Internet System
(https://ip.ccass.com) or through the CCASS Phone System by calling
+852 2979 7888 (using the procedures in HKSCC’s “An Operating Guide
for Investor Participants” in effect from time to time). HKSCC can also
input electronic application instructions for CCASS Investor
Participants through HKSCC’s Customer Service Centre at 1/F, One &
Two Exchange Square, 8 Connaught Place, Central, Hong Kong by
completing an input request.

We will not provide any physical channels to accept any application for the Hong
Kong Offer Shares by the public. The contents of the electronic version of this prospectus
are identical to the printed prospectus as registered with the Registrar of Companies in
Hong Kong pursuant to Section 342C of the Companies (Winding Up and Miscellaneous
Provisions) Ordinance.

If you are an intermediary, broker or agent, please remind your customers, clients
or principals, as applicable, that this prospectus is available online at the website
addresses above.

— 11—




IMPORTANT

Your application through the HK eIPO White Form service or by giving electronic
application instructions to HKSCC must be for a minimum of 1,000 Hong Kong Offer Shares
and in one of the numbers set out in the table. You are required to pay the amount next to the
number you select.

LEPU SCIENTECH MEDICAL TECHNOLOGY (SHANGHAI) CO., LTD.*
(STOCK CODE: 2291) (HK$31.45 PER HONG KONG OFFER SHARE)
NUMBER OF HONG KONG OFFER SHARES THAT MAY BE APPLIED FOR AND PAYMENTS
No. of Amount No. of Amount No. of Amount No. of Amount
Hong Kong  payable on  Hong Kong  payable on  Hong Kong  payable on  Hong Kong payable on
Offer Shares  application Offer Shares  application Offer Shares  application Offer Shares application

applied for HK$  applied for HK$  applied for HK$  applied for HKS$
1,000 31,766.97 10,000 317,669.69 100,000 3,176,696.89 1,000,000 31,766,968.83
2,000 63,533.94 20,000 635,339.37 200,000  6,353,393.77 1,123,000*  35,674,306.00
3,000 95,300.91 30,000 953,009.07 300,000 9,530,090.65
4,000 127,067.88 40,000 1,270,678.76 400,000 12,706,787.53
5,000  158,834.85 50,000  1,588,348.45 500,000 15,883,484.42
6,000  190,601.81 60,000 1,906,018.13 600,000 19,060,181.30
7,000 222,368.78 70,000  2,223,687.82 700,000 22,236,878.18
8,000  254,135.75 80,000 2,541,357.50 800,000 25,413,575.06
9,000  285,902.71 90,000  2,859,027.20 900,000 28,590,271.95

* Maximum number of Hong Kong Offer Shares you may apply for.

No application for any other number of the Hong Kong Offer Shares will be considered

and any such application is liable to be rejected.
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EXPECTED TIMETABLEY

If there is any change in the following expected timetable of the Hong Kong
Public Offering, we will issue an announcement in Hong Kong to be published on
the websites of the Stock Exchange at www.hkexnews.hk and our Company at

www.scientechmed.com.

Hong Kong Public Offering commences. . ..................... 9:00 a.m. on Thursday,
October 27, 2022

Latest time for completing electronic applications under the
HK eIPO White Form service through one of the below ways:*®

(1) the IPO App, which can be downloaded by searching
“IPO App” in App Store or Google Play or downloaded at
www.hkeipo.hk/IPOApp or www.tricorglobal.com/IPOApp

(ii) the designated website www.hkeipo.hk .. ... ... ... ... 11:30 a.m. on Tuesday,
November 1, 2022

Application lists open™ . ... ... ... ... .. 11:45 a.m. on Tuesday,
November 1, 2022

Latest time to (a) lodge completing payment of
HK eIPO White Form applications by effecting internet
banking transfer(s) or PPS payment transfer(s) and
(b) giving electronic application instructions to HKSCC™® . . . .. 12:00 noon on Tuesday,

November 1, 2022

If you are instructing your broker or custodian who is a CCASS Clearing Participant or
a CCASS Custodian Participant to give electronic application instructions via CCASS
terminals to apply for the Hong Kong Offer Shares on your behalf, you are advised to contact
your broker or custodian for the latest time for giving such instructions which may be
different from the latest time as stated above.

Application lists close™ ... ... ... ... ... ... 12:00 noon on Tuesday,
November 1, 2022

Expected Price Determination Date® ... .................. Tuesday, November 1, 2022

Announcement of Offer Price, the level of applications in
the Hong Kong Public Offering; the indication of level of
interest in the International Offering; and the basis of allocation
of the Hong Kong Offer Shares to be published on our website
at www.scientechmed.com® and the website of the Stock Exchange

at www.hkexnews.hk on or before .................... Monday, November 7, 2022
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EXPECTED TIMETABLEY

The results of allocations in the Hong Kong Public Offering (with successful applicants’
identification document numbers, where appropriate) to be available through a variety of

channels, including:

. in the announcement to be posted on our website
and the website of the Stock Exchange at
www.scientechmed.com and www.hkexnews.hk, respectively........... Monday,
November 7, 2022

. at the “IPO Results” function in the IPO App
or at www.tricor.com.hk/ipo/result or
www.hkeipo.hk/TIPOResult with
a “search by ID” function from . . ....... ... .. ... .. ... .. .. ... Monday,
November 7, 2022

H Share certificates in respect of wholly or partially
successful applications to be dispatched/collected or
deposited into CCASS on or before” . ................. Monday, November 7, 2022

HK eIPO White Form e-Auto Refund payment instructions/refund checks
in respect of wholly or partially successful applications if
the final Offer Price is less than the maximum Offer Price
per Offer Share initially paid on application (if applicable)
or wholly or partially unsuccessful applications to be
dispatched/collected on or before® . ... .. Monday, November 7, 2022

Dealings in H Shares on the Stock Exchange expected to
commence at 9:00 a.m. On. . ... Tuesday, November 8, 2022

(1)  All dates and times refer to Hong Kong local dates and times, except as otherwise stated. Details of the
structure of the Global Offering, including conditions of the Hong Kong Public Offering, are set forth in the
section headed “Structure of the Global Offering” in this prospectus.

(2)  If you have already submitted your application under the HK eIPO White Form service through the IPO App
or the designated website at www.hkeipo.hk and obtained a payment reference number from the designated
website prior to 11:30 a.m., you will be permitted to continue the application process (by completing payment
of application monies) until 12:00 noon on the last day for submitting applications, when the application lists
close. You will not be permitted to submit your application under the HK eIPO White Form service through
the IPO App or through the designated website at www.hkeipo.hk after 11:30 a.m. on the last day for
submitting applications.

(3)  If there is/are a tropical cyclone warning signal number 8 or above, or a “black” rainstorm warning and/or
Extreme Conditions in force in Hong Kong at any time between 9:00 a.m. and 12:00 noon on Tuesday,
November 1, 2022, the application lists will not open or close on that day. Please refer to the paragraph headed
“How to Apply for Hong Kong Offer Shares — 10. Effect of Bad Weather and/or Extreme Conditions on the
Opening and Closing of the Application Lists” in this prospectus.



EXPECTED TIMETABLEY

C))

(&)

(6)

)

(®)

©)

Applicants who apply for the Hong Kong Offer Shares by giving electronic application instructions to HKSCC
should refer to the paragraph headed “How to Apply for Hong Kong Offer Shares — 6. Applying through
CCASS EIPO Service” in this prospectus.

The Price Determination Date is expected to be on or about Tuesday, November 1, 2022, and in any event, not
later than Monday, November 7, 2022. If, for any reason, the Offer Price is not agreed between the Sole Global
Coordinator and the Sole Overall Coordinator (for itself and on behalf of the Underwriters) and us on or before
Monday, November 7, 2022, the Global Offering will not proceed and will lapse.

None of the website or any of the information contained on the website forms part of this prospectus.

The H Share certificates will only become valid evidence of title provided that the Global Offering has become
unconditional in all respects and neither of the Hong Kong Underwriting Agreement nor the International
Underwriting Agreement is terminated in accordance with its respective terms prior to 8:00 a.m. on the Listing
Date. The Listing Date is expected to be on or about Tuesday, November 8, 2022. Investors who trade the H
Shares on the basis of publicly available allocation details prior to the receipt of H Share certificates or prior
to the H Share certificates becoming valid evidence of title do so entirely at their own risk.

e-Auto Refund payment instructions/refund checks will be issued in respect of wholly or partially unsuccessful
applications, and also in respect of wholly or partially successful applications if the Offer Price is less than
the price payable on application.

Applicants who have applied for Hong Kong Offer Shares through CCASS EIPO service should refer to the
section headed “How to Apply for Hong Kong Offer Shares — 14. Despatch/Collection of H Share Certificates
and Refund Monies — Personal Collection — (ii) If you apply through CCASS EIPO service” in this
prospectus for details.

Applicants who have applied through the HK eIPO White Form service and paid their applications monies
through single bank accounts may have refund monies (if any) dispatched to the bank account in the form of
e-Auto Refund payment instructions. Applicants who have applied through the HK eIPO White Form service
and paid their application monies through multiple bank accounts may have refund monies (if any) dispatched
to the address as specified in their application instructions in the form of refund checks by ordinary post at
their own risk.

Further information is set out in the sections headed “How to Apply for Hong Kong Offer Shares — 13. Refund

of Application Monies” and “How to Apply for Hong Kong Offer Shares — 14. Despatch/Collection of H
Share Certificates and Refund Monies.”

The above expected timetable is a summary only. For details of the structure of the Global

Offering, including its conditions, and the procedures for applications for Hong Kong Offer

Shares, please refer to the sections headed “Structure of the Global Offering” and “How to

Apply for Hong Kong Offer Shares” in this prospectus, respectively.

If the Global Offering does not become unconditional or is terminated in accordance with

its terms, the Global Offering will not proceed. In such a case, the Company will publish an

announcement as soon as practicable thereafter.
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SUMMARY

This summary aims to give you an overview of the information contained in this
prospectus and should be read in conjunction with the full text of this prospectus. As this
is only a summary, it does not contain all the information that may be important to you.
You should read this prospectus in its entirety before you decide to invest in the Offer
Shares.

There are risks associated with any investment. Some of the particular risks in
investing in the Offer Shares are set out in “Risk Factors.” You should read that section
carefully before you decide to invest in the Offer Shares. Various expressions used in this
section are defined or explained in “Definitions” and “Glossary of Technical Terms” in
this prospectus.

OVERVIEW

Founded in 1994, we have been dedicated to the research, development, manufacture and
commercialization of interventional medical devices primarily targeting structural heart
diseases, with a track record spanning over two decades. We are a leading interventional
medical device provider in China for congenital heart diseases (“CHD”), a major field of
application for structural heart diseases, in terms of market share in China’s CHD occluder
products market in 2021, with a broad portfolio of marketed and pipeline products, according
to the F&S Report. We are the largest manufacturer of CHD occluder products and the related
procedural accessories in China, with a market share of 38.0% in terms of revenue recognized
for the sales in China in 2021, according to the same source*. Our patent foramen ovale
(“PFO”) occluder products and left atrial appendage (“LAA”) occluder products target
cardioembolic stroke and related symptoms, another major field of application for structural
heart diseases, which are among a handful of commercialized products to capture the
significant market opportunities. We have also cultivated the most comprehensive product
portfolio of heart valve product candidates in China to access the enormous market potential
treating valvular diseases, the largest field of application for structural heart diseases which
remains generally untapped in China, according to the F&S Report.

As of the Latest Practicable Date, we had a comprehensive product portfolio of 20
marketed occluder products and nine occluder product candidates as well as 21 major heart
valve product candidates**. All of our products are developed in-house. As of the Latest
Practicable Date, our business focused on occluder products and our heart valve product
candidates were in various pre-launch stages without marketed heart valve products. As of the
same date, we also had an expansive collection of intellectual property rights including 232
registered patents and 51 pending patent applications in China as well as 14 patents under
application in the United States and the European Union.

* In China, domestic CHD manufacturers dominated the market with a combined market share of approximately
91.5% in 2021, according to the F&S Report.

*k Our key products include MemoPart® ASD Occluder I, MemoCarna® ASD Occluder III, MemoSorb® VSD
Occluder IV and MemoLefort® LAA Closure Occluder I. Our key product candidates include (1) our
biodegradable occluder product candidates, which comprise MemoSorb® ASD Occluder 1V, MemoSorb® PFO
Occluder II, and LAA Closure Occluder II, and (2) our transcatheter aortic valve replacement (“TAVR”)
system, transapical mitral valve clip repair (“TMVr-A”) system and transfemoral mitral valve clip repair
(“TMVr-F”) system (collectively, the transcatheter mitral valve repair (“TMVr”) systems). We may not be able
to successfully develop and market the product candidates for their applications.
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SUMMARY

OUR BUSINESS MODEL

We have established a business model empowered by our technological capabilities and
accumulated operational experience. Employees of different functional teams collaborate on
our platform to guide the pathway for our products and product candidates from product design
to sales and distribution. The following diagram illustrates our business model.

Suppliers

Raw materials

A 4

Our Company
Research and development
Clinical trials and registration
Manufacture
Quality control

Sales and distribution

of medical devices

(for both domestic market
in China and overseas

markets) v Direct sales of

medical devices
(for domestic market

Distributors™*

in China only)
A4 A 4
Hospitals Hospitals
* We historically collaborated with the Retained Lepu Medical Group to distribute our products overseas. See
“Connected Transactions — Non-Exempt Continuing Connected Transactions” and “Business — Sales,

Distribution and Marketing — Sales Arrangements” for details.

Our Adoption of Biodegradable Technology

We spearhead the research and development of biodegradable technology. We have
collaboratively completed the world’s first fully biodegradable VSD occluder implantation in
February 2018 during its clinical trial, which marked a breakthrough in the field of fully
biodegradable occluders globally, according to the F&S Report. Our fully biodegradable
MemoSorb® VSD Occluder IV was approved by the NMPA in February 2022, and our other
biodegradable occluder products were in R&D stage as of the Latest Practicable Date.
Compared with traditional metal occluders, biodegradable occluders are designed to degrade
over time into carbon dioxide and water, according to the F&S Report. We believe
biodegradable occluders provide patients with additional future treatment options, as they
would not be permanent implants in the human body, benefiting all patients receiving occluder
implants. However, biodegradable occluders may not be suitable for patients with certain
pre-existing conditions, such as diabetes, because biodegradable occluders may fully degrade
before achieving complete closure of structural heart defects for patients with diabetes due to
the related dysfunction.



SUMMARY

Our Product Portfolio

The interventional medical device market targeting structural heart diseases consists
primarily of three major fields of application, i.e., CHD, cardioembolic stroke, and valvular
diseases, according to the F&S Report. We have a product portfolio covering all of these fields.
We categorize our product portfolio broadly into two major segments, i.e., occluder products
and heart valve products. As of the Latest Practicable Date, we had a comprehensive product
portfolio of (1) 20 marketed occluder products and nine occluder product candidates, including
primarily various (i) CHD occluder products and (ii) PFO occluder products and LAA occluder
products for prevention of cardioembolic stroke and related symptoms, including migraine,
peripheral arterial embolism, and decompression sickness, and (2) 21 major heart valve product
candidates, including primarily aortic valve and mitral valve product candidates. Our occluder
products have achieved broad market recognition since the initial launch of our first-generation
CHD occluder products in 2003.

CHD. We have developed a wealth of occluder products targeting common types of CHD,
including primarily atrial septal defect (“ASD”), ventricular septal defect (“VSD”), and patent
ductus arteriosus (“PDA”). As of the Latest Practicable Date, we had obtained 13 NMPA
registration certificates for Class III medical devices and valid CE Marks for eight of our CHD
occluder products and related procedural accessories, including our fully biodegradable VSD
occluder product. As of the same date, our biodegradable ASD occluder product candidate was
in the clinical trial stage, which is expected to receive NMPA approval in the second quarter
of 2024.

CHD occluders are medical devices intended for the closure of the remnant opening, or
a defect, in the heart resulting from congenital abnormal development. ASD, VSD and PDA
occluders target for the closure of the defects for different positions in the heart. The following
graphs illustrate the product structure of our ASD and VSD occluder products that had
relatively major revenue contributions during the Track Record Period and product candidates.

Product
Structure

Product

Product Name Product Name Structure

MemoPart® ASD MemoPart® VSD

Occluder I
(Double-rivet)

MemoCarna® ASD

Occluder III
(Oxide Coating)

MemoSorb® ASD

Occluder IV
(Biodegradable)
(product candidate)

Occluder I
(Double-rivet)

MemoCarna® VSD
Occluder III

(Oxide Coating)
MemoSorb® VSD

Occluder IV
(Biodegradable)
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The following graphs illustrate the product structure of our PDA occluder products that

had relatively major revenue contributions during the Track Record Period.

Product Name Product Structure

MemoPart” PDA Occluder I
(Double-rivet)

Cylinder-shaped Cone-shaped

MemoCarna” PDA Occluder I1T
(Oxide Coating)

P
Cylinder-shaped Cone-shaped

See “Business — Occluder Products — CHD Occluder Products” for full details of our

CHD occluder products.

Cardioembolic stroke. We have commercially launched our first generation LAA occluder

product in June 2020 and first generation PFO occluder product in August 2012. As of the
Latest Practicable Date, we had obtained one NMPA registration certificate for Class III
medical devices for our first generation LAA occluder product and valid CE Mark for our first
generation PFO occluder product. As of the Latest Practicable Date, our biodegradable PFO
occluder product candidate was in the registration preparation process with the NMPA, and our
biodegradable LAA occluder product candidate was in the stage of clinical trial preparation in
China.

PFO occluder is a medical device intended for the closure of the small hole between the
right and the left atrium in the heart. The following graphs illustrate the product structure of

our PFO occluder product and product candidate.

Product Name Product Structure

MemoPart® PFO Occluder I

MemoSorb® PFO Occluder II (Biodegradable)
(product candidate)
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LAA occluder is a medical device intended for the closure of the small and ear-shaped sac
in the muscle wall of the left atrium in the heart. The following graph illustrates the product
structure of our MemoLefort® LAA Occluder I together with the delivery system.

Valvular diseases. We have cultivated a comprehensive pipeline of interventional heart

valve product candidates covering all the major valvular diseases, including primarily aortic
valve diseases, mitral valve diseases and tricuspid valve diseases. Our TAVR system was in the
clinical trial stage as of the Latest Practicable Date. Our mitral valve product candidates
primarily include transapical mitral valve repair system (chordal) (“TMVCRS”), TMVr-A
system and TMVr-F system, which were in the clinical trial stage, the clinical trial stage and
the type inspection stage as of the Latest Practicable Date, respectively. As of the Latest
Practicable Date, we had one heart valve product candidate in the registration process with the
NMPA, one in the registration preparation process with the NMPA, four in the clinical trial
stage, six in the type inspection stage and nine in the design stage.

Valvular disease is caused by valvular stenosis or valvular insufficiency in one of the four
heart valves (i.e., aortic valve, pulmonary valve, mitral valve, and tricuspid valve) that leads
to heart disease. TAVR system is a medical device intended to treat aortic valve diseases to
make the aortic valve function properly. The following graph illustrates the product structure
of our TAVR system, which is a product candidate.

TMVCRS, TMVr-A system, and TMVr-F system are medical devices intended to treat
mitral valve diseases to make the mitral valve function properly.

For details of our occluder products and product candidates and heart valve product
candidates, see “Business — Our Products.”
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SUMMARY

All of our products and product candidates are or are designed to be Class III medical
devices. None of our medical devices was included under the centralized procurement regime
in China during the Track Record Period and up to the Latest Practicable Date. As of the Latest
Practicable Date, 13 of our marketed products in China are covered by medical insurance
scheme at the provincial level*. Whether a product is included in the medical insurance
reimbursement coverage may impact the prices our end customer pay for our products.
However, medical insurance reimbursement coverage has no direct impact on the pricing of our
products to our customers, including primarily distributors and hospitals. Such pricing is
generally determined by the public prices, which are determined through the public tender
processes organized by the procurement platforms.

Our Platform
We have established a comprehensive and synergistic platform with strong research and
development, manufacture and commercialization capabilities, which contributes to our

sustainable growth.

Research and development. We have established research and development centers in

Beijing and Shanghai and have developed in-house expansive and evolving portfolio of
intellectual property rights relating to our products, product candidates and technologies,
including 232 registered patents and 51 pending patent applications in China as of the Latest
Practicable Date. As of the Latest Practicable Date, we had 30 major product candidates at
various development stages, including our biodegradable occluders and heart valve product
candidates, which we expect to compete favorably in the market with their unique designs and
advanced features. In addition, we had accumulated considerable experience in product
registration and launch in the European Union and attained valid CE Marks for nine of our
products as of the Latest Practicable Date.

Manufacture. We have accumulated expertise and established practice protocols, which
serves to ensure the precision, efficiency and safety of our manufacturing process. We conduct
substantially all the key manufacturing procedures in-house except for sterilization.

* Specifically, our MemoPart® ASD Occluder I, MemoPart® VSD Occluder I, MemoPart® PDA Occluder I,
MemoPart® interventional delivery system I, MemoPart® Snare T and interventional delivery system IT were
eligible for medical insurance reimbursement in all the provinces, autonomous regions and municipal cities in
China. Our MemoCarna® ASD Occluder III, MemoCarna® PDA Occluder III, MemoLefort® LAA Closure
Occluder I, MemoCarna® VSD Occluder III, integrated interventional delivery system for Plug III, delivery
system and interventional delivery system (biodegradable) were subject to medical insurance reimbursement
in certain provinces in China, such as Shanghai, Tianjin, Jiangsu province, Anhui province, Guangdong
province, Guangxi Zhuang autonomous region, Fujian province, Yunnan province, Guizhou province, Liaoning
province, Henan province, Shandong province, Gansu province, Shaanxi province, Xinjiang Uygur
autonomous region, Inner Mongolia autonomous region, Zhejiang province, Tibet autonomous region, Shanxi
province, Beijing, Hebei province, Heilongjiang province, Sichuan province, Chongqing, Qinghai province,
Jiangxi province, Hainan province, Hunan province, Hubei province and Ningxia Hui autonomous region.
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SUMMARY

Commercialization. We have a proven track record of commercializing 14 products in

China and 11 products overseas as of the Latest Practicable Date both by ourselves and through
historical collaboration with the Retained Lepu Medical Group. Consistent with industry
practice, we sell products both directly to hospitals and through distributors covering all
provinces, municipalities and autonomous regions in China. As of June 30, 2022, we had
established a nationwide network of 288 distributors covering 878 hospitals. In China, we
generally operate a single-layer distribution system which allows us to understand and manage
the market demand. We also historically collaborated with the Retained Lepu Medical Group
to sell our products overseas. Through gradual termination of our cooperation with the
Retained Lepu Medical Group for the distribution of our products overseas, as of September
30, 2021, we had entered into distribution agreements with overseas distributors directly,
except for India. See “Connected Transactions — Non-Exempt Continuing Connected
Transactions” and “Business — Sales, Distribution and Marketing — Sales Arrangements.”
The gross profit margin for our sales to the Retained Lepu Medical Group for overseas markets
was 87.5% for 2021, and that for our sales directly to overseas distributors was 88.8% for the
same period. We believe direct distribution arrangement with such distributors allows for more
control over our overseas distributor networks and better understanding of overseas market
demands. We have built a specialized sales and marketing team well-versed in foreign trade
involving medical devices to lead our product distribution overseas, and implemented regional
management strategy to further promote overseas distribution.

COMPETITIVE STRENGTHS

We believe the following competitive strengths have contributed to our success and
differentiated us from our competitors: (1) pioneer specializing in interventional medical
devices targeting structural heart diseases, with a leading position in CHD treatment and
early-mover advantages in cardioembolic stroke prevention, (2) advanced biodegradable
technology to capture significant market demand for sought-after therapeutic and safety
benefits, (3) most comprehensive product portfolio of heart valve product candidates with
early-mover advantages in mitral valve product candidates in China, (4) platform backed by
strong research and development and manufacturing capabilities, (5) extensive distributor
network and effective academic promotion and marketing capability, and (6) experienced and
visionary senior management team with strong support from our shareholder.

GROWTH STRATEGIES

We intend to pursue the following strategies to further grow our business: (1) promote the
development and clinical trial progress of our product candidates, (2) continue to enhance
research and development capabilities, (3) expand brand exposure and market share in China,
(4) expand our global footprint by increasing product development and commercialization and
broadening overseas sales channels, (5) selectively pursue strategic investments and
acquisitions, and (6) expand our production capabilities to support future growth.
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RISK FACTORS

Our business and the Global Offering involved certain risks, which are set out in the
section headed “Risk Factors” in this prospectus. Downward changes in the pricing of our
products may have a material adverse effect on our business, results of operations and financial
condition. Failure to achieve broad market acceptance could have a material adverse impact on
our business and results of operations. The research, development and commercialization of
our products are heavily regulated in all material aspects. We may be unable to obtain, maintain
or renew the regulatory filings and registration certificates required to commercialize our
products in a timely manner, or at all. We may not be able to obtain, maintain or renew all the
permits, licenses and certificates required for our business and operations. We may not be able
to comply with ongoing regulatory obligations which may result in withdrawal of approvals for
our products. We had significant amount of goodwill and intangible assets as of the balance
sheet dates during the Track Record Period, and potential impairment of intangible assets
and/or goodwill could have a material adverse effect on our business, financial condition and
results of operations. As different investors may have different interpretations and criteria
when determining the significance of a risk, you should carefully read the “Risk Factors”
section in its entirety before you decide to invest in our Shares.

You should only rely on the information included in this prospectus and the documents
issued by our Company to make your investment decision and should not rely on any other
information, including any forward-looking information published by our Controlling
Shareholders.

CUSTOMERS AND SUPPLIERS

Our customers are distributors who on-sell our products to hospitals and, to a lesser
extent, hospitals to which we sell our products directly. Sales to our five largest customers in
each year/period of the Track Record Period amounted to RMB32.2 million, RMB56.0 million,
RMBA47.2 million and RMB18.9 million, respectively, accounting for 27.6%, 37.8%, 21.2%
and 15.1% of our total revenue for the same periods, respectively. The Retained Lepu Medical
Group was one of our five largest customers in 2019, 2020 and 2021, through which we
distributed our products overseas and in China. See “Business — Customers.” The Retained
Lepu Medical Group consists of Lepu Medical, one of our Controlling Shareholders, and its
subsidiaries, excluding our Group. During the Track Record Period, our suppliers mainly
included suppliers of raw materials, components of medical devices and machinery and
equipment, and institutions that provided testing or clinical trial related services. Purchases
from our five largest suppliers in each year/period of the Track Record Period amounted to
RMB7.4 million, RMBS8.6 million, RMB18.8 million and RMB9.0 million, respectively,
accounting for 70.6%, 69.1%, 56.3% and 49.2% of our total purchases for the same periods,
respectively. In 2019 and 2020, the Retained Lepu Medical Group was one of our five largest
suppliers, from which we procured certain non-core components and parts. See “Business —
Raw Materials and Suppliers — Suppliers.”
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There were overlaps among our major customers and major suppliers during the Track
Record Period. See “Business — Raw Materials and Suppliers — Overlapping of Customers
and Suppliers.”

MARKET OPPORTUNITIES

The global interventional medical device market targeting structural heart diseases has
experienced rapid growth from US$4.8 billion in 2017 to US$9.3 billion in 2021 at a CAGR
of 18.0%, in terms of sales revenue, and is expected to reach US$19.8 billion in 2025 at a
CAGR of 20.8% from 2021 to 2025, according to the F&S Report. The market size of China’s
interventional medical device market targeting structural heart diseases grew from RMBO0.4
billion in 2017 to RMB2.0 billion in 2021 at a CAGR of 48.3%, and is expected to reach
RMB10.4 billion in 2025 at CAGR of 51.0%, according to the same source. The interventional
medical device market targeting structural heart diseases consists primarily of three major
fields of application, i.e., CHD, cardioembolic stroke, and valvular diseases. CHD occluder
products mainly include ASD occluder, VSD occluder, and PDA occluder. Cardioembolic
stroke occluder products mainly consist of PFO occluder and LAA occluder. Heart valve
products to treat valvular diseases mainly include aortic valve products and mitral valve
products. See “Industry Overview.”

SALES AND MARKETING
Sales and Marketing Strategy

All of our commercialized CHD, PFO and LAA occluder products with related procedural
accessories, our heart valve product candidates with related procedural accessories upon
commercialization and other products and product candidates are interventional medical
devices targeting structural heart diseases, which are mostly deployed by the cardiology
departments in hospitals. According to the F&S Report, the sales channels of medical devices
are generally department-specific as different hospital departments are generally covered by
distinct distributors. Accordingly, we have established our sales force and expanded our sales
network targeting hospitals for demands in interventional medical devices primarily targeting
structural heart diseases. We have designed consistent sales and marketing strategy targeting
to sell all kinds of our products to the cardiology departments in hospitals, with slightly
different focuses primarily due to the different level of the minimally invasive implantation
technique and skill of the physicians for different major product types. See “Business — Sales,
Distribution and Marketing — Sales and Marketing Strategy.”

As of the Latest Practicable Date, our sales and marketing team had 63 members. We
primarily recruit sales and marketing staff with education background and work experience in
the medical device industry. We offer regular training sessions to our newly recruited sales and
marketing staff to develop their knowledge of our products, industry knowledge and sales
skills. We have also built a specialized sales and marketing team well-versed in foreign trade
involving medical devices to lead our product distribution overseas, and implemented regional
management strategy to further promote overseas distribution. See “Business — Sales,
Distribution and Marketing.”
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Pricing

According to the F&S Report, medical device manufacturers shall participate in the
public tender processes organized by the procurement platforms managed by the government
agencies at provincial or municipal level, in order to be qualified to sell their products to
hospitals in such provinces or municipalities. Accordingly, we participate in public tender
processes organized by such procurement platforms to secure the right to sell our products to
the hospitals in the provinces or municipalities. Our distributors do not participate in such
public tender processes at the provincial or municipal level. We determine the bidding prices
by considering our costs and expenses and the prices of similar products in the past. If our
products win the bids, such products would be qualified for future procurement by the hospitals
in the provinces or municipalities, and our winning bid prices would become the public prices
of our products.

The public prices generally determine the maximum retail prices that we may offer to the
hospitals in direct sales, or that our distributors may bid in the public tender processes
organized by the hospitals. We generally price our products and product candidates upon
commercialization by taking into consideration a variety of factors, including pricing guidance
set by the government authorities, bargaining power and preferences of hospitals, prices of
similar products offered by our competitors, our operating costs and the continuous upgrades
of existing products, some of which are beyond our control.

According to the F&S Report, in China, the government maintains a high level of
involvement in the determination of retail prices of medical devices, as the prices are affected
by the bidding and tender processes regulated by government agencies and hospitals. In
addition, China has adopted a centralized procurement regime in an effort to regulate prices of
certain types of medical devices with huge consumption through group procurement at the
provincial level, which may exert downward pressure on the pricing of medical devices that are
included under such regime. See “Regulatory Overview — PRC Laws and Regulations
Relating to Medical Devices — Reform Plan on High-Value Medical Consumables.” During
the Track Record Period and up to the Latest Practicable Date, none of our medical devices was
included under the said centralized procurement regime in China. However, we cannot assure
you that any of our products or product candidates upon commercialization will not be included
under the regime in the future. If the PRC government issues pricing guidance for our products
and/or product candidates upon commercialization, it may negatively affect the price at which
we can sell our products and therefore have a material adverse effect on our business, results
of operations and financial condition. See “Business — Sales, Distribution and Marketing —
Pricing” and “Risk Factors — Risks Relating to Our Business and Industry — Risks Relating
to Commercialization and Distribution — Downward changes in the pricing of our products
may have a material adverse effect on our business, results of operations and financial
condition.”

In addition, in April 2016, the PRC government announced a pilot program in certain
provinces in China to implement the two-invoice system, which generally limits the network
of distributors to a single layer of distributors for sale of medical devices from manufacturers
to hospitals to control medical device prices. See “Regulatory Overview — PRC Laws and
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Regulations Relating to Medical Devices — Two-Invoice System.” The two-invoice system has
little impact on the public prices of our products, which are determined through the public

tender processes organized by the procurement platforms. See “Business — Sales, Distribution
and Marketing — Pricing.”

SUMMARY OF HISTORICAL FINANCIAL INFORMATION

The following tables present our summary of consolidated financial information as of and
for the years ended December 31, 2019, 2020 and 2021 and the six months ended June 30,
2022. We have derived this summary from our audited financial information set forth in the
Accountant’s Report in Appendix I to this prospectus. The financial information of Ningbo
Bingkun, a company that was fully disposed of by Shanghai Shape Memory Alloy to Lepu
Medical in December 2020, had been excluded from our consolidated financial information
during the Track Record Period, on the basis that (1) Ningbo Bingkun had been managed
directly by Lepu Medical with its business conducted independently from Shanghai Shape
Memory Alloy, (2) Ningbo Bingkun’s operations were not a part of the principal business of
our Group, and (3) the exclusion of Ningbo Bingkun’s financial information from that of the
Group ensures a meaningful presentation of the results of our Group during the Track Record
Period. The consideration of RMB 1,098 million at which Ningbo Bingkun was disposed of was
determined based on the valuation of Ningbo Bingkun’s equity interests at the time of such
disposal according to a valuation report prepared by an independent professional valuer
engaged by Lepu Medical.

The summary financial data set forth below should be read together with our consolidated
financial statements and the related notes set forth in the Accountant’s Report in Appendix I
to this prospectus, as well as the section headed “Financial Information.”

Summary of Consolidated Statements of Profit or Loss

The following table sets forth selected line items of our consolidated statements of profit
or loss for the periods indicated.

Year ended December 31, Six months ended June 30,
2019 2020 2021 2021 2022

% of % of % of % of % of
Amount Revenue Amount Revenue Amount Revenue Amount Revenue Amount Revenue

(RMB in thousands, except for percentages)

(Unaudited)
Revenue 116,451 100.0 148,247 100.0 222,583 100.0 110,968 100.0 124,804 100.0
Cost of sales (13,619) (11.7)  (15,134) (10.2) (25,038) (11.2) (11,884) (10.7) (15,322) (12.3)
Gross profit 102,832 88.3 133,113 89.8 197,545 88.8 99,084 89.3 109,482 87.7
Operating profit 60,219 517 76,537 51.6 76,387 343 45,663 41.1 34,359 27.5
Profit before income tax 60,346 51.8 76,679 517 66,027 29.7 44970 40.5 25,306 20.3
Income tax expense (8,437) (7.2)  (7,907) (5.3)  (7,330) (3.3)  (3,203) (2.9)  (1,051) (0.8)
Profit for the year/period 51,909 446 68,772 46.4 58,697 264 41,767 37.6 24,255 19.4
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Our revenue increased by 27.3% from RMB116.5 million in 2019 to RMB148.2 million
in 2020, primarily because (1) revenue generated from CHD occluder products increased by
22.9% to RMB106.6 million in 2020, as a result of an increase in pricing per unit for our CHD
occluder products sold overseas through the Retained Lepu Medical Group; and (2) revenue
generated from PFO and LAA occluder products increased significantly from RMBO0.5 million
in 2019 to RMB9.5 million in 2020 as a result of the launch of our LAA occluder products in
June 2020.

Our revenue further increased by 50.1% from RMB148.2 million in 2020 to RMB222.6
million in 2021, primarily because (1) revenue generated from CHD occluder products
increased by 24.3% from RMB106.6 million in 2020 to RMB132.5 million in 2021, primarily
due to the launch of our MemoCarna® ASD Occluder III in May 2020, which started to
generate revenue in the second half of 2020; and (2) revenue generated from PFO and LAA
occluder products increased significantly from RMB9.5 million in 2020 to RMB48.5 million
in 2021, primarily due to the launch of our LAA occluder product in June 2020, which started
to generate revenue in the second half of 2020.

Our revenue increased by 12.5% from RMB111.0 million in the six months ended June
30, 2021 to RMB124.8 million in the six months ended June 30, 2022, primarily because
revenue generated from CHD occluder products increased by 41.4% from RMB64.1 million in
the six months ended June 30, 2021 to RMB90.7 million in the six months ended June 30, 2022,
primarily attributable to the increased sales volume of our oxide-coated occluder products as
they received broad market acceptance, including primarily MemoCarna® ASD Occluder III,
MemoCarna® PDA Occluder IIT and MemoCarna® VSD Occluder III; partially offset by a
75.4% decrease in revenue generated from PFO and LAA occluder products from RMB28.4
million in the six months ended June 30, 2021 to RMB7.0 million in the six months ended June
30, 2022, primarily due to our limited technical training and surgical assistance capabilities
amid the regional resurgence of COVID-19 in Shanghai in the first half of 2022, which were
critical for the implantation of LAA occluder products and therefore the related sales. The sales
volume of our LAA occluder products was relatively high in the six months ended June 30,
2021 as our first generation LAA occluder product launched in June 2020 quickly captured the
market potential with its compelling therapeutic effects, backed by our continued investments
in the related academic promotion activities and market fairs.

Our cost of sales consisted primarily of raw materials and consumables costs for
manufacturing, employee benefit expense for our manufacturing staff and amortization of
intangible assets. In 2019, 2020, 2021 and the six months ended June 30, 2021 and 2022, our
cost of sales was RMB13.6 million, RMB15.1 million, RMB25.0 million, RMB11.9 million
and RMB15.3 million, respectively, representing 11.7%, 10.2%, 11.2%, 10.7% and 12.3% of
our revenue for the same periods, respectively. Our cost of sales increased during the Track
Record Period, generally in line with our business growth and the expansion of our production
lines. The decrease in the percentage of revenue for cost of sales from 2019 to 2020 primarily
reflected economies of scale as we continued to grow our business and the impact of the
COVID-19 outbreak in 2020, which slowed down the increase of our cost of sales.
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Our expenses consisted primarily of distribution expenses, general and administrative
expenses, and research and development expenses. In 2019, 2020, 2021 and the six months
ended June 30, 2021 and 2022, our distribution expenses were RMB21.8 million, RMB23.1
million, RMB43.1 million, RMB17.4 million and RMB16.6 million, respectively, representing
18.7%, 15.6%, 19.4%, 15.7% and 13.3% of our revenue for the same periods, respectively. The
decrease in the percentage of revenue for distribution expenses from 2019 to 2020 primarily
reflected economies of scale as we continued to grow our business and a decrease in sales and
traveling activities during the COVID-19 outbreak in 2020. The increase in 2021 as compared
to 2020 was primarily due to (1) our increased sales and traveling activities mainly driven by
the effective containment of the COVID-19 outbreak in China and the new products launched
in mid-2020 and 2021, and (2) our enlarged sales and marketing team as we continued to
launch new products. The decrease in the six months ended June 30, 2022 as compared to the
same period in 2021 primarily reflected decreased sales and traveling activities as a result of
the recent regional resurgence of COVID-19 in China. In 2019, 2020, 2021 and the six months
ended June 30, 2021 and 2022, our general and administrative expenses were RMB9.0 million,
RMBS8.4 million, RMB59.9 million, RMB24.5 million and RMB16.4 million, respectively,
representing 7.7%, 5.7%, 26.9%, 22.0% and 13.1% of our revenue for the same periods,
respectively. The decrease in the percentage of revenue for general and administrative expenses
from 2019 to 2020 primarily reflected economies of scale as we continued to grow our business
and the decrease in employee benefit expense as a result of the decrease in corporate events
and activities during the COVID-19 outbreak in 2020. The significant increase in the
percentage of revenue for general and administrative expenses from 2020 to 2021 was
primarily due to the one-off Listing expenses of RMB32.7 million in connection with the
Global Offering, and an increase of RMB13.3 million in employee benefit expense primarily
in relation to share-based compensation to motivate our employees. The decrease in the six
months ended June 30, 2022 as compared to the same period in 2021 was primarily due to a
decrease of RMB12.1 million in Listing expenses. In 2019, 2020, 2021 and the six months
ended June 30, 2021 and 2022, our research and development expenses were RMB25.8 million,
RMB39.0 million, RMB41.4 million, RMB16.4 million and RMB19.6 million, respectively,
representing 22.2%, 26.3%, 18.6%, 14.8% and 15.7% of our revenue for the same periods,
respectively. As a percentage of revenue, research and development expenses increased from
2019 to 2020, as we continued to invest in research and development activities at various
stages, including product design, animal study, type inspection and pre-clinical trial. The
decrease in the percentage of revenue in 2021 was primarily because we began to capitalize the
research and development expenses associated with certain product candidates, as they had
fulfilled the prerequisites for clinical trials in the second half of 2020 or 2021 and therefore met
the criteria for capitalization. The increase in the percentage of revenue in the six months ended
June 30, 2022 as compared to the same period in 2021 was primarily because we continued to
invest in R&D activities and incurred share-based compensation to motivate our R&D
personnel. See “Financial Information — Discussion of Major Balance Sheet Items —
Intangible Assets” and Note 18 to the Accountant’s Report in Appendix I to this prospectus.
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Our net profit increased by 32.5% from RMB51.9 million in 2019 to RMB68.8 million
in 2020, with the increase in net profit margin from 44.6% in 2019 to 46.4% in 2020, primarily
attributable to the combined effect of (1) the increases in our revenue and gross profit margin
and (2) the decrease in our distribution expenses and general and administrative expenses as
a percentage of our revenue as discussed above.

Our net profit decreased by 14.6% from RMB68.8 million in 2020 to RMB58.7 million
in 2021, with the decrease in net profit margin from 46.4% in 2020 to 26.4% in 2021, primarily
attributable to the combined effect of the decrease in our gross profit margin and the increases
in our general and administrative expenses and distribution expenses as a percentage of our
revenue as discussed above.

Our net profit decreased by 41.9% from RMB41.8 million in the six months ended June
30, 2021 to RMB24.3 million in the six months ended June 30, 2022, with the decrease in net
profit margin from 37.6% in the six months ended June 30, 2021 to 19.4% in the six months
ended June 30, 2022, primarily due to the net foreign exchange losses of RMB26.9 million in
the six months ended June 30, 2022 primarily in relation to the retranslation of redemption
liabilities resulted from exchange rate fluctuations.

See “Financial Information — Period to Period Comparison of Results of Operations.”
Revenue by Major Product

The following table sets forth a breakdown of our revenue by major product for the
periods indicated.

Year ended December 31, Six months ended June 30,
2019 2020 2021 2021 2022

% of % of % of % of % of
Amount Total Amount Total Amount Total Amount Total Amount Total

(RMB in thousands, except for percentages)

(Unaudited)

CHD occluder products 86,716 74.5 106,609 71.9 132,473 59.5 64,123 57.8 90,699 72.7
ASD occluder products” 56,058 48.1 69,677 47.0 99,809 44.8 47,791 43.1 71,270 57.1
VSD occluder products 19,322 16.6 22,076 149 19,771 8.9 9,958 9.0 10,287 8.2
PDA occluder products 11,336 9.7 14,856 10.0 12,893 5.8 6,374 5.7 9,142 7.3

Occluder related procedural
accessories 28,912 248 32,004 21.6 41,568 18.7 18,385 16.6 27,060 21.7
Interventional delivery systems 17,036 146 18,418 12.4 25,296 11.4 11,161 10.1 18,216 14.6
Snares 11,876 102 13,586 9.2 16,272 7.3 7,224 6.5 8,844 7.1

PFO and LAA occluder products 474 0.4 9,524 6.4 48,457 21.8 28,424 25.6 6,980 5.6
PFO occluder products 474 0.4 1,201 0.8 4,307 1.9 1,175 1.1 3,215 2.6
LAA occluder products - - 8,323 5.6 44,150 19.8 27,249 24.6 3,765 3.0

Other products® 349 0.3 110 0.1 85 0.0 36 0.0 66 0.1

Total 116,451 100.0 148,247 100.0 222,583 100.0 110,968 100.0 124,804 100.0
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(1)  Revenue generated from MemoCarna® ASD Occluder III increased from RMB3.4 million in 2020 to RMB32.1
million in 2021, accounting for 2.3% and 14.4% of the total revenue in the same periods, respectively. The
revenue increased from RMB13.1 million in the six months ended June 30, 2021 to RMB34.6 million in the
six months ended June 30, 2022, accounting for 11.8% and 27.7% of the total revenue in the same periods,
respectively.

(2)  Other products primarily include vascular plugs and other ancillary products.

Revenue by Sales Channel

The following table sets forth a breakdown of our revenue by sales channel for the periods

indicated.
Year ended December 31, Six months ended June 30,
2019 2020 2021 2021 2022
% of % of % of % of % of
Amount Total Amount Total Amount Total Amount Total Amount Total
(RMB in thousands, except for percentages)
(Unaudited)
Sales to distributors 106,848 91.8 137,259 92.6 209,008 93.9 105,235 94.8 121,020 97.0
- Sales to the Retained Lepu
Medical Group 10,212 8.8 31,039 209 15952 7.2 11471 10.3 2,560 2.1
— Sales to other distributors 96,636 83.0 106,220 71.7 193,055 86.7 93,764 84.5 118,460 94.9
— For domestic market 96,636 83.0 106,220 71.7 181,000 81.3 92,683 83.5 99,816 80.0
— For overseas markets - - - - 12,055 54 1,081 1.0 18,644 14.9
Direct sales to hospitals 9,603 8.2 10,988 7.4 13,576 6.1 5,733 5.2 3,785 3.0
Total 116,451 100.0 148,247 100.0 222,583 100.0 110,968 100.0 124,804 100.0

During the Track Record Period, we collaborated with the Retained Lepu Medical Group
to distribute our products overseas and in China, and generated revenue from sales to the
Retained Lepu Medical Group of RMB10.2 million, RMB31.0 million, RMB16.0 million,
RMB11.5 million and RMB2.6 million in 2019, 2020, 2021 and the six months ended June 30,
2021 and 2022, respectively, accounting for 8.8%, 20.9%, 7.2%, 10.3% and 2.1% of our total
revenue in the same periods, respectively. The significant increase in 2020 was primarily due
to the increase in pricing per unit for our products sold overseas through the Retained Lepu
Medical Group. See “Connected Transactions — Non-exempt Continuing Connected
Transactions — 1. Sale of Products Framework Agreement.” As of September 30, 2021, we had
terminated our cooperation with the Retained Lepu Medical Group for the distribution of our
products overseas and entered into distribution agreements with overseas distributors directly,
except for India. See “Connected Transactions — Non-Exempt Continuing Connected
Transactions” and “Business — Sales, Distribution and Marketing — Sales Arrangements.”
The decrease in the revenue generated from sales to the Retained Lepu Medical Group in 2021
and the six months ended June 30, 2022 was primarily as a result of the intensified impact of
the COVID-19 outbreak in overseas markets, in addition to the termination of cooperation with
the Retained Lepu Medical Group for overseas distribution.
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Gross Profit and Gross Profit Margin by Product Type

The following table sets forth a breakdown of our gross profit and gross profit margin by
product type for the periods indicated.

Year ended December 31, Six months ended June 30,
2019 2020 2021 2021 2022
Gross Gross Gross Gross Gross
profit profit profit profit profit

Amount margin Amount margin Amount margin Amount margin Amount margin

(RMB in thousands, except for percentages)

(Unaudited)
CHD occluder products 81,383 93.9 101,752 95.4 125,109 944 60,894 95.0 85,269 94.0
Occluder related procedural
accessories 20,863 722 24207 75.6 31,780 76.5 14,232 714 18,419 68.1
PFO and LAA occluder products 273 57.6 7,070 742 40,635 83.9 23,934 842 5771 82.7
Other products™ 313 89.7 84 76.4 21 25.8 24 66.7 24 36.1
Total 102,832 88.3 133,113 89.8 197,545 88.8 99,084 89.3 109,482 87.7

(1)  Other products primarily include vascular plugs and other ancillary products.

Our gross profit margin for CHD occluder products remained relatively stable during the
Track Record Period. Our gross profit margin for occluder related procedural accessories
increased gradually from 2019 to 2021, primarily due to the greater economies of scale in
manufacturing occluder related procedural accessories as a result of the large production
volumes and streamlined and standardized manufacturing processes. The gross profit margin
for occluder related procedural accessories decreased in the six months ended June 30, 2022,
primarily due to the increased sales of our integrated intervention delivery system II, which
requires more complicated manufacturing procedures. Our gross profit margin for PFO and
LAA occluder products increased from 57.6% in 2019 to 74.2% in 2020 and further to 83.9%
in 2021, primarily due to the launch of our LAA occluder products, which have relatively
higher gross profit margin. The gross profit margin for PFO and LAA occluder products
decreased slightly in the six months ended June 30, 2022, primarily due to an increase in the
raw materials and consumables costs relating to our LAA occluder products caused by the
regional resurgence of COVID-19 in China and overseas. In addition, our overall gross profit
margin increased slightly from 2019 to 2020, primarily due to the increase in pricing per unit
for our products, especially our CHD occluder products sold overseas through the Retained
Lepu Medical Group in 2020. See “Financial Information — Period to Period Comparison of
Results of Operations.”
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Sales Volume and Average Selling Price

The following table sets forth a breakdown of the sales volume and average selling price
of our product types for the periods indicated.

Year ended December 31, Six months ended June 30,
2019 2020 2021 2021 2022
Average Average Average Average Average

Sales  selling  Sales  selling  Sales  selling  Sales  selling  Sales  selling
volume price™ volume price™ volume price™ volume price™ volume price™”

(RMB) (RMB) (RMB) (RMB) (RMB)
(Unaudited)
CHD occluder products 27,377 3,167 26,544 4,016 29,095 4,553 14,062 4,560 19,613 4,624
Occluder related procedural
accessories 37,292 775 36,404 879 44,789 928 20,541 895 28,163 961
PFO and LAA occluder products 1,029 460 854 11,152 3,070 15,784 1,470 19,336 1,045 6,679
Other products 469 744 292 377 894 96 199 182 581 114

(1)  Calculated by dividing the revenue generated from the sales of a certain type of products by the related sales
volume.

The average selling price for our CHD occluder products increased from RMB3,167 per
unit in 2019 to RMB4,016 per unit in 2020 and further to RMB4,553 per unit in 2021, primarily
due to (1) the launch of our MemoCarna® ASD Occluder III in May 2020, which started to
generate revenue in the second half of 2020 with relatively higher pricing per unit compared
to CHD occluder products of older generations due to its upgrade in product design and
manufacturing process. Specifically, as a percentage of the total revenue generated from sales
of CHD occluder products, sales of our MemoCarna® ASD Occluder III accounted for 3.1%
and 24.3% in 2020 and 2021, respectively; and (2) the increase in pricing per unit for our CHD
occluder products sold overseas through the Retained Lepu Medical Group from 2019 to 2020.
See “Connected Transactions — Non-exempt Continuing Connected Transactions — 1. Sale of
Products Framework Agreement.” The average selling price for our CHD occluder products
increased from RMB4,560 per unit in the six months ended June 30, 2021 to RMB4,624 per
unit in the six months ended June 30, 2022, primarily due to the increased sales volume of our
MemoCarna® ASD Occluder III and the launch of our MemoCarna® PDA Occluder III and
MemoCarna® VSD Occluder III in mid-2021, all of which have relatively higher pricing per
unit compared to CHD occluder products of older generations as a result of the upgrade in
product design and manufacturing process.

The average selling price for our PFO and LAA occluder products increased from
RMB460 per unit in 2019 to RMB11,152 per unit in 2020 and further to RMB15,784 per unit
in 2021, primarily due to (1) the launch of our LAA occluder product in June 2020, which
started to generate revenue in the second half of 2020 with relatively higher pricing per unit
due to the relatively more complex structure and sophisticated manufacturing process used in
producing LAA occluder products. Specifically, as a percentage of the total revenue generated
from sales of PFO and LAA occluder products, sales of our LAA occluder product accounted
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for 87.4% and 91.1% in 2020 and 2021, respectively; and (2) the increase in pricing per unit
for our PFO occluder products sold overseas through the Retained Lepu Medical Group from
2019 to 2020. See “Connected Transactions — Non-exempt Continuing Connected
Transactions — 1. Sale of Products Framework Agreement.” The average selling price for our
PFO and LAA occluder products decreased from RMB19,336 per unit in the six months ended
June 30, 2021 to RMB6,679 per unit in the six months ended June 30, 2022, primarily due to
the decreased sales volume of our relatively higher pricing LAA occluder products as a result
of our limited technical training and surgical assistance capabilities amid the regional
resurgence of COVID-19 in Shanghai in the first half of 2022, which were critical for the
execution of the implantation of and therefore the related sales. The sales volume of our LAA
occluder products was relatively high in the six months ended June 30, 2021 as our first
generation LAA occluder product launched in June 2020 quickly captured the market potential
with its compelling therapeutic effects, backed by our continued investments in the related
academic promotion activities and market fairs. Specifically, as a percentage of the total
revenue generated from sales of PFO and LAA occluder products, sales of our LAA occluder
product accounted for 95.9% and 53.9% in the six months ended June 30, 2021 and 2022,
respectively.

During the Track Record Period, the selling prices of our products generally did not have
significant differences compared to those of other similar products in the market, according to
the F&S Report.

Summary of Consolidated Balance Sheets

The following table sets forth a summary of our consolidated balance sheet as of the dates

indicated.
As of
As of December 31, June 30,
2019 2020 2021 2022
(RMB in thousands)

Total non-current assets 222,617 226,748 327,174 365,701
Total current assets 85,944 105,762 792,516 860,497
Total non-current liabilities 2,148 1,315 4,526 4,446
Total current liabilities 74,544 77,596 729,973 804,505
Net current assets 11,400 28,166 62,543 55,992
Total equity 231,869 253,599 385,191 417,247

Our net current assets increased from RMB11.4 million as of December 31, 2019 to
RMB28.2 million as of December 31, 2020, primarily due to the increase in inventories of
RMBI12.3 million, generally consistent with our business growth. Our net current assets
increased from RMB28.2 million as of December 31, 2020 to RMB62.5 million as of December
31, 2021, primarily due to (1) an increase in cash and cash equivalents of RMB694.7 million,
as a result of the capital contribution by Pre-IPO Investors and cash received for the disposal
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of Ningbo Bingkun, partially offset by dividend paid to Lepu Medical, and (2) a decrease in
trade and other payables of RMB35.8 million as a result of our enhanced efforts in settling
related party amounts, partially offset by redemption liabilities of RMB680.0 million in
connection with financial instruments with preferred rights held by Pre-IPO Investors, which
were reclassified from non-current liabilities to current liabilities as they were due and payable
within one year as of December 31, 2021 pursuant to the Pre-IPO Shareholders Agreement. The
preferred rights granted to the Pre-IPO Investors will lapse upon the completion of the Global
Offering and, accordingly, the redemption liabilities will be reclassified as equity. See
“History, Reorganization and Corporate Structure — Our Corporate Development” and
“Financial Information — Liquidity and Capital Resources — Current Assets and Current
Liabilities.” Our net current assets decreased to RMB56.0 million as of June 30, 2022,
primarily due to an increase in redemption liabilities of RMB40.9 million as a result of interest
expense on redemption liabilities and foreign exchange losses in relation to the retranslation
of redemption liabilities resulted from exchange rate fluctuations.

We had net assets of RMB231.9 million, RMB253.6 million, RMB385.2 million and
RMB417.2 million as of December 31, 2019, 2020 and 2021 and June 30, 2022, respectively.
Our net assets increased from RMB231.9 million as of December 31, 2019 to RMB253.6
million as of December 31, 2020, primarily due to an increase in retained earnings of RMB69.8
million, along with our net profit recognized in 2020, partially offset by a decrease in other
reserves of RMB48.0 million, primarily as a result of the recognition of the deemed
distribution to Lepu Medical representing our cash payments in connection with Shanghai
Shape Memory Alloy’s investment in Ningbo Bingkun and the deemed contribution from Lepu
Medical representing our cash receipts in connection with the disposal of Ningbo Bingkun by
Shanghai Shape Memory Alloy. Our net assets increased from RMB253.6 million as of
December 31, 2020 to RMB385.2 million as of December 31, 2021, primarily due to (1) an
increase in other reserves of RMB740.1 million, representing the share premium and capital
reserve as arisen from our share issuance in 2021 and the deemed contribution as discussed
above, and (2) an increase in share capital of RMB324.3 million, representing the fully paid-up
registered capital in connection with our share issuance in 2021, partially offset by (1) a
decrease of treasury stock of RMB671.5 million, primarily as a result of the recognition of
redemption liabilities in connection with financial instruments with preferred rights held by the
Pre-IPO Investors, and (2) a decrease in retained earnings of RMB261.3 million, primarily as
aresult of our net profit earned in 2021 and our dividend paid to Lepu Medical in January 2021.
Our net assets increased from RMB385.2 million as of December 31, 2021 to RMB417.2
million as of June 30, 2022, primarily due to (1) an increase in retained earnings of RMB24.3
million, primarily as a result of our net profit earned in the six months ended June 30, 2022,
and (2) an increase in other reserves of RMB7.8 million, primarily as a result of capital reserve
in relation to the recognition of share-based compensation. See Note 26, Note 27 and Note 30
to the Accountant’s Report in Appendix I to this prospectus.
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Summary of Consolidated Statements of Cash Flows

The following table sets forth a summary of our consolidated statements of cash flows for
the periods indicated.

Six months ended

Year ended December 31, June 30,
2019 2020 2021 2021 2022
(RMB in thousands)
(Unaudited)

Net cash flows generated from

operating activities 54,475 59,097 105,278 61,753 52,665
Net cash flows used in investing

activities (13,074) (8,463) (85,171) (31,951) (102,765)
Net cash flows (used in)/ generated

from financing activities (41,864) (47,961) 672,226 673,275 (2,228)
Net increase/(decrease) in cash and

cash equivalents (463) 2,673 692,333 703,077 (52,328)
Cash and cash equivalents at

beginning of the year/period 16,582 16,119 18,792 18,792 713,480
Exchange gains on cash and cash

equivalents - - 2,355 2,912 3,382
Cash and cash equivalents at end of

the year/period 16,119 18,792 713,480 724,781 664,534

Our primary uses of cash are to fund the daily operations of our business. During the
Track Record Period, we financed our capital expenditures and working capital requirements
principally with cash generated from our operations and financing activities. Our cash and cash
equivalents increased significantly from RMB18.8 million as of December 31, 2020 to
RMB713.5 million as of December 31, 2021, primarily due to net cash generated from
financing activities of RMB672.2 million in 2021. Net cash generated from financing activities
was RMB672.2 million in 2021, primarily due to (1) capital contributions by the Pre-IPO
Investors of RMB609.7 million, (2) a deemed contribution of RMB446.1 million primarily in
relation to the disposal of Ningbo Bingkun, and (3) capital contribution from Ningbo Jiacheng
and Ningbo Jiadu of RMB51.3 million, partially offset by (1) dividends paid to Lepu Medical
of RMB320.0 million, (2) a deemed distribution of RMB72.2 million in connection with the
injection of interventional heart valve business, and (3) settlements to related parties of
RMB45.9 million. See “Financial Information — Liquidity and Capital Resources — Cash
Flows.” Our cash and cash equivalents decreased to RMB664.5 million as of June 30, 2022,
primarily due to placement of bank deposit with initial term of over three months of RMB70.0

million.
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Key Financial Ratios

As of/for the six
months ended

As of/for the year ended December 31, June 30,

2019 2020 2021 2022
Profitability ratios
Gross profit margin 88.3% 89.8% 88.8% 87.7%
Net profit margin 44.6% 46.4% 26.4% 19.4%
Return on equity 22.9% 28.3% 18.4% 12.1%"
Return on total assets 17.8% 21.5% 8.1% 4.1%M
Liquidity ratios
Current ratio 1.2 1.4 1.1 1.1
Quick ratio 1.0 1.1 1.0 1.0

(I)  These figures have been provided on an annualized basis solely for the purpose of being comparable to prior
years, and may not be indicative of actual results.

Our return on equity increased from 22.9% for 2019 to 28.3% for 2020, primarily due to
the increase in our net profit. Our return on equity decreased from 28.3% for 2020 to 18.4%
for 2021, primarily due to an increase in our equity, including primarily the increase in share
capital along with the business and capital injection of Shanghai Shape Memory Alloy from
Lepu Medical and the increase in other reserves along with the share premium arisen from the
share issuance to the Pre-IPO Investors. Our return on total assets increased from 17.8% for
2019 to 21.5% for 2020, primarily due to the increase in our net profit. Our return on total
assets decreased from 21.5% for 2020 to 8.1% for 2021, primarily due to an increase in our
cash and cash equivalents as a result of the capital contribution by Pre-IPO Investors and cash
received for the disposal of Ningbo Bingkun, partially offset by the dividend paid to Lepu
Medical. The decreases of our return on equity and return on total assets in the six months
ended June 30, 2022 were primarily due to the decrease in net profit, which in turn was mainly
attributable to net foreign exchange losses primarily in relation to the retranslation of
redemption liabilities resulted from exchange rate fluctuations. Our current ratio and quick
ratio remained relatively stable during the Track Record Period.

See “Financial Information — Key Financial Ratios.”
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OFFERING STATISTICS

The numbers in the following table are based on the assumption that the Global Offering
has been completed and 22,455,000 H Shares are issued in the Global Offering.

Based on an Based on an

Offer Price of Offer Price of

HK$29.15 per HK$31.45 per

H Share H Share

Market capitalization immediately after completion of the HK$10,107.8 HK$10,905.3
Global Offering million million
Unaudited pro forma adjusted net tangible assets per Share HK$4.71 HK$4.86

(1)  All statistics in this table are presented based on the assumption that the Over-allotment Option is not
exercised.

2) The calculation of market capitalization is based on 346,749,997 H Shares expected to be in issue
immediately following the completion of the Global Offering, comprising 22,455,000 H Shares to be
issued pursuant to the Global Offering and an aggregate of 324,294,997 H Shares to be converted from
Unlisted Foreign Shares and Domestic Shares.

(3)  The unaudited pro forma adjusted consolidated net tangible asset of the Group attributable to owners of
the Company per H Share is calculated after the adjustments referred to in “Appendix II — Unaudited
Pro Forma Financial Information” to this prospectus and on the basis that 346,749,997 H Shares were
in issue assuming that the Global Offering had been completed on June 30, 2022 and without taking into
account (i) any shares which may be allotted and issued upon the exercise of the Over-allotment Option
or (ii) any trading results or other transactions of the Group entered into subsequent to June 30, 2022.

OUR CONTROLLING SHAREHOLDERS

As at the Latest Practicable Date, Lepu Medical, together with its wholly-owned
subsidiary Target Medical, held 86.34% equity interest in our Company, with Lepu Medical and
Target Medical directly holding 85.48% and 0.86% equity interests in our Company,
respectively. Immediately following the completion of the Global Offering and Conversion of
Domestic Shares and Unlisted Foreign Shares into H Shares, Lepu Medical and Target Medical
will directly hold approximately 79.94% and 0.81% equity interest in our Company,
respectively, assuming the Over-allotment Option is not exercised. Lepu Medical, Dr. Pu and
Target Medical are considered as a group of Controlling Shareholders of our Company. Our
Controlling Shareholders confirmed that, as of the Latest Practicable Date, save as disclosed
in the section headed “Relationship with Our Controlling Shareholders”, they do not have any
interest in a business, apart from the business of our Group, which competes or is likely to
compete, directly or indirectly, with our business, and requires disclosure under Rule 8.10 of
the Listing Rules. Furthermore, Lepu Medical and Dr. Pu entered into the Non-competition
Agreement with our Company on January 27, 2022 in favor of us. See “Relationship with Our
Controlling Shareholders.”

We expect that there will be certain continuing connected transactions between the Group
and our Controlling Shareholders and their respective associates. See “Waivers from Strict
Compliance with the Listing Rules — Continuing Connected Transactions” and “Connected
Transactions.”
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Letter of Queries from Shenzhen Stock Exchange to Lepu Medical

On May 31, 2021, Lepu Medical received a letter from the Shenzhen Stock Exchange
regarding Lepu Medical’s annual report of 2020 (the “Queries”). In particular, the Shenzhen
Stock Exchange requested for the procedures and methods adopted for the goodwill
impairment tests and the methods in determining the recoverable amounts in respect of a
number of companies acquired by Lepu Medical, including Shanghai Shape Memory Alloy. In
correspondence, Lepu Medical published an announcement (the “Announcement”) on June 6,
2021, which included the forecasted revenue, expenses and profit margin of Shanghai Shape
Memory Alloy for the six years ending December 31, 2026 (the “Relevant Financial
Information™).

During the preparation of the Announcement, Lepu Medical’s auditors considered the
same set of cash flow projections that was adopted by our management in performing the
goodwill impairment test for Shanghai Shape Memory Alloy for the three financial years ended
December 31, 2020. Save for the provision of the historical financial information of Shanghai
Shape Memory Alloy, none of the management of Shanghai Shape Memory Alloy was involved
in the preparation of the responses to the Queries or the Relevant Financial Information or the
review or publication of the Announcement, and hence none of them had any knowledge of the
assumptions, bases, methods or qualifications adopted in the preparation of the Relevant
Financial Information. We recorded the same amount of goodwill relating to the acquisition of
Shanghai Shape Memory Alloy in our historical financial information as set out in the
Accountant’s Report contained in Appendix I to this prospectus as Lepu Medical did for the
preparation of the Relevant Financial Information. Details of the key assumptions and
parameters used for calculating the recoverable amount of the cash generating unit (the
“CGU”) of Shanghai Shape Memory Alloy for the purpose of impairment review for goodwill
are disclosed in Note 17 of the Accountant’s Report which was issued by the Reporting
Accountant in accordance with Hong Kong Standard on Investment Circular Reporting
Engagement 200 “Accountants’ Report on Historical Financial Information in Investment
Circulars” issued by the Hong Kong Institute of Certified Public Accountants. The Reporting
Accountants’ opinion on the historical financial information of the Group as a whole for the
Track Record Period is set out on page I-2 of Appendix I to this prospectus. The Relevant
Financial Information may involve risks and uncertainties, which could significantly affect
anticipated results in the future and the Group’s results may eventually differ from the Relevant
Financial Information. See “Risk Factors — Risks Relating to Our Business and Industry —
Risks Relating to Our Operations — Our Controlling Shareholders may have substantial
influence over our Company and their interests may not be aligned with the interests of our
other Shareholders” and “Risk Factors — Risks Relating to Our Business and Industry — Risks
Relating to Our Operations — You should only rely on the information included in this
prospectus and the documents issued by our Company to make your investment decision and
should not rely on any particular statements in other published announcements, news reports
and/or research analyst reports relating to our Controlling Shareholders, our Group and the
Global Offering.”
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It is a regular practice of the Shenzhen Stock Exchange to issue post-vetting inquiries on
annual reports of issuers listed on the Shenzhen Stock Exchange. According to Lepu Medical,
it has not received any follow-up queries in this regard from the Shenzhen Stock Exchange as
of the Latest Practicable Date. Based on its past experience in communication with the
Shenzhen Stock Exchange, Lepu Medical believes that such absence of follow-up queries
demonstrates that the Queries have been addressed to the satisfaction of the Shenzhen Stock
Exchange while no written confirmation pertaining to such clearance would normally be issued
by the Shenzhen Stock Exchange, and our Directors concur with such view.

SPIN-OFF

Lepu Medical, our Controlling Shareholder, is a company listed on the Shenzhen Stock
Exchange (stock code: 300003). The Listing of our Company constitutes a spin-off from a
domestic listed company as defined under the Spin-off Circular and is subject to the conditions
set out in the Spin-off Circular and the approval from the CSRC. The Listing of our Company
was approved by Lepu Medical’s shareholders at an annual general meeting on May 26, 2021
and by the CSRC on November 11, 2021. There is no other approval from Lepu Medical’s
shareholders or regulatory authorities in the PRC required of Lepu Medical in connection with
our Listing. See “Relationship with Our Controlling Shareholders.”

PRE-IPO INVESTORS

We completed the Pre-IPO Investment by way of increase and subscription of registered
capital in June 2021. Our Pre-IPO Investors who remain as existing Shareholders of our
Company as of the Latest Practicable Date will be restricted from trading for 12 months from
the Listing Date. For further details regarding the identities of the Pre-IPO Investors, key terms
of these Pre-IPO Investments and the Pre-IPO Investors’ rights, see “History, Reorganization
and Corporate Structure — Pre-IPO Investment.”

DIVIDEND

During the Track Record Period and up to the Latest Practicable Date, we paid dividend
of RMB320.0 million to Lepu Medical in January 2021. After completion of the Global
Offering, our Shareholders will be entitled to receive dividends we declare. Our Company
currently does not have a dividend policy. Any amount of dividends we pay will be at the
discretion of our Directors and will depend on our future operations and earnings, our
development pipeline, capital requirements and surplus, general financial conditions,
contractual restrictions and other factors that our Directors consider relevant. Any declaration
and payment as well as the amount of dividends will be subject to our constitutional documents
and the relevant laws. No dividend shall be declared or payable except out of our profits and
reserves lawfully available for distribution. Dividends declared in the past may not be
indicative of our future dividend policy. Our Directors have the absolute discretion to
recommend any dividend. We cannot assure you that our Company will be able to declare
dividends of any amount each year or in any year. See “Financial Information — Dividend
Policy.”
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LISTING EXPENSES

We expect to incur a total of approximately RMB79.9 million of Listing expenses in
connection with the Global Offering, representing approximately 13.0% of the gross proceeds
from the Global Offering (assuming an Offer Price of HK$30.30, being the mid-point of the
indicative Offer Price range between HK$29.15 and HKS$31.45, and assuming that the
Over-allotment Option is not exercised), comprising underwriting related expenses of
approximately RMB24.6 million and non-underwriting related expenses of approximately
RMB55.3 million. Among the estimated Listing expenses, approximately RMB28.1 million is
directly attributable to the issuance of H Shares to the public and is expected to be deducted
from our Group’s equity upon the completion of the Global Offering, and approximately
RMB51.8 million has been or is expected to be reflected in our consolidated statements of
profit or loss, of which approximately RMB37.8 million of the Listing expenses in relation to
the service already performed has been reflected in our consolidated statements of profit or loss
of 2021 and the six months ended June 30, 2022, and the remaining amount of approximately
RMB14.0 million is expected to be reflected in our consolidated profit or loss of the six months
ending December 31, 2022. The Listing expenses above are our best estimate as of the Latest
Practicable Date and for reference only. The actual amount may differ from this estimate.

USE OF PROCEEDS

We estimate that we will receive net proceeds from the Global Offering of approximately
HK$592.1 million, after deducting the estimated underwriting commissions and other fees and
expenses payable by us in connection with the Global Offering, assuming an Offer Price of
HK$30.30 per H Share, being the mid-point of the indicative range of the Offer Price of
HK$29.15 to HK$31.45 per H Share, and that the Over-allotment Option is not exercised. We
intend to use the net proceeds from the Global Offering for the following purposes and in the
amounts set out below, subject to changes in light of our evolving business needs and changing
market conditions:

. approximately 50.7% of the net proceeds, or approximately HK$300.2 million, will

be used to fund our research and development activities within the next five years;

. approximately 24.3% of the net proceeds, or approximately HK$143.9 million, will

be used for our sales and marketing activities within the next five years;

. approximately 5.0% of the net proceeds, or approximately HK$29.6 million, will be
used to expand our production capacity and strengthen our manufacturing
capabilities within the next five years;

. approximately 10.0% of the net proceeds, or approximately HK$59.2 million, will

be used to fund potential strategic investments and acquisitions within the next five

years; and
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. approximately 10.0% of the net proceeds, or approximately HK$59.2 million, will

be used for our working capital and general corporate purposes.
For further details, see “Future Plans and Use of Proceeds — Use of Proceeds.”
COVID-19 OUTBREAK AND EFFECTS ON OUR BUSINESS

A novel strain of coronavirus, later named COVID-19, has severely impacted China and
many other countries and regions. The PRC government has had imposed quarantine measures
across the country since late January 2020. Local governments have also imposed temporary
restrictions or bans on traveling to contain the spread of the COVID-19. On January 30, 2020,
the world health organization declared the outbreak of COVID-19 a public health emergency
of international concern (PHEIC). On March 11, 2020, amid the escalating situation, the world
health organization further characterized COVID-19 as a pandemic. With measures taken by
the PRC government, there has been a significant decrease in the number of existing confirmed
COVID-19 cases in China since mid-February 2020. The Chinese government gradually lifted
domestic travel restrictions and other quarantine measures, and economic activities began to
recover and return to normal nationwide during the second quarter of 2020. The resurgence of
COVID-19 across various cities in China, including the recent outbreak in Shanghai in the first
half of 2022, did not have any material adverse effect on us as a result of the effective
government measures to contain the spread and our contingency plans to minimize its negative
impact. Our Directors have carried out a holistic review of the impact of the COVID-19 on our
operations and confirmed that as of the Latest Practicable Date, COVID-19 did not bring
permanent interruption to our operations. See “Financial Information — COVID-19 Outbreak
and Effects on Our Business.”

RECENT DEVELOPMENT

One of our PRC operating subsidiaries, Shanghai Shape Memory Alloy, was qualified as
a High and New Technology Enterprise (Fi#14%li{3£) in 2017 and subsequently extended its
High and New Technology Enterprise certificate in 2020 for a period of three years to 2023.
As a High and New Technology Enterprise, Shanghai Shape Memory Alloy enjoys a lower
enterprise income tax (“EIT”) rate of 15% instead of the standard EIT rate of 25% in China.
If the preferential tax treatments are discontinued or not verified by the local tax authorities,
and the affected entity fails to obtain preferential tax treatments based on other qualifications,
it will become subject to the standard PRC enterprise income tax rate of 25%, which would
bring a negative impact on our financial condition. For the risks relating to preferential tax
treatments, see “Risk Factors — Risks Relating to Our Business and Industry — Risks Relating
to Our Operations — The discontinuation of any of the preferential tax treatments currently
available to us could reduce our profitability.”
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Our fully biodegradable MemoSorb® VSD Occluder IV was approved by the NMPA in
February 2022 and obtained the relevant medical device production permit in June 2022. We
have started to generate revenue from the sales of MemoSorb® VSD Occluder IV since the
second half of 2022. In particular, we have collaboratively consummated the first implantation
of our fully biodegradable VSD occluder upon commercialization in July 2022, which marked
its successful launch.

We currently expect an increase in our expenses and a corresponding decrease in our net
profit and net profit margin for 2022, primarily because (1) we have recorded foreign exchange
losses of RMB26.9 million primarily in relation to the retranslation of redemption liabilities
resulted from exchange rate fluctuations for the six months ended June 30, 2022, and expect
to continue to face uncertainty with respect to exchange rate fluctuations for the second half
of 2022, and (2) we have recorded finance costs of RMB10.7 million primarily representing
interest expense on redemption liabilities for the six months ended June 30, 2022, and expect
to continue to incur finance costs in this regard for the second half of 2022. See “Risk Factors
— Risks Relating to Doing Business in China — Fluctuations in exchange rates could
adversely affect our results of operations and the value of your investment.”

Our Directors confirm that, up to the date of this prospectus, save as disclosed above,
there has been no material adverse change in our financial or trading position since June 30,
2022 (being the date on which the latest audited consolidated financial information of our
Group was prepared) and there is no event since June 30, 2022 which would materially affect
the information shown in our consolidated financial statements included in the Accountant’s

Report in Appendix I to this prospectus.
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In this prospectus, unless the context otherwise requires, the following terms shall
have the following meanings. Certain technical terms are explained in the section headed

“Glossary of Technical Terms” in this prospectus.

“30%-controlled company”

“Actual Controller”

“affiliate”

“AFRC”

“Anhui Magete”

“Articles” or “Articles of
Association”

“associate(s)”

“Beijing Sida”

“BIS”

has the meaning ascribed to it under the Listing Rules

the individual or entity that can control a company by
way of investment relationship, contracts or other
arrangements according to the Listing Rules of
the ChiNext Board of the Shenzhen Stock Exchange
( CORYNEEF28 5 B 2EM B 22 BT AI) ) where Lepu
Medical, our Controlling Shareholder, is listed

with respect to any specified person, any other person,
directly or indirectly, controlling or controlled by or
under direct or indirect common control with such

specified person
the Accounting and Financial Reporting Council

Anhui Magete Medical Technology Co., Ltd.* (‘L&
IR BRI A FR/AF]), a limited liability company
established in the PRC on November 22, 2016 and an
indirect non-wholly owned subsidiary of Lepu Medical

the amended and restated articles of association of our
Company, conditionally adopted on June 9, 2021 with
effect from the Listing Date, and as amended from time
to time, a summary of which is set out in the section
headed “Summary of the Articles of Association of the
Company” in Appendix IV to this prospectus

has the meaning ascribed thereto under the Listing Rules
Beijing Sida Medical Devices Company Limited* (dtx0
BB HEEARAFA), a limited liability company
established under the laws of the PRC on August 12, 1997

and a wholly-owned subsidiary of Lepu Medical

the Bureau of Industry and Security of the U.S.
Department of Commerce
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“BIS List”

“Board of Directors”

“Board of Supervisors”

“business day”

“Capital Market Intermediaries”

“CCASS”

“CCASS Clearing Participant”

“CCASS Custodian Participant”

“CCASS EIPO”

the Bureau of Industry and Security’s Entity List, Denied
Parties List, or List administered by the U.S. Department
of Commerce

the board of directors of our Company

the board of supervisors of our Company

any day (other than a Saturday, Sunday or public holiday
in Hong Kong) on which banks in Hong Kong are
generally open for normal banking business

the capital market intermediaries participating in the
Global Offering and has the meaning ascribed thereto
under the Listing Rules

The Central Clearing and Settlement System established
and operated by HKSCC

a person admitted to participate in CCASS as a direct
clearing participant or a general clearing participant

a person admitted to participate in CCASS as a custodian
participant

the application for the Hong Kong Offer Shares to be
issued in the name of HKSCC Nominees and deposited
directly into CCASS to be credited to your or a
designated CCASS Participant’s stock account through
causing HKSCC Nominees to apply on your behalf,
including by (i) instructing your broker or custodian who
is a CCASS Clearing Participant or a CCASS Custodian
Participant to give electronic application instructions
via CCASS terminals to apply for the Hong Kong Offer
Shares on your behalf, or (ii) if you are an existing
CCASS Investor Participant, giving electronic
application instructions through the CCASS Internet
System (https://ip.ccass.com) or through the CCASS
Phone System (using the procedures in HKSCC’s “An
Operating Guide for Investor Participants” (in effect from
time to time). HKSCC can also input electronic
application instructions for CCASS Investor
Participants through HKSCC’s Customer Service Centre
by completing an input request
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“CCASS Investor Participant”

“CCASS Participant”

“CDH Supermatrix”

“China” or “PRC”

“CNIPA”

“Companies Ordinance”

“Companies (Winding Up and
Miscellaneous Provisions)
Ordinance”

LTINS

“Company,
“the Company”

“Company Law”

“Comprehensively Sanctioned
Countries”

“connected person(s)”

“connected transaction(s)”

our Company,” or

a person admitted to participate in CCASS as an investor
participant who may be an individual or joint individuals

or a corporation

a CCASS Clearing Participant, a CCASS Custodian
Participant or a CCASS Investor Participant

CDH Supermatrix D Limited, a limited liability company
incorporated under the laws of Hong Kong on April 27,
2021 and a Pre-IPO Investor

the People’s Republic of China and for the purposes of
this prospectus only, except where the context requires
otherwise, excluding Hong Kong, Macau and Taiwan

China National Intellectual Property Administration ([
FAERE SR )

the Companies Ordinance (Chapter 622 of the Laws of
Hong Kong), as amended, supplemented or otherwise

modified from time to time

the Companies (Winding Up and Miscellaneous
Provisions) Ordinance (Chapter 32 of the Laws of Hong
Kong), as amended, supplemented or otherwise modified
from time to time

LEPU ScienTech Medical Technology (Shanghai) Co.,
Led.* (5 ORBHRLEHRBARAH), a joint
stock limited liability company established in the PRC on
January 29, 2021

the Company Law of the PRC (1% A\ RILFNE 23 7)),
as amended, supplemented or otherwise modified from
time to time

Cuba, Iran, North Korea, Syria, the Crimea Region of
Russia/Ukraine and the self-proclaimed Luhansk
People’s Republic and self-proclaimed Donetsk People’s
Republic regions

has the meaning ascribed to it under the Listing Rules

has the meaning ascribed to it under the Listing Rules
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DEFINITIONS

“Controlling Shareholders”

“Conversion of Domestic Shares
and Unlisted Foreign Shares
into H Shares”

“Countries subject to

International Sanctions”

“COVID-19”

“CSDC”

“CSDC (Hong Kong)”

“CSRC”

“Deed of Indemnity”

“Director(s)”

“Domestic Share(s)”

has the meaning ascribed to it under the Listing Rules and
unless the context otherwise requires, refers to Lepu
Medical, Dr. Pu and Target Medical. For further details of
these entities, see “Relationship with Our Controlling
Shareholders”

the conversion of 299,450,277 Domestic Shares and
24,844,720 Unlisted Foreign Shares in aggregate into H
Shares on a one-for-one basis upon the completion of
Global Offering. Such conversion of Domestic Shares
and Unlisted Foreign Shares into H Shares has been
approved by the CSRC on November 11, 2021 and an
application for H Shares to be listed on the Stock
Exchange has been made to the Listing Committee

any country or territory subject either to a general and
comprehensive embargo or a more limited set of export,
import, financial or investment restrictions under
sanctions related laws or regulation of the Relevant
Jurisdiction

coronavirus disease 2019, a coronavirus known to cause
contagious respiratory illness

China Securities Depository and Clearing Corporation
China Securities Depository and Clearing (Hong Kong)

China Securities Regulatory Commission (H [ &5 75 B &
EMZA)

the deed of indemnity entered into by Lepu Medical with
and in favor of our Company dated January 27, 2022 to
provide certain indemnities, particulars of which are set
out in “Appendix VII — Statutory and General
Information — D. Other Information — 11. Other
Indemnities” to this prospectus

the director(s) of our Company
ordinary Share(s) in the share capital of the Company

with a nominal value of RMB1.00 each, which are
subscribed for and paid up in Renminbi
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DEFINITIONS

“Dr. Pu”

“EIT Law”

“Entrustment Arrangements”

“Entrusted Products”

“Entrusted Products Regulatory
Restrictions”

“EU”

“European Economic Area”

“Extreme Conditions”

“FDA”

Dr. Pu Zhongjie (i f£7K), the Actual Controller of Lepu

Medical and one of our Controlling Shareholders

Enterprise Income Tax Law of the PRC (773 A R LA
ST RLIL)

the entrustment arrangements between Lepu Medical and
us in connection with the Entrusted Products, details of
which are set out in the section headed “Business — Our
Products — Heart Valve Product Candidates — Entrusted
Products”

the TAVR system, TMVCRS and balloon dilatation
catheter for aortic valve that the Group entrusted the
Retained Lepu Medical Group for its R&D, registration
and production pursuant to an asset transfer agreement
(including an intellectual property transfer agreement as
attached thereto) entered into between Shanghai Shape
Memory Alloy and Lepu Medical in January 2021. See
“Connected Transaction — Non-exempt Continuing
Connected Transactions — 2. Entrusted Products Related
Framework Agreement” and “Business — Our Products
— Heart Valve Product Candidates — Entrusted
Products”

the PRC regulatory restrictions in connection with the
Entrusted  Products  entailing the  Entrustment
Arrangements, details of which are set out in the section
headed “Business — Our Products — Heart Valve
Product Candidates — Entrusted Products”

the European Union

consists of the member states of the European Union
(EU) and three countries of the European Free Trade
Association (EFTA) (Iceland, Liechtenstein and Norway;

excluding Switzerland)

extreme conditions caused by a super typhoon as
announced by the government of Hong Kong

U.S. Food and Drug Administration
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DEFINITIONS

“FIL”

“Frost & Sullivan”

“FSE List”

“F&S Report”

“Global Offering”

“GREEN Application Form(s)”

“Group,” “our Group,”
“the Group,” “we,” or “us”
“H Share(s)”

“H Share Registrar”

“Hefei Hospital”

Foreign Investment Law of the PRC (% A [ AN[EH Fh
AR &)

Frost & Sullivan (Beijing) Inc., Shanghai Branch Co.

the list of Foreign Sanctions Evaders maintained by
OFAC, which sets forth individuals and entities that are
determined to have violated, attempted to violate,
conspired to violate, or caused a violation of U.S.
sanctions on Syria or Iran, and are prohibited to transact
with U.S. persons or within the United States but whose
assets/property interest are not subject to blocking

the industry report in respect of the Global Offering
issued by Frost & Sullivan

the Hong Kong Public Offering and the International
Offering

the application form(s) to be completed by the HK eIPO
White Form Service Provider designated by our
Company

the Company and its subsidiaries from time to time or,
where the context so requires, in respect of the period
prior to our Company becoming the holding company of
its present subsidiaries, such subsidiaries as if they were
subsidiaries of our Company at the relevant time

(1) overseas listed foreign share(s) in our ordinary share
capital, with nominal value of RMB1.00 each in the share
capital of our Company, which are to be subscribed for
and traded in HK dollars, and (2) Domestic Shares and
Unlisted Foreign Shares that are converted into overseas
listed shares (¥24h_E i /f51), all of which an application
has been made for listing and permission to trade on the
Stock Exchange

Tricor Investor Services Limited
Hefei High-tech Cardiovascular Hospital* (& B & #70
M%), a hospital established in the PRC on

December 18, 2009, a wholly-owned indirect subsidiary
of Lepu Medical
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DEFINITIONS

“HK eIPO White Form”

“HK eIPO White Form Service

Provider”

“HKSCC”

“HKSCC Nominees”

“Hong Kong” or “HK”

“Hong Kong dollars,”

“HK dollars” or “HK$”

“Hong Kong Offer Shares”

“Hong Kong Public Offering”

“Hong Kong Securities and
Futures Ordinance” or “SFQO”

“Hong Kong Underwriters”

the application for Hong Kong Offer Shares to be issued
in the applicant’s own name, submitted online through
the IPO App or the designated website at
www.hkeipo.hk

the HK eIPO White Form service provider designated
by our Company as specified in the IPO App or on the
designated website at www.hkeipo.hk

Hong Kong Securities Clearing Company Limited, a
wholly owned subsidiary of Hong Kong Exchanges and
Clearing Limited

HKSCC Nominees Limited, a wholly owned subsidiary
of HKSCC

the Hong Kong Special Administrative Region of the
People’s Republic of China

Hong Kong dollars, the lawful currency of Hong Kong

the 2,246,000 H Shares initially being offered for
subscription in the Hong Kong Public Offering (subject
to reallocation as described in the section headed
“Structure of the Global Offering” in this prospectus)

the offer of the Hong Kong Offer Shares for subscription
by the public in Hong Kong at the Offer Price (plus
brokerage of 1%, SFC transaction levy of 0.0027%, Stock
Exchange trading fee of 0.005% and AFRC transaction
levy of 0.00015%) on the terms and subject to the
conditions described in this prospectus as further
described in the section headed “Structure of the Global
Offering — The Hong Kong Public Offering” in this
prospectus

Securities and Futures Ordinance (Chapter 571 of the
Laws of Hong Kong), as amended, supplemented or
otherwise modified from time to time

the underwriters of the Hong Kong Public Offering as

listed in the section headed “Underwriting — Hong Kong
Underwriters” in this prospectus

—39 _



DEFINITIONS

“Hong Kong Underwriting

Agreement”

“Huaihua Haozhi”

“IFRS ”

“independent third party(ies)”

“International Offer Shares”

“International Offering”

the underwriting agreement, dated October 26, 2022,
relating to the Hong Kong Public Offering, entered into
among our Company, the Controlling Shareholders, the
Sole Global Coordinator and the Sole Overall
Coordinator, and the Hong Kong Underwriters, as further
described in the section headed “Underwriting — Hong
Kong Underwriting Arrangements — Hong Kong Public
Offering” in this prospectus

Huaihua Haozhi Enterprise Management Partnership
(Limited Partnership)* (H{bLAEEBEEHEBAIEA
FRE%)), a limited liability partnership established under
the laws of the PRC on February 19, 2020 and a Pre-1PO
Investor

International Financial Reporting Standards issued by the
International Accounting Standards Board

any entity or person who is not a connected person of our
Company within the meaning ascribed thereto under the
Listing Rules

the 20,209,000 H Shares being initially offered for
subscription and purchased at the Offer Price under the
International Offering together, where relevant, with any
additional H Shares that may be sold and transferred
pursuant to any exercise of the Over-allotment Option,
subject to reallocation as described under the section
headed “Structure of the Global Offering” in this

prospectus

the offer of the International Offer Shares at the Offer
Price outside the United States in offshore transactions in
accordance with Regulation S, as further described in the
section head headed “Structure of the Global Offering” in
this prospectus (for the avoidance of doubt, of the
International Offer Shares initially being offered under
the International Offering)
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DEFINITIONS

“International Sanctions”

“International Sanctions Legal
Advisors”

“International Underwriters”

“International Underwriting
Agreement”

“IPO App”

“Joint Bookrunners”

“Joint Lead Managers”

“Latest Practicable Date”

all applicable laws and regulation to economic sanctions,
export controls, trade embargoes and wider prohibitions
and restrictions on international trade and investment
related activities, including those adopted administered
and enforced by the U.S. government, the European
Union and its member states, the United Nations or the
government of Australia

Hogan Lovells, our legal advisors as to International
Sanctions laws in connection with the Listing

the underwriters of the International Offering

the international underwriting agreement relating to the
International Offering and expected to be entered into by,
inter alia, our Company, the Controlling Shareholders,
the Sole Global Coordinator, Sole Overall Coordinator
and the International Underwriters on or about the Price
Determination Date, as further described in the section
headed “Structure of the Global Offering — The

International Offering”

the mobile application for the HK eIPO White Form
service which can be downloaded by searching
“IPO App” in App Store or Google Play
or downloaded at www.hkeipo.hk/IPOApp or

www.tricorglobal.com/IPOApp

China International Capital Corporation Hong Kong
Securities Limited, CLSA Limited, China Galaxy
International Securities (Hong Kong) Co., Limited,
Huatai Financial Holdings (Hong Kong) Limited and
Valuable Capital Limited

China International Capital Corporation Hong Kong
Securities Limited, CLSA Limited, China Galaxy
International Securities (Hong Kong) Co., Limited,
Huatai Financial Holdings (Hong Kong) Limited and
Valuable Capital Limited

October 18, 2022, being the latest practicable date for

ascertaining certain information in this prospectus before

its publication

_41 -



DEFINITIONS

“Lepu Growth”

“Lepu India”

“Lepu Medical”

“Lepu Medical Group”

“Listing”

“Listing Committee”

“Listing Date”

“Listing Rules”

“Main Board”

“Mandatory Provisions”

Beijing Lepu Growth Investment Management Co., Ltd.*
At i R R EEHAMRAT), a limited liability
Company incorporated on July 3, 2015 in the PRC and a
wholly-owned subsidiary of Lepu Medical

LepuCare (India) Vascular Solutions Private Limited, a
Company limited shares incorporated on April 30, 2016
in India and a wholly-owned subsidiary of Lepu Medical

Lepu Medical Technology (Beijing) Co., Ltd.* (%&b
) BRI A FR/AF]), a company listed on the
ChiNext Board of the Shenzhen Stock Exchange, stock
code: 300003, one of our Controlling Shareholders

Lepu Medical and its subsidiaries
the listing of the H Shares on the Main Board
the Listing Committee of the Stock Exchange

the date, expected to be on or about November 8, 2022,
on which the H Shares are listed and on which dealings
in the H Shares are first permitted to take place on the
Stock Exchange

the Rules Governing the Listing of Securities on The
Stock Exchange of Hong Kong Limited, as amended,
supplemented or otherwise modified from time to time

the stock exchange (excluding the option market)
operated by the Stock Exchange which is independent
from and operates in parallel with the Growth Enterprise
Market of the Stock Exchange

the Mandatory Provisions for Articles of Association of
Companies to be Listed Overseas ( (E|3E4M BT /A A=
TRV ), as amended, supplemented or otherwise
modified from time to time, for inclusion in the articles of
association of companies incorporated in the PRC to be
listed overseas (including Hong Kong), which were
promulgated by the former Securities Commission of the
State Council (B%5Pi# 752 & &) and the former State
Commission for Restructuring the Economic Systems ([
KPR L2 B ) on August 27, 1994
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DEFINITIONS

“Maximum Offer Price”

“Non-competition Agreement”

“NDRC”

“Ningbo Bingkun”

“Ningbo Jiacheng”

“Ningbo Jiadu”

“NMPA”

“OFAC”

“Offer Price”

HK$31.45 per H Share, being the high end of the Offer

Price range stated in this prospectus

the non-competition agreement entered into among Lepu
Medical, Dr. Pu and our Company dated January 27, 2022
in respect of certain non-competition undertakings given
by Lepu Medical and Dr. Pu in favor of our Company

the National Development and Reform Commission of

the PRC ("h3E A R ILANE B0 5 85 A1k 4% B )

Ningbo Bingkun Medical Devices Co., Ltd.* (ZEJFH
BB AIRAT), a  limited liability company
established in the PRC on November 24, 2014 and a
non-wholly owned subsidiary of Lepu Medical

Ningbo Jiacheng Enterprise Management Partnership
(Limited Partnership) (%5 2MEEMEBAEER
%)), a limited liability partnership established on
February 22, 2021 in the PRC and the shareholding
platform for the employees of the Retained Lepu Medical
Group

Ningbo Jiadu Enterprise Management Partnership
(Limited Partnership) (B EMEEHEBMEER
&%)), a limited liability partnership established on
February 22, 2021 in the PRC and the shareholding
platform for our employees

the National Medical Products Administration of the PRC
(B R 88 i B BHE PR R)), formerly known as the China
Food and Drug Administration

the U.S. Department of Treasury’s Office of Foreign
Assets Control

the final price per H Share (exclusive of any brokerage
fee, SFC transaction levy, the Stock Exchange trading fee
and AFRC transaction levy) at which the H Shares are to
be subscribed for and issued pursuant to the Global
Offering, to be determined as described in section headed
“Structure of the Global Offering” in this prospectus
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DEFINITIONS

“Offer Share(s)”

“Over-allotment Option”

“PBOC”

“PRC GAAP”

“PRC Legal Advisors”

“Pre-IPO Investment”

“Pre-IPO Investors”

“Pre-IPO Shareholders
Agreement”

the H Shares offered in the Global Offering and, where
relevant, any additional H Shares issued pursuant to the
exercise of the Over-allotment Option

the option expected to be granted by our Company to the
International Underwriters, exercisable by the Sole
Global Coordinator and the Sole Overall Coordinator (on
behalf of the International Underwriters), pursuant to the
International Underwriting Agreement, pursuant to which
our Company may be required to sell up to 3,368,000
additional H Shares (representing in aggregate
approximately 15% of the initial Offer Shares) to cover
over-allocations in the International Offering, if any,
details of which are described in the section headed
“Structure of the Global Offering — The International
Offering — Stabilization” in this prospectus

People’s Bank of China (4[] A [R4R1T), the central bank
of the PRC

the Accounting Standards for Business Enterprises ({23
&t ¥EH]) promulgated by the Ministry of Finance of the
PRC

Haiwen & Partners, PRC legal advisors to our Company

the Pre-IPO investment in our Company undertaken by
the Pre-IPO Investors, details of which are set out in the
section headed “History, Reorganization and Corporate
Structure — Pre-IPO Investment” in this prospectus

the pre-IPO investors, namely Vivo Capital Fund IX,
Sequoia Capital China Growth, SHC, Huaihua Haozhi
and CDH Supermatrix, details of which are set out in the
section headed “History, Reorganization and Corporate
Structure” in this prospectus

the shareholders’ agreement of our Company entered into
among Lepu Medical, Dr. Pu, Target Medical, Ningbo
Jiadu, Ningbo Jiacheng, Shanghai Shape Memory Alloy,
the Pre-IPO Investors and the Company dated May 28,
2021
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DEFINITIONS

“Price Determination Agreement”

“Price Determination Date”

“Primary Sanctioned Activity”

“Promoters”

“prospectus”

“Regulation S”

“Relevant Activities”

“Relevant Jurisdiction”

the agreement to be entered into among our Company and
the Sole Global Coordinator and the Sole Overall
Coordinator (for itself and on behalf of the Underwriters)
on or about the Price Determination Date to record and
fix the Offer Price

the date, expected to be on or about November 1, 2022
(Hong Kong time) and in any event no later than
November 7, 2022, on which the Offer Price is to be fixed
by an agreement among the Sole Global Coordinator and
the Sole Overall Coordinator (for itself and on behalf of
the Underwriters) and our Company

any activities in a Sanctioned Country or (1) with; or (2)
directly or indirectly benefiting or involving the property
or interests in property of, a Sanctioned Target by the
Company incorporated or located in a Relevant
Jurisdiction or which otherwise has a nexus with such
jurisdiction with respect to the relevant activity, such that
it is subject to the relevant sanctions law and regulation

the promoters of our Company, namely, Lepu Medical
and Target Medical

this prospectus being issued in connection with the Hong
Kong Public Offering

Regulation S under the U.S. Securities Act

research and development, registration and
manufacturing activities relating to the Entrusted
Products (to the extent that the then applicable PRC laws
and regulations prohibits us from carrying out such
activities), details of which are set out in the section
headed “Business — Our Products — Heart Valve
Product Candidates — Entrusted Products”

any jurisdiction that is relevant to our Company and has
sanctions related law or regulation restricting, among
other things, its nationals and/or entities which are
incorporated or located in that jurisdiction from directly
or indirectly making assets or services available to or
otherwise dealing in assets or certain countries,
governments, person or entities targeted by such law or
regulation
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DEFINITIONS

“Relevant Persons”

“Relevant Regions”

“Reorganization”

“Retained Lepu Medical Group”

“RMB” or “Renminbi”

“SAFE”

“SAMR”

“Sanctioned Person”

“Sanctioned Target”

“SAT”

“SDN”

means our Company, together with our investors and
shareholders and persons who might directly or
indirectly, be involved in permitting the Listing, trading,
clearing and settlement of our Shares including the Stock
Exchange and related group companies

Iran, Egypt, Hong Kong, Iraq, Lebanon, Russia
(excluding Crimea), Tunisia, Turkey and Ukraine
(excluding Crimea)

the reorganization of the companies within our Group for
the purpose of the Listing as set out in the section headed
“History, Reorganization and Corporate Structure” in this
prospectus

Lepu Medical and its subsidiaries, excluding our Group
Renminbi, the lawful currency of the PRC

State Administration of Foreign Exchange of the PRC ('
e N\ BN B [ A S B R )

State Administration for Market Regulation of the PRC
(N BRI AN B [ 5 i 457 B B B )

certain person(s) and identity(ies) listed on OFAC’s
Specially Designated Nationals and Blocked Persons List
or other restricted parties lists maintained by the United
States, the European Union, the United Nations or
Australia

any person or entity (1) designated on any list of targeted
persons or entities issued under the sanctions-related law
or regulation of a Relevant Jurisdiction; (2) that is, or is
owned or controlled by, a government of a Country
subject to International Sanctions; or (3) that is the target
of sanctions under the law or regulation of a Relevant
Jurisdiction because of a relationship of ownership,
control, or agency with a person or entity described in (1)
or (2)

State Administration of Taxation (B ZRFiHALE)

individuals and entities that are listed on the SDN List
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DEFINITIONS

“SDN List”

“SEC”

“Secondary Sanctionable
Activity”

“Sequoia Capital China Growth”

“SFC”

“Shanghai Shape Memory Alloy”

“Share(s)”

“Shareholder(s)”

“SHC”

“Sole Global Coordinator”,
“Sole Overall Coordinator”,

“Sole Sponsor” and
“Sole Sponsor-OC”

the list of Specially Designated Nationals, and Blocked
Persons maintained by OFAC, which sets forth
individuals and entities that are subject to its sanctions
and restricted from dealings with U.S. persons

the Securities and Exchange Commission of the United
States

certain activity by our Company that may result in the
imposition of sanctions against the Relevant Person(s) by
a Relevant Jurisdiction (including designation as a
Sanctioned Target or the imposition of penalties), even
though our Company is not incorporated or located in
that Relevant Jurisdiction and does not otherwise have
any nexus sutra that Relevant Jurisdiction

SCC Growth VI Holdco AF, Ltd., an exempted company
with limited liability incorporated under the laws of the
Cayman Islands on April 12, 2021 and a Pre-IPO Investor

the Securities and Futures Commission of Hong Kong

Shanghai Shape Memory Alloy Co., Ltd.* (_FiETEAMRFEIE
GEMEARAF), a limited liability company
established under the laws of the PRC on May 5, 1994
and a wholly-owned subsidiary of the Company

ordinary share(s) in the share capital of our Company
with a par value of RMBI1.00 each, comprising our
Domestic Shares, our Unlisted Foreign Shares and our H
Shares

holder(s) of our Share(s)

Shanghai Healthcare Capital Partnership (Limited
Partnership) (F1G/EY) B a6 LR ERE AP BAEE
FRE%%)), a limited liability partnership established under
the laws of the PRC on October 28, 2020 and a Pre-IPO
Investor

China International Capital Corporation Hong Kong
Securities Limited
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DEFINITIONS

“Spin-off Circular”

“SSI List”

“Stabilizing Manager”

“State Council”

“Stock Exchange”

“subsidiary(ies)”

“substantial shareholder(s)”

“Supervisor(s)”

“Takeovers Code”

“Target Medical”

“Track Record Period”

“U.S. dollars” or “US$”

the Circular on Issues Relevant to Regulating Offshore
Listing of Subordinate Enterprises of Domestic Listed
Companies (BABIEIIR N b2 6] B AR ERE S b
H B FN) promulgated by the CSRC on July 21,
2004

the list of the Sectoral Sanctions Identifications parties
maintenance by OFAC, which sets forth entities
designated by OFAC in Russia’s energy, financial and/or
defense sectors that are subject to more limited, sectoral,
sanctions imposed under one or more OFAC Directives
that prohibit certain (but not all) dealing with U.S.

persons or within the United States

China International Capital Corporation Hong Kong
Securities Limited

State Council of the PRC ("3 A E 3L A0 3 5 7 e )
The Stock Exchange of Hong Kong Limited

has the meaning ascribed thereto in section 15 of the
Companies Ordinance

has the meaning ascribed to it in the Listing Rules
the supervisor(s) of our Company

The Code on Takeovers and Mergers issued by the SFC,
as amended, supplemented or otherwise modified from
time to time

Beijing Target Medical Technologies Co., Ltd.* (L5 K
AR ABR/A ), a  limited liability company
established in the PRC on November 18, 1999 and a
wholly-owned subsidiary of Lepu Medical, one of our
Controlling Shareholders

the period comprising the financial years ended
December 31, 2019, 2020 and 2021 and the six months
ended June 30, 2022

United States dollars, the lawful currency of the United
States
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DEFINITIONS

“U.S. Securities Act” United States Securities Act of 1933, as amended, and the

rules and regulations promulgated thereunder

“Underwriters” the Hong Kong Underwriters and the International
Underwriters
“Underwriting Agreements” the Hong Kong Underwriting Agreement and the

International Underwriting Agreement

“United States” or the “U.S.” the United States of America, its territories and
possessions, any State of the United States, and the
District of Columbia

“Unlisted Foreign Share(s)” ordinary share(s) issued by our Company, with a nominal
value of RMB1.00 each, which are subscribed for and
paid for in a currency other than Renminbi and not listed
on any stock exchange

“Unlisted Foreign holders of the Unlisted Foreign Share(s)
Shareholder(s)”
“Vivo Capital Fund IX” Vivo Capital Fund IX, L.P, a limited partnership

established under the laws of Delaware of the United
States on March 12, 2018 and a Pre-IPO Investor

“%” per cent

Unless otherwise specified, statements contained in this prospectus assume no exercise of
the Over-allotment Option.

o« o« o«

In this prospectus, the terms “associate,” “close associate,” “connected person,” “core
connected person,” “connected transaction,” “controlling shareholder” and “substantial
shareholder” shall have the meanings given to such terms in the Listing Rules, unless the

context otherwise requires.

Certain amounts and percentage figures included in this prospectus have been subject to
rounding. Accordingly, figures shown as totals in certain tables may not be an arithmetic
aggregation of the figures preceding them. Any discrepancies in any table or chart between the
total shown and the sum of the amounts listed are due to rounding.

All times refer to Hong Kong time unless otherwise specified.

Unless otherwise specified, references to years in this prospectus are to calendar years.
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DEFINITIONS

Unless otherwise expressly stated or the context otherwise requires, all data in this
prospectus is as of the date of this prospectus.

If there are any inconsistencies between the Chinese names of the PRC laws and
regulations or PRC entities mentioned in this prospectus and their English translations, the

Chinese names shall prevail.
Translated English names of Chinese natural persons, legal persons, governmental

authorities, institutions or other entities for which no official English translation exist are
unofficial translations for identification purposes only.
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GLOSSARY OF TECHNICAL TERMS

The following is a glossary of certain terms used in this prospectus in connection
with us and/or our business. As such, these terms and their meanings may not correspond

to standard industry meanings or usage of these terms.

“annulus” a ring-like structure at the base of a heart valve that
supports the valve’s leaflets

“anticoagulant” an agent that is used to prevent the formation of blood
clots
“aorta” the main and largest artery (see “artery”) in the body,

which transports blood from the heart and arises from the
left ventricle of the heart, goes up (ascends) a little, bends
over (arches), then goes down (descends) through the
chest and through the abdomen to where ends by dividing
into two arteries called the common iliac arteries that go
to the legs

“aortic regurgitation” a condition where the aortic valve is not able to close
completely, causing a backflow of blood from the aorta
into the left ventricle during diastole

“aortic stenosis” the disability to fully open of the aortic valve caused by
aortic valve lesions, due to congenital or acquired factors

“aortic valve” one of the four valves in the heart, which is situated at the
exit of the left ventricle of the heart where the aorta
begins and lets blood from the left ventricle be pumped
up into the aorta but prevents blood once it is in the aorta
from returning to the heart

“arrhythmia” also known as cardiac arrhythmia or heart arrhythmia, is

a group of conditions in which the heartbeat is irregular

“atrial fibrillation” an arrhythmia characterized by the rapid and irregular

beating of the atrial chambers of the heart

“atrial septal defect” or “ASD” a remnant opening, or a defect, between the left and right
atria resulting from the abnormal development,
absorption and fusion of the atrial septum during
embryonic development
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GLOSSARY OF TECHNICAL TERMS

“arachnoid”

“artery”

“balloon dilatation”

“biodegradable”

“catheter”

“cardioembolic stroke”

“cardiovascular medical devices’

“CE Mark”

“chordae”

“Class III Grade A hospital(s)”

“Class III Hospitals”

1)

the middle fibrocellular layer of membranes covering the

brain and spinal cord

a blood vessel that carries blood high in oxygen content
away from the heart to the farthest reaches of the body

an interventional procedure performed by delivering the
balloon to a predetermined site for dilatation

a characteristic of a material that is capable of being
broken down especially into innocuous products by the
action of living organisms

a single-lumen or multi-lumen tubular device that can be
partially or fully inserted or implanted into the
cardiovascular system for diagnostic and/or therapeutic
purposes

a clinical syndrome in which cardiogenic emboli from the
heart and aortic arch through blood circulation cause
cerebral artery thrombosis and corresponding brain
dysfunction

medical devices that are used to diagnose and treat heart
disease

a certification mark that indicates conformity with health,
safety, and environmental protection standards for
products sold within the European Economic Area

thick, strong, tendinous connections between the mitral

valve cusps and the papillary muscles

hospitals of the highest level in China

top-level hospitals in China, as hospitals in China are
divided into three classes by Ministry of Health (now
National Health Commission), among which, Class III
hospitals are at the highest level, typically having more
than 500 beds, providing high-level specialist medical
and healthcare services to several regions and performing
advanced teaching and research tasks
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“Class III medical device(s)”

“congenital heart disease”

“CHD”

“CROS”

“ductus arteriosus”

“edge-to-edge”

“endothelialization”

“ePTFE”

“foramen ovale”

or

in China, medical devices are classified according to a
catalogue issued by the NMPA into three different
categories, namely Class I, Class II and Class III,
depending on the degree of risk associated with each
medical device and the extent of regulatory control
needed to ensure safety and effectiveness. Class III
medical devices involve the highest degree of associated
risks and therefore are subject to the largest extent of
regulatory control to ensure safety and effectiveness

the formation of the heart and blood vessels during
embryonic development or abnormal development or
failure to close the channels that should be automatically
closed after birth, resulting in abnormalities in the solid
structure or function of the blood vessels in the heart or

thoracic cavity

contract research organization, an organization that
provides clinical support to the pharmaceutical,
biotechnology, and medical device industries on a
contract basis

a blood vessel in the developing fetus connecting the
trunk of the pulmonary artery, which normally closes in
one year after birth

a technique to treat mitral valve or tricuspid valve by
suturing the edges of the leaflets at the site of
regurgitation

the process of developing an endothelium, which consists

of an intact layer of vascular endothelial cells

expanded polytetrafluoroethylene, with its unique
properties, is particularly useful for the production of
internal and external medical devices such as catheters,
bio-containment vessels, syringes and sutures

a normal opening between the right atrium and left atrium

in the fetal heart, which normally closes in one year after
birth
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“Good Clinical Practice”
or “GCP”

“Good Manufacturing Practice”
or “GMP”

“Green Path for Innovative
Medical Device”

“heart valve”

“hemostatic valve”

“incidence”

“interatrial shunt device” or
“IASD”

i

“interventional delivery system’

“interatrial septum”

“KOLS”

“leaflet”

an international ethical and scientific quality standard for
the performance of a clinical trial on medicinal products
involving humans

the aspect of quality assurance that ensures that
medicinal products are consistently produced and
controlled to the quality standards appropriate to their
intended use and as required by the product specification

the Special Procedures for Examination and Approval of
Innovative Medical Devices (#7548 AE R 25 A 2
J¥) in China, pursuant to which priority review and
approval will be applicable to certain innovative medical
devices

valves that control blood flow to and from the heart and
that include the atrioventricular valves, the aortic valve,
and the pulmonary valve

a valve-like device acting as the stoppage of blooding or
blood flow

the occurrence of new cases of disease or injury, a
measure of the probability of occurrence of a given
medical condition in a population within a specified
period of time

an implanted or interventional device that punctures the
atrium to form a fistula, which directly reduces left atrial
pressures, improves exercise tolerance and potentially
improves clinical outcomes and heart failure

a delivery system designed to attach, load, deliver and
deploy interventional medical devices into targets with

no need for open-chest surgery

a partition that separates the upper chambers (atria) of the
heart

key opinion leaders, who are professionals that influence
their peers’ medical practice, including but not limited to

prescribing behavior

cusps of heart valves
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“left atrial appendage” or “LAA”

“mitral valve”

“occluder”

“oxide coating”

“Patent Cooperation Treaty” or
“PCT”

“patent ductus arteriosus” or
‘6PDA”

“patent foramen ovale” or “PFO”

“penetration rate”

“percutaneous”

“polyethylene terephthalate” or
‘6PET77

“polytetrafluoroethylene” or
‘LPTFE”

“prevalence”

a long, narrow and curved blind-end structure extending
forward and downward along the anterior wall of the left
atrium, which has active diastolic and secretory functions

a valve in the heart that is situated between the left atrium
and the left ventricle, which permits blood to flow from
the left atrium into the left ventricle, but not in the
reverse direction

a device that closes, obstructs, or prevents the passage of
the flow of blood

a dense oxide film produced through plasma treatment
process

an international patent law treaty concluded in 1970
which provides a unified procedure for filing patent
applications to protect inventions in each of its
contracting states

a remnant opening of the ductus arteriosus, which fails to
close normally in one year after birth

a remnant opening of the fetal foramen ovale, which fails
to close normally in one year after birth

the penetration rate of a specific therapy or product is
calculated by dividing the number of patients who
undertook relevant procedures by the number of the
patients suffering from the relevant diseases who are able
to receive the relevant procedures

a procedure that operates through the skin

a common thermoplastic polymer resin of the polyester
family

a strong, tough, waxy, nonflammable synthetic resin
produced by the polymerization of tetrafluoroethylene

the proportion of a population with a disease or a

particular condition at a specific point in time or over a
specified period of time

55—



GLOSSARY OF TECHNICAL TERMS

“pulmonary valve”

“radiofrequency ablation”

“SAVR”

“sheath”

“snare”

“stent”

“transcatheter”

“transapical”

“transfemoral”

“TAVR”

one of the four valves in the heart that stands at the
opening from the right ventricle in the pulmonary artery
trunk, which lets blood head in the right direction (toward
the lungs) and keeps it from sloshing back from the
pulmonary artery into the heart

a method that use electrodes to generate heat and destroy
abnormal tissue

surgical aortic valve replacement, which involves an
open-heart surgery where the heart is stopped and the
patient is attached to a bypass to oxygenate the blood to
allow access to the aortic valve within the heart

a tube having a lumen which is designed to be inserted
into blood vessel to provide a pathway through which a
device is delivered

a surgical instrument usually consisting of a wire loop
used to establish a pathway in arteries and veins for
transcatheter therapies for VSD and PDA

a short narrow metal or plastic tube often in the form of
a mesh that is inserted into the lumen of an anatomical
vessel (such as an artery) or passageway to keep it open

a medical procedure that performed through the lumen of
a catheter either by transapical or by transfemoral access

a medical procedure that performed through the apex (the
tip) of the heart

a medical procedure that passing through or performed by
way of the femoral artery

transcatheter aortic valve replacement, a catheter-based
technique to implant a new aortic valve in a minimally
invasive procedure that does not involve open-chest
surgery to correct severe aortic stenosis
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“TMVr”

“TTVI”

“TTVRS”

“tricuspid valve”

“TMVCRS”

“TMVr-A”

“TMVr-F”

“type inspection”

transcatheter mitral valve repair, which provides a newer,
minimally invasive option for treating the most common
form of mitral valve leakage for people who cannot
undergo open-heart surgery. It is implanted via a tri-axial
transcatheter technique and involves suturing together
the anterior and posterior mitral valve leaflets

transcatheter tricuspid valve intervention, an alternative
for treatment of tricuspid regurgitation (TR) and tricuspid
stenosis (TS), which can be classified according to their
mechanism of action as transcatheter tricuspid valve
repairment (TTVr) and transcatheter tricuspid valve
replacement (TTVR)

transcatheter tricuspid valve repair system, a catheter
based technique to repair the tricuspid valve in a
minimally invasive procedure that does not involve
open-chest surgery to correct tricuspid regurgitation

one of the four heart valves, the first one that blood
encounters as it enters the heart, which stands between
the right atrium and the right ventricle, and it allows
blood to flow only from the atrium into the ventricle

transapical mitral valve repair system (chordal), a
catheter-based system with two configurations, one
enabling artificial mitral chordae implantation and the
other enabling edge-to-edge chordae repair

transapical mitral valve clip repair, a catheter-based
technique to repair the mitral valve in an interventional
therapy that does not involve open-chest surgery

transfemoral mitral valve clip repair, a catheter-based
technique to repair the mitral valve in an interventional
therapy that does not involve open-chest surgery

the process conducted by medical device manufacturers
of delivering product samples to medical device testing
laboratories accredited by the relevant government
authorities, such as the NMPA, for physical, chemical,
biological and other performance testing and inspection
to prove that the product samples comply with the
regulations of technical requirements or national
standards
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“vascular plug”

“ventricular septal defect” or
“VSD”

a self-expandable device made of nitinol wire mesh (or
other material) which can be cylindered into a sheath and

deployed precisely at embolization targets

a defect, or a hole, in the septum between the left and
right ventricles of the heart, which may lead to abnormal
blood circulation and pulmonary hypertension and other
complications in severe cases
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Certain statements in this prospectus are forward-looking statements that are, by their
nature, subject to significant risks and uncertainties. Any statements that express, or involve
discussions as to, expectations, beliefs, plans, objectives, assumptions or future events or

3

performance (often, but not always, through the use of words or phrases such as “will,”
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“expect,” “anticipate,” “estimate,” “believe,” “going forward,” “ought to,” “may,” “seek,”
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“should,” “intend,” “plan,” “projection,” “could,” “vision,

¢

goals,” “objective,” “target,”

LEINT3 EEINT3

“schedule,” “predict,” “aim,” “intend,” “consider,” “would,” “continue” and “outlook™) are not
historical facts, but are forward-looking and may involve estimates and assumptions and are
subject to risks (including the risk factors detailed in this prospectus), uncertainties and other
factors some of which are beyond our control and which are difficult to predict. Accordingly,
these factors could cause actual results or outcomes to differ materially from those expressed

in the forward-looking statements.

Our forward-looking statements have been based on assumptions and factors concerning
future events that may prove to be inaccurate. Those assumptions and factors are based on
information currently available to us about the businesses that we operate. The risks,
uncertainties and other factors, many of which are beyond our control, that could influence

actual results include, but are not limited to:

. general political, market and economic conditions, including those related to the
PRC;

. any changes in the laws, rules and regulations of the central and local governments
in the PRC and other relevant jurisdictions and the rules, regulations and policies of
the relevant governmental authorities relating to all aspects of our business;

. our planned projects and goals;

o our ability to control or reduce costs;

. our ability to control our risks;

. our ability to maintain good relationships with business partners;

. our business prospects and expansion plans;

. our ability to successfully implement our business plans and strategies;

. our financial condition and performance, debt levels and capital needs;

. our dividend policy;

. our capital expenditure plans;

—59 —



FORWARD-LOOKING STATEMENTS

. various business opportunities that we may pursue;

. the actions and developments of our competitors;

. changes or volatility in interest rates, foreign exchange rates, equity prices or other
rates or prices, including those pertaining to the PRC and the industry and markets
in which we operate; and

. all other risks and uncertainties described in the section headed “Risk Factors” in

this prospectus.

Since actual results or outcomes could differ materially from those expressed in any
forward-looking statements, we strongly caution investors against placing undue reliance on
any such forward-looking statement. Any forward-looking statement speaks only as of the date
on which such statement is made, and, except as required by the Listing Rules, we undertake
no obligation to update any forward-looking statement or statements to reflect events or
circumstances after the date on which such statement is made or to reflect the occurrence of
unanticipated events. Statements of or references to our intentions or those of any of our
Directors are made as of the date of this prospectus. Any such intentions may change in light
of future developments.

All forward-looking statements in this prospectus are expressly qualified by reference to
this cautionary statement.
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Potential investors should read and consider carefully all the information set out in
this prospectus, and, in particular, should evaluate the following risks and uncertainties
before deciding to make any investment in our H Shares. You should pay particular
attention to the fact that we conduct our operations in China, the legal and regulatory
environment of which in some respects may differ from that in Hong Kong. Any of the
risks and uncertainties listed below could have a material adverse effect on our business,
results of operations, financial condition or on the trading price of our H Shares, and
could cause you to lose all or part of your investment. The risks and uncertainties
identified below are not the only ones we face. Additional risks and uncertainties not
presently known to us or that we currently deem immaterial may also affect our business

and results of operations.

You should only rely on the information included in this prospectus and the
documents issued by our Company to make your investment decision and should not rely
on any other information, including any forward-looking information published by our
Controlling Shareholders.

Our business is subject to numerous risks and uncertainties, including (1) risks relating
to our business and industry, which primarily includes risks relating to commercialization and
distribution, research and development, manufacture and supply, extensive government
regulations, our intellectual properties and our operations, (2) risks relating to doing business
in China, and (3) risks relating to the Global Offering.

RISKS RELATING TO OUR BUSINESS AND INDUSTRY

Risks Relating to Commercialization and Distribution

Downward changes in the pricing of our products may have a material adverse effect on

our business, results of operations and financial condition.

We generally price our products and product candidates upon commercialization by
taking into consideration a variety of factors, including pricing guidance set by the government
authorities, bargaining power and preferences of hospitals, prices of similar products offered
by our competitors, our operating costs and the continuous upgrades of existing products, some
of which are beyond our control.

If the PRC government issues pricing guidance for our products and/or product candidates
upon commercialization, it may negatively affect the price at which we can sell our products
and therefore have a material adverse effect on our business, results of operations and financial
condition. In addition, the PRC government has adopted a centralized procurement regime in
an effort to regulate the prices of certain medical devices, which may exert downward pressure
on the said pricing of medical devices that are included under such regime. See “Regulatory
Overview — PRC Laws and Regulations Relating to Medical Devices — Reform Plan on
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High-Value Medical Consumables.” Although none of our medical devices was included under
the centralized procurement regime in China during the Track Record Period and up to the
Latest Practicable Date, we cannot assure you that any of our products or product candidates
upon commercialization will not be included under the regime in the future. We may also face
downward changes in pricing if additional products of ours are included in the medical
insurance reimbursement list, even if we expect such inclusion to increase the sales volume of
our products. See “Business — Sales, Distribution and Marketing — Pricing” and “— Our
sales depend to a certain extent on the level of insurance reimbursement patients receive for
treatments using our products, especially, whether our products are covered in the medical
insurance scheme.” Also, when setting the prices for our products, hospitals may gain more
bargaining power depending on the availability of alternative products, demands of patients
and the preferences of physicians. If hospitals seek to lower retail prices of our products and
therefore reduce the profitability of our distributors, our distributors may have less incentive
to purchase and promote our products, and we may need to lower the order price we set for our
distributors. Furthermore, along with our increasing efforts to promote our product candidates,
as well as the continuous development of competing product candidates, awareness of these
products is expected to increase. More competing products may become available, which will
offer alternatives for hospitals and patients to choose.

In addition, with the development of technologies and increasing competition in the
industry, we may experience reduced pricing from our existing products, particularly along
with the launch of new products that can replace or further improve the safety and efficacy
profile of our existing products, while the manufacturing and material costs may remain
constant or increase. If we are unable to successfully introduce more advanced and/or more
profitable products to the market, or if we fail to effectively control our operating and
manufacturing costs, our business, financial condition and results of operations could be
materially and adversely affected.

Failure to achieve broad market acceptance could have a material adverse impact on our
business and results of operations.

The commercial success of our products depends upon the degree of market acceptance
each of such products achieves, particularly among physicians, patients and hospitals. As a
treatment recently developed and introduced to the market, interventional therapies involving
our occluder products and product candidates and heart valve product candidates may fail to
receive broad acceptance from patients or physicians as anticipated. As an alternative,
open-chest surgeries may have certain advantages over interventional therapies, given its
established market acceptance, comparatively lower price and coverage by governmental and
private medical insurance. In addition, physicians could face a learning process to become
proficient in the use of our products, which may take longer than expected and therefore affect
our ability to market our products.
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If any of our products or product candidates upon commercialization fails to gain
sufficient market acceptance by physicians, patients, hospitals, third-party payors or others in
the industry, the sales of our products will be adversely affected. For example, currently
commercialized interventional medical devices, such as the occluder products and heart valve
products developed by some of our competitors are well established in the China and overseas
markets, and physicians may continue to rely on these treatments to the exclusion of our
products and product candidates. In addition, physicians, patients, hospitals, and third-party
payors may prefer other novel products to ours. If our products and product candidates upon
commercialization do not achieve an adequate level of acceptance, we may not be able to
generate significant product sales revenue and to improve profitability. The degree of market
acceptance of our products and product candidates (if approved for commercial sale) will
depend on a number of factors, including, among others:

. the clinical indications for which our products and product candidates are approved;

. physicians, patients and hospitals considering our products and product candidates
upon commercialization as a safe and effective treatment;

. the potential and perceived advantages and disadvantages of our products, product
candidates upon commercialization and relevant treatments compared to alternative

products and treatments;

. the prevalence and severity of any side effect, adverse event or complication;

. limitations or warnings contained in the labeling approved by regulatory authorities;

. the timing of market introduction of our products and product candidates upon
commercialization as well as competing products;

. the cost of treatment in relation to alternative treatments;

. pricing and the availability of adequate coverage and reimbursement by third-party
payors and government authorities;

. the willingness of patients to pay out-of-pocket in the absence of coverage and
reimbursement by third-party payors and government authorities; and/or

. the effectiveness of our sales and marketing efforts.

If any product that we commercialize fails to achieve market acceptance among
physicians, patients, hospitals, or others in the industry or if we fail to maintain good
relationships with them, we will not be able to generate significant revenue. Even if our
products achieve market acceptance, we may not be able to maintain that market acceptance
over time if new products or technologies introduced are more favorably received and more
cost effective than our products.
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We may face intense competition in the interventional medical device market targeting
structural heart diseases, which may result in others discovering, developing or
commercializing competing products before or more successfully than we do.

The interventional medical device market targeting structural heart diseases is intensely
competitive and rapidly changing. We face competition from major interventional medical
device providers for structural heart diseases worldwide. There are several multi-national and
domestic companies having products at or near commercial stage, or pursuing the development
and undergoing clinical trials of product candidates targeting the structural heart diseases as
our products and product candidates do. Potential competitors also include academic
institutions, government agencies and other public and private research organizations that
conduct research, seek patent protection and establish collaborative arrangements for research,
development, manufacture and commercialization on interventional medical devices for
structural heart diseases.

Our commercialized products may face competition based on factors including, among
others, their safety and efficacy, the timing and scope of the regulatory approvals, the
availability and cost of supply, marketing and sales capabilities, reimbursement coverage, price
and patent position. Our commercial opportunities could be reduced or eliminated if our
competitors develop and commercialize products that are safer, more effective, have fewer
severe adverse events, or are less expensive than any products that we commercialize or may
develop. As a result, we may become obsolete overtime and lose our market share. In terms of
product candidates, our competitors may be applying for marketing approvals in China or other
countries for medical device products with the same intended use as our product candidates.
The ability of the relevant authorities to concurrently review multiple marketing applications
for the same type of innovative medical device may be limited. For example, when our product
candidates and their competing products are subject to the NMPA’s concurrent review, we
cannot guarantee that the NMPA’s schedule would not be affected, and the registration process
of our product candidates may be prolonged. Moreover, our competitors may obtain approval
from the NMPA or other comparable regulatory authorities for their products more quickly than
we obtain approval for ours, which could result in our competitors establishing a strong market
position or gaining acceptance in the same markets that we are targeting before we are able to
enter the market. As a result, we may be unable to maintain or enhance our market share or
achieve our targeted market share in the industry.

Moreover, some of our competitors, including certain first-movers and multi-national
companies, may have greater commercial infrastructure, better financial, technical and
personnel resources than we have. Mergers and acquisitions in the medical device industries
may result in even more resources being concentrated among a small number of our
competitors. Smaller and other early-stage companies may also prove to be significant
competitors, particularly through collaborative arrangements with large and established
companies. These third parties compete with us in recruiting and retaining qualified scientific
and management personnel, establishing clinical trial sites and patient registration for clinical
trials, as well as in acquiring technologies complementary to, or necessary for, our
development. Our business and results of operations will suffer if we fail to compete
effectively.
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Disruptive technologies and medical breakthroughs may also render our products obsolete
or non-competitive. Without the timely introduction of new and improved products, our
products could become technologically obsolete or more susceptible to competition and our
revenue and operating results would suffer. We may have to make significant investments in
new products and advanced technologies to face such competitions. However, technical
innovations often require substantial time and investment before we can determine their
commercial viability, which could have a material adverse impact on our financial condition.
Furthermore, should the new generation of our products succeed in obtaining an approval, it
may capture a significant share of our previous generation products and thereby reduce the

sales of our previous generation products.

We depend on distributors for a substantial portion of our revenue and our revenue
growth. We may fail to maintain or renew relationships with distributors, or further
expand our network of distributors.

We rely on third-party distributors to distribute our products. As of June 30, 2022, we had
288 distributors covering all provinces, municipalities and autonomous regions in China. In
2019, 2020, 2021 and the six months ended June 30, 2021 and 2022, we generated 91.8%,
92.6%, 93.9%, 94.8% and 97.0% of our total revenue through sales to distributors, respectively.
We expect we will continue to rely on distributors for our revenue growth. Our ability to
maintain and expand our business depends on our ability to maintain effective distributor
networks that ensure timely distribution of our products to the relevant markets where we
generate market demand through our sales and marketing activities. We rely on our distribution
agreements to manage our distributors. However, all of our distributors, except for the Retained
Lepu Medical Group, are independent third parties over whom we have limited control.
Moreover, in line with industry practice, we generally do not enter into long-term distribution
agreements, and our standard distribution agreement has a term of one year, which may be
automatically renewed for three months. In order to maintain our network of distributors, we
need to continually renew distribution agreements. However, we cannot guarantee that we will
be able to renew such agreements with our preferred distributors on terms favorable to us or
at all. If our distributors elect not to renew their agreements with us or otherwise terminate
their business relationships with us for various reasons, including in the event that PRC pricing
regulations or other factors limit the margins our distributors can obtain through the resale of
our products to hospitals, many of which are beyond of control, our business, results of
operations and financial condition could be materially and adversely affected.

Sales to our five largest customers in each year/period of the Track Record Period
amounted to RMB32.2 million, RMB56.0 million, RMB47.2 million and RMB18.9 million,
respectively, representing 27.6%, 37.8%, 21.2% and 15.1% of our total revenue for the same
periods, respectively. Sales to the largest customer in each year/period of the Track Record
Period amounted to RMB10.2 million, RMB31.0 million, RMB16.0 million and RMB4.4
million, respectively, representing 8.8%, 20.9%, 7.2% and 3.5% of our total revenue for the
same periods, respectively. Substantially all of our five largest customers during the Track
Record Period were our distributors. If any of our major distributors was to substantially
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reduce the size or amount of the orders they place with us or were to terminate their business
relationship with us entirely, we may not be able to obtain orders from other customers to
replace any such lost sales on comparable terms or at all. As a result, our sales volume and
business prospects could be materially and adversely affected.

In addition, competition for distributors in the medical device market is intense. We
compete for desired distributors with other leading medical device manufacturers and
importers that may have greater visibility, brand recognition and financial resources, and a
broader product portfolio than we do. Our competitors may enter into exclusive distribution
agreements that restrict their distributors from selling our products. Consequently, maintaining
relationships with existing distributors and replacing distributors may be difficult and time
consuming. Further, the implementation of the “two-invoice system” limits the distribution to
a single level of distributors from manufacturers to public hospitals or similar systems in the
medical device industry. See “Regulatory Overview — PRC Laws and Regulations Relating to
Medical Devices — Two-Invoice System.” Related changes may have a negative impact on us,
as there would be a smaller pool of distributors, which may increase the bargaining power of
distributors. As the implementation of the “two-invoice system” is still at an early stage, and
the interpretation and enforcement of such system in the medical device industry are evolving
and subject to uncertainty, we cannot predict how the implementation and enforcement will
evolve in different provinces in China, or whether and how that will affect our business and
results of operations in the future. If we engage more than one layer of distributors in the
provinces or municipal cities that have implemented the two-invoice system, we could risk
violating the relevant local regulations and may be subject to regulatory measures imposed by
the relevant local government authorities. Any disruption of our distributor network, including
our failure to renew our existing distribution agreements with our preferred distributors, could
negatively affect our ability to effectively sell our products and would materially and adversely
affect our business, results of operations and financial condition.

If our distributors fail to expand or maintain their sales network, or if we fail to educate
or manage our distributors effectively, our sales may decline.

We have limited control over the operations and actions of our distributors. We rely on
the distribution agreements and the policies and measures we have in place to manage our
distributors, including their compliance with laws, rules, regulations and our policies. See
“Business — Sales, Distribution and Marketing — Sales to Distributors.” We cannot guarantee
that we will be able to effectively manage our distributors, or that our distributors would not
breach our agreements and policies. Our distributors could take actions, including one or more
of the following, which could have a material adverse effect on our business, prospects and

reputation:
. failing to meet the sales targets for our products in accordance with relevant
agreements;
. selling products that compete with our products;
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. selling our products outside their designated territories;

. procuring sub-distributors in connection with the sales of our products;

. failing to adequately promote our products;

. failing to maintain the requisite license or otherwise failing to comply with
applicable regulatory requirements when selling our products;

. failing to provide proper training and after-sales services to our end-customers; or

o violating anti-corruption, anti-bribery, sanctions, competition or other laws and

regulations of China or other jurisdictions.

During the Track Record Period and up to the Latest Practicable Date, we entered into
written distribution agreement with each distributor we directly worked with, which would set
forth various terms and restrictions, such as designated hospitals and authorized product type.
However, we historically sold our products overseas through the Retained Lepu Medical
Group, who then distributed our products to sub-distributors in overseas markets. See
“Business — Sales, Distribution and Marketing — Sales Arrangements.” We did not require the
Retained Lepu Medical Group to seek our approval before engaging such sub-distributors. We
did not engage these sub-distributors directly or maintain contractual relationships with them,
and instead, mainly relied on the Retained Lepu Medical Group to manage and control such
sub-distributors in accordance with regulatory requirements and our policies and measures that
the Retained Lepu Medical Group agree to comply with. As a result, we had a more limited
control over these sub-distributors. We cannot assure you that the sub-distributors had
complied with the distribution requirements under our distribution agreements and policies.
Furthermore, as there was no contractual relationship between us and these sub-distributors, we
had no direct legal recourse against them if their activities caused harm to our business or
reputation. As of September 30, 2021, we had terminated our cooperation with the Retained
Lepu Medical Group for the distribution of our products overseas and entered into distribution
agreements with overseas distributors directly, except for India. See “Connected Transactions
— Non-Exempt Continuing Connected Transactions” and “Business — Sales, Distribution and
Marketing — Sales Arrangements.” We have built a specialized sales and marketing team
well-versed in foreign trade involving medical devices to lead our product distribution
overseas, and implemented regional management strategy to further promote overseas
distribution. We cannot assure you, however, that we will be successful in executing this new
model in the future. Overseas distribution network is substantially different from our domestic
distribution network in many ways. For instance, overseas distributors are primarily importer-
distributors who have both the expertise in foreign trade and established distribution and
marketing capabilities in local markets. They need to import products from us, and
independently conduct promotional and sales activities tailored for the local markets.
Therefore, the overseas distribution chain can be longer and more complex as compared to
domestic distribution, which could lead to additional uncertainties and adversely affect our
business, financial condition and results of operations. Moreover, we also face uncertainties in
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managing our distribution networks across geographical locations and in an environment of
multiple languages, cultures, customs, and legal and regulatory systems, which could adversely
affect distribution efficiency, which in turn could adversely affect our business, financial
condition and results of operations.

Any violation or alleged violation by our distributors and sub-distributors of the
distribution agreements, our policies or any applicable laws and regulations could result in the
erosion of our goodwill, a decrease in the market value of our brand and an unfavorable public
perception about the quality of our products, resulting in a material adverse effect on our

business, financial condition, results of operations and prospects.

Our sales may fail to accurately reflect the actual demand of end-customers as a result of
our distribution sales model.

We typically set a sales target with our distributors, which is subject to review and
amendment upon renewal of distribution agreements. The sales target serves as annual sales
goals instead of strict purchase requirements. As a result, there is a risk that the products are
not reaching end-customers but remain in our distributor network. We have implemented
policies and measures, including close monitoring of our distributors’ sales performance and
inventory levels and strict product return and exchange policy, to prevent channel-stuffing of
our products. However, as our control over distributors is limited, if sales to distributors were
higher than actual market demand, certain distributors may decrease their order volume or
cease to order additional products from us until they eventually sell the stocked products to
end-customers, and as a result, our business and results of operations may be adversely
affected.

Failure to effectively expand our sales and marketing capabilities could harm our ability
to increase the sales of our products and achieve broader market acceptance.

In addition to the sales through our distributors, we sell our products directly to hospitals.
We rely on our sales and marketing team to promote our products and communicate with
hospitals and physicians. They also work closely with our research and development team to
improve our existing products and introduce new products or enhancements by providing
first-hand market trend and customer feedback. The success of our sales and marketing efforts
depends on our ability to attract, motivate and retain qualified employees in our sales and
marketing team who have, among other things, education background and work experience in
the medical device industry. Furthermore, since we expect to commercialize our heart valve
product candidates and launch new occluder product candidates, we expect to hire additional
employees with relevant experience and knowledge to support our sales and marketing efforts.
If we are unable to recruit, develop and retain qualified sales and marketing personnel, or if
our new sales and marketing personnel are unable to achieve desired performance levels in a
reasonable period of time, we may not be able to increase the sales of our products and achieve
broader market acceptance, and our business and results of operations may be negatively
affected.
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Moreover, we promote our products through academic marketing, by establishing
research and clinical collaboration and training relationships with hospitals, physicians and
KOLs. We cannot assure you that we will be able to maintain or strengthen our relationships
with these industry participants, or that our efforts to maintain or strengthen such relationships
will yield increased sales. These industry participants may leave their roles, change their
business or practice focus, choose to no longer cooperate with us or cooperate with our
competitors instead. In addition, we cannot assure you that our academic promotion and
marketing strategy will continue to serve as an effective marketing strategy. Industry
participants may no longer want to collaborate with us or attend our conferences, and our
marketing strategy may no longer be able to yield larger hospital coverage or increased sales
commensurate to our efforts spent. In addition, the hospitals, physicians and KOLs that we
focus on may not continue to have a significant demand for our products or product candidates.
If we are unable to develop new products or generate returns from our relationships with
industry participants as anticipated, or at all, our business, financial condition and results of
operations may be materially and adversely affected.

Further, we historically collaborated together with the Retained Lepu Medical Group to
explore sales and marketing opportunities in overseas markets. As of September 30, 2021, we
had terminated our cooperation with the Retained Lepu Medical Group for the distribution of
our products overseas and entered into distribution agreements with overseas distributors
directly, except for India. See “Connected Transactions — Non-Exempt Continuing Connected
Transactions” and “Business — Sales, Distribution and Marketing — Sales Arrangements” for
details. We have built a specialized sales and marketing team well-versed in foreign trade
involving medical devices to lead our product distribution overseas, and implemented regional
management strategy to further promote overseas distribution. We also intend to continue
integrating our domestic and overseas sales and marketing efforts. However, such integration
process may take longer than expected to achieve the full effect, and our overseas sales could
decline if we fail to integrate overseas sales and marketing activities in an effective and
efficient manner.

We cannot guarantee that we will succeed in expanding our sales network to cover new
hospitals.

We plan to expand our sales network to cover more hospitals to increase our market share
and penetration in the China market to drive future growth. We may seek to expand our sales
network to cover additional hospitals which have limited experience in interventional therapies
involving our occluder products and heart valve product candidates and hospitals in emerging
markets with relatively limited resources. This marketing strategy could require us to
strengthen our sales and marketing efforts, and we may not be able to do so. If we are unable
to expand our sales network effectively, our sales volumes and business prospects could be
materially and adversely affected.
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We derived a majority of our revenue from the sale of CHD occluder products and
occluder related procedural accessories during the Track Record Period, and we expect
to continue to do so in the near future. If we are unable to manufacture or sell newly
launched products or successfully commercialize our various product candidates, or if
demand for these products is reduced, our revenue would significantly decline.

During the Track Record Period, we generated a majority of our revenue from the sale of
CHD occluder products and occluder related procedural accessories. Our occluder related
procedural accessories primarily include delivery systems and snares mainly related to CHD
occluder products. Revenue generated from the sale of CHD occluder products was RMB86.7
million, RMB106.6 million, RMB132.5 million, RMB64.1 million and RMB90.7 million in
2019, 2020, 2021 and the six months ended June 30, 2021 and 2022, respectively, representing
74.5%, 71.9%, 59.5%, 57.8% and 72.7% of our total revenue for the same periods, respectively.
Revenue generated from sales of occluder related procedural accessories was RMB28.9
million, RMB32.0 million, RMB41.6 million, RMB18.4 million and RMB27.1 million in 2019,
2020, 2021 and the six months ended June 30, 2021 and 2022, respectively, representing
24.8%, 21.6%, 18.7%, 16.6% and 21.7% of our revenue in the same periods, respectively.
Among our CHD occluder products, revenue generated from the sale of ASD occluder products
was RMB56.1 million, RMB69.7 million, RMB99.8 million, RMB47.8 million and RMB71.3
million in 2019, 2020, 2021 and the six months ended June 30, 2021 and 2022, representing
48.1%, 47.0%, 44.8%, 43.1% and 57.1% of our revenue for the same periods, respectively. See
“Financial Information — Description of Certain Consolidated Statements of Profit or Loss
Items — Revenue — Major Product.” While we are dedicated to diversifying our product
portfolio, prior to the broad acceptance of our newly launched products and successful
commercialization of our various product candidates, we expect to continue to derive a
majority of our revenue from the sale of our occluder products and occluder related procedural
accessories in the near future. Continued market acceptance and demand for these products are
critical to our revenue. If we are unable to manufacture or sell these products due to
commercial, regulatory, intellectual property or any other reasons, or if demand for these
products is reduced due to the ever-increasing competition or advances in alternative
treatments or products, our revenue would significantly decline.

We are exposed to credit risk in relation to our trade and other receivables.

Our trade receivables consisted of amounts due from our third-party customers or our
related-party customers. Our customers include distributors who on-sell our products to
hospitals and, to a lesser extent, hospitals. We generally do not grant a credit period to our
distributors, including the Retained Lepu Medical Group. Under limited circumstances, we
may grant distributors who have a good track record with us a temporary credit period. As of
December 31, 2019, 2020 and 2021 and June 30, 2022, we had trade receivables of RMB45.3
million, RMB38.3 million, RMB23.9 million and RMB32.9 million, respectively. In 2019,
2020, 2021 and the six months ended June 30, 2022, trade receivables turnover days were 144

days, 122 days, 64 days and 56 days, respectively. See “Financial Information — Discussion
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of Major Balance Sheet Items — Trade Receivables.” We had also recorded other receivables
— net of RMBS8.6 million, RMB10.7 million, RMB1.8 million and RMB18.9 million,
respectively, as of December 31, 2019, 2020 and 2021 and June 30, 2022, representing other
receivables due from third parties and related parties. See ‘“Financial Information —
Discussion of Major Balance Sheet Items — Prepayments and Other Receivables.”

We are exposed to the risks that our customers or other business partners may delay or
even be unable to pay us in accordance with the payment terms included in our agreements in
a timely manner, or at all. Although we closely monitor our outstanding trade and other
receivables, we cannot assure you that we will be able to fully recover the outstanding amounts
in a timely manner, or at all. In addition, as our business continues to scale up, our trade and
other receivables may continue to grow, which may increase our credit risk. Any substantial
delay in or default of payments from our customers and other business partners could
materially and adversely affect our cash flows. Moreover, we could be required to terminate
our relationship with distributors in a manner that will impair the effective distribution of our
products. Any of the foregoing could materially and adversely affect our business, results of

operations and financial condition.

Our failure to honor our obligations in respect of our contract liabilities may lead to our
refund obligation, customer dissatisfaction, or even customer disputes with us, which may
adversely affect our reputation, business, results of operations and financial condition.

Our contract liabilities consisted primarily of customers’ rights to claim for additional
units, volume rebates to customers, and nonrefundable prepayment from customers. We had
contract liabilities of RMB12.2 million, RMB15.3 million, RMB14.8 million and RMB14.4
million as of December 31, 2019, 2020 and 2021 and June 30, 2022, respectively. The volume
rebates are offered to our distributors who outperformed the pre-determined sales levels. The
considerations for products that are used as settlement for our unsatisfied performance
obligations with respect to the aforementioned claims for additional units and volume rebates
have been deferred and accounted for as our contract liabilities. See Note 32 to the
Accountant’s Report in Appendix I to this prospectus. If we fail to honor such obligations, we
may not be able to recognize the related revenue in a timely manner, if at all, which may
adversely affect our business, results of operations and financial condition. The prepayments
from customers are generally not refundable. However, if we fail to honor our obligations in
respect of our contract liabilities, customers may request to cancel their agreements with us or
request a partial or full refund, which may lead to our refund obligation, customer
dissatisfaction or even customer disputes with us. In the event that we are required to refund
some or all of the prepayments from our customers pursuant to the contract provisions, we may
not have the cash or other available resources to fulfill the refund obligation. Even if we are
able to fulfill the refund obligation from available resources (including potentially a portion of
the net proceeds of this Global Offering), we may need to seek additional sources of capital to
fund our operations, which funding may not be available when needed or on acceptable terms,
if at all. If any of the foregoing circumstances occurs, our business, results of operations,
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financial condition and reputation may be materially and adversely affected. Furthermore, in
the future, customers may elect not to prepay us for our products, in which case we would have
to find other sources of funding for our operations, capital expenditures and expansion plans,
which would be costly as compared to the aforementioned cost-free customer prepayment
funding and may not be available when needed or on acceptable terms, if at all.

The growth and success of our business depends on the performance of us and our
distributors in tender processes.

Our future growth and success significantly depend on our ability to successfully market
our products to hospitals. We participate in public tender processes organized by procurement
platforms managed by the government agencies at provincial or municipal level to secure the
right to sell our products to the hospitals in such provinces or municipalities. Our distributors
do not participate in such public tender processes at the provincial or municipal level. In
addition, hospitals may organize public tenders either by themselves or through local
governments. The procedures of public tenders organized by hospitals vary from hospital to
hospital and from region to region, and there could be uncertainties with respect to the timing
of such hospital-organized public tenders. As a result, we primarily depend on experienced
local distributors to assist us during such procedures. However, we may not always be able to
locate a sufficient number of experienced local distributors to sell our products to hospitals.

Furthermore, even if we could locate a sufficient number of experienced distributors, our
bids during the public tender process may not be successful and our products may not be
chosen for a number of reasons, including where:

. our prices are not competitive;

. our products fail to meet the technical or quality requirements imposed by the
hospitals or are less clinically effective than competing products;

. our reputation is adversely affected by unforeseeable events; or

. our service quality or any other aspect of our operation fails to meet the relevant

requirements.

If we fail in the tender process, we may face difficulties in maintaining the existing level
of sales of our products, and we may find it difficult to sell our product candidates upon
commercialization and our revenue may decline, materially adversely affecting our results of

operations and financial condition.
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Our sales depend to a certain extent on the level of insurance reimbursement patients
receive for treatments using our products, especially, whether our products are covered in
the medical insurance scheme.

Our ability to sell our products depends to a certain extent on the availability of
governmental and private health insurance in China and overseas covering treatments using our
products. Practice varied among provinces in the PRC for the reimbursement of interventional
therapies involving our occluder products and heart valve product candidates. As the national
medical insurance reimbursement system in China covers the treatment of CHD, all the
occluder products and the related procedural accessories for the treatment of CHD are eligible
for the medical insurance reimbursement. Accordingly, as of the Latest Practicable Date, our
MemoPart® ASD Occluder I, MemoPart® VSD Occluder I, MemoPart® PDA Occluder I,
MemoPart® interventional delivery system I, MemoPart® Snare I and interventional delivery
system II were eligible for medical insurance reimbursement in all the provinces, autonomous
regions and municipal cities in China. As of the same date, our MemoCarna® ASD Occluder
I, MemoCarna® PDA Occluder III, MemoLefort® LAA Closure Occluder I, MemoCarna®
VSD Occluder III, integrated interventional delivery system for Plug III, delivery system and
interventional delivery system (biodegradable) were subject to medical insurance
reimbursement in certain provinces in China. China has a complex medical insurance system
which is currently undergoing reform. Governmental insurance coverage or the reimbursement
rates in China for treatments using new medical devices such as our products and product
candidates are subject to uncertainty and vary from region to region, as local government
approvals for such coverage must be obtained in each geographic region. In addition, the PRC
government may change, reduce or eliminate the governmental insurance coverage currently
available for treatments using our products. See “Regulatory Overview — PRC Laws and
Regulations Relating to Medical Devices — National Medical Insurance Program.”

We cannot assure you that reimbursement will be available for our products and product
candidates upon commercialization and, if reimbursement is available, what the level of
reimbursement will be. Reimbursement may impact the demand for, or the prices of our
products. Obtaining reimbursement for our products may be particularly difficult because of
the higher prices often associated with newly introduced technologies and medical devices. If
reimbursement is not available or is available only to limited levels, we may not be able to
successfully commercialize the product candidates that we successfully develop.

In the absence of sufficient medical insurance coverage for the use of our products,
patients may choose alternative treatment methods, such as open-chest surgeries and drug
treatment, and hospitals may recommend such alternative treatments, which would reduce
demand for our products and in turn materially and adversely affect our business, results of
operations and financial condition. Moreover, we may need to lower the prices of our products
in order to have them included in the medical insurance reimbursement list, and such price cut
and reimbursement may not necessarily lead to increase in our sales and our results of

operations may be adversely affected.
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Lack of sufficient sophisticated physicians that can perform interventional therapies
involving our occluder products and heart valve product candidates may adversely affect
our business.

Sophisticated physicians that can perform interventional therapies involving our occluder
products and heart valve product candidates play a significant role in our business. We involve
physicians in our product development stage and solicit their feedback, proposals and
suggestions based on their clinical experience. We also rely on influential physicians to endorse
the quality of our products and promote their use among hospitals. Additionally, sales volume
of our products is largely determined by the number of interventional therapies involving our
occluder products and heart valve product candidates performed, and physicians’ performance
is key to ensuring the proper implantation and function of our products in human bodies.
However, interventional therapies are at a relatively early stage of implementation in China,
with qualified physicians primarily employed by Class III hospitals. If the market acceptance
of related procedures and the number of qualified physicians fail to grow as expected, our
research and development efforts and sales of our products could be adversely affected.

Risks Relating to Research and Development

Our future growth depends substantially on the success of our product candidates.

Our ability to generate revenue from our product candidates and improve profitability in
the future substantially depends on our ability to complete the development of our product
candidates, obtain the requisite regulatory approvals and successfully commercialize our
approved products in a timely manner. As of the Latest Practicable Date, we had 30 major
product candidates at various development stages, including our biodegradable occluders and
heart valve product candidates. We have invested a significant portion of our efforts and
financial resources in the development of our existing product candidates. For 2019, 2020,
2021 and the six months ended June 30, 2021 and 2022, our research and development
expenses were RMB25.8 million, RMB39.0 million, RMB41.4 million, RMB16.4 million and
RMB19.6 million, respectively. See “Financial Information — Description of Certain
Consolidated Statements of Profit or Loss Items — Research and Development Expenses.” We
expect to continue to incur substantial and increasing expenses in developing, registering and
commercializing our product candidates. Whether we can generate profit from our research and
development activities depends on the successful commercialization of our product candidates,
which in turn depends on a variety of facts, including but not limited to:

. successful enrollment in, and completion of, clinical trials, as well as completion of
preclinical studies;

. favorable safety and efficacy data from our clinical trials and other studies;

. receipt of regulatory approvals;
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. establishment of commercial manufacturing capabilities, either by building facilities
ourselves or making arrangements with suppliers;

. ability of our CROs to conduct or assist in conducting our clinical trials safely and
efficiently and in accordance with our specified trial protocols;

. performance by any other third party we may retain in a manner that complies with
our protocols and applicable laws and that protects the integrity of the resulting data;

. receipt and maintenance of patent, trade secret and other intellectual property
protection and regulatory exclusivity;

. prevention of infringement, misappropriation or other violation of the patent, trade
secret or other intellectual property rights of third parties;

. required marketing authorizations and commercial sales launch in China and other
targeted markets, if and when approved;

. favorable governmental and private medical reimbursement for our products, if and
when approved;

. appropriate pricing of our product candidates and timely collection of payments;

. competition with other occluder products and heart valve products; and

. continued acceptable safety profile following regulatory approval.

If we do not achieve one or more of these factors in a timely manner or at all, we could
experience significant delays or be unable to obtain approval for our product candidates, and/or
to successfully commercialize our approved products, which would materially harm our
business and we may not be able to generate sufficient revenue and cash flows to continue our
operations.

Clinical development involves lengthy and expensive process with uncertain outcomes.

All of our products and product candidates are classified as Class III medical devices
pursuant to a catalogue issued by the NMPA, which involve the highest degree of associated
risks and therefore are subject to the largest extent of regulatory control to ensure safety and
effectiveness. To obtain product registrations for medical devices of Class III in China, we may
need to conduct, at our own expense, adequate and well-controlled clinical trials to
demonstrate the safety and efficacy of our products.
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Clinical testing is expensive and can take several years to finish, and its outcome is
inherently uncertain. Failures can occur at any stage of the clinical trial process, and clinical
trials or procedures may experience significant setbacks even after earlier trials have shown
promising results. We cannot assure you that these trials or procedures can be completed in a
timely or cost-effective manner or result in commercially viable products. We may experience
numerous unexpected events before and during the clinical trials that could delay or prevent
our ability to receive regulatory approval or commercialize our product candidates, including
but not limited to:

. regulators, institutional review boards or ethics committees may not authorize us or
our clinical trial site investigators to commence a clinical trial or conduct a clinical
trial at a prospective trial site;

. clinical trials of our product candidates may have undesirable side effects, produce
negative or inconclusive results, or other unexpected characteristics, and we may
decide, or regulators may require us, to conduct additional clinical trials, or even
suspend or terminate the product development programs;

. the initial or interim results of clinical trials may not be predictive of the final
clinical trial results and may be subject to adjustments;

. the number of patients required for clinical trials of our product candidates may be
larger than anticipated;

. we may not be able to reach agreements on acceptable terms with prospective CROs,
which can be subject to extensive negotiation and may vary significantly among
different CROs;

. our third-party contractors may fail to comply with regulatory requirements or meet
their contractual obligations to us in a timely manner, or at all;

. we might have to delay, suspend or terminate clinical trials of our product candidates
for various reasons, many of which are beyond our control, including a finding of
lack of clinical response or other unexpected characteristics, a finding that
participants are being exposed to unacceptable health risks such as the outbreak of
COVID-19;

. regulators or ethics committees may require that we or our investigators suspend or
terminate clinical research or not rely on the results of clinical research for various
reasons, including non-compliance with regulatory requirements;

. the cost of clinical trials of our product candidates may be greater than we
anticipate; and

. the supply or quality of our product candidates or other materials necessary to
conduct clinical trials of our product candidates may be insufficient or the quality
may be inadequate.
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In addition, changes in regulatory requirements and guidance may also occur, and we may
need to amend clinical trial protocols submitted to applicable regulatory authorities to reflect
these changes. Amendments may require us to resubmit clinical trial protocols to ethics
committees for re-examination, which may impact the costs, timing or successful completion
of a clinical trial. Any delay in completing our clinical trials will increase our costs, slow down
our product candidate development and approval process, and jeopardize our ability to
commence product sales and generate related revenue for that candidate. Any of these
occurrences may materially and adversely affect our business, results of operations, financial
condition and prospects.

If clinical trials of our product candidates fail to demonstrate safety and efficacy to the
satisfaction of regulatory authorities or do not otherwise produce positive results in a
timely manner or at all, we may incur additional costs or experience delays in completing,
or ultimately be unable to complete, the development and commercialization of our
product candidates.

The results of preclinical studies and feasibility clinical trial of our product candidates
may not be predictive of the results of confirmatory clinical trial. Product candidates in
confirmatory clinical trials may fail to show the desired safety and efficacy traits despite
having progressed through preclinical studies and/or feasibility clinical trials. In some
instances, there can be significant variability in safety and/or efficacy results between different
trials of the same product candidate due to numerous factors, including changes in trial
procedures set forth in the protocols, and differences in physical conditions of the patient
population. We cannot assure that future clinical trial results of our product candidates can lead
to favorable results. Even if our future clinical trial results show favorable efficacy, there is a
possibility that certain of our product candidates may not suit the conditions of certain patients,
and severe adverse events and complications may occur for some patients after the procedure.

If we are required by competent government authorities, such as the NMPA, to conduct
additional clinical trials or other testing of our product candidates beyond those that we
currently contemplate, if we are unable to successfully complete clinical trials of our product
candidates or other testing, or if the results of these trials or tests are not positive or are only
modestly positive or if they raise safety concerns, we may:

. be subject to substantial liabilities;

. be delayed in obtaining regulatory approval for our product candidates, or not be
able to obtain regulatory approval at all;

. obtain approval for indications that are not as broad as intended, with additional
pre-requisites;

. have the product removed from the market after obtaining regulatory approval;
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. be subject to additional post-market study and testing requirements;
. be subject to restrictions on how the product is distributed or used;
. be unable to obtain reimbursement for use of the product; or

. be inferior to products of competitors when being selected by physicians and
hospitals.

Any of such events could materially and adversely affect our ability to commercialize the
subject product candidates.

We rely on the Entrustment Arrangements to exercise control over the Entrusted
Products. Ineffective implementation of the Entrustment Arrangements due to factors
beyond our control may adversely affect our business and results of operations.

As part of the Reorganization, we entered into an asset transfer agreement with Lepu
Medical in January 2021 whereby the interventional heart valve business of Lepu Medical was
injected into our Group to solidify our position as the sole platform under Lepu Medical Group
focusing on interventional medical devices primarily targeting structural heart diseases. Among
the product candidates under the injected interventional heart valve business, the key research
and development work including type inspections and animal tests of certain heart valve
product candidates (i.e., the Entrusted Products) had been conducted under the name of Lepu
Medical prior to the business injection. Taking into account the Entrusted Products Regulatory
Restrictions and for the purpose of maintaining a clear business delineation between our Group
and the Retained Lepu Medical Group in interventional heart valve business subsequent to the
business injection, we have entered into the Entrustment Arrangements with Lepu Medical as
detailed in “Business — Our Products — Heart Valve Product Candidates — Entrusted
Products.”

The Entrustment Arrangements were devised for us to gain control of the Entrusted
Products to the greatest extent possible under the prevailing regulatory framework and
restrictions. On March 11, 2022, the NMPA amended the Catalogue of Medical Device
Prohibited from Entrusted Production ( (Z%1FZEFtA: & BBAHME ) ) (the “Prohibited
Catalogue”). According to the Prohibited Catalogue, which became executive on May 1, 2022,
Lepu Medical as the medical device registrant would be prohibited from authorizing us to
manufacture TAVR system and TMVCRS and they would conduct the manufacturing of such
products pursuant to the Entrustment Arrangements. Nevertheless, as Lepu Medical has
irrevocably and exclusively authorized us to carry out commercialization and sales activities
for each of the Entrusted Products, our interests under the Entrustment Arrangements would
not be materially and adversely affected as a result of the Prohibited Catalogue. However, the
interpretation and implementation of the prevailing laws and regulations are subject to

discretion of government authorities and involve uncertainties which may not be favorable to
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us, and we cannot assure you that there will not be any unfavorable regulations promulgated
in the future which may lead to stricter or additional regulatory restrictions applicable to the
Entrusted Products as compared to the currently prevailing Entrusted Products Regulatory
Restrictions. As a result, we may have to renegotiate with Lepu Medical or we may be
prevented from exerting effective control over the Entrusted Products. Furthermore, Lepu
Medical, being one of our Controlling Shareholders, has substantial influence over us and
conflicts of interest may arise between Lepu Medical and us as further elaborated in “— Risks
Relating to Our Operations — Our Controlling Shareholders may have substantial influence
over our Company and their interests may not be aligned with the interests of our other
Shareholders.” There can be no assurance that we will be able to maintain a cooperative
relationship with Lepu Medical in effecting the Entrustment Arrangements pursuant to the
terms of the asset transfer agreement in the future. Any such ineffective implementation of the
Entrustment Arrangements due to factors beyond our control could result in additional costs
and diversion of our management’s attention and resources, thereby adversely affecting our
business and results of operations.

We rely on third parties to conduct certain aspects of our clinical trials. If these third
parties do not successfully carry out their contractual duties or meet expected deadlines,
we may not be able to successfully register our product candidates and our business could
be substantially harmed.

As a common practice in our industry, we have engaged and plan to continue to engage
third parties, including leading academic institutions, hospitals, clinics, experienced
physicians, and/or CROs, to assist us in designing, implementing and monitoring our
pre-clinical research and conducting clinical trials. If we are unable to maintain or enter into
agreements with these third parties on favorable terms to us, or if any such engagement with
us is terminated, we may be unable to enroll patients on a timely basis or otherwise conduct
our trials in the manner we anticipate, and the development of our product candidates covered
by such agreements could be substantially delayed.

In addition, our reliance on third parties would cause us to have less control over the
quality, timing and cost of our pre-clinical research and clinical trials than if we conducted
these procedures entirely by ourselves. We cannot guarantee that these third parties would
devote adequate time and resources to our studies or perform as required under their
contractual obligations, adhere to our protocols, act in accordance with regulatory
requirements, meet expected deadlines, or timely transfer to us any regulatory information. If
such third parties with which we contract for pre-clinical research and clinical trials perform
in a sub-standard manner or in a manner that compromises the quality and/or accuracy of their
activities and/or the data they obtain, the pre-clinical research and clinical trials of our product
candidates may be extended, delayed or terminated, our data generated from such studies may
be rejected by applicable regulatory authorities, and the costs in developing relevant product
candidates may be increased. As a result, we may be unable to develop and successfully
commercialize our product candidates as anticipated, which would have a material adverse
effect on our business and prospects.
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If we encounter difficulties or delays in enrolling patients in our clinical trials, our clinical
development activities could be delayed or otherwise adversely affected.

The timely completion of clinical trials in line with their respective protocols depends on,
among other things, our ability to enroll a sufficient number of patients who remain in the trial
until its conclusion. We may experience difficulties in patient enrollment in our clinical trials
for a variety of reasons, including the size and nature of the patient population, the patient
eligibility criteria defined in the protocols, the size of the study population required for
analysis of the trial’s primary endpoints, the accessibility of trial sites for the patients, the
design of the trial, our ability to recruit clinical trial site investigators with competence and
relevant experience, the patients’ perceptions as to the potential advantages and side effects of
the product candidates being studied in relation to other available products, product candidates
or therapies, and the risk that patients enrolled in clinical trials may drop out or fail to return
for post-treatment follow-ups at a higher rate than anticipated.

Our clinical trials will likely compete with other clinical trials for product candidates that
are in the same therapeutic areas as our product candidates. This competition will reduce the
number and types of patients available to us, as some patients who might have opted to enroll
in our trials may instead opt to enroll in a trial being conducted by one of our competitors.
Because the number of qualified clinical investigators and clinical trial sites is limited, we
expect to conduct some of our clinical trials at the same clinical trial sites that some of our
competitors use, which will reduce the number of patients who are available for our clinical
trials at such clinical trial sites. Even if we are able to enroll a sufficient number of patients
in our clinical trials, delays in patient enrollment may result in increased costs or may affect
the timing or outcome of the planned clinical trials, which could prevent completion of these
trials and adversely affect our ability to advance the development and timely
commercialization of our product candidates. If we experience delays in the completion of, or
even termination of, any clinical trial of our product candidates, our ability to obtain requisite
regulatory approvals and then commercialize our products will be delayed. In addition, any
delay in completing our clinical trials will increase our costs, slow down our development and
approval process for our product candidates and jeopardize our ability to commence product
sales and generate revenue. Any of these occurrences may have a material adverse effect our
business, results of operations, financial condition and prospects.

We may not be able to develop new products that are competitive in the market, or in a
timely manner or at all.

The interventional medical device market targeting structural heart diseases is
competitive in China. Our success depends on our ability to anticipate industry trends and
continuously identify, develop and market in a timely manner new and advanced products that
meet the demand of our customers. We expect the markets for occluder products and heart
valve products to evolve towards newer and more advanced products, some of which we do not
currently produce. Developing new products in a timely manner can be difficult, particularly
because product designs can change with market conditions and hospitals’ and physicians’
preferences. Our research and development efforts may not lead to new products that will be
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commercially successful. We may also experience delays or be unsuccessful in any stage of
product development, manufacturing, clinical trials, product registration, marketing or pricing.
Even if we are able to launch new products, it takes time for the new products to gain market
acceptance. We may not be able to successfully market our new products or our end customers
may not be receptive to our new products.

The success of any of our new product offerings will depend on several factors, including

our ability to:
. properly identify and anticipate industry trends and market demand;
. complete product development process successfully in a timely manner;
. optimize our manufacturing and procurement processes to predict and control costs;
. manufacture and deliver new products in a timely manner;
. minimize the time and costs required to obtain required regulatory approvals;

. anticipate and compete effectively with other medical device developers,

manufacturers and marketers;
. price our new products at both competitive and commercially justifiable levels; and
. increase end-customer awareness and acceptance of our new products.

If we are not successful in producing or selling our new products to meet market demand,
or if there is insufficient demand for our new products once they are introduced to the market,
our business, results of operations, financial condition and prospects could be materially and
adversely affected.

We may not be successful in developing, enhancing or adapting to new technologies and
methodologies.

We must keep pace with new technologies and methodologies to maintain our competitive
position. We must continue to invest significant amounts of human and capital resources to
develop or acquire technologies that will allow us to enhance the scope and quality of our
clinical trials. We intend to continue to enhance our technical capabilities in research,
development and manufacturing, which are capital- and time-intensive. We cannot assure you
that we will be able to develop, enhance or adapt to new technologies and methodologies,
successfully identify new technological opportunities, develop and bring new or enhanced
products to market, obtain sufficient or any patent or other intellectual property protection for
such new or enhanced products, or obtain the necessary regulatory approvals in a timely and
cost-effective manner, or, if such products are introduced, that those products will achieve

market acceptance. Any failure to do so could harm our business and prospects.
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Risks Relating to Manufacture and Supply

The manufacturing of our products is highly complex and subject to strict quality
controls. Our business could be materially and adversely affected if our products and
product candidates are not produced in compliance with all the applicable quality
standards.

The manufacturing of our products is highly complex and subject to strict quality
controls. In addition, quality is extremely important in our industry due to the serious and
costly consequences of a product failure. We have established a comprehensive set quality
control and assurance procedures in order to prevent quality issues with respect to our products
and operation process. See “Business — Quality Control.” Despite our quality control
procedures, we cannot eliminate the risk of product defects or failures. Problems can arise
during the manufacturing process for a number of reasons, including equipment malfunction,
failure to follow protocols and procedures, defects or other issues in raw materials, or human
errors. If problems arise during the production of a batch of product, that batch of product may
have to be discarded and we may experience product shortages or incur added expenses. This
could, among other things, lead to increased costs, damages to customer relationship, time and
expense spent investigating the cause and, depending on the cause, similar losses with respect
to other batches or products. If problems are not discovered before the product is released to

the market, recall and product liability costs may also be incurred.

Furthermore, if contaminants are discovered in our supply of our products or product
candidates or in the production facilities, such production facilities may need to be closed for
an extended period of time to investigate and remedy the contamination. Stability failures and
other issues relating to the manufacturing of our products or product candidates could occur in
the future. Although closely managed, disruptions can occur during implementation of new
equipment and systems to replace aging equipment, as well as during production line transfers
and expansions. In addition, as we expand into new markets, we may face unanticipated surges
in demands for our products which could strain our production capacity.

If any of the foregoing arises or if we otherwise fail to meet our internal quality standards
or those of the NMPA or other applicable regulatory bodies, which include detailed
record-keeping requirements, we could become subject to safety alerts, product recalls, license
revocation, regulatory fines, product liability claims or other negative effects, which could
materially and adversely affect our reputation, business and results of operations.
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We primarily rely on our production facilities in Shanghai to manufacture our products
and product candidates. Any disruption to the operation of our production facilities could
materially adversely affect our business, results of operations and financial condition.

We manufacture our products and product candidates primarily at our production facilities
located in Shanghai. Our facilities may be harmed or rendered inoperable by physical damage
from fires, floods, earthquakes, typhoons, power outages, mechanical breakdowns,
telecommunications failures, loss of licenses, certifications and permits, changes in
governmental planning for the land underlying the facility, and regulatory changes, many of
which are beyond our control. Any substantial interruption in manufacturing operations at our
production facilities could result in our inability to satisfy the demands of sales and distribution
as to our products and of our clinical trials as to our product candidates, or even lead to our
failure to fulfill contractual obligations, which could in turn materially and adversely affected
our business, results of operations and financial condition.

Advances in manufacturing techniques may render our facility and equipment inadequate
or obsolete, and therefore we may also need to develop advanced manufacturing techniques and
process controls in order to fully utilize our facilities. If we are unable to do so, if the process
to do so is delayed, or if the cost of this scale-up is not economically feasible for us, we may
not be able to supply our products in a sufficient quantity to meet future demand, which would

limit our development and commercialization activities and our opportunities for growth.

We rely on a limited number of suppliers, and may not be able to secure a stable supply
of qualified raw materials at all times or at all.

Principal raw materials for our products are nitinol materials, animal source materials,
polymer materials, and sheathes and other metal components. We only procure raw materials
from select suppliers that can satisfy our technical specifications and regulatory compliance
requirements to ensure the consistently high quality and performance of our products. In order
to acquire raw materials in high quality, we currently rely on a limited number of select
third-party suppliers to supply raw materials used in our research, development and
manufacturing. Although we believe that we have stable and long-term relationship with our
existing suppliers and we have maintained a list of qualified suppliers, we cannot assure you
that we will be able to secure a stable supply of qualified raw materials at all times going
forward. Further, the custom clearance procedures for importing raw materials could be lengthy
and thus could adversely affect the timely supply of such raw materials. If any of these
suppliers loses its qualification or eligibility for a variety of reasons including its failure to
comply with regulatory requirements, or if we encounter lengthy custom clearance procedures
to import certain of our raw materials, we may experience delays in the supply of our raw
materials and interruption in our manufacturing process.
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General economic conditions could also adversely affect the financial viability of our
suppliers, resulting in their inability to provide raw materials used in our manufacturing
process. In addition, some of our suppliers are located outside China, and therefore trade or
regulatory embargoes imposed by foreign countries or China, especially in light of recent
international trade disputes between China and the United States, could result in delays or
shortages of our raw materials sourced overseas. See “— Risks Relating to Our Operations —
Changes in international trade policies and trade barriers, or the escalation of trade tensions,
may have an adverse effect on our business.” If we are unable to identify alternative suppliers
or raw materials and secure approval for their use in a timely manner, our business could be
materially and adversely affected.

An increase in the market price of our raw materials and components may adversely
affect our profitability.

Our production process requires substantial amounts of raw materials and components.
We are exposed to risks associated with fluctuations in prices and availability of raw materials.
Significant fluctuations in raw material and component prices and availability could disrupt our
operations and have a negative impact on our gross margin. During the Track Record Period,
the supply of principal raw materials used in our product activities was generally available and
sufficient for our demand, and their prices from our suppliers were generally stable. However,
we cannot assure you that this will continue to be the case in the future. The prices of raw
materials may be affected by a number of factors, including market supply and demand, the
PRC or international environmental and regulatory requirements, duties and tariffs, natural
disasters, disease outbreaks and general economic conditions. A significant increase in the
costs of raw materials may increase our cost of sales and negatively affect our profit margins
and, more generally, our business, results of operation, financial conditions and prospects.

Failure to manage our inventory effectively would materially and adversely affect our
results of operations, financial condition and cash flows.

Our inventory consists of raw materials, and work-in-progress and finished goods. To
operate our business successfully and meet our customers’ demands and expectations, we must
manage our inventory effectively to ensure immediate delivery when required. We regularly
monitor our inventory to ensure timely supply and reduce the risk of overstocking. We maintain
our inventory levels based on our internal forecasts which are inherently uncertain. As of
December 31, 2019, 2020 and 2021 and June 30, 2022, we had inventories of RMBI11.1
million, RMB23.3 million, RMB33.4 million and RMB40.3 million, respectively. In 2019,
2020, 2021 and the six months ended June 30, 2022, our inventory turnover days were 277
days, 414 days, 413 days and 435 days, respectively. See “Financial Information — Discussion
of Major Balance Sheet Items — Inventories.” We may be exposed to increased inventory risks
due to accumulated excess inventory of our products or raw materials, some of which are
subject to expiration. Excess inventory levels may increase our inventory holding costs,
obsolescence risks or potential impairment loss. On the other hand, if our forecasted demand
is lower than actual level, we may not be able to maintain an adequate inventory level of our
products or manufacture our products in a timely manner, and may lose sales and market share
to our competitors.
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Furthermore, as we will not be able to recoup our cash paid for raw materials during the
production process until the finished products are sold to customers and the purchase price is
settled, our business is subject to significant working capital requirements given the high
inventory level and inventory turnover days. If our inventory level increases substantially in
the future, our financial condition and cash flows could be materially and adversely affected.

If we fail to implement our expansion plan as planned, or our expansion plan fails to
achieve expected benefits, our business and prospects could be materially and adversely
affected.

We plan to enhance the production capacity for our marketed products. We also intend to
install several new product lines, including production lines for biodegradable occluder
product and product candidates and heart valve product candidates. See “Business — Growth
Strategies — Expand our production capabilities to support future growth.” However, we
cannot assure you that our expansion plan will be successfully implemented without delays or
at all. Our ability to successfully implement our expansion plan is subject to a number of
factors. New manufacturing facilities may require prior review by regulatory authorities and/or
approval of the manufacturing process and procedures in accordance with applicable
requirements. This review may be costly and time-consuming and could delay or halt the
launch of our products. The new facilities will also be subject to pre-approval inspection. In
addition, we have to demonstrate that the products made at the new facilities are equivalent to
or not worse than the products made at the former facilities by verification methods, which are
costly and time consuming. Regulatory authorities may also require clinical testing as a way
to prove equivalency, which would result in additional costs and delays. In addition, we may
not be able to timely recruit sufficient qualified staff to support the increase in production
capacity.

Any failure or delay in implementing any part of our expansion plan may result in a lack
of production capacity to support our growth and market expansion, which in turn could
adversely affect our business, results of operations and financial condition. Moreover, our
plans to increase our production capacity require significant capital investment, and the actual
costs of our expansion plan may exceed our original estimates, which could materially and
adversely affect the realization of expected return on our expenditures. In addition, if we fail
to fully utilize the additional production capacity due to any adverse change to the market
environment, technologies, relevant policies during the implementation of projects, our
business, results of operations and financial condition could be materially and adversely
affected.
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Risks Relating to Extensive Government Regulations

The research, development and commercialization of our products are heavily regulated
in all material aspects.

All jurisdictions in which we conduct our research, development and commercialization
activities regulate these activities in great depth and details. We intend to focus our activities
in the major markets of China, the European Union and the United States. These geopolitical
areas all have comprehensive regulation on medical devices, and in doing so they employ
broadly similar regulatory strategies, including regulation of product development, approval,
manufacturing, sales and marketing and distribution of medical devices. However, there are
differences in the regulatory regimes in different regions, which make regulatory compliance

more complex and costly for companies like us that plan to operate in each of these regions.

The process of obtaining regulatory approvals under and compliance with appropriate
laws and regulations require substantial time and financial resources. Failure to comply with
the applicable requirements at any time during the product development process, approval
process, or after approval, may subject an applicant to administrative or judicial sanctions.
These sanctions could include a regulator’s refusal to approve pending applications,
withdrawal of an approval, license revocation, clinical holds, voluntary or mandatory product
recalls, product seizures, total or partial suspension of production or distribution, injunctions,
fines, refusals of government contracts, restitution, disgorgement or civil or criminal penalties,
all of which could have a material adverse effect on our business, results of operations,

financial condition and prospects.

We may be unable to obtain, maintain or renew the regulatory filings and registration
certificates required to commercialize our products in a timely manner, or at all.

We are required to complete regulatory filings or obtain registration certificates for our
products from the NMPA or its local regulatory branches or from the competent regulatory
authorities in other jurisdictions where we sell our products. In China, medical devices are
classified into Class I, Class II and Class III depending on the degree of risk associated with
each medical device and the extent of control needed to ensure safety and effectiveness. All of
our products and product candidates are or are designed to be Class III medical devices, which
are subject to the most strict registration requirements among all classes. According to
applicable regulations, Class III medical devices shall be examined by the NMPA, which will
issue registration certificates upon approval. In order to obtain such registration certificates,
Class III medical devices are required to undergo clinical trials, unless they are exempted from
clinical trials under the Catalogues of Medical Device Exempted from Clinical Trials
promulgated by the NMPA from time to time. See “Regulatory Overview — PRC Laws and
Regulations Relating to Medical Devices — Registration and Fillings of Medical Device

2 113

Products.” For risks relating to clinical trials, see “— Risks Relating to Research and
Development — Clinical development involves lengthy and expensive process with uncertain
outcomes.” The registration process can be lengthy, costly and unpredictable. Our product

candidates could fail to obtain regulatory approval for numerous reasons, including:
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. failure to begin or complete clinical trials;

. failure to demonstrate that a product candidate is safe and effective;

. failure to conduct a clinical trial in accordance with regulatory requirements or our
clinical trial protocols;

. failure of clinical trial results to meet the level of statistical significance required for
approval;

. encountering of data integrity issues related to our clinical trials;

. disagreement by any regulatory authority with our interpretation of data from
pre-clinical studies or clinical trials;

. finding of deficiencies related to the manufacturing processes or facilities from
regulatory authorities;

. changes in approval policies or regulations that render our pre-clinical and clinical
data insufficient for approval or require us to amend our clinical trial protocols;

o regulatory requests for additional analyses, reports, data, non-clinical studies and
clinical trials, or questions regarding interpretations of data and results; and

. emergence of new information regarding our product candidates.

In addition, the time required to obtain approval from the regulatory authorities is
unpredictable but typically takes years following the commencement of pre-clinical studies and
clinical trials and depends upon numerous factors, including the substantial discretion of the
regulatory authorities. As of the Latest Practicable Date, two of our product candidates were
undergoing regulatory approval process in China. It is possible that none of our existing
product candidates or any product candidate we may discover, in-license or acquire and seek
to develop in the future will ever obtain such approval.

Furthermore, regulatory authorities outside of China also have requirements for approval
of medical devices for commercial sale with which we must comply prior to marketing in those
areas. Regulatory requirements can vary widely from country to country and could delay or
prevent the introduction of our products and product candidates. Clinical trials conducted in
one country may not be accepted by regulatory authorities in other countries, and obtaining
regulatory approval in one country does not mean that regulatory approval will be obtained in
any other country. Approval processes vary among countries and can involve additional
product testing and validation and additional administrative review periods. Seeking foreign
regulatory approval could require additional non-clinical studies or clinical trials, which could
be costly and time consuming. The foreign regulatory approval process may include all of the
risks associated with obtaining NMPA approval. For these reasons, we may not obtain foreign
regulatory approvals on a timely basis, if at all.
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Moreover, registration certificates for medical devices in China are valid for five years
and must be renewed by filing renewal applications with the NMPA or its local branches six
months prior to the expiration date. In addition, CE Marks are also generally valid for five
years and must be renewed by filing renewal applications with relevant CE notified bodies for
conformity assessment. As of the Latest Practicable Date, we had obtained a total of 14 NMPA
registration certificates for Class III medical devices and valid CE Marks for nine of our
products. The renewal process with the NMPA normally takes two to five months, while the CE
Mark renewal process generally takes one to two years. When deciding whether or not to grant
renewal, the NMPA or its local branches usually focuses on, among other things, whether the
product conforms to latest applicable standards or quality requirements. If the NMPA or its
local branches decide not to grant the renewal of our registration certificates, we will not be
able to continue to manufacture and sell the relevant products, which would have a material
and adverse effect on our business, financial condition and results of operations. Furthermore,
our existing CE Marks were granted in April 2021 pursuant to the Medical Device Directive
of the European Union (the “MDD”) and valid through May 2024 in accordance with the
transition period permitted under the new Medical Device Regulation of the European Union
(the “MDR”). We plan to make MDR applications going forward to renew existing, or apply
for new, CE Marks. Compared with the MDD, the MDR has elevated the standards on quality
and safety measures and imposed additional continuous compliance requirements on medical
device providers. If we fail to renew or obtain CE Marks under the new MDR standards, our
overseas product sales would be materially and adversely affected.

We may not be able to obtain, maintain or renew all the permits, licenses and certificates
required for our business and operations.

We are required to obtain, maintain and renew various permits, licenses and certificates
to develop, produce, promote and sell our products in China or export our products outside of
China, including but not limited to the Medical Device Registration Certificate (& Be#s it it
#), the Medical Device Production Permit (BEEFEZRMAEFFrI7¥), the Medical Device
Operation Permit (#5488 71 7] &) and the Medical Device Export Certificate (B85 #s i
7 it 1855 75 B). We are also required to obtain requisite licenses, approvals and certificates
to sell our products in relevant overseas jurisdictions. For details, see “Regulatory Overview
— PRC Laws and Regulations Relating to Medical Devices” and “Business — Licenses,
Permits and Approvals.”

Such permits, licenses and certificates are subject to periodic reviews and renewals by the
relevant government authorities, and the standards of such reviews and renewals may change
from time to time. We cannot assure you that the relevant authorities will approve our renewal
applications in the future. Any failure by us to obtain the necessary permits, licenses and
certificates, or procure such renewals and otherwise maintain all the licenses, permits and
certificates required for our business at any time could disrupt our business, which could have
a material adverse effect on our business, results of operations and financial condition. In
addition, the regulatory framework for the medical device industry in China has undergone
significant changes, including, with respect to quality control, supply, pricing and tender
process for medical devices. We cannot predict the likelihood, nature or extent of regulatory
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changes that may arise from existing or future legislation in China. If, as a result of any change
in the interpretation of existing laws and regulations or the promulgation and implementation
of new laws and regulations, we are required to obtain additional permits, licenses or
certificates for our operations involving our products and product candidates, we cannot assure
you that we will be successful in obtaining these permits, licenses or certificates in a timely
manner, or at all. Such changes may also result in increased compliance costs, prevent our
successful development, manufacture or commercialization of products in China, or adversely
affect our ability to export our products overseas which would adversely affect our business,
financial condition and results of operations.

We may not be able to comply with ongoing regulatory obligations which may result in
withdrawal of approvals for our products.

Our products and any additional product candidate that are approved by the regulators are
and will be subject to ongoing regulatory requirements with respect to manufacturing, labeling,
packaging storage, advertising, promotion, sampling, record-keeping, post-market studies,
submission of safety, efficacy, and other post-market information, and other requirements of
regulatory authorities in China and other applicable jurisdictions where the products are
approved. For example, manufacturers and manufacturers’ facilities are required to comply
with extensive regulatory requirements from the NMPA and/or other comparable authorities.
As such, we are and will be subject to continual review and inspections by the regulators in
order to assess our compliance with applicable laws and requirements and adherence to
commitments we made in any application materials with the NMPA or other authorities.
Further, the regulatory approvals for our products and any approval that we expect to receive
for our product candidates are and may be subject to limitations on the indicated uses for which
our product may be marketed. Products may be promoted only for their approved indications
and for use in accordance with the provisions of the approved label. The approvals we obtain
may also be subject to other conditions which may require potentially costly post-market
testing and surveillance to monitor the safety and efficacy of our products or product
candidates upon commercialization. Such limitations and conditions could adversely affect the
commercial potential of our products and product candidates.

The NMPA or comparable regulatory authorities may seek to impose a consent decree or
withdraw marketing approval if we fail to maintain compliance with these ongoing regulatory
requirements or if problems occur after the product reaches the market. Later discovery of
previously unknown problems with our products or product candidates including adverse
events of unanticipated severity or frequency, or with our manufacturing processes, or failure
to comply with regulatory requirements, may result in revisions to the approved labeling or
requirements to add new safety information, imposition of post-market studies or clinical
studies to assess new safety risks, or imposition of distribution restrictions or other restrictions
under a risk evaluation and mitigation program. Other potential consequences include, among
other things:

. restrictions on the marketing or manufacturing of our products, withdrawal of the
relevant products from the market, or voluntary or mandatory product recalls;
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. fines, warning letters, or holds on clinical trials;

. refusal by the NMPA or comparable regulatory authorities to approve pending
applications or supplements to approved applications filed by us, suspension or
revocation of license approvals or withdrawal of approvals;

. product seizure or detention, or refusal to permit the import or export of our
products and product candidates; and/or

. injunctions or the imposition of civil or criminal penalties.

We cannot predict the likelihood, nature or extent of governmental policies or regulations
that may arise from future legislation or administrative actions in China or overseas, where the
regulatory environment is constantly evolving. If we are slow or unable to adapt to changes in
existing requirements or the adoption of new requirements, or if we are unable to maintain
regulatory compliance, we may lose any regulatory approval that we have obtained, which
could materially and adversely affect our business and prospects.

We may be subject, directly or indirectly, to applicable anti-kickback laws, false claims
laws, physician payment transparency laws, fraud and abuse laws or similar healthcare
and security laws and regulations in China and other jurisdictions, which could expose us
to criminal sanctions, civil penalties, contractual damages, reputational harm and
diminished profits and future earnings.

Hospitals and physicians play a primary role in the recommendation and prescription of
any product for which we obtain regulatory approval. Our operations are subject to various
applicable anti-kickback laws, false claims laws, physician payment transparency laws, fraud
and abuse laws or similar healthcare and security laws and regulations in China, including,
without limitation, the Criminal Law of the PRC, the Regulations on the Supervision and
Administration of Medical Devices ( (BB EE & M) ) and the Administrative
Measures for the Registration and Filing of Medical Devices ( Bt bkt ik B 584 2LHF
%) ). These laws may impact, among other things, our proposed sales and marketing
programs. Violations of fraud and abuse laws may be punishable by criminal and/or civil
sanctions, including penalties, fines and/or exclusion or suspension from governmental

healthcare programs and debarment from contracting with the PRC government.

Neither the PRC government nor the PRC courts have provided definitive guidance on the
applicability of fraud and abuse laws to our business. Law enforcement authorities are
increasingly focused on enforcing these laws, and some of our practices may be challenged
under these laws. Efforts to ensure that our business arrangements with third parties comply
with applicable healthcare laws and regulations will involve substantial costs. Governmental
authorities could conclude that our business practices may not comply with current or future
statutes, regulations or case law involving applicable fraud and abuse or other healthcare laws
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and regulations. If any such action is instituted against us, and we are not successful in
defending ourselves or asserting our rights, those actions could have a significant impact on
our business, including the imposition of civil, criminal and administrative penalties, damages,
disgorgement, monetary fines, possible exclusion from participation in governmental
healthcare programs, contractual damages, reputational harm, diminished profits and future
earnings, and curtailment of our operations, any of which could adversely affect our business
and our results of operations. In addition, we are subject to equivalents of each of the
healthcare laws described above in other jurisdictions, among others, some of which may be
broader in scope and may apply to healthcare services reimbursed by any source, not just
governmental payors, including private insurers. There are ambiguities as to what is required
to comply with these requirements, and if we fail to comply with an applicable law

requirement, we could be subject to penalties.

If any of the physicians or other providers or entities with whom we do business are found
to be not in compliance with applicable laws, they may be subject to criminal, civil or
administrative sanctions, including exclusions from government funded healthcare programs,

which may also adversely affect our business.

If we fail to comply with applicable anti-bribery laws, our reputation may be harmed and
we could be subject to penalties and significant expenses that have a material adverse
effect on our business, results of operations and financial condition. We may be unable to
detect, deter and prevent all instances of fraud or other misconduct committed by our
employees or other third parties.

If we fail to comply with applicable anti-bribery laws, our reputation may be harmed and
we could be subject to penalties and significant expenses that have a material adverse effect
on our business, results of operations and financial condition. We are subject to the anti-bribery
laws of various jurisdictions, particularly in China, that generally prohibits companies and their
intermediaries from making payments to government officials for the purpose of obtaining or
retaining business or securing any other improper advantage. Although we have policies and
procedures designed to ensure that we, our employees and our agents comply with anti-bribery
laws, such as related onboard and on-going training sessions, we cannot assure you that such
policies or procedures will prevent our agents, employees and intermediaries from engaging in
bribery activities we acquire. Failure to comply with anti-bribery laws could disrupt our
business and lead to severe criminal and civil penalties, including imprisonment, criminal and
civil fines, loss of our export licenses, suspension of our ability to do business with the
government, denial of government reimbursement for our products and/or exclusion from
participation in government healthcare programs. Other remedial measures could include
further changes or enhancements to our procedures, policies, and controls and potential
personnel changes and/or disciplinary actions, any of which could have a material adverse
effect on our business, results of operations, financial condition and liquidity. We could also

be adversely affected by any allegation that we violate such laws.
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We may be exposed to fraud, bribery or other misconduct committed by our employees
or third parties that could subject us to financial losses and sanctions imposed by governmental
authorities, which may adversely affect our reputation. During the Track Record Period and up
to the Latest Practicable Date, we were not aware of any instance of fraud, bribery, and other
misconduct involving employees and other third parties that had any material and adverse
impact on our business and results of operations. However, we cannot assure you that there will
not be any such instance in future. Although we consider our internal control policies and
procedures to be adequate, we may be unable to prevent, detect or deter all such instances of
misconduct. Any such misconduct committed against our interests, which may include past acts
that have gone undetected or future acts, may have a material adverse effect on our business
and results of operations.

We are subject to stringent privacy laws, information security policies and contractual
obligations related to data privacy and security, and we may be exposed to risks relating
to our management of the medical data of subjects enrolled in our clinical trials and other
personal or sensitive information.

We receive, collect, generate, store, process, transmit and maintain medical data treatment
records and other personal details of the patients enrolled in our clinical trials and
post-commercialization clinical trials, along with other personal or sensitive information. As
such, we are subject to the relevant local, national and international data protection and privacy
laws, directives regulations and standards that apply to the collection, use, retention,
protection, disclosure, transfer and other processing of personal data in the various
jurisdictions in which we operate and conduct our clinical trials, as well as contractual
obligations. These data protection and privacy law regimes continue to evolve and may result
in ever-increasing public scrutiny and escalating levels of enforcement and sanctions and
increased costs of compliance. Failure to comply with any of these laws could result in
enforcement actions against us, fines, imprisonment of company officers, public censure,
claims for damages by customers and other affected individuals, damage to our reputation and
loss of goodwill, any of which could have a material adverse effect on our business, results of
operations, financial condition or prospects.

Data protection and privacy laws and regulations generally require clinical trial sponsors
and operators and their personnel to protect the privacy of their enrolled patients and prohibit
unauthorized disclosure of personal information. If such institutions or personnel divulge the
patients’ private or medical records without their consent, they will be held liable for damage
caused thereby. The personal information of patients or subjects for our clinical trials is highly
sensitive and we are subject to strict requirements under the applicable privacy protect
regulations in the relevant jurisdictions. While we have adopted security policies and measures
to protect our proprietary data and patients’ privacy, privacy leakage incidents might not be
avoided due to hacking, human error, employee misconduct or negligence or system
breakdown. We also cooperate with third parties including hospitals, CROs and other
third-party contractors and consultants for our clinical trials and operations. Any leakage or
abuse of patient data by our third-party partners may be perceived by the patients as a result
of our failure. In particular, certain industry-specific laws and regulations may affect the
collection and transfer of personal data in China, including the Interim Measures for the
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Administration of Human Genetic Resources ( { NEUEMEEHEEHEITHHL) ) and the
implementation guidelines issued by the Ministry of Science and Technology and Ministry of
Health. For details, see “Regulatory Overview — PRC Laws and Regulations Relating to
Medical Devices — Sampling and Collecting Human Genetic Resources Filing.” It is possible
that these laws and regulations may be interpreted and applied in a manner inconsistent with
our clinical trial practices, potentially resulting in confiscation of human genetic resource
samples and associated data as well as administrative fines. Furthermore, any change in such
laws and regulations could affect our ability to use medical data and subject us to liability for
the use of such data for previously permitted purposes. Any failure or perceived failure by us
to prevent information security breaches or to comply with privacy policies or privacy-related
legal obligations, or any compromise of information security that results in the unauthorized
release or transfer of personally identifiable information or other patient data, could cause our
customers to lose trust in us and could expose us to legal claims.

Complying with all applicable laws, regulations, standards and obligations relating to
data privacy, security and transfer may cause us to incur substantial operational costs or require
us to modify our data processing practices and processes. Non-compliance could result in
proceedings against us by data protection authorities, governmental entities or others,
including class action privacy litigation in certain jurisdictions, which would subject us to
significant fines, penalties, judgments and negative publicity. In addition, if our practices are
not consistent or viewed as not consistent with legal and regulatory requirements, including
changes in laws, regulations and standards or new interpretations or applications of existing
laws, regulations and standards, we may become subject to audits, inquiries, whistleblower
complaints, adverse media coverage, investigations, loss of export privileges, severe criminal
or civil sanctions and reputational damages. Any of the foregoing could have a material adverse
effect on our competitive position, business, results of operations, financial conditions and
prospects.

If we fail to comply with environmental, health and safety laws and regulations, we could
become subject to fines or penalties or incur costs that could have a material adverse
effect on the success of our business.

We are subject to numerous environmental, health and safety laws and regulations,
including those governing laboratory procedures and the handling, use, storage, treatment and
disposal of hazardous materials and wastes. Our operations involve the use of hazardous and
flammable materials, including chemicals. Our operations also produce hazardous waste. We
generally contract with third parties for the disposal of these materials and wastes. We cannot
eliminate the risk of contamination or injury from these materials. In the event of
contamination or injury resulting from our use of hazardous materials, we could be held liable
for any resulting damages, and any liability could exceed our resources. We also could incur
significant costs associated with civil or criminal fines and penalties. We may incur substantial
costs in order to comply with current or future environmental, health and safety laws and
regulations. These current or future laws and regulations may impair our research, development
or manufacturing activities. Failure to comply with these laws and regulations also may result
in substantial fines, penalties or other sanctions.
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Risks Relating to Our Intellectual Properties

If we are unable to obtain and maintain patent protection for our products and product
candidates through intellectual property rights, or if the scope of such intellectual
property rights obtained is not sufficiently broad, third parties may compete directly
against us.

Our success depends, in large part, on our ability to protect our proprietary technologies,
products and product candidates from competition by obtaining, maintaining and enforcing our
intellectual property rights, including patent rights. We seek to protect the technologies,
products and product candidates that we consider commercially important by filing patent
applications in China and other countries, relying on trade secrets or medical regulatory
protection or employing a combination of these methods. This process is expensive and
time-consuming, and we may not be able to file, prosecute or maintain all necessary or
desirable patent applications at a reasonable cost or in a timely manner. We cannot be certain
that patents will be issued or granted with respect to our patent applications that are currently
pending, or that issued or granted patents will not later be found to be invalid and/or
unenforceable, be interpreted in a manner that does not adequately protect our product
candidates, or otherwise provide us with any competitive advantage. As a result, we may not
be able to prevent competitors from developing and commercializing competing products in all
such fields and territories.

A patent may be invalidated or found unenforceable, and a patent application may not be
granted for a number of reasons, including known or unknown prior deficiencies in the patent
application or the lack of novelty or inventive step of the underlying invention or technology
that is claimed in the patent application. We may also fail to identify patentable aspects of our
research and development output in time to obtain patent protection. Moreover, the patent
position of medical devices companies is generally uncertain because it involves complex legal
and factual considerations. Patent applications we have filed may not be granted in the end. As
such, we do not know the degree of future protection that we will have on our products and
technologies, if any, and a failure to obtain adequate intellectual property protection with
respect to our technologies, products and product candidates could have a material adverse
impact on our business.

Although we enter into non-disclosure and confidentiality agreements or include such
provisions in our relevant agreements with parties who have access to confidential or
patentable aspects of our research and development output, such as our employees and third
parties involved in our research and development activities, any of these parties may breach
such agreements and disclose such output before a patent application is filed, jeopardizing our
ability to seek patent protection. In addition, publications of discoveries in the scientific
literature often lag behind the actual discoveries. Patent applications in China and other
jurisdictions are typically not published until 18 months after filing, or in some cases, not at
all.
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The issuance of a patent is not conclusive as to its inventor, scope, validity or
enforceability, and our patents may be challenged in the courts or patent offices in China and
other countries. We may be subject to a third-party pre-issuance submission of prior art to the
CNIPA or other patent offices, or become involved in post-grant proceedings such as
opposition, derivation, revocation and re-examination, or inter partes review, or interference
proceedings or similar proceedings in foreign jurisdictions challenging our patent rights or the
patent rights of others. An adverse determination in any such submission, proceeding or
litigation could reduce the scope of, or invalidate, our patent rights, allow third parties to
commercialize our technologies, products or product candidates and compete directly with us
without payment to us, or result in our inability to manufacture or commercialize products and
product candidates without infringing, misappropriating or otherwise violating third-party
patent rights. Moreover, we may have to participate in interference proceedings declared by the
CNIPA or other patent offices to determine priority of invention or in post-grant challenge
proceedings, such as oppositions in a foreign patent office, that challenge the priority of our
invention or other features of patentability of our patents and patent applications. Such
challenges may result in loss of patent rights, loss of exclusivity, or in patent claims being
narrowed, invalidated, or found unenforceable, which could limit our ability to stop others
from using or commercializing similar or identical technologies and products, or limit the
duration of the patent protection of our technologies, products and product candidates. Such
proceedings also may result in substantial costs and require significant time from our scientists,
experts and senior management, even if the eventual outcome is favorable to us. Consequently,
we do not know whether any of our technologies, products or product candidates will be
protectable or remain protected by valid and enforceable patents. Our competitors or other
third parties may be able to circumvent our patents by developing similar or alternative
technologies or products in a non-infringing manner.

Furthermore, although various extensions may be available, the life of a patent and the
protection it affords is limited. We may face competition for any approved product candidates
even if we successfully obtain patent protection once the patent term has expired for the
product. The issued patents and pending patent applications, if issued, for our products and
product candidates are expected to expire on various dates as described in “Appendix VII —
Statutory and General Information — B. Further Information about Our Business — 2.
Intellectual Property Rights of Our Group” to this prospectus. Upon the expiration of our
issued patents or patents that may issue from our pending patent applications, we will not be
able to assert such patent rights against potential competitors and our business and results of
operations may be adversely affected.

Given the amount of time required for the development, testing and regulatory review of
new product candidates, patents protecting such product candidates might expire before or
shortly after such product candidates are commercialized. As a result, our patents and patent
applications may not provide us with sufficient rights to exclude others from commercializing
products similar or identical to ours. Moreover, a limited number of our patents and patent
applications are, and may in the future be, co-owned with third parties. If we are unable to
obtain an exclusive license to any such third-party co-owners’ interest in such patents or patent
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applications, such co-owners may be able to license, without accounting to us, their rights to
other third parties, including our competitors, and our competitors could market competing
products and technologies. In addition, we may need the cooperation of any such co-owners of
our patents in order to enforce such patents against third parties, and such cooperation may not
be provided to us. Any of the foregoing could have a material adverse effect on our competitive
position, business, results of operations, financial conditions and prospects.

We may not be able to protect our intellectual property rights.

Filing, prosecuting, maintaining and defending patents on products and product
candidates in all countries throughout the world could be prohibitively expensive for us, and
our intellectual property rights in some countries can have a different scope and strength from
those in some other countries. In addition, the laws of certain countries do not protect
intellectual property rights to the same extent as the laws of certain other countries do.
Consequently, we may not be able to prevent third parties from practicing our inventions in all
countries, or from selling or importing medical products made using our patented technologies
or inventions in and into certain jurisdictions. Competitors may use our technologies in
jurisdictions where we have not obtained patent protection to develop their own products and
further, may export otherwise infringing products to certain jurisdictions where we have patent
protection but where enforcement rights are not as strong as those in certain other countries.
These products may compete with our products and product candidates, and our patent rights
or other intellectual property rights may not be effective or adequate to prevent them from
competing with us.

As of the Latest Practicable Date, we owned 232 registered patents and had 51 pending
patent applications in China. To facilitate our strategy to enter overseas market, we also had
14 pending patent applications in the United States and the European Union. The research and
development of substantially all of the patents that we owned or applied for relied on our
internal efforts. The 232 registered patents in China will expire in accordance with the
stipulations in the patent registrations. See “Appendix VII — Statutory and General
Information — B. Further Information about Our Business — 2. Intellectual Property Rights
of Our Group.” Following the expiration, we may lose the statutory protection and cannot
prevent third parties from exploiting such technology and developing and commercializing
competing medical devices embodying such technology in the relevant fields or territories. In
addition, as of the Latest Practicable Date, we also owned 41 trademarks in China and four
trademarks in Hong Kong. If we are unsuccessful in obtaining trademark protection for our
primary brands, we may be required to change our brand names, which could materially
adversely affect our business. Moreover, as our products mature, our reliance on our
trademarks to differentiate us from our competitors will increase, and as a result, if we are
unable to prevent third parties from adopting, registering or using trademarks and trade dress
that infringe, dilute or otherwise violate our trademark rights, our business could be materially
adversely affected.
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Many companies have encountered significant problems in protecting and defending
intellectual property rights in countries such as China. The legal system in these countries
could make it difficult for us to stop the infringement, misappropriation or other violation of
our patents or other intellectual property rights, or the marketing of competing products in
violation of our proprietary rights in these countries. Proceedings to enforce our intellectual
property and proprietary rights could result in substantial costs and divert our efforts and
attention from other aspects of our business, could put our patents at risk of being invalidated
or interpreted narrowly, could put our patent applications at risk of not issuing, and could
provoke third parties to assert claims against us. We may not prevail in any lawsuits that we
initiate and the damages or other remedies awarded, if any, may not be commercially
meaningful. Accordingly, our efforts to enforce our intellectual property rights may be
inadequate to obtain a significant commercial advantage from the intellectual property that we

develop or license.

We may become involved in lawsuits to protect or enforce our intellectual property, which
could be expensive, time-consuming and unsuccessful. Our patent rights relating to our
products and product candidates could be found invalid or unenforceable if being
challenged.

Competitors may infringe our patent rights or misappropriate or otherwise violate our
intellectual property rights. To counter infringement or unauthorized use, litigation may be
necessary in the future to enforce or defend our intellectual property rights, to protect our trade
secrets or to determine the validity and scope of our own intellectual property rights or the
proprietary rights of others. This can be expensive and time-consuming. Any claims that we
assert against perceived infringers could also provoke these parties to assert counterclaims
against us alleging that we infringe their intellectual property rights. Third parties may also
raise similar claims before administrative bodies in China or abroad, even outside the context
of litigation. Such proceedings could result in revocation or amendment to our patents in such
a way that they no longer cover and protect our products or product candidates. Accordingly,
despite our efforts, we may not be able to prevent third parties from infringing upon or
misappropriating our intellectual property rights. An adverse result in any litigation proceeding
could put our patents, as well as any patents that may issue in the future from our pending
patent applications, at risk of being invalidated, found unenforceable or interpreted narrowly.
Furthermore, because of the substantial amount of discovery required in connection with
intellectual property litigation, some of our confidential information could be compromised by
disclosure during this type of litigation.

During the Track Record Period and up to the Latest Practicable Date, we had not been
subject to any intellectual property disputes or infringement claims which had, or were likely
to have any material adverse impact on our Group. However, we may be subject to intellectual
property disputes and infringement claims in the ordinary course of business. If third parties
bring successful claims against us for infringement of their intellectual property rights, we may
be subject to injunctive or other equitable relief, which could prevent us from developing or
commercializing one or more of our product candidates or products in additional jurisdictions.
Defense of these claims, regardless of their merit, would incur substantial litigation expenses
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and would substantially divert resources from our business. In the event of a successful claim
against us of infringement or misappropriation, or a settlement by us of any such claims, we
may have to pay substantial damages, in the case of willful infringement, pay royalties or
redesign our infringing product candidates, which may be impossible or require substantial
time and cost. In the event of an adverse result in any such litigation, or even in the absence
of litigation, we may need to obtain licenses from third parties to advance our development or
allow commercialization of our product candidates or products in additional jurisdictions. Any
such license might not be available on reasonable terms or at all. In the event that we are unable
to obtain such a license, we would be unable to further develop or commercialize one or more
of our product candidates or products in additional jurisdictions, which could harm our
business significantly. We may also elect to enter into license agreements in order to settle
patent infringement claims or to resolve disputes prior to litigation, and any such license
agreements may require us to pay royalties and other fees that could significantly harm our
business.

Even if litigation or other proceedings are resolved in our favor, there could be public
announcements of the results of hearings, motions or other interim proceedings or
developments, and if our Shareholders perceive these results to be negative, this could have a
substantial adverse effect on the market price of our H Shares. Such litigation or proceedings
could substantially increase our operating losses and reduce the resources available for
development activities or any future sales, marketing or distribution activities. We may not
have sufficient financial or other resources to adequately conduct such litigation or
proceedings. Some of our competitors may be able to sustain the costs of such litigation or
proceedings more effectively than we can because of their greater financial resources.
Uncertainties resulting from the initiation and continuation of patent litigation or other
proceedings could have a material adverse effect on our ability to compete in the marketplace.

Obtaining and maintaining our patent protection depends on compliance with various
procedural, document submission, fee payment, and other requirements imposed by
governmental patent agencies, and our patent protection could be reduced or eliminated
for non-compliance with these requirements.

Periodic maintenance fees on any issued patent are due to be paid to the CNIPA and other
patent agencies in several stages over the lifetime of the patent. The CNIPA and various
governmental patent agencies require compliance with a number of procedural, documentary,
fee payment, and other requirements or duties during the patent application process. Although
an inadvertent lapse can in many cases be cured by payment of a late fee or by other means
in accordance with the applicable rules, non-compliance can result in abandonment or lapse of
the patent or patent application, resulting in partial or complete loss of patent rights in the
relevant jurisdiction. Non-compliance events that could result in abandonment or lapse of a
patent or patent application include failure to respond to office actions or examination reports
within prescribed time limits, non-payment of fees, and failure to properly legalize and submit
formal documents. We are not aware of any material non-compliance events during the Track
Record Period and up to the Latest Practicable Date. We cannot assume you that any such event
will not occur in the future, in which case, our competitors might be able to enter the market,
which would have a material adverse effect on our business.
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We may face intellectual property disputes with our business partners.

We may face intellectual property disputes with our business partners. We may from time
to time establish or seek strategic alliances that we believe will complement or augment our
development and commercialization efforts with respect to our product candidates and any
future product candidates that we may develop and we will seek to enjoy the intellectual
property rights through intellectual property delegation, join intellectual property application
or in-licensing arrangements. As of the Latest Practicable Date, we had collaborated with
several hospitals and research institutions in China, such as Fuwai Yunnan Cardiovascular
Hospital (EmEFIMOMAEREPL) and the National Engineering Research Center for
Biomaterials ([ %415 5201 b} TREFZATHE 52 HLr). We cannot assure that we will not be
subject to intellectual property claims brought by our business partners or any third party. We
may be subject to injunctions, damages or other reliefs if such claims are successful, which
could prevent us from developing and commercializing related product candidates.

If we are unable to protect the confidentiality of our trade secrets, our business and
competitive position would be harmed. We may be subject to claims that our employees
have wrongfully used or disclosed alleged trade secrets of their former employers.

In addition to our issued patent and pending patent applications, we rely on trade secrets,
including unpatented know-how, technologies and other proprietary information, to maintain
our competitive position and to protect our products and product candidates. We seek to protect
these trade secrets, in part, by entering into confidentiality agreements or include such
undertakings in the agreement with parties that have access to them, such as our employees,
and third parties involved in our research and development activities. We are not aware of any
breach or unauthorized disclosure by such parties that had a material adverse effect on our
business during the Track Record Period and up to the Latest Practicable Date. However, any
of these parties may breach such agreements and disclose our proprietary information, and we
may not be able to obtain adequate remedies for such breaches. Proving or enforcing a claim
that a party illegally disclosed or misappropriated a trade secret can be difficult, expensive and
time-consuming, and the outcome is unpredictable. If any of our trade secrets were lawfully
obtained or independently developed by a competitor, we would have no right to prevent them
from using our trade secrets to compete with us and our competitive position would be
compromised. Furthermore, many of our employees, including our senior management, were
previously employed at other medical device companies, including our competitors or potential
competitors. Some of these employees, including one of our senior management, are subject to
proprietary rights, non-disclosure and non-competition obligations in connection with such
previous employment. Although we try to ensure that our employees do not use or disclose the
proprietary information or know-how of others in their work for us, we may be subject to
claims that we or these employees have used or disclosed intellectual property, including trade
secrets or other proprietary information, of any such employee’s former employer. We are not
aware of any material threatened or pending claims related to these matters or concerning the
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agreements with our senior management, but in the future litigation may be necessary to defend
against such claims. If we fail to defend any such claims, in addition to paying monetary
damages, we may lose valuable intellectual property rights or personnel. Even if we are
successful in defending against such claims, litigation could result in substantial costs and

distract our management’s attention.

In addition, while we have detailed protocols governing our employees’ service
inventions and typically require third-party collaborators involved in the development of
intellectual property to execute agreements assigning such intellectual property to us at the
project proposal and approval stage, we may be unsuccessful in executing such an agreement
with each party which in fact develops intellectual property that we regard as our own, which
may result in claims by or against us related to the ownership of such intellectual property. If
we fail in prosecuting or defending any such claims, in addition to paying monetary damages,
we may lose valuable intellectual property rights. Even if we are successful in prosecuting or
defending against such claims, litigation could result in substantial costs and distract the

attention of our management and scientific personnel.

Changes in patent law could diminish the value of patents in general, thereby impairing
our ability to protect our product candidates.

The scope of patent protection in various jurisdictions is uncertain. Changes in either the
patent laws, implementing rules and regulations, or their interpretation in China or other
countries may diminish our ability to protect our inventions and to obtain, maintain, defend and
enforce our intellectual property rights and, more generally, could affect the value of our
intellectual property or narrow the scope of our patent rights. We cannot predict whether the
patent applications we are currently pursuing or may pursue in the future will issue as patents
in any particular jurisdiction or whether the claims of any future granted patents will provide
sufficient protection from competitors. The claim scope in a patent application can be
significantly reduced before the patent application issues into a patent, and the claim scope can
still be reinterpreted after patent issuance. Even if patent applications we own currently or in
the future issue as patents, they may not issue in a form that will provide us with any
meaningful protection, prevent competitors or other third parties from competing with us, or
otherwise provide us with any competitive advantage. In addition, the patent position of
medical device companies generally is highly uncertain, involves complex legal and factual
questions, and has been the subject of much litigation in recent years. As a result, the issuance,
scope, validity, enforceability and commercial value of our patent rights are subject to
uncertainties, and any result unfavorable to us could have a material adverse effect on our

business, results of operations, financial condition and prospects.
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Risks Relating to Our Operations

Our future success depends on our ability to retain key executives and to attract, retain
and motivate other qualified and highly skilled personnel, and we may experience labor
shortages or increases in labor costs.

Our success and future growth depend largely upon the continued services of key
executives and other key employees, such as qualified and highly skilled research and
development, manufacturing and production, and sales and marketing personnel. We cannot
assure you that these key personnel will not voluntarily terminate employment with us. If one
or more of our key personnel are unable or unwilling to continue in their present positions, we
may not be able to replace them easily or at all and may incur additional expenses to recruit
and train new personnel. Experienced personnel in the interventional medical device market
targeting structural heart diseases is in high demand, and competition for relevant talents is
intense. Many of the companies with which we compete for experienced personnel have greater
resources than we have. We cannot assure you that we will be able to maintain an adequate
skilled labor force necessary for us to execute our business, nor can we guarantee that we will
not incur significant expense as a result of our continued efforts to attract and retain talent in
a labor market with a shortage in the supply of skilled personnel. If we fail to attract new
personnel or fail to retain and motivate our current personnel, our business and future growth
could be adversely affected. In particular, our research and development team for heart valve
product candidates was injected into our Group along with the injection of the interventional
heart valve business of Lepu Medical, and we did not have such a team prior to the business
injection. See “History, Reorganization and Corporate Structure — Our Corporate
Development — Business Injection.” We will continue to utilize our established sales force and
sales network for occluder business to promote our heart valve business. The viability of our
heart valve business is highly relied upon the contribution of our heart valve research and
development personnel, especially Ms. Zhang Yuxin, our executive Director, deputy general
manager and chief technology officer, and the efforts by our sales and marketing team upon
commercialization. The loss of services of any of these personnel could impede the
achievement of our research, development and commercialization objectives for heart valve

product candidates.

In addition, if any of our executive officers or key employees joins a competitor or forms
a competing company, we may face the risks of losing know-how, trade secrets, suppliers,
customers and other business partners. We enter into standard confidentiality agreements with
all of our full-time employees, which also contain non-compete provisions. Although
non-compete agreements are generally enforceable under PRC laws, PRC legal practice
regarding the enforceability of such agreements is not as well developed as in countries such
as the United States. As a result, we cannot assure you that a PRC court would enforce the
non-compete agreements. Moreover, to retain valuable employees, in addition to offering
competitive compensation packages, we provide them with well-structured training resources

and learning opportunities. These and other measures we have adopted or may adopt in the
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future may lead to increased labor costs and operating and other expenses, and may not be
sufficient to counteract more lucrative offers from our competitors. In line with industry
practice, we do not maintain key man life insurance for any of our executives, including Ms.
Zhang Yuxin, which is not mandatory under PRC laws. If any of them leaves us for any reason,
our business and prospects may be materially and adversely affected. We may experience labor
shortages, and our business and competitive position would be harmed, which could have a
material adverse effect on our results of operations and prospects.

If our products or product candidates cause, or are perceived to cause, severe adverse
events, our reputation, revenue and profitability could be materially and adversely
affected.

Some of our products and product candidates are considered as emerging and relatively
novel therapeutics, and may cause unintended or undesirable severe adverse events as a result
of a number of factors, many of which are beyond our control. These factors include potential
complications not revealed in clinical trials, side effects in isolated cases, defective products
not detected by our quality control measures or misuse of our products. Our products and
product candidates may also be perceived to cause adverse events when a conclusive
determination as to the cause of the adverse events is not obtained or is unobtainable. In
addition, our products and product candidates may be perceived to cause severe adverse events
if one or more regulators, determine that other companies’ products containing the same or
similar key parts or using the same delivery technologies as our products or product candidates
cause or are perceived to have caused severe adverse events.

If our products cause, or are perceived to cause, severe adverse events, we may face a
number of consequences, including:

. injury or death of patients;

. a severe decrease in the demand for, and sales of, the relevant products;

. the recall or withdrawal of the relevant products;

. revocation of regulatory approvals for the relevant products or the relevant

production facility;

. damage to the brand name of our products and our reputation;

. failure to include our products into the relevant medical insurance coverage; and/or

. exposure to lawsuits, regulatory investigation or government enforcement actions
relating to the relevant products that result in liabilities, fines or penalties.
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Moreover, if our product candidates cause, or are perceived to cause, severe adverse
events, it could cause us or regulatory authorities to interrupt, delay or halt clinical trials, affect
patient recruitment or the ability of enrolled patients to complete the trial, adversely impact our
ability to obtain regulatory approval in China and other jurisdictions where we may seek to
commercialize our products, and/or subject us to product liability claims as well as substantial
liabilities. Any of the foregoing could materially and adversely affect our reputation and
business operations and prospects.

We may be exposed to potential product liability claims and product recalls, and our
insurance coverage may be inadequate to protect us from all the liabilities we may incur.

We face an inherent risk of product liability as a result of the commercialization of our
products and the clinical testing and any future commercialization of our product candidates.
For example, we may be sued if our products or product candidates cause or are perceived to
cause injuries or are found to be otherwise unsuitable during clinical testing, manufacturing,
marketing or sale. Such product liability claims may include allegations of defects in
manufacturing, defects in design, failure to warn of dangers inherent in the medical device
product, negligence, strict liability or breach of warranties. Claims could also be asserted under
applicable consumer protection acts. If we cannot successfully defend ourselves against or
obtain indemnification from our business partners for product liability claims, we may be
subject to substantial liabilities or be required to limit commercialization of our products and
product candidates. Even successful defense would require significant financial and
management’s resources. Regardless of the merits or eventual outcome, liability claims may
result in:

o decreased demand for our products and loss of revenue;

. injury to our reputation;

. withdrawal of clinical trial participants and inability to continue clinical trials;

. initiation of investigations by regulators;

o costs to defend against the related claims;

. substantial monetary awards to trial participants or patients;

. product recalls, withdrawals or labeling, marketing or promotional restrictions;

o diversion of management’s time and our resources;

. exhaustion of any available insurance and capital resources; and/or

. inability to commercialize any product candidate.
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Under PRC laws and regulations, if we are unable to defend ourselves against such
claims, among other things, we may be subject to civil liability for physical injury, death or
other losses caused by our products and to criminal liability and the revocation of our business
licenses if our products or product candidates are found to be defective. In addition, we may
be required to recall the relevant products or product candidates, suspend or cease sales and
distribution activities. Even if we are able to successfully defend ourselves against any such
product liability claims, doing so may require significant financial resources and the time and
attention of our management.

Our business and operations have been and may continue to be materially and adversely
affected by the COVID-19 outbreak.

An outbreak of respiratory illness caused by COVID-19 has and is continuing to spread
rapidly throughout the world. On January 30, 2020, the International Health Regulations
Emergency Committee of the World Health Organization declared the outbreak a “Public
Health Emergency of International Concern (PHEIC).” Government efforts to contain the
spread of COVID-19 through city lockdowns or “stay-at-home” orders, widespread business
closures, restrictions on travel and emergency quarantines, among others, have caused
significant and unprecedented disruptions to the global economy and normal business
operations across sectors and countries. To date, the spread of COVID-19 continues to affect
China, where we conduct most of our business and engage in pre-clinical studies and clinical
trials, as well as certain other countries and regions where we sell our products and where our
business partners reside.

Our business, including our production plan and pre-clinical studies and clinical trials, as
well as our ability to continue to manage our operations effectively, could be impacted by the
current pandemic or future continuance or reoccurrence of COVID-19 in numerous ways,
including but not limited to: (1) requirements for us to quarantine certain of our employees or
facilities or take extra security precautions for our operations, which may result in higher costs;
(2) delay in patient enrollment for our clinical trials; (3) diversion of medical resources
required for our clinical trials for the treatment of patients with COVID-19; (4) lowered
demand by hospitals for our products, as many patients rescheduled their visits to hospitals to
avoid cross-infections and most of the hospitals devoted their resources to dealing with
COVID-19 in the first half of 2020 and, therefore, reduced the number of unrelated operations;
(5) delay in logistics for suppliers of raw materials resulting from temporary restrictions or
bans on traveling by local governments to contain the spread of the outbreak; and (6) temporary
closure or flexible working hours of competent regulatory authorities, such as administration
and registration authorities, which may delay regulatory submissions and required approvals of
our product candidates, and could cause us to incur additional costs and affect our ability to
execute our operations as planned. We have also experienced extended payment cycles and
delayed collection of accounts receivables in the first half of 2020 as a result of the COVID-19
outbreak. In addition, our business and results of operations could also be adversely affected
to the extent the COVID-19 outbreak harms the business of our customers, suppliers,
distributors and other business partners. See “Financial Information — COVID-19 Outbreak
and Effects on Our Business.”
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While our Director confirmed that, up to the Latest Practicable Date, the COVID-19
outbreak did not have a material adverse effect on our results of operations and financial
condition, the effects of the current COVID-19 pandemic or future outbreaks on our business
or our industry will depend on a number of factors outside our control, including the extent to
which the current pandemic continues to spread, particularly in China and other countries and
regions where we sell our products and where our business partners reside, and such effects
could be material. The Chinese and global economy is subject to the risk of a general
slowdown, which would have a material adverse effect on our results of operations and
financial condition in the near term. Moreover, if the outbreak persists or escalates, we may be
subject to further negative impact on our business, results of operations and financial
condition.

If we fail to effectively expand our overseas business, our business prospects may be
adversely affected.

We plan to seek product registrations and intellectual property applications in the
European Union and the United States. We also plan to expand our sales and increase our brand
recognition in global markets, and specifically, to accelerate the commercialization of our
future biodegradable occluder products and heart valve products in overseas markets such as
the European Union, Southeast Asia and the United States. See “Business — Growth Strategies
— Expand our global footprint by increasing product development and commercialization and
broadening overseas sales channels.” However, our limited experience in overseas markets
may expose us to risks and uncertainties, including the risks associated with the following:

. dealing with regulatory regimes, regulatory bodies and government policies which
may differ materially from those in the PRC or with which we may be unfamiliar;

. substantial time which may be required for us to obtain approval for registering and
selling our products in additional countries, especially in developed countries;

. commercializing our products in new markets where we have limited experience

with the dynamics and no sales and marketing infrastructure;

. reliance on overseas partners or distributors for the distribution, commercialization

and marketing of our products;

. product liability litigation and regulatory scrutiny arising from the marketing and
sale of products in overseas markets and the costs incurred dealing with such
procedures, as well as our ability to obtain insurance to adequately protect us from

any resulting liabilities;

. unexpected changes in tariffs, trade barriers and regulatory requirements;
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. economic weakness and inflation;

. difficulty of effective enforcement of contractual provisions in local jurisdictions;

. compliance with tax, employment, immigration and labor laws for employees
traveling abroad;

. the effects of applicable foreign tax structures and potentially adverse tax
consequences;
. currency fluctuations, which could result in increased operating expenses and

reduced revenue;

. workforce uncertainty and labor unrest; and

. business interruptions resulting from geo-political actions, including war and
terrorism, sanctions, or natural disasters, including earthquakes, volcanoes,
typhoons, floods, hurricanes and fires.

We could be adversely affected as a result of any sales we make to certain countries that
are, or become subject to, sanctions administered by the United States, the European
Union, the United Nations, Australia and other relevant sanctions authorities.

The United States and other jurisdictions or organizations, including the European Union,
the United Nations and Australia, have, through executive order, passing of legislation or other
governmental means, implemented measures that impose economic sanctions against such
countries or against targeted industry sectors, groups of companies or persons, and/or
organizations within such countries.

During the Track Record Period, we had sold our non-U.S. origin interventional
medical devices to the Retained Lepu Medical Group which on-sold such products to
customer/distributors in Iran, a Comprehensively Sanctioned Country. Revenue generated from
such transactions with the Retained Lepu Medical Group was minimal compared with our total
revenue during the Track Record Period and did not involve any U.S. nexus, and no U.S. dollar
payments were received by us for such sales. As advised by our International Sanctions Legal
Advisors, we are not subject to sanctions risk that could have a material adverse risk on our
business from our past indirect sales of products in Iran on the bases that (1) the transaction
value was minimal compared with our total revenue during the Track Record Period, (2) the
nature of the sales involved medical products, and (3) we had ceased all such indirect sales to
Iran as of June 18, 2021.
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The United States also has enacted secondary sanctions targeting non-U.S. persons who
have engaged in certain sanctionable activities related to certain Comprehensively Sanctioned
Countries or Sanctioned Persons, including Iran. As advised by our International Sanctions
Legal Advisors, given that (1) Section 1244 of the Iran Freedom and Counter-Proliferation Act
of 2012 (“IFCA”) contains a humanitarian exception under secondary sanctions for sale of
medicine and medical devices to Iran; (2) during the Track Record Period, the counterparties
in our sales had not been identified as SDNSs; and (3) the nature of the our sales did not involve
certain Iranian industries or products targeted by U.S. secondary sanctions, our sales of
medical products to Iran do not trigger exposure to U.S. secondary sanctions.

As further advised by our International Sanctions Legal Advisors, (1) our indirect
business dealings in Iran will not be considered as unlawful under the restrictive measures
adopted by the European Union, the United Nations and Australia; and (2) we did not violate
relevant sanctions as a result of Primary Sanctioned Activity or Secondary Sanctionable
Activity during the Track Record Period.

As of the Latest Practicable Date, our Directors confirmed that we had not been notified
that any International Sanctions penalties would be imposed on us for our historical sales to the
Comprehensively Sanctioned Countries. We have no present intention to undertake any future
business with persons on the SDN Lists, or any other business that may expose us to sanctions
risks including further sales directly or indirectly to Iran. In addition, we have implemented
enhanced internal control and risk management measures which we believe enable us to
monitor and evaluate our business to address economic sanction risks. See “Business — Risk
Management and Internal Control — Internal Control.” Given the scope of the Global Offering
and the expected use of proceeds as set out in this prospectus, our International Sanctions Legal
Advisors are of the view that the involvement by parties in the Global Offering will not
implicate any applicable International Sanctions on such parties, including our Company and
our subsidiaries, the respective directors and employees of our Company and our subsidiaries,
our Company’s or our subsidiaries’ investors, shareholders as well as the Stock Exchange and
its related group companies.

However, we are unable to predict the interpretation or implementation of the
International Sanctions with respect to any past activities by us. If any government agencies
or organizations were to determine that we were deemed to be engaged in prohibited or
sanctionable activities targeted by the International Sanctions, we could be subject to certain
sanctions or penalties and our reputation and future business prospects could be adversely
affected. In addition, because economic sanctions programs are constantly evolving, new
requirements or restrictions could come into effect, or relevant regulatory authorities may
interpret current sanctions in such a manner that might increase scrutiny on our business or
result in one or more of our business activities being deemed to have violated sanctions or
being sanctionable. Our internal control and risk management measures may not be able to
react timely or comprehensively to such changes. There is no assurance that our activities in
any particular country or region will be in compliance with evolving applicable rules and
regulations or that they will not result in negative media attention or reputational damage.
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Our Controlling Shareholders may have substantial influence over our Company and
their interests may not be aligned with the interests of our other Shareholders.

Our Controlling Shareholders have substantial influence over our business, including
matters relating to our management, policies and decisions regarding mergers, expansion plans,
consolidations, sales of all or substantially all of our assets, election of directors and other
significant corporate actions. As of the Latest Practicable Date, Lepu Medical, together with
its wholly-owned subsidiary Target Medical, held 86.34% equity interest in our Company, with
Lepu Medical and Target Medical directly holding 85.48% and 0.86% equity interests in our
Company, respectively. Immediately following the completion of the Global Offering and
Conversion of Domestic Shares and Unlisted Foreign Shares into H Shares, Lepu Medical and
Target Medical will directly hold approximately 79.94% and 0.81% equity interest in our
Company, respectively, assuming the Over-allotment Option is not exercised. Dr. Pu is the
Actual Controller of Lepu Medical. Lepu Medical, Dr. Pu and Target Medical are considered
as a group of Controlling Shareholders of our Company. See “Relationship with Our
Controlling Shareholders.” This concentration of ownership may discourage, delay or prevent
a change in control of our Company, which could deprive other Shareholders of an opportunity
to receive a premium for their H Shares as part of a sale of our Company and might reduce the
price of our H Shares. These events may occur even if they are opposed by our other
Shareholders. In addition, our Controlling Shareholders may exercise their substantial
influence over us and cause us to enter into transactions or take, or fail to take, actions or make
decisions that conflict with the best interests of our other Shareholders.

Lepu Medical, as a public company in China, has published and may continue to publish,
from time to time, reports, projections, valuations and other types of information which may
concern us, our business and financial condition, and/or our industry. Lepu Medical may
publish such information voluntarily or in response to regulatory or stock exchange
requirements or inquiries. Specifically, Lepu Medical, as a company listed on the Shenzhen
Stock Exchange, has ongoing obligations to publish information in relation to our Company.
We have no control over whether or when, if at all, Lepu Medical may publish any such
information that concerns us, nor can we assure you that we will be given the opportunity to
review or endorse any such information. As such, we cannot guarantee that any such
information regarding us will not have any impact on the perception of us and our business by
the investor community, the price of our H Shares, or the interest of the public Shareholders.

You should only rely on the information included in this prospectus and the documents
issued by our Company to make your investment decision and should not rely on any
particular statements in other published announcements, news reports and/or research
analyst reports relating to our Controlling Shareholders, our Group and the Global
Offering.

Prior to the publication of this prospectus, subsequent to the date of this prospectus and
after the Listing, there have been, and there may continue to be, announcements, press and
media coverage and research analyst reports regarding Lepu Medical and its subsidiaries
(including our Group) and the Global Offering, which may include certain historical and
forward-looking financial information about Lepu Medical, including the business and
operations that are operated by our Group.
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We are not expected to endorse or participate in the disclosure of any such information.
We do not accept any responsibility for any such announcements, press and media coverage or
research analyst coverage or the accuracy or completeness of any such information. We make
no representation as to the appropriateness, accuracy, completeness or reliability of any such
information or publication. If any such information appearing in publications other than this
prospectus or the documents issued by us is inconsistent or conflicts with the information
contained in this prospectus, we disclaim it. You should only rely on the information included
in this prospectus and the documents issued by our Company in making your investment
decision and should not rely on any other information, including any forward-looking
information published by our Controlling Shareholders. See “Relationship with our Controlling
Shareholders” for further details.

We have entered into collaboration, and may establish or seek collaborations, strategic
alliances or equity investment or enter into licensing arrangements in the future, and we
may not timely realize the benefits of such arrangements.

We may from time to time establish or seek collaborations, strategic alliances or equity
investment or enter into licensing arrangements with third parties that we believe will
complement or augment our development and commercialization efforts with respect to our
product candidates and any future product candidates that we may develop. As of the Latest
Practicable Date, we had collaborated with several hospitals and research institutions in China.
We face significant competition in seeking appropriate strategic partners, and the negotiation
process for collaboration, alliances or licensing arrangements can be complex and time-
consuming. Moreover, we may not be successful in our efforts to establish a strategic
partnership or other alternative arrangements for our product candidates because they may be
deemed to be at too early of a development stage for collaborative efforts, and third parties may
not view our product candidates as having the requisite potential to demonstrate safety and
efficacy or commercial viability. Furthermore, if and when we collaborate with a third party for
development and commercialization of a product candidate, we may be required by our
collaborators through commercial negotiation to relinquish some or all of the control over the
future success of that product candidate to them. Any of these relationships may require us to
incur non-recurring and other charges, increase our near and long-term expenditures, issue
securities that dilute our existing Shareholders, or disrupt our management and business. For
any product or product candidate that we may seek to in-license from third parties, we may face
significant competition from other medical device companies with greater resources or
capabilities than us, and any agreement that we do enter may not result in the anticipated
benefits.

Furthermore, collaborations involving our products and product candidates are subject to
numerous risks, which may include the following:

. collaborators have significant discretion in determining the efforts and resources
that they will apply to a collaboration;
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collaborators may not pursue the development and commercialization of our product
candidates or may elect not to continue or renew development or commercialization
programs based on clinical trial results, or change their strategic focus due to
availability of funding, acquisition of competing products, or other external factors,
such as a business combination that diverts resources or creates competing

priorities;

collaborators may delay, suspend or terminate clinical trials, provide insufficient
funding for clinical trials, abandon a product candidate, repeat or conduct new
clinical trials, or require a new design of a product candidate for clinical testing;

collaborators could independently develop, or develop with third parties, products
that compete directly or indirectly with our products or product candidates;

collaborators with marketing and distribution rights to one or more products may not
commit sufficient resources to their marketing and distribution;

collaborators may not properly maintain or defend our intellectual property rights or
may use our intellectual property or proprietary information in a way that gives rise
to actual or threatened litigations that could jeopardize or invalidate our intellectual
property or proprietary information or expose us to potential liabilities;

disputes may arise between us and collaborators that cause delays in or termination
of the research, development or commercialization of our product candidates, or that
result in costly litigation or arbitration that diverts management’s attention and

resources;

collaborations may be terminated and, if terminated, may result in a need for
additional capital to pursue further development or commercialization of the

relevant product candidates; and/or

collaborators may own or co-own intellectual property covering our products and
product candidates that results from our collaborations with them, and in such cases,

we would not have the exclusive right to commercialize such intellectual property.

As a result, we may not be able to realize the benefit of current or future collaborations,

strategic alliances or the license of our third-party products if we are unable to successfully

integrate such products with our existing operations and company culture, which could delay

our timelines or otherwise adversely affect our business. We also cannot be certain that,

following a strategic transaction or license, we will achieve the revenue or specific net income

that justifies such arrangement. If we fail to enter into collaborations or do not have sufficient

funds or expertise to undertake the necessary development and commercialization activities,

we may not be able to further develop our product candidates or bring them to market and

generate expected revenue, which would harm our business, results of operations, financial

condition and prospects.
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If parties on whom we rely on fail to maintain or renew the necessary permits, licenses
and certificates required for the development, production, sales and distribution of our
products, our ability to conduct our business could be materially impaired.

Third parties, such as CROs, suppliers and distributors on whom we may rely to develop,
produce, promote, sell and distribute our products and product candidates, may be required to
obtain, maintain and renew various permits, licenses and certificates. Third parties on whom
we rely may be also subject to regular inspections, examinations, inquiries or audits by
regulatory authorities, and an adverse outcome of such inspections, examinations, inquiries or
audits may result in the loss or non-renewal of the relevant permits, licenses and certificates.
Moreover, the criteria used in reviewing applications for, or renewals of permits, licenses and
certificates may change from time to time, and we cannot assure you that the third parties on
whom we rely will be able to meet new criteria that may be imposed to obtain or renew the
necessary permits, licenses and certificates. Many of such permits, licenses and certificates are
material to the operation of our such third parties’ business, and if parties on whom we rely fail
to maintain or renew material permits, licenses and certificates, our ability to conduct our
business could be materially impaired. Furthermore, if the interpretation of existing laws and
regulations change, or new regulations are promulgated and come into effect, requiring parties
on whom we rely to obtain any additional permit, license or certificate that was previously not
required to operate their respective businesses, we cannot assure you that parties on whom we
rely will successfully obtain such permits, licenses or certificates in a timely manner or at all,
which in turn will adversely affect our ability to conduct our business.

Non-compliance with law on the part of any third parties with which we conduct business
could disrupt our business and adversely affect our results of operations and financial
condition.

Third parties with which we conduct business, such as physicians, suppliers and
customers, may be subject to regulatory penalties or punishments because of their regulatory
compliance failures, which may, directly or indirectly, disrupt our business. Although we
conduct review of legal formalities and certifications before entering into contractual
relationship with third parties, and take measures to reduce the risks that we may be exposed
to in case of any non-compliance by third parties, we cannot be certain whether such third
parties have violated any regulatory requirements. For example, physicians may involve in
malpractice which can cause certain injuries to patients using our products, and we may not be
able to identify and supervise all instances of such malpractice. In such events, even though we
have related disclaimers, we may be involved in legal proceedings regarding malpractice and
may even be held liable and have to pay damages to compensate such patients. Even though
we have the contractual right to seek indemnification from the relevant patients, we cannot
assure you that we will be able to enforce such right. As a result, our business, results of
operations and financial condition could be materially and adversely affected. Similarly,
suppliers may also not be in full compliance with applicable laws and regulations, which may

have an adverse effect as to our business, results of operations and financial condition.
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We expect to incur substantial share-based compensation expense pursuant to certain
existing limited partnership agreement, and such expense may affect our financial
performance and such compensation may result in a dilution of the shareholdings of the
shareholders in our Group.

In February 2021, we established partnerships, Ningbo Jiadu, as a shareholding platform,
where our employees, including certain senior management members, and certain of our
Directors hold interests as limited partners to such partnership. As provided in the relevant
limited partnership agreement, the foregoing persons are restricted from selling, transferring or
disposing of their respective partnership interest for the first 12 months from the Listing Date.
On the first trading day after each of the first and second anniversary of the Listing Date, 15%
of the interest owned by each of them will be released. On the first trading day after the third
anniversary of the Listing Date, the remaining 70% of the interest owned by each of them will
be released. See “History, Reorganization and Corporate Structure — Our Corporate
Development — Establishment of Ningbo Jiadu and Ningbo Jiacheng as the shareholding
platforms.” Consequently, we expect to incur substantial expenses associated with share-based
compensation as a result of the granting of partnership interest in Ningbo Jiadu to our
employees and Directors, which will have an adverse effect on our results of operations and
financial condition in the relevant periods between the grant date and release date. In addition,
we may also grant share-based awards pursuant to share incentive plans or other equity award
plans which we may adopt in the future to help us attract and retain key personnel and
employees. As a result, our expenses associated with share-based compensation may increase,
which may have an adverse effect on our results of operations and financial condition, and such
compensation may result in a dilution of the shareholdings of the shareholders in our Group.

We are exposed to risks associated with our investments in wealth management products,
including the risks of fair value change and uncertainty in valuation of our investments
in wealth management products due to the use of unobservable inputs.

We may invest in wealth management products from time to time in our ordinary course
of business. The wealth management products we invested in were usually principal-
guaranteed and had a short term ranging from one to three months. We have implemented
investment and treasury management policies to ensure proper management and risk
assessment.

We are subject to the risks that any of our counterparties, such as the banks that issued
wealth management products, may not perform their contractual obligations, such as in the
event that any such counterparty declares bankruptcy or becomes insolvent. Any material
non-performance of our counterparties with respect to the wealth management products we
invested in could materially and adversely affect our financial position and cash flow.
Furthermore, our investments in wealth management products are subject to overall market
conditions, including the capital markets, which expose us to the risk of valuation uncertainty.
We recorded interest income on wealth management products of RMB6.7 million in 2021,

which was recognized in other income for the same period. Any volatility in the market or

-112 -



RISK FACTORS

fluctuations in interest rates may negatively impact the fair value of our wealth management
products, which may in turn have a material adverse effect on our financial condition. In
addition, we are also exposed to the risks of fair value change and uncertainty in valuation of
our investments in wealth management products due to the use of unobservable inputs in
relation to the valuation of the level 3 financial assets at fair value through profit or loss.
Should any of the estimates and assumptions changed, it may lead to a change in the fair value
of the level 3 instruments, which may in turn have a material adverse effect on our financial
condition. See Note 3.3 to the Accountant’s Report in Appendix I to this prospectus.

Impairment of goodwill may materially and adversely affect our results of operations.

Our goodwill remained the same at RMB48.3 million as of December 31, 2019, 2020 and
2021 and June 30, 2022, primarily as a result of the acquisition of Shanghai Shape Memory
Alloy, our wholly-owned subsidiary, by Lepu Medical, a Controlling Shareholder, in 2008. The
value of goodwill is based on a number of assumptions made by our management. If any of
these assumptions does not materialize, or if the performance of our business is not consistent
with such assumptions, we may be required to have a significant write-off of our goodwill and
record a significant impairment loss. Furthermore, our determination on whether goodwill is
impaired requires an estimation of the recoverable amount of the CGUs to which the goodwill
is allocated, which depends on the expected future cash flows from the CGUs and a suitable
discount rate to calculate the present value. If we expected future cash flow to decrease, our
goodwill may be impaired. Any significant impairment of goodwill could have a material
adverse effect on our business, financial condition and results of operations. For more
information, see Note 2.10 and Note 17 to the Accountant’s Report in Appendix I to this
prospectus.

Impairment of our intangible assets could materially and adversely affect our results of
operations.

As of December 31, 2019, 2020 and 2021 and June 30, 2022, we had intangible assets of
RMB54.3 million, RMB66.0 million, RMB136.6 million and RMB161.6 million, respectively.
Our determination on whether intangible assets are impaired requires an estimation on
recoverable amount of the intangible assets, which is based on a number of assumptions made
by our management. If any of these assumptions does not materialize, or if the performance of
our business is not consistent with such assumptions, the carrying amount of the intangible
assets may exceed its recoverable amount, and our intangible assets may be impaired. As a
result, we may be required to have a significant write-off of our intangible assets and record
a significant impairment loss. The impairment of intangible assets could have a material
adverse effect on our business, financial condition and results of operations. For more
information, see Note 2.9 and Note 18 to the Accountant’s Report in Appendix I to this
prospectus.
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We may encounter difficulties in managing our growth and expanding our operations
successfully.

As we seek to deepen the penetration of our products and advance our product candidates,
we will need to expand our development, regulatory, manufacturing, marketing and sales
capabilities or contract with third parties to provide these capabilities for us. As our
development and commercialization plans and strategies evolve, we need to recruit a
significant number of additional managerial, operational, manufacturing, sales, marketing,
financial and other personnel. As our operations expand, we expect that we will need to manage
additional relationships with various strategic partners, suppliers and other third parties. Future
growth will impose significant additional responsibilities on members of management. Our
growth will impose significant added responsibilities on members of management, including:

. identifying, recruiting, integrating, maintaining and motivating additional

employees;

. managing our internal development efforts effectively, including the clinical and
regulatory authority review process for our product candidates, while complying
with our contractual obligations to third parties; and

. improving our operational, financial and management controls, as well as reporting
systems and procedures.

Our future financial performance and our ability to develop and commercialize our
products and product candidates and to compete effectively will depend, in part, on our ability
to effectively manage our recent growth and any future growth, and our management may also
have to divert a disproportionate amount of its attention away from day-to-day activities in
order to devote a substantial amount of time to managing these growth activities. If we are not
able to effectively manage our growth and further expand our organization by hiring new
employees and expanding our groups of business partners as needed, we may not be able to
successfully implement the tasks necessary to further develop and commercialize our products
and product candidates and, accordingly, may not achieve our research, development and
commercialization goals.

Our business and reputation may be adversely affected by negative publicity involving us,
our Shareholders, Directors, Supervisors, officers, employees, distributors, suppliers or
other parties we cooperate with, or by general negative publicity in the industry.

We, our Shareholders, Directors, Supervisors, officers, employees, distributors, suppliers
or other parties we cooperate with may be subject to negative media coverage and publicity
from time to time in our ordinary course of business, which could threaten the perception of
our reputation as a trustworthy interventional medical device provider. In addition, to the
extent we, our Shareholders, Directors, Supervisors, officers, employees, distributors,
suppliers or other parties we cooperate with were involved in any legal or administrative
proceedings or violate or allegedly violate any laws or regulations, our reputation could be
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materially and adversely affected, which may, in turn, adversely affect our business and results
of operations. Any negative publicity regarding our industry could also affect our reputation
and customer confidence in our brand and products.

Any negative publicity or allegations may cause us to spend significant time and incur
substantial costs, and we may not be able to diffuse them to the satisfaction of our investors,
customers, hospitals and physicians, which could materially and adversely affect our
reputation, business, results of operations and financial condition and the market price of our
H Shares.

Use of social media platforms presents new risks.

Social media increasingly is being used to communicate about our products, product
candidates and the diseases our therapies are designed to treat. Social media practices in the
medical device and pharmaceutical industries are evolving, which creates uncertainty and risk
of non-compliance with regulations applicable to our business. For example, patients may use
social media platforms to comment on the effectiveness of, or adverse experiences with, our
products or product candidates. In addition, there is a risk of inappropriate disclosure of
sensitive information or negative or inaccurate posts or comments about us on any social
networking website. If any of these events were to occur or we otherwise fail to comply with
applicable regulations, we could incur liability, face restrictive regulatory actions or incur other
harm to our business.

Changes in international trade policies and trade barriers, or the escalation of trade
tensions, may have an adverse effect on our business.

During the Track Record Period, certain of our raw materials were sourced overseas, and
we also distributed our products in foreign countries and regions. Our business is therefore
subject to constantly changing international economic, regulatory, social and political
conditions, and local conditions in those foreign countries and regions. China’s political
relationships with those foreign countries and regions may affect the prospects of our
relationship with third parties, such as customers, suppliers, distributors and business partners.
We cannot assure you that our existing or potential partners will not alter their perception of
us or their preferences as a result of adverse changes to the state of political relationships
between China and the relevant foreign countries or regions. Any tension, political concern,
and trade friction between China and the relevant foreign countries or regions may cause a
decline in the demand for our products and adversely affect our business, results of operations,
financial condition, cash flows and prospects. In the event that China and/or the relevant
foreign countries impose import tariffs, trade restrictions or other trade barriers affecting the
importation of raw materials, we may not be able to obtain a steady supply of necessary
components or raw materials at competitive prices, and our business and operations may be
materially and adversely affected. In addition, any escalation in existing trade tensions or the
advent of a trade war, or news and rumors of the escalation of a potential trade war, could affect
consumer confidence and have a material adverse effect on our business, results of operations
and, ultimately, the market price of our H Shares.
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In particular, recent international trade disputes between China and the United States, and
the uncertainties created by such disputes may disrupt the transnational flow of goods and
significantly undermine the stability of the global and Chinese economy, thereby harming our
business. Political tensions between the United States and China have escalated due to, among
other things, the COVID-19 outbreak, the National People’s Congress’ passage of Hong Kong
national security legislation, sanctions imposed by the U.S. Department of Treasury on certain
officials of Hong Kong and the central government of the PRC, and the Trump administration
executive orders issued in August 2020 and the new executive order issued by the U.S.
President in June 2021 which sought or seek to prohibit certain transactions with, or equity
investment in, certain Chinese companies and their respective subsidiaries. Rising political
tensions could reduce levels of trades, investments, technological exchanges and other
economic activities between the two major economies, which would have a material adverse
effect on global economic conditions and the stability of global financial markets. Any of these
factors could have a material adverse effect on our business, prospects, financial condition and
results of operations.

We historically received government grants and subsidies for our research and
development and other activities and we may not receive such grants or subsidies in the
future.

We historically received government grants in the form of subsidies received from local
government intended to support our research and development activities and business
operations. For 2019, 2020, 2021 and the six months ended June 30, 2021 and 2022, we
recognized government grants of RMB9.0 million, RMB5.6 million, RMB7.7 million, RMB4.5
million and RMB2.6 million, respectively. For details, see “Financial Information —
Description of Certain Consolidated Statements of Profit or Loss Items — Other Income and
Gains/(Losses) — Net.” Our eligibility for government grants is dependent on a variety of
factors, including assessment of our improvement on existing technologies, relevant
government policies, availability of funding at different granting authorities and research and
development progress made by other peer companies. In addition, the policies according to
which we historically received government grants may be halted by the relevant government
entities at their sole discretion. We cannot assure you that we will continue to receive such
government grants or receive similar level of government grants, or at all, in the future. Any
loss of or reduction in government grants could have an adverse effect on our results of

operations, financial condition and business prospects.

The discontinuation of any of the preferential tax treatments currently available to us
could reduce our profitability.

Under PRC tax laws and regulations, Shanghai Shape Memory Alloy enjoys certain
preferential tax treatments. The EIT Law and its implementation rules generally impose a
uniform income tax rate of 25% on all enterprises, but grant preferential treatment to “High and
New Technology Enterprises” (“HNTEs”) to enjoy a reduced enterprise tax rate of 15%.
According to the relevant administrative measures, to qualify as an HNTE, Shanghai Shape
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Memory Alloy must meet certain financial and non-financial criteria and complete verification
procedures with the administrative authorities. Continued qualification as an HNTE is subject
to a three-year review by the relevant government authorities in China, and in practice certain
local tax authorities also require annual evaluation of the qualification.

In addition, according to the relevant laws and regulations promulgated by the State
Council and the SAT with effect from 2008 onwards, enterprises engaging in research and
development activities were entitled to claim 150% of their research and development expenses
so incurred as tax deductible expenses when determining their assessable profits for that year
(“Super Deduction”). In September 2018, the SAT announced that enterprises engaging in
research and development activities would be entitled to claim 175% of their research and
development expenses as Super Deduction from January 1, 2018 to December 31, 2020. The
Super Deduction ratio has increased to 200% since 2021. During the Track Record Period,
Shanghai Shape Memory Alloy enjoyed the preferential tax treatment of Super Deduction.

If the preferential tax treatments are discontinued or not verified by the local tax
authorities, and the affected entity fails to obtain preferential tax treatments based on other
qualifications, it will become subject to the standard PRC enterprise income tax rate of 25%.
We cannot assure you that the tax authorities will not, in the future, discontinue any of our
preferential tax treatments, potentially with retroactive effect, which would have a negative
impact on our business, results of operations and financial condition.

If we become subject to litigation, legal or contractual disputes, governmental
investigations or administrative proceedings, our management’s attention may be
diverted and we may incur substantial costs and liabilities.

From time to time, we may be involved in claims, disputes and legal proceedings in our
ordinary course of business. These may concern issues relating to, among others, product
liability, environmental matters, breach of contract, employment or labor disputes and
infringement of intellectual property rights. As of the Latest Practicable Date, we were not
involved in any litigations and legal proceedings that may materially affect our research and
development of our product candidates, business and results of operations. On-going or
threatened litigation, legal or contractual disputes, governmental investigations or
administrative proceedings involving us or our employees may divert our management’s
attention, and result in damages, liabilities and legal and other costs. Furthermore, any
litigation, legal or contractual disputes, governmental investigations or administrative
proceedings which are initially not of material importance may escalate and become important
to us, due to a variety of factors, such as the facts and circumstances of the cases, the likelihood
of loss, the monetary amount at stake and the parties involved.
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If the outcomes of these proceedings are unfavorable to us, we could be required to pay
significant legal costs and monetary damages, assume legal and other liabilities and even to
suspend or terminate the related business projects. In addition, negative publicity arising from
litigation, legal or contractual disputes, governmental investigations or administrative
proceedings may damage our reputation and adversely affect the image of our brands and
products. As a result, our business, results of operations and financial condition may be
materially and adversely affected.

Failure to make adequate contributions to social insurance and housing provident fund
for our employees as required by the PRC regulations may subject us to penalties.

Pursuant to the relevant PRC laws and regulations, employers are obligated to directly
and duly contribute to the social insurance and housing provident fund for their employees.
During the Track Record Period, we failed to timely make full social insurance and housing
provident fund contributions for certain of our eligible employees. We estimate that the
accumulated shortfall of social insurance and housing provident fund contributions as of
December 31, 2019, 2020 and 2021 and June 30, 2022 was approximately RMB0.2 million,
RMBO0.2 million, RMBO0.3 million and RMBO0.3 million, respectively, which was immaterial
and would not have a material adverse effect on our business. As a result, we did not make any
provisions in connection with the foregoing non-compliance during the Track Record Period
and up to the Latest Practicable Date.

As advised by our PRC Legal Advisors, we may be required to make up the deficiencies
and be subject to late fees and fines for our insufficient contributions to the social insurance
and housing provident fund. According to the relevant PRC laws and regulations, for
outstanding social insurance contributions that we did not fully pay within the prescribed
period, the relevant PRC authorities may demand that we pay the outstanding social insurance
contribution within a stipulated deadline and we may be liable for a late payment fee equal to
0.05% of the outstanding contribution amount of each day of delay; if we fail to make such
payments within a stipulated deadline, we may be liable to a fine of one to three times of the
outstanding contribution amount. In addition, for outstanding housing provident fund
contributions that we did not fully pay within the prescribed period, the relevant government
authorities may demand that we pay the outstanding housing provident fund contributions by
a stipulated deadline. If we fail to rectify by that deadline, we may be subject to an order from
the relevant PRC courts for compulsory enforcement. We have adjusted the payment basis of
the social insurance and housing provident funds for our employees pursuant to the standards
stipulated under the applicable PRC laws and regulations. Our Directors believe that these
incidents would not have a material adverse effect on our business and results of operations,
considering that (1) we have not received any notice from relevant regulatory authorities
regarding any claim for inadequate contributions of our current and former employees, nor any
notifications from the relevant authorities requiring us to pay the shortfalls; (2) we were not
aware of any employee complaints or claims with respect to social insurance and/or housing
provident funds; (3) we would make full payment within the stipulated deadline as required by
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relevant authorities once we received the notifications from the relevant authorities requiring
us to pay the shortfalls; and (4) as advised by our PRC Legal Advisors, based on the above and
provided that the relevant regulations and policies issued by PRC governments are still in
effect, the likelihood that the relevant social insurance authorities would collectively take
initiative to recover the historically unpaid social insurance from us and/or impose the
administrative penalties on us due to our failure to make full payment of the social insurance
is remote, and the likelihood that the relevant housing provident fund authorities would impose
the administrative penalties on us due to our failure to make full payment of the housing
provident funds is remote. As a result, we did not make any provisions in connection with the
non-compliance during the Track Record Period and up to the Latest Practicable Date.
However, we cannot assure that the relevant local government authorities will not require us
to pay the outstanding amount within a specific time limit or impose late or additional fees or

fines on us, which may adversely affect our financial condition and results of operation.

Failure to comply with PRC property laws and relevant regulations may adversely affect
our business, results of operations and financial condition.

Historically, two floors we occupied in the same building with a gross floor area of
approximately 3,582.17 square meters where our headquarters are located and where we
conduct substantially all of our manufacturing activities were renovated without obtaining the
construction commencement permit (Jfi LF A7) and going through the construction
completion acceptance procedures (¥ TEgIL) as required by PRC laws and regulations.
According to our PRC Legal Advisors, for construction work carried out without construction
commencement permit, we are subject to the risk of being required to adopt remedial measures
within a certain time limit and being fined 1% to 2% of the contract price of the construction
project. As for construction project that is delivered for use without passing the construction
completion acceptance procedures, the construction entity may be ordered to rectify, subject to
a fine of not less than 2% but not more than 4% of the contract price of the construction, and
may also be required to pay compensation where any damage has been caused. We cannot
assure you that we will be able to obtain all the outstanding permit and registration for the
building we occupied in a timely manner. The aggregate contract price of the above
construction is RMB9.08 million and, accordingly, the maximum penalty under relevant laws
and regulations would be a fine of RMB544,800. See “Business — Properties — Owned
Properties.” While we had not suffered any such fine from the relevant government authorities
as of the Latest Practicable Date, we cannot assure you that we will not be subject to penalties
or other disciplinary actions in the future.

Under the applicable PRC laws and regulations, parties to a lease agreement are required
to register and file the executed lease agreement with the relevant government authorities. As
of the Latest Practicable Date, we had not obtained lease registration for 14 properties under
six lease agreements we leased in China. As advised by our PRC Legal Advisors, while failure
to complete the lease registration will not affect the legal effectiveness of the lease agreements
under PRC law, relevant real estate administrative authorities may require parties to the lease
agreements to complete registration within a prescribed period of time and failure to do so may
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subject the parties to fines ranging from RMB1,000 to RMB10,000 for each non-registered
lease. See “Business — Properties — Leased Properties.” While we had not received any such
request or suffered any such fine from the relevant government authorities as of the Latest
Practicable Date, we cannot assure you that we will not be subject to penalties or other
disciplinary actions for our past and future non-compliance.

Our internal IT systems may fail or suffer security breaches.

Despite the implementation of security measures, our internal IT systems are vulnerable
to damage from computer viruses and unauthorized access. Although to our knowledge we have
not experienced any material system failure or security breach to date, if such an event were
to occur and cause interruptions in our operations, it could result in a disruption of our business
operations.

In the ordinary course of our business, we collect and store sensitive data, including,
among other things, personal information of our employees, and intellectual property and
proprietary business information. In addition, we manage and maintain our data utilizing
on-site systems and outsourced suppliers. These data encompass a wide variety of business-
critical information including research and development information, commercial information
and business and financial information. Because information systems, networks and other
technologies are critical to many of our operating activities, shutdowns or service disruptions
at our Company or suppliers that provide information systems, networks, or other services to
us pose increasing risks. Such disruptions may be caused by events such as computer hacking,
phishing attacks, ransomware, dissemination of computer viruses, worms and other destructive
or disruptive software, denial of service attacks and other malicious activity, as well as power
outages, natural disasters (including extreme weather), terrorist attacks or other similar events.
Such events could have an adverse impact on us and our business, including loss of data and
damage to equipment. In addition, system redundancy may be ineffective or inadequate, and
our disaster recovery planning may not be sufficient to cover all eventualities. Significant
events could result in a disruption of our operations, damage to our reputation or loss of
revenue. In addition, we may not have adequate insurance coverage to compensate for any
losses associated with such events.

We could be subject to risks caused by misappropriation, misuse, leakage, falsification or
intentional or accidental release or loss of data maintained in the information systems and
networks of our Company and our suppliers, such as personal information of our employees,
and company confidential data. In addition, outside parties may attempt to penetrate our
systems or those of our suppliers or fraudulently induce our personnel or the personnel of our
suppliers to disclose sensitive information in order to gain access to our data and/or systems.
Like other companies, we have on occasion experienced, and will continue to experience,
threats to our data and systems, including malicious codes and viruses, phishing, and other
cyber-attacks. The number and complexity of these threats continue to increase over time. If
a material breach of our information technology systems or those of our suppliers occurs, the
market perception of the effectiveness of our security measures could be harmed and our
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reputation and credibility could be damaged. We could be required to expend significant
amounts of money and other resources to repair or replace information systems or networks.
In addition, we could be subject to regulatory actions and/or claims made by individuals and
groups in private litigation involving privacy issues related to data collection and use practices
and other data privacy laws and regulations, including claims for misuse or inappropriate
disclosure of data, as well as unfair or deceptive practices. Although we develop and maintain
systems and controls designed to prevent these events from occurring, and we have a process
to identify and mitigate threats, the development and maintenance of these systems, controls
and processes is costly and requires ongoing monitoring and updating as technologies change
and efforts to overcome security measures become increasingly sophisticated. Moreover,
despite our efforts, the possibility of these events occurring cannot be eliminated entirely.

Our future acquisitions and investments may subject us to risks and uncertainties.

We plan to actively seek opportunities for strategic acquisitions or investments to
strengthen our research and development capabilities, expand our product portfolio, and
enhance our market position. Such endeavors may involve significant risks and uncertainties,
including distraction of management from current operations, the inability to generate
sufficient revenue to offset the costs and expenses of acquisitions, and risks relating to market
acceptance, loss of key acquired personnel, difficulties in integrating diverse corporate
cultures, and increased costs to integrate managerial, operational, financial, and administrative
systems. We currently plan to use approximately 10.0% of the net proceeds from the Global
Offering, or approximately HK$59.2 million, to fund potential strategic investment and
acquisitions within the next five years that could complement and expand our product portfolio
and technologies. As of the Latest Practicable Date, we had not identified any specific
acquisition targets, formed any specific acquisition plans or entered into any agreements with
potential targets. See “Business — Growth Strategies” and “Future Plans and Use of Proceeds
— Use of Proceeds.”

We cannot assure you that all the proposed investment and our future investments will be
consummated in a timely manner or at all, or that we will realize the economic or commercial
benefits from such investment as anticipated. We may be unable to successfully complete an
acquisition deal due to reasons including unsuccessful negotiation, even if we identify suitable
acquisition targets. In addition, we may be unable to manage an acquired entity profitably or
successfully integrate its operations with our own. These factors could harm our ability to
achieve anticipated levels of profitability at operations we have acquired or invested in, or
realize other anticipated benefits of an acquisition or investment, or even successfully complete
an acquisition deal, and could adversely affect our business, results of operations and financial
condition. Any acquisition or investment may also cause us to assume liabilities, increase our
expenses and working capital requirements, or subject us to litigation, which would reduce our
return on invested capital. Failure to manage the acquisitions and investments we make could
materially harm our business and results of operations by bringing significant net cash outflows

for financing activities, with limited, if any, increase in our revenue.
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Future acquisitions of businesses, technologies or know-how could materially and
adversely affect our business, financial condition and results of operations if we fail to
integrate the acquired businesses or technologies successfully into our existing operations
or if we discover previously undisclosed liabilities.

To enhance our growth, we may acquire businesses, technologies or know-how that we
believe would benefit us in terms of product development, technology advancement or
distribution network. Our ability to grow through acquisitions depends upon our ability to
identify, negotiate, complete and integrate suitable acquisitions and to obtain any necessary
financing. Even if we complete acquisitions, as we have limited experience with significant
acquisitions, we may experience:

. difficulties in integrating any acquired companies, technologies, or personnel into
our existing business, particularly integrating different business operations,
financial and risk management, quality control procedures and management,
customer service and other business functions;

. delays or failure in realizing the benefits of the acquired company, technologies or
know-how;
. diversion of our management’s time and attention from other business concerns;

. higher costs of integration than we anticipated;

. difficulties in retaining key employees of the acquired business who are necessary
to manage these acquisitions; or

. difficulties in implementing and enforcing our management and internal control
mechanisms as well as quality assurance program that timely and adequately
respond to our expanded scope of operations.

If we invest in businesses that operate outside of China, these risks may increase because
of our limited experience in operating overseas.

An acquisition could also materially impair our results of operations through use of
substantial amounts of cash, potentially dilutive issuances of equity securities, increasing
operating expenses and cash requirements, significant depreciation and amortization expenses
related to acquired intangible or other assets, impairment losses, deferred compensation
charges, adverse tax consequences, significant diversion of management’s attention, incurrence
of debt on unfavorable terms, assimilation of operations and exposure to potential unknown
liabilities of the acquired business. We may also discover deficiencies in internal controls, data
adequacy and integrity, product quality, regulatory compliance and product liabilities in
businesses we acquire which we did not uncover prior to such acquisition. Therefore, we may
become subject to penalties, lawsuits or other liabilities. Any difficulties in the integration of
acquired businesses, technologies or know-how or unexpected penalties, lawsuits or liabilities
in connection with such businesses, technologies or know-how could have a material adverse
effect on our business, results of operations and financial condition.
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Our insurance coverage may not be adequate, which could expose us to significant costs
and business disruption.

Our operations are subject to hazards and risks associated with our research and
manufacturing operations, which may cause significant harm to persons or damage to
properties. We maintain different types of insurance policies that are required under PRC laws
and regulations as well as based on our assessment of our operational needs and industry
practice. For example, we maintain insurance policies that cover losses arising from accidents
and natural calamities in respect of our machinery, equipment, inventories and other fixed
assets in our research and manufacturing facilities. We also maintain insurance policies
covering clinical trial liability and are in the process of securing an insurance policy against
product liability claims. For details, see “Business — Insurance.” In line with industry practice
in China, we have elected not to maintain certain types of insurances such as key man life
insurance, which is not mandatory under PRC laws. We cannot assure you that our insurance
policies will be adequate to cover all losses incurred. In particular, our insurance coverage may
be insufficient to cover any claim for product liability, damage to our fixed assets or employee
injuries. Losses incurred and associated liabilities may have a material adverse effect on our
results of operation if such losses or liabilities are not covered by our insurance policies.

We may need additional capital, and we may be unable to obtain such capital in a timely
manner or on acceptable terms, or at all.

We may require additional capital beyond those generated by the Global Offering from
time to time to grow our business, to better serve our customers, develop and enhance our
products, and improve our operating infrastructure. Accordingly, we may need to sell
additional equity or debt securities or obtain a credit facility. Future issuances of equity or
equity-linked securities could significantly dilute our existing Shareholders, and any new
equity security we issue could have rights, preferences and privileges superior to those of
holders of our ordinary shares. The incurrence of debt financing would result in increased debt
service obligations and could result in operating and financing covenants that would restrict
our operations or our ability to pay dividends to our Shareholders.

Our ability to obtain additional capital is subject to a variety of uncertainties, including:

. our market position and competitiveness in the interventional medical device market
targeting structural heart diseases;

. our future profitability, overall financial condition, and results of operations;
. general market conditions for capital raising activities by companies in the
interventional medical device market targeting structural heart diseases in China,

which in turn depends on the prospect of this industry; and

. economic, political and other conditions in China and globally.
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We may be unable to obtain additional capital in a timely manner or on acceptable terms,
or at all. If we are unable to obtain adequate financing on terms satisfactory to us when we
require it, our ability to continue to support our business growth could be significantly
impaired, and our business and prospects could be adversely affected.

A severe or prolonged downturn in the global or Chinese economy could materially and
adversely affect our business, results of operations, financial condition and prospects.

The global macroeconomic environment is facing challenges, including the end of
quantitative easing by the U.S. Federal Reserve, the economic slowdown in the Eurozone since
2014 and uncertainties over the impact of Brexit. The Chinese economy has shown slower
growth compared to the previous decade since 2012 and the trend may continue. There is
considerable uncertainty over the long-term effects of the expansionary monetary and fiscal
policies adopted by the central banks and financial authorities of some of the world’s leading
economies, including the United States and China. There have been concerns over unrest and
terrorist threats in the Middle East, Europe and Africa, which have resulted in market volatility.
There have also been concerns over the relationship between China and other countries,
including the surrounding Asian countries. Recent international trade disputes, including tariff
actions announced by the United States, China and certain other countries, and the
uncertainties created by such disputes may cause disruptions in the international flow of goods
and services and may adversely affect the Chinese economy as well as global markets and
economic conditions. In addition, the recent market panics over the global outbreak of
COVID-19 and the drop of oil price materially and negatively affected the global financial
markets in March 2020, which may cause slowdown of the world’s economy. Economic
conditions in China are sensitive to global economic conditions, as well as changes in domestic
economic and political policies and the expected or perceived overall economic growth rate in
China. Any severe or prolonged slowdown in the global or Chinese economy may materially
and adversely affect our business, results of operations, financial condition and prospects.

Any catastrophe, including outbreaks of health pandemics and other extraordinary
events, could have a negative impact on our business operations.

We are vulnerable to natural disasters and other calamities. Fire, floods, typhoons,
earthquakes, power loss, telecommunications failures, wars, riots, terrorist attacks or similar
events may give rise to server interruptions, breakdowns, system failures or Internet failures,
which could cause the loss or corruption of customer data, malfunctions of software, hardware
and equipment as well as adversely affect our ability to manufacture our products and provide
our services.

Our business could also be adversely affected by the effects of COVID-19, Ebola virus
diseases, HIN1 flu, H7NO9 flu, avian flu, Severe Acute Respiratory Syndrome (SARS), or other
epidemics. Our business operation could be disrupted if any of our employees is suspected of
having any of the aforementioned epidemics or another contagious disease or condition, since
it could require our employees to be quarantined and/or our offices to be disinfected. In
addition, our business, results of operations and financial condition could be adversely affected
to the extent that any of these epidemics harms the economy of China and other overseas
markets in general.
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RISKS RELATING TO DOING BUSINESS IN CHINA

The economic, political and social conditions in China could affect our business, results
of operations, financial condition and prospects.

We generate a substantial portion of our revenue from our operations in China.
Accordingly, our business, financial condition, results of operations and prospects are subject
to and influenced by the economic, political and social conditions in China. Economic reforms
begun in the late 1970s have resulted in significant economic growth in China. However, any
economic reform policies or measures in China may from time to time be modified or revised.
China’s economy differs from the economies of most developed countries in many respects,
including with respect to the degree of government involvement, control of foreign exchange,
allocation of resources, as well as the overall level of development. While China’s economy
has experienced significant growth in the past 30 years, growth has been uneven across
different regions and among different economic sectors. In addition, the rate of growth has
been slowing since 2012, and the impact of COVID-19 on China’s and global economies was
severe and may persist in the future.

The PRC government exercises significant control over China’s economic growth through
the allocation of resources, controlling payment of foreign currency denominated obligations,
setting monetary policy and providing preferential treatment to particular industries or
companies. Some of these measures may benefit the overall PRC economy, but may have a
negative effect on us. For example, our results of operations and financial condition may be
adversely affected by government control over capital investments or changes in tax
regulations. In addition, in the past, the PRC government has implemented certain measures,
including interest rate adjustment, to control the pace of economic growth. These measures
may cause decreased economic activities in China, which may adversely affect our business
and results of operations. In addition, the increased global focus on social, ethical and
environmental issues may lead to China’s adoption of more stringent standards in these areas,
which may adversely impact the operations of China-based companies including us. We cannot
predict future changes in China’s economic, political and social conditions and the effect that
new government policies would have on our business and prospects. Any actions and policies
adopted by the PRC government could adversely affect our business, results of operations,

financial condition and competitive position.

Uncertainties with respect to the PRC legal system could have a material adverse effect
on our business, results of operations and financial condition.

Our business and operations are primarily conducted in China and are governed by
applicable PRC laws, rules and regulations. The PRC legal system is based on written statutes
and their interpretation by the Supreme People’s Court. Prior court decisions may be cited for
reference, but have limited weight as precedents. Since the late 1970s, the Chinese government
has significantly enhanced China’s legislation and regulations to provide protection to various
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forms of foreign investments in China. However, since these laws and regulations are relatively
new and the PRC legal system continues to rapidly evolve, the interpretations of many laws,
rules and regulations are not always uniform and enforcement of these laws, rules and
regulations involves uncertainties, which may limit legal protections available to us.

Even if we endeavor to comply with relevant laws and regulations, we may not always
be able to do so due to a lack of detailed implementation rules by relevant government
authorities. In addition, some government authorities (including local government authorities)
may not consistently apply regulatory requirements issued by themselves or other PRC
government authorities, making strict compliance with all regulatory requirements impractical,
or in some circumstances, impossible. For example, we may have to resort to administrative
and court proceedings to enforce the legal protection that we enjoy either by law or contract.
However, since PRC administrative and court authorities have significant discretion in
interpreting and implementing statutory and contractual terms, it may be more difficult to
evaluate the outcome of administrative and court proceedings and the level of legal protection
we enjoy than in more developed legal systems. These uncertainties may impede our ability to
enforce the contracts we have entered into with our customers, suppliers, distributors and
business partners. In addition, such uncertainties, including the inability to enforce our
contracts, together with any development or interpretation of PRC laws adverse to us, could
materially and adversely affect our business and operations. Furthermore, intellectual property
rights and confidentiality protections in China may not be as effective as in the United States
or other countries. Accordingly, we cannot predict the effect of future developments in the PRC
legal system, including the promulgation of new laws, changes to existing laws or the
interpretation or enforcement thereof, or the preemption of local regulations by national laws.
These uncertainties could limit the legal protections available to us and other foreign investors,
including you. In addition, any litigation or regulatory enforcement action in China may be
protracted and may result in substantial costs and the diversion of resources and management’s
attention, which in turn could have a material adverse effect on our results of operations and
financial condition.

Government control of currency conversion could limit our ability to utilize our revenue
effectively, to pay dividends and other obligations, and affect the value of our H Shares.

The PRC government imposes controls on the convertibility of Renminbi into foreign
currencies and, in certain cases, the remittance of currency out of China. Our revenue and
expenses are substantially denominated in Renminbi, and the net proceeds from the Global
Offering and any dividends we pay on our H Shares will be in Hong Kong dollars. Under
China’s existing foreign exchange regulations, following the completion of the Global
Offering, we will be able to make current account foreign exchange transactions, including
paying dividends in foreign currencies without prior approval from the SAFE.
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However, in the future, the PRC government may take measures, at its discretion, to
restrict access to foreign currencies for capital account and current account transactions under
certain circumstances. If such measures are implemented, we may not be able to pay dividends
in foreign currencies to holders of our H Shares. Foreign exchange transactions under our
capital account are subject to significant foreign exchange controls and require SAFE’s
approval. These limitations could affect our ability to obtain foreign exchange through offshore
financing.

Furthermore, the net proceeds from the Global Offering are expected to be deposited in
currencies other than Renminbi until we obtain necessary approvals from relevant PRC
regulatory authorities to convert these proceeds into onshore Renminbi. If the net proceeds
cannot be converted into onshore Renminbi in a timely manner, our ability to deploy these
proceeds efficiently may be affected as we will not be able to invest these proceeds on RMB
denominated assets onshore or deploy them in uses onshore where Renminbi is required. All
of these factors could materially and adversely affect our business results of operations,
financial condition and prospects.

Fluctuations in exchange rates could adversely affect our results of operations and the
value of your investment.

Fluctuations in the exchange rate of Renminbi against Hong Kong dollar, U.S. dollar and
other foreign currencies are affected by, among other things, the policies of the PRC

Government and changes in China’s and international political and economic conditions.

The proceeds from the Global Offering will be denominated in Hong Kong dollars. As a
result, any appreciation of Renminbi against U.S. dollar, Hong Kong dollar or any other foreign
currencies may result in a decrease in the value of our foreign currency-denominated assets and
our proceeds from the Global Offering. Conversely, any depreciation of Renminbi may
adversely affect the value of, and any dividends payable on our H Shares in foreign currencies.
In 2021, we recorded net foreign exchange gains of RMBS5.2 million from retranslation of U.S.
dollar-denominated bank balances and redemption liabilities. In the six months ended June 30,
2021 and 2022, we recorded net foreign exchange losses of RMB1.8 million and RMB26.9
million, respectively, from retranslation of redemption liabilities resulted from exchange rate
fluctuations. There are limited instruments available for us to reduce our foreign currency risk
exposure at reasonable cost in China, and we have not utilized, and may not in the future
utilize, any such instrument. All of these factors could materially and adversely affect our
business, results of operations, financial condition and prospects, and could reduce the value
of, and dividends payable on, our H Shares in foreign currency terms.
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Investors of our H Shares may become subject to PRC taxation on dividends received
from us and gains from the disposition of our H Shares.

Non-Chinese resident individual holders of H Shares whose names appear on the register
of members of H Shares (“Non-Chinese Resident Individual Holders”), are subject to Chinese
individual income tax on dividends received from us. Pursuant to the Circular on Questions
Concerning the Collection of Individual Income Tax Following the Repeal of Guo Shui Fa
[1993] No. 045 (Guo Shui Han [2011] No. 348) ( B BB 3E[19931045 5% SO 8% 1F 42 A7 Bl (]
NI B R A (BIBLEK[2011]1348%5)) dated June 28, 2011 and issued by the SAT,
the tax rate applicable to dividends paid to Non-Chinese Resident Individual Holders of H
Shares varies from 5% to 20% (usually 10%), depending on whether there is any applicable tax
treaty between China and the jurisdiction in which the Non-Chinese Resident Individual
Holder of H Shares resides, as well as the tax arrangement between China and Hong Kong.
Non-Chinese Resident Individual Holders who reside in jurisdictions that have not entered into
tax treaties with the PRC are subject to a 20% withholding tax on dividends received from us.
See “Appendix VI — Taxation and Foreign Exchange” to this prospectus. In addition, under
the Individual Income Tax Law of the PRC ( (*F#HEARILAENEAFGHIEL) ) and its
implementation regulations, Non-Chinese Resident Individual Holders of H Shares are subject
to individual income tax at a rate of 20% on gains realized upon the sale or other disposition
of H Shares. However, pursuant to the Circular Declaring that Individual Income Tax
Continues to be Exempted over Income of Individuals from Transfer of Shares ( <A A
AT S T A A S S OB A I A B4 N) ) issued by the Ministry of Finance and the SAT
on March 30, 1998, gains of individuals derived from the transfer of listed shares of enterprises
may be exempt from individual income tax. Based on our knowledge, as of the Latest
Practicable Date, the Chinese tax authorities have not in practice sought to collect individual
income tax on such gains. If such tax is collected in the future, the value of such non-Chinese
resident individual holders’ investments in H Shares may be materially and adversely affected.

Under the EIT Law and its implementation regulations, a non-Chinese resident enterprise
is generally subject to enterprise income tax at a rate of 10% with respect to its
Chinese-sourced income, including dividends received from a Chinese company and gains
derived from the disposition of equity interests in a Chinese company. This rate may be reduced
under any special arrangement or applicable treaty between the China and the jurisdiction in
which the non-Chinese resident enterprise resides. Pursuant to the Circular on Questions
Concerning Withholding of Enterprise Income Tax for Dividends Distributed by Resident
Enterprises in China to Non-resident Enterprises Holding H-shares of the Enterprises (Guo
Shui Han [2008] No. 897) ( <B4 B/ B4 S 1 B AMH IR S B A SRR IR 25 1 B G Uik
TSR B ER A (B [2008]89749%)) promulgated by the SAT on November 6,
2008, we intend to withhold tax at 10% from dividends payable to non-Chinese resident
enterprise holders of H Shares (including HKSCC Nominees). Non-Chinese resident
enterprises that are entitled to be taxed at a reduced rate under an applicable income tax treaty
or arrangement will be required to apply to the Chinese tax authorities for a refund of any

amount withheld in excess of the applicable treaty rate, and payment of such refund will be
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subject to the Chinese tax authorities” approval. See “Appendix VI — Taxation and Foreign
Exchange” to this prospectus. There are uncertainties as to the interpretation and
implementation of the EIT Law and its implementation rules by the Chinese tax authorities,
including whether and how enterprise income tax on gains derived upon the sale or other
disposition of H Shares will be collected from non-Chinese resident enterprise holders of H
Shares. If such tax is collected in the future, the value of such non-Chinese resident enterprise
holders’ investments in H Shares may be materially and adversely affected.

Payment of dividends is subject to restrictions under PRC law.

Under PRC law, dividends may be paid only out of distributable profits. Distributable
profits are defined as our profits after taxes as determined under PRC GAAP less any recovery
of accumulated losses and appropriations to statutory and other reserves that we are required
to make. As a result, we may not have sufficient, if any, distributable profits to enable us to
make dividend distributions to our Shareholders in the future, including periods for which our
financial statements indicate that our operations have been profitable. Any distributable profits

not distributed in a given year are retained and available for distribution in subsequent years.

Moreover, because the calculation of distributable profits under PRC GAAP is different
from the calculation under IFRS in certain respects, our subsidiaries may not have distributable
profits as determined under PRC GAAP, even if they have profits for that year as determined
under IFRS. Even though there are no material differences between our distributable profit
during the Track Record Period under PRC GAAP and IFRS, we may not receive sufficient
distributions from our subsidiaries in the future. Failure by our subsidiaries to pay dividends
to us could have a negative impact on our cash flow and our ability to make dividend
distributions to our Shareholders in the future, including those periods in which our financial
statements indicate that our operations have been profitable.

It may be difficult to effect service of process, enforce foreign judgments or bring original
actions against us, our Directors, Supervisors and senior management residing in China.

We are a company incorporated under the laws of China, and a majority of our assets are
located in China. In addition, most of our Directors, Supervisors and senior management reside
within China, and the assets of our Directors, Supervisors and senior management are likely to
be located within China. As a result, it may be difficult or impossible for you to effect service
of process within Hong Kong, the United States or elsewhere outside China upon us or these
persons, or to bring an action in Hong Kong against us or these individuals. Moreover, China
does not have treaties with most of the other jurisdictions that provide for the reciprocal

recognition and enforcement of judicial rulings and awards.
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On July 14, 2006, the Supreme People’s Court of China and Hong Kong entered into the
Arrangement on Reciprocal Recognition and Enforcement of Judgements in Civil and
Commercial Matters by the Courts of the Mainland and of the Hong Kong Special
Administrative Region Pursuant to Choice of Court Agreements between Parties Concerned
(BRI PRy B 7 s A ol A BBRC [ e R B ) RSB T o A T v A W 1) ER P S R AR IR i %2
PE) ) (the “2006 Arrangement”). Pursuant to such arrangement, a party with a final judgment
rendered by a Hong Kong court requiring payment of money in a civil and commercial case
according to a choice of court agreement in writing may apply for recognition and enforcement
of the judgment in China, and vice versa. However, it is subject to the parties in the dispute

agreeing to enter into a choice of court agreement in writing under the 2006 Arrangement.

On January 18, 2019, the Supreme People’s Court of China and Hong Kong entered into
the Arrangement on Reciprocal Recognition and Enforcement of Judgments in Civil and
Commercial Matters by the Courts of the Mainland and of the Hong Kong Special
Administrative Region ( B P B Fs 5 Al A7 B 8 2% e A 58 n] FIBUAT B S 2R P iy
ZYE) ) (the <2019 Arrangement”), the commencement date of which shall be announced after
the Supreme People’s Court promulgates judicial interpretations and relevant procedures are
completed in Hong Kong. The 2019 Arrangement will supersede the 2006 Arrangement and
afford greater clarity and certainty for reciprocal recognition and enforcement of judgments in
civil and commercial matters. The 2006 Arrangement will remain applicable to a “choice of
court agreement in writing” entered into before the 2019 Arrangement taking effect. However,
there remains uncertainties as to the outcome of any applications to recognize and enforce such
judgments and arbitral awards in China.

Furthermore, an original action may only be brought in China against us or our Directors,
Supervisors and senior management if the actions are not required to be arbitrated by PRC laws
and upon satisfaction of the conditions for commencing a cause of action pursuant to the PRC
civil procedure law. As a result of the conditions set forth in the PRC civil procedure law and
the discretion of the PRC courts to determine whether the conditions are satisfied and whether
to accept the action for adjudication, it is uncertain whether investors will be able to bring an
original action in China in this manner.

The custodians or authorized users of our controlling non-tangible assets, including chops
and seals, may fail to fulfill their responsibilities, or misappropriate or misuse these
assets.

Under the PRC law, legal documents for corporate transactions, including agreements and
contracts are executed using the chop or seal of the signing entity or with the signature of a
legal representative whose designation is registered and filed with relevant PRC market
regulation administrative authorities.
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In order to secure the use of our chops and seals, we have established internal control
procedures and rules for using these chops and seals. In any event that the chops and seals are
intended to be used, the responsible personnel will submit a formal application, which will be
verified and approved by authorized employees in accordance with our internal control
procedures and rules. In addition, in order to maintain the physical security of our chops, we
generally have them stored in secured locations accessible only to authorized employees.
Although we monitor such authorized employees, the procedures may not be sufficient to
prevent all instances of abuse or negligence. There is a risk that our employees could abuse
their authority, for example, by entering into a contract not approved by us or seeking to gain
control of one of our subsidiaries or our affiliated entities or their subsidiaries. If any employee
obtains, misuses or misappropriates our chops and seals or other controlling non-tangible
assets for whatever reason, we could experience disruption to our normal business operations.
We may have to take corporate or legal action, which could involve significant time and
resources to resolve and divert management from our operations, and we may not be able to
recover our loss due to such misuse or misappropriation if the third party relies on the apparent
authority of such employees and acts in good faith.

RISKS RELATING TO THE GLOBAL OFFERING

There has been no prior public market for our H Shares, and the liquidity and market
price of our H Shares may be volatile.

Prior to the Global Offering, there has been no public market for our H Shares. The Offer
Price range for our H Shares was the result of negotiations between us, the Sole Global
Coordinator and the Sole Overall Coordinator on behalf of the Underwriters, and the Offer
Price may differ significantly from the market price for our H Shares following the Global
Offering. We have applied for listing of, and permission to deal in, our H Shares on the Stock
Exchange. A listing on the Stock Exchange, however, does not guarantee that an active and
liquid trading market for our H Shares will develop, or if it does develop, that it will be
sustained following the Global Offering or that the market price of our H Shares will not
decline following the Global Offering. Furthermore, the market price and trading volume of
our H Shares may be volatile. The following factors may affect the trading volume and market
price of our H Shares:

. actual or anticipated fluctuations in our operating performance and revenue;
. news regarding recruitment or departure of key personnel by us or our competitors;

. announcements of competitive developments, acquisitions or strategic alliances in
our industry;

. potential litigation or regulatory investigations;
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. general market conditions or other developments affecting us or our industry;

. the operating and stock price performance of other companies in our industry, and
other events or factors beyond our control; and

. the release of lock-up or other transfer restrictions on our outstanding H Shares or
sales or perceived sales of H Shares by us or other Shareholders.

Moreover, the capital market has from time to time experienced significant price and
trading volume fluctuations that were unrelated or not directly related to the operating
performance of the underlying companies in the market. These broad market and industry
fluctuations may have a material and adverse effect on the market price and trading volume of
our H Shares.

An active and liquid trading market for our H Shares may not develop.

Prior to the Global Offering, our H Shares were not traded on any other market. We
cannot assure you that an active and liquid trading market for our H Shares will be developed
or be maintained after the Global Offering. Liquid and active trading markets usually result in
less price volatility and more efficiency in carrying out investors’ purchase and sale orders. The
market price of our H Shares could vary significantly as a result of a number of factors, some
of which are beyond our control. In the event of a drop in the market price of our H Shares,
you could lose a substantial part or all of your investment in our H Shares.

Any further issue of Domestic Shares and Unlisted Foreign Shares and subsequent
conversion into H Shares in the future could dilute your shareholding under H Shares,
increase the supply of our H Shares in the market and negatively impact the market price
of our H Shares.

On December 29, 2017, the CSRC issued a press release in connection with the launch
of the H share full circulation pilot project (HMZ&Ji#z{EHH) (the “Pilot Project”). A
participating company, which is an H share company listed on the Stock Exchange, in the Pilot
Project would be allowed to convert certain of its domestic shares into H shares, which are
eligible to be listed and traded on the Stock Exchange. On November 14, 2019, the CSRC
announced to fully promote its “full circulation” reform of the H shares by covering both
qualified H share companies already listed on the Stock Exchange and companies planning
initial public offerings of the H shares on the Stock Exchange.
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We have obtained the approval from the CSRC for the conversion of 299,450,277
Domestic Shares and 24,844,720 Unlisted Foreign Shares into converted H Shares, and the
converted H Shares may be listed on the Stock Exchange upon completion of the conversion.
Such conversion will increase the number of H Shares to 346,749,997 H Shares (assuming the
Over-allotment Option is not exercised) and in the case that there is any further issue of
Domestic Shares and subsequent conversion into H Shares in the future, your shareholding
under the class of holders of our H Shares will be diluted. Further, according to the PRC
Company Law, the Shares issued by our Company prior to the Global Offering (including a
total of 299,450,277 Domestic Shares and 24,844,720 Unlisted Foreign Shares held by existing
Shareholders) are restricted from trading within one year from the Listing Date. Such
restriction from trading will limit the number of H Shares tradable on the market, which will
in turn adversely affect the liquidity of the H Shares during such restriction period. Any future
sales (after the expiration of the restrictions set out above) of converted H Shares by relevant
Shareholders in the public market may affect the market price of our H Shares.

Since there will be a gap of several days between pricing and trading of our H Shares,
holders of our H Shares are subject to the risk that the price of our H Shares could fall
during the period before trading of our H Shares begins.

The Offer Price of our H Shares is expected to be determined on the Price Determination
Date. However, our H Shares will not commence trading on the Stock Exchange until they are
delivered, which is expected to be five Hong Kong business days after the Price Determination
Date. As a result, investors may not be able to sell or otherwise deal in our H Shares during
that period. Accordingly, holders of our H Shares are subject to the risk that the price of our
H Shares could fall before trading begins, as a result of unfavorable market conditions or other
adverse developments that could occur between the time of sale and the time trading begins.

Because the Offer Price of our H Shares is substantially higher than the consolidated net
tangible book value per Share, purchasers in the Global Offering may experience
immediate dilution.

As the Offer Price of our H Shares is higher than the consolidated net tangible assets per
Share immediately prior to the Global Offering, purchasers of our H Shares in the Global
Offering will experience an immediate dilution in pro forma adjusted consolidated net tangible
assets. Our existing Shareholders will receive an increase in the pro forma adjusted
consolidated net tangible asset value per share of their Shares. Please refer to Appendix II to
this prospectus for details. In addition, holders of our Shares may experience further dilution
of their interest if the Underwriters exercise the Over-allotment Option or if we issue additional
shares in the future to raise additional capital.
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The market price and trading volume of our H Shares may be volatile, which could result
in rapid and substantial losses for our Shareholders.

The market price of our H Shares may be highly volatile and could be subject to
significant fluctuations. In addition, the trading volume of our Shares may fluctuate, which
may cause significant price variations. Some of the factors that could negatively affect the
price of our H Shares, or result in fluctuations in the price or trading volume of our H Shares
following the Global Offering include:

. variations in our operating and financial results, such as turnovers, earnings and
cash flow;
. our failure to execute our strategies;

. an unexpected business interruption resulting from operational breakdowns, natural
disasters, or major changes in our key personnel or senior management;

. adverse market reaction to any indebtedness that we may incur or securities that we
may issue in the future;

. changes in market valuations of similar companies;

. changes or proposed changes in laws or regulations, or differing interpretations
thereof, affecting our ability to obtain or maintain regulatory approval for our
products;

. inadequate protection of our intellectual property rights or legal proceedings
brought against us for infringement of third parties’ intellectual property rights;

. unexpected costs of litigations and unfavorable outcomes of claims arising out of
defective products and safety related governmental investigations and actions; and

. general political, financial, social and economic conditions.

We have significant discretion as to how we will use the net proceeds of the Global
Offering, and you may not necessarily agree with how we use them.

Our management may spend the net proceeds from the Global Offering in ways you may
not agree with or that do not yield a favorable return. For details of our intended use of
proceeds, see “Future Plans and Use of Proceeds.” However, our management will have
discretion as to the actual application of our net proceeds. You are entrusting your funds to our
management, upon whose judgment you must depend, for the specific use we will make of the
net proceeds from this Global Offering.
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Future sales or perceived sales or conversion of substantial amounts of our securities in
the public market, including any future public offering in China or conversion of our
Domestic Shares and Unlisted Foreign Shares into H Shares, could have a material and
adverse effect on the prevailing market price of our H Shares and our ability to raise
additional capital in the future, or may result in dilution of your shareholdings.

Future sales of substantial amounts of our H Shares or other securities relating to our H
Shares in the public market, or the issuance of new H Shares or other securities relating to our
H Shares, or the perception that such sales or issuances may occur could all cause a decline in
the market price of our H Shares. Future sales, or perceived sales, of substantial amounts of
our securities or other securities relating to our H Shares, including part of any future offerings,
could also materially and adversely affect the prevailing market price of our H Shares and our

ability to raise capital in the future at a time and at a price which we deem appropriate.

Our Domestic Shares and Unlisted Foreign Shares may be converted into H Shares, and
such converted H Shares may be listed or traded on an overseas stock exchange, provided that
prior to the conversion and trading of such converted shares, any requisite internal approval
processes shall have been duly completed and the approval from the relevant Chinese
regulatory authorities, including the CSRC, shall have been obtained (the “Arrangement”). In
addition, such conversion, trading and listing shall in all respects comply with the regulations
prescribed by the State Council’s securities regulatory authorities and the regulations,
requirements and procedures prescribed by the relevant overseas stock exchange. The
Arrangement applies only to Domestic Shares and Unlisted Foreign Shares. All of our
Domestic Shares and Unlisted Foreign Shares are subject to the Arrangement and may be
converted into H Shares upon the approval of the relevant regulatory authorities, including the
CSRC and the Stock Exchange.

We may not be able to pay any dividends on our H Shares.

During the Track Record Period and up to the Latest Practicable Date, we paid dividend
of RMB320.0 million to Lepu Medical in January 2021. We cannot guarantee when and in what
form dividends will be paid on our H Shares following the Global Offering. The declaration
of dividends is proposed by the Board and is based on, and limited by, various factors,
including without limitation, our business and financial performance, capital and regulatory
requirements, and general business conditions. We may not have sufficient or any profits to
enable us to make dividend distributions to our Shareholders in the future, even if our financial
statements indicate that our operations have been profitable. For details, see “Financial
Information — Dividend Policy.”
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If securities or industry analysts do not publish research reports about our business, or
if they adversely change their recommendations regarding our H Shares, the market price
and trading volume of our H Shares may decline.

The trading market of our H Shares may be influenced by research reports that industry
or securities analysts publish about us or our business. If one or more analysts who cover us
downgrade our H Shares or publish negative opinions about us, the market price of our H
Shares would likely decline regardless of the accuracy of the information. If one or more of
these analysts cease coverage of us or fail to regularly publish reports on us, we could lose
visibility in the financial markets, which, in turn, could cause the market price or trading
volume of our H Shares to decline.

Forward-looking statements contained in this prospectus are subject to risks and
uncertainties.

This prospectus contains forward-looking statements with respect to our business
strategies, operating efficiencies, competitive positions, growth opportunities for existing
operations, plans and objectives of management, certain pro forma information and other
matters.

LR I3 LR RT3

The words “anticipate,” “believe,” “could,” “potential,” “continue,” “expect,” “intend,”

LEINT3

“may,” “plan,” “seek,” “will,” “would,” “should” and the negative of these terms and other
similar expressions identify a number of these forward-looking statements. These forward-
looking statements, including, among others, those relating to our future business prospects,
capital expenditure, cash flows, working capital, liquidity and capital resources are necessary
estimates reflecting the best judgment of our Directors, Supervisors and senior management
and involve a number of risks and uncertainties that could cause actual results to differ
materially from those suggested by the forward-looking statements. As a result, these
forward-looking statements should be considered in light of various important factors,
including those set out in “Risk Factors” in this prospectus. Accordingly, such statements are
not a guarantee of future performance and you should not place undue reliance on any
forward-looking information. All forward-looking statements in this prospectus are qualified
by reference to this cautionary statement.

The industry data and forecasts in this prospectus obtained from various government
publications and the industry report have not been independently verified.

This prospectus includes industry data and forecasts that we obtained from various
government publications and the industry report that we believe are reliable. We have no reason
to believe that such information is false or misleading or that any fact has been omitted that
would render such information false or misleading. However, we cannot assure you of the
accuracy or completeness of information obtained from these sources. We have not
independently verified any of the data, forecasts and other statistics from such sources, nor
have we ascertained that the underlying economic assumptions relied upon in those sources.
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Also, these facts, forecasts and other statistics have not been independently verified by the
Underwriters, their respective directors and advisors or any other parties involved in the Global
Offering and none of them make any representation as to the accuracy or completeness of such
information in respect of the F&S Report and the information therein. Moreover, such facts,
forecasts and other statistics may not be prepared on a comparable basis or may not be
consistent with other information compiled within or outside China.

You should read the entire prospectus carefully and we strongly caution you not to place
any reliance on any information contained in press articles and other media regarding us
and the Global Offering.

Prior to the publication of this prospectus, there has been and there may also be,
subsequent to the date of this prospectus but prior to the completion of the Global Offering,
press and media coverage regarding us, our business, our industries and the Global Offering,
which contained, among other things, certain financial information, projections, valuations and
other forward-looking information about us and the Global Offering. We have not authorized
the disclosure of any such information in the press or media and do not accept responsibility
for the accuracy or completeness of such press articles or other media coverage. We make no
representation as to the appropriateness, accuracy, completeness or reliability of any of such
projections, valuations or other forward-looking information about us. To the extent such
statements are inconsistent with, or conflict with, the information contained in this prospectus,
we disclaim responsibility for them. Accordingly, prospective investors are cautioned to make
their investment decisions on the basis of the information contained in this prospectus only and

should not rely on any other information.
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In preparation for the Global Offering, our Company has sought the following waivers
from strict compliance with the relevant provisions of the Listing Rules:

WAIVER IN PRESENCE OF MANAGEMENT IN HONG KONG

Pursuant to Rule 8.12 of the Listing Rules, we must have sufficient management presence
in Hong Kong. This normally means that at least two of our executive Directors must be
ordinarily resident in Hong Kong. Pursuant to Rule 19A.15 of the Listing Rules, the
requirement in Rule 8.12 may be waived by having regard to, among other considerations, our
arrangements for maintaining regular communication with the Stock Exchange.

Since most of the business operations of our Group are managed and conducted outside
of Hong Kong, and all of the executive Directors of our Company ordinarily reside outside
Hong Kong, our Company considers that it would be practically difficult and commercially
unreasonable and undesirable for our Company to arrange for two executive Directors to be
ordinarily resident in Hong Kong, either by means of relocation of existing executive Directors
or appointment of additional executive Directors. Therefore, our Company does not have, and
does not contemplate in the foreseeable future that we will have sufficient management
presence in Hong Kong for the purpose of satisfying the requirements under Rule 8.12 of the
Listing Rules.

Accordingly, pursuant to Rule 19A.15 of the Listing Rules, we have applied for, and the
Stock Exchange has granted, a waiver from strict compliance with the requirements under Rule
8.12 and Rule 19A.15 of the Listing Rules, subject to the following conditions. We will ensure
that there is an effective channel of communication between us and the Stock Exchange by way
of the following arrangements:

. Authorized representatives: we have appointed Ms. Chen Juan (Ff#8) and Ms.
Zhang Yuxin (5RE5WPr) as the authorized representatives (“Authorized
Representatives”) for the purpose of Rule 3.05 of the Listing Rules. The Authorized
Representatives will act as our principal channel of communication with the Stock
Exchange and would be readily contactable by phone, facsimile and email to deal
promptly with enquiries from the Stock Exchange. Accordingly, the Authorized
Representatives will be able to meet with the relevant members of the Stock
Exchange to discuss any matters in relation to our Company within a reasonable
period of time. The Company will also inform the Stock Exchange promptly in
respect of any change in the Authorized Representatives. Please see “Directors,
Supervisors and Senior Management” for more information about our Authorized
Representatives;

. Joint company secretaries: In addition to the appointment of the Authorized
Representatives, Ms. Ng Ka Man (% 5%), one of our joint company secretaries and
a Hong Kong resident, will, among other things, act as our Company’s additional
channel of communication with the Stock Exchange and be able to answer enquiries
from the Stock Exchange. Ms. Ng will maintain contact with our Directors,
Supervisors and senior management through various means, including regular
meetings and telephone discussions whenever necessary;
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. Directors: to facilitate communication with the Stock Exchange, we have provided
the Authorized Representatives and the Stock Exchange with the contact details
(such as mobile phone numbers, office phone numbers, facsimile number and e-mail
addresses, to the extent possible) of each of our Directors such that the Authorized
Representatives would have the means for contacting all our Directors promptly at
all times as and when the Stock Exchange wishes to contact our Directors on any
matters. In the event that any Director expects to travel or otherwise be out of office,
he/she will provide the phone number of the place of his/her accommodation to the
Authorized Representatives. To the best of our knowledge and information, each
Director who does not ordinarily reside in Hong Kong possesses or can apply for
valid travel documents to visit Hong Kong and can meet with the Stock Exchange

within a reasonable period upon request of the Stock Exchange;

. Compliance advisor: we have appointed Halcyon Capital Limited as our
compliance advisor (the “Compliance Advisor”) upon listing pursuant to Rules
3A.19 and 19A.05 of the Listing Rules for a period commencing on the Listing Date
and ending on the date on which we comply with Rule 13.46 of the Listing Rules
in respect of our financial results for the first full financial year commencing after
the Listing Date. The Compliance Advisor will have access at all times to our
Authorized Representatives, the Directors, the Supervisors and other senior
management and act as the additional channel of communication with the Stock
Exchange and answer enquiries from the Stock Exchange. The contact details of the
Compliance Advisor have been provided to the Stock Exchange. We will also inform
the Stock Exchange promptly in respect of any change in the Compliance Advisor;
and

. Hong Kong legal advisor: we will retain a Hong Kong legal advisor to advise us
on the on-going compliance requirements, any amendment or supplement to and
other issues arising under the Listing Rules and other applicable laws and
regulations in Hong Kong after the Listing.

WAIVER IN RESPECT OF JOINT COMPANY SECRETARIES

Pursuant to Rule 8.17 of the Listing Rules, we must appoint a company secretary who
satisfies the requirements under Rule 3.28 of the Listing Rules. According to Rule 3.28 of the
Listing Rules, we must appoint as our company secretary an individual, who, by virtue of his
or her academic or professional qualifications or relevant experience, is, in the opinion of the
Stock Exchange, capable of discharging the functions of company secretary.

Pursuant to Note 1 to Rule 3.28 of the Listing Rules, the Stock Exchange considers the
following academic or professional qualifications to be acceptable:

. a Member of The Hong Kong Institute of Chartered Secretaries;
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. a solicitor or barrister (as defined in the Legal Practitioners Ordinance); and

. a certified public accountant (as defined in the Professional Accountants
Ordinance).

In addition, pursuant to Note 2 to Rule 3.28 of the Listing Rules provides that, in
assessing “relevant experience,” the Stock Exchange will consider the individual’s:

. length of employment with the issuer and other issuers and the roles he/she played;

. familiarity with the Listing Rules and other relevant laws and regulations including
the SFO, the Companies (Winding Up and Miscellaneous Provisions) Ordinance and
the Takeovers Code and Mergers and Share Buy-backs;

. relevant training taken and/or to be taken in addition to be the minimum requirement
under Rule 3.29 of the Listing Rules; and

. professional qualifications in other jurisdictions.

We have appointed Mr. Qin Xue (F%£) (“Mr. Qin”) as our joint company secretary. He
has extensive experience in accounting and finance matters but presently does not possess any
of the qualification required under Rules 3.28 and 8.17 of the Listing Rules, we have appointed
Ms. Ng Ka Man (%5 5%) (“Ms. Ng”) of TMF Hong Kong Limited as the other joint company
secretary, working closely with Mr. Qin. Ms. Ng is an associate member of the Hong Kong
Institute of Chartered Secretaries and The Institute of Chartered Secretaries and Administrators
in the United Kingdom, and therefore meets the qualification requirements under Note 1 to
Rule 3.28 of the Listing Rules and is in compliance with Rule 8.17 of the Listing Rules.

The joint company secretaries will be jointly discharging the duties and responsibilities
of a company secretary. Ms. Ng will be assisting Mr. Qin in gaining the relevant experience
required under Rules 3.28 and 8.17 of the Listing Rules. Also, Mr. Qin will be assisted by (1)
the Compliance Advisor of our Company for the first full financial year starting from the
Listing Date, particularly in relation to Hong Kong corporate governance practice and
compliance matters; and (2) the Hong Kong legal advisor of our Company, on matters
regarding our Company’s ongoing compliance with the Listing Rules and the applicable Hong
Kong laws and regulations. In addition, Mr. Qin will endeavor to attend relevant trainings and
familiarize himself with the Listing Rules and duties required of a company secretary of an
issuer listed on the Stock Exchange. We have applied to the Stock Exchange for, and the Stock
Exchange has granted, a waiver from strict compliance with the requirements under Rules 3.28
and 8.17 of the Listing Rules such that Mr. Qin may be appointed as a joint company secretary
of our Company.
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Pursuant to the Guidance Letter HKEX-GL108-20, the waiver will be for a fixed period
of time (the “Waiver Period”) and on the following conditions: (1) the proposed company
secretary must be assisted by a person who possesses the qualifications or experience as
required under Rule 3.28 and is appointed as a joint company secretary throughout the Waiver
Period; and (2) the waiver can be revoked if there are material breaches of the Listing Rules
by the issuer. The waiver is valid for an initial period of a three-year period on the condition
that Ms. Ng, as a joint company secretary of our Company, will work closely with, and provide
assistance to, Mr. Qin in the discharge of his duties as a joint company secretary and in gaining
the relevant experience as required under Rule 3.28 of the Listing Rules and to become familiar
with the requirements of the Listing Rules and other applicable Hong Kong laws and
regulations. The waiver will be revoked immediately if Ms. Ng ceases to provide assistance to
Mr. Qin as the joint company secretary for the three-year period after Listing.

Our Company will further ensure that Mr. Qin has access to the relevant training and
support that would enhance his understanding of the Listing Rules and the duties of a company
secretary of an issuer listed on the Stock Exchange, and to receive updates on the latest changes
to the applicable Hong Kong laws, regulations and the Listing Rules. Prior to the end of the
three-year period, the qualifications and experience of Mr. Qin and the need for on-going
assistance of Ms. Ng will be further evaluated by our Company. We will liaise with the Stock
Exchange to enable it to assess whether Mr. Qin, having benefited from the assistance of Ms.
Ng for the preceding three years, will have acquired the skills necessary to carry out the duties
of company secretary and the “relevant experience” within the meaning of Rule 3.28 Note 2
of the Listing Rules so that a further waiver will not be necessary.

For further information regarding the qualifications of Mr. Qin and Ms. Ng, see
“Directors, Supervisors and Senior Management.”

CONTINUING CONNECTED TRANSACTIONS

We have entered into, and expect to continue, certain transactions that will constitute
non-exempt and partially-exempt continuing connected transactions of our Company under the
Listing Rules upon Listing as described in the section headed “Connected Transactions” of this
Prospectus. Our Directors consider that strict compliance with the applicable requirement
under the Listing Rules would be impractical, unduly burdensome and would impose
unnecessary administrative costs on our Company. Accordingly, we have applied for, and the
Stock Exchange has granted to us, a waiver from strict compliance with the applicable
requirements under Chapter 14A of the Listing Rules once the H Shares are listed on the Stock
Exchange in respect of such non-exempt and partially-exempt continuing connected
transactions. For further details, see “Connected Transactions.”
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WAIVERS FROM STRICT COMPLIANCE WITH THE LISTING RULES

WAIVER IN RELATION TO THE PUBLIC FLOAT REQUIREMENTS

Rule 8.08(1)(a) of the Listing Rules requires that there shall be an open market for the
securities for which listing is sought, and that a sufficient public float of an issuer’s listed
securities shall be maintained. This normally means that at least 25% of the issuer’s total issued
share capital must at all times be held by the public. Pursuant to Rule 8.08(1)(d) of the Listing
Rules, the Stock Exchange may, subject to certain conditions and at its discretion, accept a
lower percentage of between 15% and 25% in the case of issuers with an expected market
capitalization at the time of listing of over HK$10 billion.

We have applied to the Stock Exchange to request the Stock Exchange to exercise its
discretion under Rule 8.08(1)(d) of the Listing Rules, and the Stock Exchange has granted our
Company a waiver from strict compliance with the requirements of Rule 8.08(1)(a) of the
Listing Rules, pursuant to which, the public float of the Company may fall below 25% of the
issued share capital of the Company (assuming the Over-allotment Option is not exercised) or
such higher percentage of Shares held by the public (if the Over-allotment Option is fully or
partially exercised).

The Stock Exchange has agreed to grant the requested waiver on the conditions that:

(i) the minimum public float of the Company should be at the highest of (a) 15%; (b)
such percentage of Shares held by the public after completion of the Global
Offering; and (c) such percentage of Shares held by the public after the exercise of

the Over-allotment Option;

(i) we will make appropriate disclosure of the lower percentage of public float required
by the Stock Exchange in this prospectus;

(iii) have an expected market capitalization at the time of the listing of the Offer Shares
on the Stock Exchange of over HK$10 billion;

(iv) we will as soon as practicable announce the percentage of H Shares held by the
public immediately after completion of the Global Offering (but before the exercise
of the Over-allotment Option) and upon any exercise of the Over-allotment Option,
such that the public will be informed of the minimum public float requirement
applicable to the Company;

(v) we will confirm sufficiency of public float in the successive annual reports of the
Company after the Listing;

(vi) we will implement appropriate measures and mechanisms to ensure continual
maintenance of the minimum percentage of public float prescribed by the Stock
Exchange; and

(vii) we will continue to comply with Rules 8.08(2) and 8.08(3) of the Listing Rules.
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DIRECTORS’ RESPONSIBILITY FOR THE CONTENTS OF THIS PROSPECTUS

This prospectus includes particulars given in compliance with the Companies (Winding
Up and Miscellaneous Provisions) Ordinance, the Securities and Futures (Stock Market
Listing) Rules (Chapter 571V of the Laws of Hong Kong) (as amended) and the Listing Rules
for the purpose of giving information to the public with regard to our Group. Our Directors
collectively and individually accept full responsibility for the accuracy of the information
contained in this prospectus. Our Directors confirm, having made all reasonable enquiries, that,
to the best of their knowledge and belief, the information contained in this prospectus is
accurate and complete in all material respects and not misleading or deceptive, and there are
no other matters the omission of which would make any statement in this prospectus
misleading.

CSRC APPROVAL

We have obtained an approval letter from the CSRC for the Global Offering, the
Conversion of Domestic Shares and Unlisted Foreign Shares into H Shares and the making of
the application to list the H Shares on the Stock Exchange dated November 11, 2021. In
granting such approval, the CSRC accepts no responsibility for the financial soundness of us
or for the accuracy of any of the statements made or opinions expressed in this prospectus or
in the Application Forms.

THE HONG KONG PUBLIC OFFERING, UNDERWRITING AND THIS PROSPECTUS

This prospectus is published solely in connection with the Hong Kong Public Offering,
which forms part of the Global Offering. For applicants under the Hong Kong Public Offering,
this prospectus set out the terms and conditions of the Hong Kong Public Offering.

The Offer Shares are offered solely on the basis of the information contained and
representations made in this prospectus and on the terms and subject to the conditions set out
herein and therein. No person is authorized to give any information in connection with the
Global Offering or to make any representation not contained in this prospectus, and any
information or representation not contained herein must not be relied upon as having been
authorized by our Company, the Sole Sponsor, the Sole Global Coordinator, the Sole Overall
Coordinator, the Joint Bookrunners, the Joint Lead Managers, the Underwriters, the Capital
Market Intermediaries, any of their respective directors, agents, employees or advisors or any
other party involved in the Global Offering.

The Listing is sponsored by the Sole Sponsor. The Hong Kong Public Offering is fully
underwritten by the Hong Kong Underwriters under the terms of the Hong Kong Underwriting
Agreement and is subject to us and the Sole Global Coordinator and the Sole Overall
Coordinator (on behalf of the Hong Kong Underwriters) agreeing on the Offer Price. An
International Underwriting Agreement relating to the International Offering is expected to be
entered into on or around the Price Determination Date, subject to the determination of the
pricing of the Offer Shares. The Global Offering is managed by the Sole Global Coordinator
and the Sole Overall Coordinator.
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If, for any reason, the Offer Price is not agreed among us and the Sole Global Coordinator
and the Sole Overall Coordinator (on behalf of the Underwriters), the Global Offering will not
proceed and will lapse. For full information about the Underwriters and the underwriting
arrangements, please refer to the section headed “Underwriting” in this prospectus.

Neither the delivery of this prospectus nor any offering, sale or delivery made in
connection with the Offer Shares should, under any circumstances, constitute a representation
that there has been no change or development reasonably likely to involve a change in our
affairs since the date of this prospectus or imply that the information contained in this

prospectus is correct as of any date subsequent to the date of this prospectus.

REGISTRATION OF SUBSCRIPTION, PURCHASE AND TRANSFER OF THE
H SHARES

We have instructed the H Share Registrar, and the H Share Registrar has agreed, not to
register the subscription, purchase or transfer of any H Shares in the name of any particular
holder unless the holder delivers a signed form to the H Share Registrar in respect of those H
Shares bearing statements to the effect that the holder:

. agrees with us and each of the Shareholders, and we agree with each Shareholder,
to observe and comply with the Company Law, the Special Regulations and our
Articles of Association;

. agrees with us, each of our Shareholders, Directors, Supervisors, managers and
officers, and that we, acting for ourselves and for each of our Directors, Supervisors,
managers and officers agree with each Shareholder, to refer all differences and
claims arising from our Articles of Association or any rights or obligations conferred
or imposed by the Company Law or other relevant laws and administrative
regulations concerning our affairs to arbitration in accordance with our Articles of
Association, and any reference to arbitration shall be deemed to authorize the
arbitration tribunal to conduct hearings in open session and to publish its award,
which shall be final and conclusive;

. agrees with us and each of our Shareholders that our H Shares are freely transferable
by the holders of our H Shares; and

o authorizes us to enter into a contract on his or her behalf with each of our Directors,
Supervisors, managers and officers whereby such Directors, Supervisors, managers
and officers undertake to observe and comply with their obligations to our
Shareholders as stipulated in our Articles of Association.
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PROCEDURES FOR APPLICATION FOR HONG KONG OFFER SHARES

The procedures for applying for Hong Kong Offer Shares are set out in the section headed
“How to Apply for Hong Kong Offer Shares” in this prospectus.

STRUCTURE OF THE GLOBAL OFFERING

Details of the structure of the Global Offering, including its conditions, are set out in the
section headed “Structure of the Global Offering” in this prospectus.

OVER-ALLOTMENT OPTION AND STABILIZATION

Details of the arrangements relating to the Over-allotment Option and stabilization are set
out in the section headed “Structure of the Global Offering” in this prospectus.

RESTRICTIONS ON OFFER OF THE H SHARES

Each person acquiring the Hong Kong Offer Shares will be required to confirm, or by
his/her acquisition of Hong Kong Offer Shares be deemed to confirm, that he/she is aware of
the restrictions on offers of the H Shares described in this prospectus.

No action has been taken to permit a public offering of the H Shares in any jurisdiction
other than Hong Kong or the distribution of this prospectus in any jurisdiction other than Hong
Kong. Accordingly, this prospectus may not be used for the purpose of, and does not constitute,
an offer or invitation in any jurisdiction or in any circumstances in which such an offer or
invitation is not authorized or to any person to whom it is unlawful to make such an offer or
invitation. The distribution of this prospectus and the offering of the Offer Shares in other
jurisdictions are subject to restrictions and may not be made except as permitted under the
applicable securities laws of such jurisdictions pursuant to registration with or authorization by
the relevant securities regulatory authorities or an exemption therefrom. In particular, the H
Shares have not been publicly offered or sold, directly or indirectly, in the PRC or the U.S.

APPLICATION FOR LISTING ON THE STOCK EXCHANGE

We have applied to the Listing Committee for the granting of the listing of, and
permission to deal in, the H Shares in issue and to be issued pursuant to the Global Offering
(including the additional H Shares which may be issued pursuant to the exercise of the

Over-allotment Option).
No part of our Company’s share or loan capital is listed on or dealt in on any other stock

exchange and no such listing or permission to list is being or proposed to be sought in the near

future.
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COMMENCEMENT OF DEALINGS IN THE H SHARES

Dealings in the H Shares on the Stock Exchange are expected to commence at 9:00 a.m.
on the Listing Date. The H Shares will be traded in board lots of 1,000 H Shares each. The
stock code of the H Shares will be 2291.

H SHARES WILL BE ELIGIBLE FOR ADMISSION INTO CCASS

Subject to the granting of the listing of, and permission to deal in, the H Shares on the
Stock Exchange and compliance with the stock admission requirements of HKSCC, the H
Shares will be accepted as eligible securities by HKSCC for deposit, clearance and settlement
in CCASS with effect from the Listing Date or on any other date HKSCC chooses. Settlement
of transactions between participants of the Stock Exchange is required to take place in CCASS
on the second settlement day after any trading day. All activities under CCASS are subject to
the General Rules of CCASS and CCASS Operational Procedures in effect from time to time.
Investors should seek the advice of their stockbroker or other professional advisor for details
of the settlement arrangements as such arrangements may affect their rights and interests. All
necessary arrangements have been made to enable the H Shares to be admitted into CCASS.

H SHARE REGISTER AND STAMP DUTY

All of the H Shares issued pursuant to applications made in the Hong Kong Public
Offering and the International Offering will be registered on our H Share register of members
to be maintained in Hong Kong. Our principal register of members will be maintained by us
in the PRC.

Dealings in the H Shares registered in the H Share register of members of our Company
in Hong Kong will be subject to Hong Kong stamp duty.

PROFESSIONAL TAX ADVICE RECOMMENDED

Potential investors in the Global Offering are recommended to consult their professional
advisers as to the taxation implications of subscribing for, purchasing, holding or disposal of,
and/or dealing in the H Shares or exercising rights attached to them. It is emphasized that none
of us, the Sole Sponsor, the Sole Global Coordinator, the Sole Overall Coordinator, the Joint
Bookrunners, the Joint Lead Managers, the Underwriters, the Capital Market Intermediaries,
any of their respective directors, officers, employees, agents or representatives or any other
person or party involved in the Global Offering accepts responsibility for any tax effects on,
or liabilities of, any person resulting from the subscription, purchase, holding, disposition of,
or dealing in, the H Shares or exercising any rights attached to them.
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EXCHANGE RATE CONVERSION

Solely for your convenience, this prospectus contains translations among certain amounts
denominated in Renminbi, Hong Kong dollars and U.S. dollars. No representation is made and
none should be construed as being made that the amounts denominated in one currency could
actually be converted into the amounts denominated in another currency at the rates indicated
or at all on such date or any other date. Unless indicated otherwise, (1) the translations between
Renminbi and Hong Kong dollars were made at the rate of RMB0.9056 to HK$1.00, the median
rate set by PBOC for foreign exchange transactions prevailing on October 18, 2022; and (2) the
translations between Renminbi and U.S. dollars were made at the rate of RMB7.1086 to
US$1.00, the median rate set by PBOC for foreign exchange transactions prevailing on
October 18, 2022. Further information on exchange rates is set forth in the section headed
“Appendix VI — Taxation and Foreign Exchange” to this prospectus.

LANGUAGE

If there is any inconsistency between this prospectus and the Chinese translation of this
prospectus, this prospectus shall prevail. Translated English names of Chinese laws and
regulations, governmental authorities, departments, entities (including certain of our
subsidiaries), institutions, natural persons, facilities, certificates, titles and the like included in
this prospectus and for which no official English translation exists are unofficial translations
for identification purposes only. In the event of any inconsistency, the Chinese name prevails.
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DIRECTORS, SUPERVISORS AND PARTIES INVOLVED IN THE GLOBAL OFFERING

DIRECTORS

Name

Address

Nationality

Executive Directors

Ms. CHEN Juan (Fi18)

Ms. ZHANG Yuxin (5= ZH0T)

Non-executive Directors

Mr. FU Shan (f1l1)

Mr. ZHENG Guorui (4FE81)

Room 1401, No. 1287, Lane 1288
Shensong Road

Songjiang District

Shanghai

PRC

Room 1905, Building 30
Xinyue Homeland
Chuangxin Road
Changping District
Beijing

PRC

Flat D, 9/F, BLK 7,

The Visionary,

1 Ying Hong Street

Tung Chung, New Territories
Hong Kong

Room 8602, Court 19
Shuiku Road
Changping District
Beijing

PRC

Independent Non-executive Directors

Ms. CHAN Ka Lai Vanessa
(PR 7 E)

2/F No. 70, Tai Wan Village
Sai Kung

New Territories

Hong Kong
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DIRECTORS, SUPERVISORS AND PARTIES INVOLVED IN THE GLOBAL OFFERING

Name

Address

Nationality

Mr. ZHENG Yufeng (¥ )

Mr. LIU Daozhi (B3 &)

SUPERVISORS

Name

Room 502, Unit 4, Building No. 9
District 3 Xiaojiahe Faculty Residential

Peking University
Haidian District
Beijing

PRC

Room 801, No. 10

Lane 199, Baiyang Road
Pudong New District
Shanghai

PRC

Address

Chinese

Australian

Nationality

Mr. WANG Xinglin (FHLAk)

Ms. WANG Xiaoyong (T EH)

Mr. QIAN Weidong ($87# %)

58 Yanxitai, Jushan Road
Haidian District

Beijing

PRC

402, Unit 2, Building No. 18

Shitao Tianlang
Chengnanjie Road
Changping District
Beijing

PRC

Room 503, No. 14, Lane 1079

Dakang Road
Baoshan District
Shanghai

PRC

Chinese

Chinese

Chinese

Further information, see “Directors, Supervisors and Senior Management.”
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DIRECTORS, SUPERVISORS AND PARTIES INVOLVED IN THE GLOBAL OFFERING

PARTIES INVOLVED IN THE GLOBAL OFFERING

Sole Sponsor, Sole Overall Coordinator, China International Capital Corporation
Sole Sponsor-OC and Sole Global Hong Kong Securities Limited
Coordinator 29/F, One International Finance Centre

1 Harbour View Street
Central
Hong Kong

Joint Bookrunners China International Capital Corporation
Hong Kong Securities Limited
29/F, One International Finance Centre
1 Harbour View Street
Central
Hong Kong

CLSA Limited

18/F, One Pacific Place
88 Queensway

Hong Kong

China Galaxy International Securities (Hong
Kong) Co., Limited

20/F, Wing On Centre

111 Connaught Road Central

Hong Kong

Huatai Financial Holdings (Hong Kong)
Limited

62/F, The Center

99 Queen’s Road Central

Hong Kong

Valuable Capital Limited

Room 3601, 36/F, China Merchants Tower
Shun Tak Centre

168-200 Connaught Road Central

Hong Kong
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DIRECTORS, SUPERVISORS AND PARTIES INVOLVED IN THE GLOBAL OFFERING

Joint Lead Managers

China International Capital Corporation
Hong Kong Securities Limited

29/F, One International Finance Centre
1 Harbour View Street

Central

Hong Kong

CLSA Limited

18/F, One Pacific Place
88 Queensway

Hong Kong

China Galaxy International Securities (Hong
Kong) Co., Limited

20/F, Wing On Centre

111 Connaught Road Central

Hong Kong

Huatai Financial Holdings (Hong Kong)
Limited

62/F, The Center

99 Queen’s Road Central

Hong Kong

Valuable Capital Limited

Room 3601, 36/F, China Merchants Tower
Shun Tak Centre

168-200 Connaught Road Central

Hong Kong
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Legal Advisors to the Company As to Hong Kong law and U.S. law:
Wilson Sonsini Goodrich & Rosati
Suite 1509, 15/F Jardine House
1 Connaught Place Central
Hong Kong

As to PRC law:

Haiwen & Partners

20/F, Fortune Financial Center
5 Dong San Huan Central Road
Chaoyang District

Beijing 100020

PRC

As to international sanctions law:
Hogan Lovells

11th Floor, One Pacific Place

88 Queensway

Hong Kong
Legal Advisors to the Sole Sponsor and As to Hong Kong law and U.S. law:
the Underwriters Herbert Smith Freehills

23/F, Gloucester Tower
15 Queen’s Road Central
Central

Hong Kong

As to PRC law:
Jingtian & Gongcheng
34th Floor, Tower 3
China Central Place

77 Jianguo Road
Chaoyang District
Beijing

China
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Reporting Accountants and Independent
Auditor

Industry Consultant

Independent Property Valuer

Receiving Bank(s)

PricewaterhouseCoopers

Certified Public Accountants

Registered Public Interest Entity Auditor
22/F, Prince’s Building

Central

Hong Kong

Frost & Sullivan (Beijing) Inc.,
Shanghai Branch Co.

25th Floor, Wheelock Square
Nanjing West Road

Jingan District

Shanghai

PRC

Jones Lang LaSalle Corporate Appraisal
and Advisory Limited

7/F, One Taikoo Place

979 King’s Road

Hong Kong

CMB Wing Lung Bank Limited
45 Des Voeux Road Central
Hong Kong
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CORPORATE INFORMATION

Registered Address Room 201
Building 41
No. 258, Xinzhuan Road
Songjiang District
Shanghai
PRC

Address of Head Office in PRC 1/F, 5/F
Building 41
No. 258, Xinzhuan Road
Songjiang District
Shanghai
PRC

Principal Place of Business in Hong Kong 31/F, Tower Two
Times Square
1 Matheson Street
Causeway Bay
Hong Kong

Company’s Website http://www.scientechmed.com/

(the information contained on the website
does not form part of this prospectus)

Joint Company Secretaries Mr. Qin Xue (&%)
No. 2403, Gate 4, Building 1
Muxidi South Lane
Xicheng District
Beijing
PRC

Ms. Ng Ka Man, HKICS, ICSA
31/F, Tower Two, Times Square
1 Matheson Street

Causeway Bay

Hong Kong
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Authorized Representatives

Audit Committee

Remuneration Committee

Nomination Committee

Compliance Advisor

H Share Registrar

Ms. Chen Juan (FE1E)

Room 1401, No. 1287, Lane 1288
Shensong Road

Songjiang District

Shanghai

PRC

Ms. Zhang Yuxin (5% 5T)
Room 1905, Building 30
Xinyue Homeland
Chuangxin Road
Changping District
Beijing

PRC

Ms. CHAN Ka Lai Vanessa (P37 BE)
(Chairperson)

Mr. Zheng Yufeng (1)

Mr. Zheng Guorui (E}[E$H)

Mr. Zheng Yufeng (¥R E1V§) (Chairperson)
Ms. Chen Juan (Bf1H)
Mr. Fu Shan (fF1l1)

Ms. Chen Juan (B18) (Chairperson)
Mr. Zheng Guorui (1S [ 856
Mr. Liu Daozhi (% &

Halcyon Capital Limited
11/F, 8 Wyndham Street
Central

Hong Kong

Tricor Investor Services Limited
17/F, Far East Finance Centre

16 Harcourt Road

Hong Kong
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CORPORATE INFORMATION

Principal Banks

Industrial and Commercial Bank of
China, Songjiang Tech City Branch
Level 1, 668 Xinzhuan Road
Songjiang District

Shanghai

PRC

Bank of Shanghai, Wusong Branch
153 Songbin Road

Shanghai

PRC

China Merchants Bank
Xinsong Road Branch
365 Xinsong Rd
Minhang District
Shanghai

PRC

Bank of Ningbo, Songjiang Branch
Level 1, 175 Renmin North Road
Songjiang District

Shanghai

PRC
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INDUSTRY OVERVIEW

This section contains certain information and statistics relating to our industry
which is derived from official government sources. In addition, this section and elsewhere
in the prospectus contain information extracted from a report prepared by Frost &
Sullivan'”’, commissioned by us for purposes of this prospectus. However, the information
derived from official government sources has not been independently verified by us, the
Sole Sponsor, or any other party involved in the Global Offering, and no representation
is given as to its accuracy. Except as otherwise noted, all the data and forecast in this
section are derived from the F&S Report.

OVERVIEW OF STRUCTURAL HEART DISEASES

Cardiovascular disease, or heart disease, is a general term that describes heart
abnormalities, including primarily coronary heart diseases, arrhythmia, and structural heart
diseases. Structural heart disease includes primarily CHD, valvular disease, cardiomyopathy,
and complications caused by other conditions, such as atrial fibrillation, which increases the
risk of, among others, cardioembolic stroke and myocardial infarction.

CHD refers to the formation of the heart and blood vessels during embryonic development
or abnormal development or failure to close the channels that should be automatically closed
after birth, resulting in abnormalities in the solid structure or function of the blood vessels in
the heart or thoracic cavity. CHD includes primarily ASD, VSD, and PDA. ASD refers to the
remnant opening, or a defect, between the left and right atria resulting from the abnormal
development, absorption and fusion of the atrial septum during embryonic development. It
causes the blood in the left atrium to flow into the right atrium and right ventricle, and then
flows to the pulmonary artery. VSD refers to the opening, or a defect between the left and right
ventricles resulting from incomplete development of the ventricular septum during the
embryonic period. It causes blood to flow abnormally from the left ventricle to the right

M We commissioned Frost & Sullivan, a market research and consulting company, which is an independent third

party, to conduct research and analysis of, and to produce a report on medical device market study of
cardiovascular occluder and transcatheter valve therapies for the period from 2017 to 2030 (the “F&S
Report”). The F&S Report has been prepared by Frost & Sullivan independent of the influence of our Group
and other interested parties. We have agreed to pay Frost & Sullivan a total fee of RMB650,000 for the
preparation and use of the F&S Report, and we believe that such fees are consistent with the market rate. Frost
& Sullivan is a consulting firm founded in Hong Kong and provides professional industry consulting services
across multiple industries. Frost & Sullivan’s services include industry consultancy services, commercial due
diligence, and strategic consulting.

In compiling and preparing the report, Frost & Sullivan conducted both primary and secondary research using
a variety of resources. Primary research involved interviewing key industry experts and leading industry
participants. Secondary research involved analyzing data from various publicly available data sources,
including but not limited to the National Bureau of Statistics, National Medical Products Administration, Food
and Drug Administration, National Health Commission of the PRC, the International Monetary Fund, World
Health Organization. The market projections in the F&S Report are based on the following key assumptions:
(1) the overall social, economic and political environment in China is expected to remain stable during the
forecast period; (2) China’s economic and industrial development is likely to maintain a steady growth trend
over the next decade; (3) related key industry drivers are likely to continue driving the growth of the medical
device market in China during the forecast period, such as the increasing number of surgeries, growing
acceptance of domestic products, supportive government programs and policies, increasing amount of research
and development expenditures, increasing patient affordability; (4) the negative impact caused by COVID-19
outbreak in 2020, 2021 and 2022 on the industry is expected to be limited, taking into account the impact of
the COVID-19 outbreak and estimating market growth for 2020, 2021 and 2022 in a conservative manner
based on the industry and economic recovery in China since the second quarter of 2020; and (5) there is no
extreme force majeure or industry regulation in which the market may be affected dramatically or
fundamentally.
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ventricle, and then to the pulmonary artery. PDA refers to a remnant opening of the normal
blood vessel between the pulmonary artery and the aorta during the fetal period, which failed
to be closed normally after birth. It causes the poorly oxygenated blood to flow in the wrong
direction, which weakens the myocardium, leading to heart failure and other complications.

Cardioembolic stroke refers to a clinical syndrome in which cardiogenic emboli from the
heart and aortic arch through blood circulation cause cerebral artery thrombosis and
corresponding brain dysfunction. LAA is a small, ear-shaped sac in the muscle wall of the left
atrium. Blood is likely to clot in the LAA to form thrombus in patients with atrial fibrillation.
LAA occlusion procedures prevent the formation and breaking off of thrombus, which serves
to prevent cardioembolic stroke. PFO is a small hole between the right and the left atrium.
Every baby is born with a PFO, which usually closes very soon after birth. When a PFO fails
to close, blood may bypass the lung and go directly from the right atrium to the left atrium.
This may cause thrombus in the venous system and right atrium to flow into the left heart
system from the right heart through the open foramen ovale and reach the brain, which leads
to cerebral venous thrombosis, causing stroke.

Valvular disease is caused by valvular stenosis or valvular insufficiency in one of the four
heart valves (i.e., aortic valve, pulmonary valve, mitral valve, and tricuspid valve) that leads
to heart disease. The aortic valve governs blood flow between the heart and the aorta, and
thereby the blood vessels to the rest of the body. The pulmonary valve controls the flow of
blood from the heart to the lungs. The mitral and tricuspid valves control the flow of blood
between the atria and the ventricles. Valvular disease includes primarily aortic valve disease,
mitral valve disease, and tricuspid valve disease. Aortic valve disease is a condition in which
the valve between the main pumping chamber of one’s heart, the left ventricle, and the main
artery to the body, the aorta, does not work properly. Major types of aortic valve disease
include aortic stenosis and aortic regurgitation.

Mitral valve disease is a condition in which the mitral valve, located between the heart’s
left upper chamber and the left lower chamber, does not close properly or open completely.
Major types of mitral valve disease include mitral stenosis and mitral regurgitation, which may
lead to complications such as pulmonary hypertension, atrial fibrillation, and
thromboembolism. Tricuspid valve disease is a condition in which the valve between the right
ventricle and right atrium does not close properly. Major types of tricuspid valve diseases
include tricuspid stenosis and tricuspid regurgitation, which may lead to symptoms such as
shortness of breath, atrial fibrillation and atrial flutter. Among the different types of valvular
diseases, aortic valve disease and mitral valve disease are most common.

GLOBAL AND CHINA’S INTERVENTIONAL MEDICAL DEVICE MARKETS
TARGETING STRUCTURAL HEART DISEASES

Overview

Interventional therapy targeting structural heart diseases is a technique that enters the
heart cavity or blood vessel through a blood vessel puncture route for structural heart disease
diagnosis or treatment. Medical practitioners use puncture needles, catheters, and other
interventional devices to introduce specific devices into human body lesions by natural orifices
or small incision made from minimally invasive procedures.
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Eligible patients for interventional therapy targeting structural heart diseases primarily
include surgery inoperable patients, patients with no improvement after drug treatment, or
patients without significant improvement after surgery. Globally, the number of eligible
patients for interventional therapy targeting structural heart diseases increased from
approximately 25.9 million in 2017 to approximately 29.4 million in 2021, and is expected to
reach 34.2 million in 2025. In China, the number of eligible patients for interventional therapy
targeting structural heart diseases increased from approximately 4.8 million in 2017 to
approximately 5.3 million in 2021, and is expected to reach 6.0 million in 2025. Driven by the
large patient pool, the rising disposable income per capita, and the supportive regulatory
framework, it is expected that China will experience a significant growth in interventional
therapy targeting structural heart diseases in the future.

Market Size

The global interventional medical device market targeting structural heart diseases has
experienced rapid growth from US$4.8 billion in 2017 to US$9.3 billion in 2021 at a CAGR
of 18.0%, in terms of sales revenue, and is expected to reach US$19.8 billion in 2025 at a
CAGR of 20.8% from 2021 to 2025. The following chart sets forth the historical and forecasted
growth of the global interventional medical device market targeting structural heart diseases.

Global Interventional Medical Device Market
Targeting Structural Heart Diseases, 2017-2030E

Period CAGR
2017-2021 18.0%
2021-2025E 20.8%
2025E-2030E 19.4%

48.1

Billion USD

2017 2018 2019 2020 2021 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E

Source: F&S Report
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In China, the number of eligible patients for interventional therapy targeting structural
heart diseases increased from approximately 4.8 million in 2017 to approximately 5.3 million
in 2021 and is expected to reach approximately 6.0 million in 2025. The market size of China’s
interventional medical device market targeting structural heart diseases grew from RMBO0.4
billion in 2017 to RMB2.0 billion in 2021 at a CAGR of 48.3%, and is expected to reach
RMB10.4 billion in 2025 at a CAGR of 51.0% from 2021 to 2025. The following chart sets
forth the historical and forecasted growth of China’s interventional medical device market

targeting structural heart diseases.

China’s Interventional Medical Device Market
Targeting Structural Heart Diseases, 2017-2030E

Period CAGR
2017-2021 48.3%
2021-2025E 51.0%
2025E-2030E 36.4%

49.1

Billion RMB

2017 2018 2019 2020 2021 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E

Source: F&S Report

Market Drivers and Trends

Key growth drivers and trends of global and China’s interventional medical device

markets targeting structural heart diseases include the following:

. Increasing substitution of open surgeries with interventional therapies. Compared to
traditional open surgeries which require large cuts in the skin, medical practitioners
can perform interventional therapies with reduced or no incision. Patients will
experience less pain, scarring and complications, lowered risk of infection, and
shortened hospital stays and recovery time.
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. Growing acceptance of domestic products in China. Because domestic players
continue to increase their investment in research and development and
manufacturing, high quality and cost-effective domestic interventional medical
devices have gained increasing recognition and growing competitiveness against
imported products, which we believe have contributed and will continue to
contribute to the market acceptance of our products.

. Product upgrades and innovation. Advancement in material science, PCI
technology, and clinical practices drive innovative interventional therapies.
Leveraging PCI technology, biodegradable stents can achieve “intervention without
implantation” and contribute to vascular reconstruction with better long-term safety.

. Al technologies empower interventional therapies. Under the governmental support
and the scientific innovation of the Al technology, the innovative commercialized
applications of vascular Al have emerged, improving existing interventional
therapies and indirectly boosting the interventional medical devices market.

MAIN PRODUCT CATEGORIES OF INTERVENTIONAL MEDICAL DEVICE
MARKET TARGETING STRUCTURAL HEART DISEASES

The interventional medical device market targeting structural heart diseases consists
primarily of three major fields of application, i.e., CHD, cardioembolic stroke, and valvular
diseases. CHD occluder products include primarily ASD occluder, VSD occluder, and PDA
occluder. Cardioembolic stroke occluder products include primarily PFO occluder and LAA
occluder. Heart valve products to treat valvular diseases include primarily aortic valve products
and mitral valve products.

CHD Occluder Products
Overview

CHD interventional occlusion is a method of puncturing the peripheral blood vessels and
pushing the delivery catheter and occluder to the corresponding part of the congenital heart
development defect with the assistance of X-ray fluoroscopy guidance and bedside cardiac

color Doppler ultrasound. It is a minimally invasive treatment technology for cardiovascular
blocking for treating ASD, VSD, and PDA.
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Market Size

The following chart sets forth the historical and projected sales revenue of the global
CHD occluder products market for the periods indicated.

Global CHD Occluder Products Market, 2017-2030E

Period CAGR
2017-2021 1.9%
2021-2025E 7.6%
2025E-2030E 4.2%
Million USD w90 3578 366.5

1 2168

206.7 213

2017 2018 2019 2020 2021 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E

Source: F&S Report

Note: The size of the global CHD occluder products market only includes the market size of three main CHD
occluders, namely ASD occluder, VSD occluder and PDA occluder.

The following chart sets forth the historical and projected sales revenue of China’s CHD
occluder products market for the periods indicated. The decline of the market size in 2020 was
primarily as a result of the reduced demand among hospitals for medical devices as a result of
the decrease of operations, as most of the hospitals devoted their resources primarily to dealing
with COVID-19 in the first half of 2020. The market size increased in 2021 as a result of the
increased demand for medical devices along with the effective containment of COVID-19 and
the launch of an increasing number of CHD occluder products. The incidence of CHD in China
was 133,400 in 2021 and is expected to reach 144,800 in 2030; and the global incidence of
CHD was 1.7 million in 2021 and is expected to remain relatively stable in 2030.
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China’s CHD Occluder Products Market, 2017-2030E

Period CAGR
2017-2021 6.8%
2021-2025E 11.5%
2025E-2030E 3.1%
754.6 765.8
Million RMB 7197 73838

694.3

3614
3281 3453 342.1

2017 2018 2019 2020 2021 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E

Source: F&S Report

Note: The size of China’s CHD occluder products market includes the market size of three main CHD occluders,
namely ASD occluder, VSD occluder and PDA occluder, and the market size of the related procedural
accessories.

Market Driver and Future Trends

Key growth driver and future trends of global and China’s CHD occluder products
markets include the following:

. Supportive medical insurance policy in China. CHD patients are mainly in the
underdeveloped central and western regions in China. At present, the reimbursement
ratio of the new rural cooperative medical insurance for major illnesses is different
from the reimbursement ratio of large cities in the southeast coastal area, which is
generally higher than other regions. The Chinese government seeks to increase the
reimbursement ratio from the current level and scope; therefore, we expect CHD
occluder products will become more affordable for patients in central and western
regions in China.

. High market potential in China. At present, there are approximately 150,000
newborns with CHD in China each year. However, compared with the high treatment
rate of CHD in Europe and the United States, the current treatment of CHD patients
in China is low, and so is the penetration rate of CHD occluder products in China.
The domestic market for CHD occluder devices is expected to proliferate in the
future, which we believe will provide further demand for our CHD occluder
products.
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Technology development. The treatment for CHD has a remarkable change in the
past decade due to the evolution of the medical device. Interventional therapy has
become the primary treatment option for CHD patients because such therapy has
better outcomes and fewer complications than other treatment options.

Increasing substitution of open surgeries with interventional therapies. Compared to
traditional open surgeries which require large cuts in the skin, medical practitioners
can perform interventional therapies with reduced or no incision. CHD patients will
have reduced associated pain, scarring and complications, lowered risk of infection,
and shortened hospital stays and recovery time.

Competitive Landscape

In China, domestic CHD manufacturers dominated the market with market share of

approximately 91.5% in 2021, with the remaining approximately 8.5% occupied by

international CHD manufacturers. The following charts set forth the top five players in China’s

occluder products market, in terms of revenue recognized for the sales in China in 2021. We

are the largest manufacturer of CHD occluder products and the related procedural accessories

in China, and we believe that we will continue to remain competitive in the market, leveraging

our broad product portfolio of marketed and pipeline products.

Top Five Players in China’s CHD Occluder Products Market, 2021

Market share by

Ranking Company Sales revenue sales revenue

[, TN SO SO R NS T

(RMB million)

Our Company 162.2 38.0%
Company A" 146.0 34.2%
Company B® 52.9 12.4%
Company C*’ 36.4 8.5%
Company D@ 9.1 2.1%
Subtotal 406.5 95.3%

Source: F&S Report

()

@)

(3)

4)

Company A is a public company listed on the Hong Kong Stock Exchange primarily focusing on
developing, manufacturing and marketing interventional medical devices for cardiovascular and
peripheral vascular diseases. Company A had revenue of approximately RMB925.3 million in 2021 and
total assets of approximately RMB3,183.7 million as of December 31, 2021.

Company B is a private company headquartered in Beijing primarily focusing on the R&D, production
and sales of interventional medical devices for congenital heart diseases.

Company C is a public company listed on the New York Stock Exchange with a portfolio of nutrition,
diagnostics, medicines and medical devices. Company C had net sales of approximately US$43.1
million in 2021 and total assets of approximately US$75.2 million as of December 31, 2021.

Company D is a private company located in Shanghai primarily focusing on the R&D, manufacturing

and sales of cardiovascular and cerebrovascular interventional medical devices.
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Cardioembolic Stroke Occluder Products
Overview

Interventional occlusion is a method for the prevention of cardioembolic stroke and
related symptoms, including migraine, peripheral arterial embolism, and decompression
sickness. Cardioembolic stroke occluder products primarily include PFO and LAA occluder

products.

Market Size

The following chart sets forth the historical and projected sales revenue of the global
cardioembolic stroke occluder products market for the periods indicated. The decline of the
market size in 2020 was primarily due to the COVID-19 impact.

Global Cardioembolic Stroke Occluder Products Market, 2017-2030E

Period CAGR
2017-2021 38.4%
2021-2025E 20.8%
2025E-2030E 12.7%
Million USD 42298
2,661.0

2,329.1

2,032.7

1,708.8

1,404.3

1,093.5

833.6 7937

2017 2018 2019 2020 2021 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E

Source: F&S Report

The prevalence of cardioembolic stroke in China was 4.5 million in 2021 and is expected
to reach 5.7 million in 2030; and the global prevalence of cardioembolic stroke was 19.7
million in 2021 and is expected to reach 29.6 million in 2030. The following chart sets forth
the historical and projected sales revenue of China’s cardioembolic stroke occluder products

market for the periods indicated.
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China’s Cardioembolic Stroke Occluder Products Market, 2017-2030E

Period CAGR
2017-2021 72.4%
2021-2025E 28.1%
2025E-2030E 32.1%

7.828.5

Million RMB

1,943.3
1,3779

7206 8360 987.0

laga 2044 3604

2017 2018 2019 2020 2021 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E

Source: F&S Report

Market Driver and Future Trends

Key growth driver and future trends of global and China’s cardioembolic stroke occluder

products markets include the following:

. Growing demand in China. The number of PFO occlusion procedures in China is

increasing rapidly. As the evidence for migraine and paradoxical embolism becomes

more apparent with the PFO occlusion, the demand for PFO occluder products is

expected to grow. PFO occlusion procedures are minimally invasive, which offer an

option for patients with other severe symptoms and other complications.

. PFO occluder products will become biodegradable in the future. Compared with

metal implants, biodegradable PFO occluder products can degrade over time into

carbon dioxide and water to provide better long-term safety. Accordingly,

biodegradable PFO occluder products will become popular in the industry, which we

believe will contribute to the market acceptance of our biodegradable PFO occluder

product upon commercialization.

. Increasing substitution of open surgeries with interventional therapies. Compared to

traditional open surgeries which require large cuts in the skin, medical practitioners

can perform interventional therapies targeting structural heart diseases with reduced

or no incision. Cardioembolic stroke patients will have reduced pain, scarring and

complications, lowered risk of infection, and shortened hospital stays and recovery

time.
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. Poor adherence to medication. Atrial fibrillation is the most common type of
sustained cardiac arrhythmia and a significant risk factor for stroke. Gold standard
stroke prevention is lifelong anticoagulation, which is not suitable for all patients.
Overall, 90% and 57% of thrombi found in non-valvular and valvular atrial
fibrillation patients, respectively, are in the LAA, making it a target for stroke
prevention. LAA occlusion devices are a mechanical alternative to oral
anticoagulation.

PFO Occluder

Overview

PFO occluder is a medical device that is delivered along the blood vessel to the patient’s
PFO. A medical practitioner implants the PFO occluder into the patient’s PFO through a
catheter from a small incision in the patient’s thigh groin. Once a medical practitioner confirms
that the position is correct, the PFO occluder is opened, expands and forms on both sides of
the interatrial septum, and releases the occluder.

Market Size
The following chart sets forth the historical and projected sales revenue of the global PFO
occluder products market for the periods indicated. The decline of the market size in 2020 was

primarily due to the COVID-19 impact.

Global PFO Occluder Products Market, 2017-2030E

Period CAGR
2017-2021 34.2%
2021-2025E 22.9%
2025E-2030E 12.7%

786.5
719.1

Million USD

2017 2018 2019 2020 2021 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E

Source: F&S Report
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In 2021, the penetration rate of PFO occluder products in China was approximately
42.4%. The penetration rate of PFO occluder products in China is expected to grow to 59.9%
by 2025. The following chart sets forth the historical and projected sales revenue of China’s
PFO occluder products market for the periods indicated. The decline of the market size in 2020
was primarily due to the COVID-19 impact.

China’s PFO Occluder Products Market, 2017-2030E

Period CAGR
2017-2021 77.3%
2021-2025E 18.6%
2025E-2030E 15.5%

761.9

Million RMB

2017 2018 2019 2020 2021 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E

Source: F&S Report
Competitive Landscape

PFO occluder therapy is still at an emerging stage, with only four players, including those
with product candidates in the clinical trial stage, in China’s PFO occluder products market and
only eight players in global PFO occluder products market with commercialized products as of
the Latest Practicable Date. We had obtained one CE Mark for our PFO occluder product as of
the Latest Practicable Date, and we expect to obtain the NMPA approval for our biodegradable
PFO occluder product in the fourth quarter of 2023.
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The following chart sets forth the existing players in China’s PFO occluder products
market with commercialized products or product candidates in the clinical trial stage as of the
Latest Practicable Date.

Existing Players in China’s PFO Occluder Products Market

Registration Date/ .
P \Y | 1
Company roduct Current Stage aterials
AGA Medical AMPLATZER PFO Occluder NMPA approval in 2016 Alloy
Corporation
Starway Medical PFO Occluder NMPA approval in 2017 Alloy

Technology Inc.

Registration preparation  Fully biodegradable

Our Company MemoSorb b
stage materials
Shanghai Mallow . .
Medical Instrument Co., PFO Occluder Clinical trial stage Biodegradable
materials

Ltd.

Source: F&S Report

LAA Occluder
Overview

LAA occluder is a medical device that blocks LAA to prevent the formation and breaking
off of thrombus, thereby preventing cardioembolic stroke. Patients may use LAA occlusion
when there is no improvement after the drug treatment. For patients who have a high risk of
bleeding and embolism, and are not suitable for long-term oral anticoagulant therapy,
implantation of the LAA occluder is a better option for them. Through interventional therapy,
a medical practitioner implants the LAA occluder into the patient’s LAA to treat the

cardioembolic stroke.
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Market Size

The following chart sets forth the historical and projected sales revenue of the global
LAA occluder products market for the periods indicated.

Global LAA Occluder Products Market, 2017-2030E

Period CAGR
2017-2021 39.4%
2021-2025E 20.3%
2025E-2030E 12.7%
34434
Million USD 3,040.7

2017 2018 2019 2020 2021 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E

Source: F&S Report

In 2021, the penetration rate of LAA occluder products in China was approximately 5.9%,
as compared to 44.9% in the United States and 14.6% in Europe, respectively. The penetration
rate of LAA occluder products in China is expected to grow to 19.4% by 2025. The following
chart sets forth the historical and projected sales revenue of China’s LAA occluder products

market for the periods indicated.

China’s LAA Occluder Products Market, 2017-2030E

Period CAGR
2017-2021 70.8%
2021-2025E 31.0%
2025E-2030E 35.0%

Billion RMB 71

2017 2018 2019 2020 2021 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E

Source: F&S Report
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Competitive Landscape

LAA occluder therapy is still at an emerging stage, with only seven major players in
China’s LAA occluder products market and four major players in global LAA occluder
products market with commercialized products as of the Latest Practicable Date. We had
obtained one NMPA registration certificate for our LAA occluder product as of the Latest
Practicable Date, and our biodegradable LAA occluder product candidate was in the stage of
clinical trial preparation.

The following chart sets forth the existing players in China’s LAA occluder products
market with commercialized products as of the Latest Practicable Date.

Existing Players in China’s LAA Occluder Products Market

Company Product Registration Date Materials
Our Company MemoLefort NMPA approval in 2020 Alloy
Shanghai Push
Medical Device LACbes NMPA approval in 2019 Alloy
Technology Co., Ltd.

Lifetech Scientific LAmbre NMPA approval in 2017 Alloy
(Shenzhen) Co., Ltd. LAxible NMPA approval in 2021 Alloy
St. Jude Medical, Inc. AMPLATZER Amulet NMPA approval in 2015 Alloy

Boston Scientific WATCHMAN NMPA approval in 2013 Alloy

Corporation
Shanghai HeartCare Medical N .
Technology Co., Ltd. Laager NMPA approval in 2022 Alloy

Shenzhen Salubris LAMax NMPA approval in 2022 Alloy

Pharmaceuticals Co., Ltd.

Source: F&S Report
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Heart Valve Products
Overview

Heart valve products are medical devices implanted through interventional means, which
primarily include aortic valve products and mitral valve products.

Market Size

The following chart sets forth the historical and projected sales revenue of the global

valvular disease interventional device market for the periods indicated.

Global Valvular Disease Interventional Device Market, 2017-2030E

Period CAGR
2017-2021 15.6%
2021-2025E 19.7%
2025E-2030E 22.3%

39.7

Billion USD

2017 2018 2019 2020 2021 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E

Source: F&S Report

The prevalence of valvular diseases in China was 37.7 million in 2021 and is expected to
reach 42.7 million in 2030; and the global prevalence of valvular diseases was 220.9 million
in 2021 and is expected to reach 246.7 million in 2030. The penetration rate of valvular disease
interventional devices is significantly under-penetrated due to the insufficient number of
qualified hospitals with experienced physicians. The market size of China’s valvular disease
interventional device market is expected to increase from RMB1.0 billion in 2021 to RMB7.9
billion in 2025 at a CAGR of 69.8%. By 2025, the number of TM Vr operations to be performed
is expected to reach approximately 9,970 in China with a penetration rate of 0.08% for the
TMVr operation. The following chart sets forth the historical and projected sales revenue of the

China’s valvular disease interventional device market for the periods indicated.
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China’s Valvular Disease Interventional Device Market, 2017-2030E

Period CAGR
2017-2021 119.2%
2021-2025E 69.8%
2025E-2030E 39.6%
Million RMB
41,859.8
31,067.7

22,572.5

16,189.8
11,404.2
7,902.0
5,238.2
3,195.8
1,821.8 77

412 196.6 392.0 555.8 951.4 . I

— - mm

2017 2018 2019 2020 2021 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E

Source: F&S Report

Aortic Valve Products

Overview

Aortic valve products primarily include TAVR system. TAVR technique implants a
prosthetic valve through a vascular path to treat aortic stenosis and aortic regurgitation. TAVR
technique has the advantages of small trauma and short postoperative recovery periods, which
makes it suitable for patients with severe aortic stenosis or aortic regurgitation who cannot

tolerate surgical aortic valve replacement.
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Market Size

The following chart sets forth the historical and projected sales revenue of the global
TAVR market for the periods indicated.

Global TAVR Market, 2017-2030E

Period CAGR
2017-2021 15.0%
2021-2025E 13.1%

2025E-2030E 9.8%

15,892.0

14,5729
133333
Million USD 12,149.4
11,025.6
9.956.1
8.975.6
7.944.6
7,000.4
6.085.2
4,820.0 >193:4
4,085.9
34735 I I

2017 2018 2019 2020 2021 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E

Source: F&S Report

The prevalence of aortic stenosis in China was 4.5 million in 2021 and is expected to
reach 5.2 million in 2030; and the global prevalence of aortic stenosis was 20.4 million in 2021
and is expected to reach 23.9 million in 2030. The prevalence of aortic regurgitation in China
was 4.0 million in 2021 and is expected to reach 4.6 million in 2030; and the global prevalence
of aortic regurgitation was 27.5 million in 2021 and is expected to reach 31.6 million in 2030.
Due to the insufficient number of qualified hospitals with experienced physicians, the TAVR
market in China is significantly under-penetrated with only 0.8% of eligible patients treated by
TAVR procedures in 2021, as compared to 4.3% globally. The number of TAVR operations to
be performed in China is expected to grow from 6,600 in 2021 to 43,000 in 2025, with a CAGR
of 59.6%.
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The following chart sets forth the historical and projected sales revenue of China’s TAVR

market for the periods indicated.

China’s TAVR Market, 2017-2030E

Period CAGR
2017-2021 116.9%
2021-2025E 52.0%
2025E-2030E 18.5%

11,359.7

8,682.8

74325
Million RMB

4,862.9

2,539.9

2017 2018 2019 2020 2021 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E

Source: F&S Report

Competitive Landscape

TAVR market is still at an emerging stage, and there were only six major players in
China’s TAVR market with only nine commercialized TAVR systems as of the Latest
Practicable Date. Our TAVR system was in the clinical trial stage as of the Latest Practicable
Date, and we expect to submit application to the NMPA in the fourth quarter of 2023.
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The following chart sets forth the existing players in China’s TAVR market with

commercialized products as of the Latest Practicable Date.

Existing Players in China’s TAVR Market

Company Registration Date
. . VitaFlow NMPA approval in 2019 Transfemoral
MicroPort CardioFlow
Medtech Corporation VitaFlow Liberty™ NMPA approval in 2021 Transfemoral
Venus Medtech VenusA-Valve NMPA approval in 2017 Transfemoral
Corporation ]
VenusA-Plus NMPA approval in 2020 Transfemoral
TaurusOne NMPA approval in 2021 Transfemoral
Peijia Medical Limited
TaurusElite NMPA approval in 2021 Transfemoral
Suzhou Jiecheng J-Valve NMPA approval in 2017 Transapical
Medical Technology
Co., Ltd.
Edwards Lifesciences SAPIEN 3 NMPA approval in 2020 Transfemoral
Corporation
Medtronic plc Evolut Pro NMPA approval in 2021 Transfemoral

Source: F&S Report
Market Drivers and Future Trends

Key growth drivers and future trends of global and China’s TAVR market include the

following:

. Underserved demand. The prevalence of aortic valve disease increases with age.
Given China’s large population base, the number of high-risk aortic stenosis patients
in China is enormous. For elderly patients with comorbidities, traditional surgical
atrial valve replacement has a higher risk, and the post-operative recovery can be
relatively slow; therefore, it is difficult to obtain effective treatment for them. The
emergence of TAVR provides an alternative option for such patients with lower risk
and more rapid recovery. Therefore, it is foreseeable that TAVR systems will gain
market prevalence, which we believe will contribute to the market acceptance of our
TAVR system upon commercialization.
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. Increasing TAVR applications. As a relatively new and refined operation, TAVR has
stringent requirements for medical equipment, personnel training and technical
operation. The 2020 Version of Consensus of Chinese Experts on TAVR (&4 1
5 R 400 P [ B R L ER(2020 81 i) was released on May 30, 2020 by the
14th Eastern Conference of Cardiology Forum (& + VU J& 5 7 O i £ & ik 45 W v
) to promote the technical training and talent cultivation for the development of
TAVR in China. In 2021, more than 170 hospitals in China carried out more than
6,000 TAVR operations, with accelerating growth rate.

. Regulatory support. In 2016, the State Council issued the Health and Wellness Plan
in Thirteenth Five-year (“t =10 4 BL{EFRHLH]) to promote the development of
medical equipment and support the improvement of the industry-wide capacity of
medical equipment and application. In 2016, NMPA, NDRC and four other
ministries released the Guidelines of Plan for Development of the Pharmaceutical
Industry (8% T35 R H{#1559) to encourage innovative medical device research
and development and commercialization. These government policies will sustain the
further development of the TAVR market.

Mitral Valve Products
Overview

Mitral valve products primarily include the TMVCRS, the TMVr-A system, and the
TMVr-F system. There are two different techniques used in mitral valve clip repair, i.e.,
TMVr-A and TMVr-F. TMVr market consists of (1) medical devices with application of
TMVr-A technique, primarily including TMVr-A system and TMVCRS, and (2) medical
devices with application of TM Vr-F technique, primarily including TMVr-F system. TMVCRS
is a transapical artificial chordal repair system targeting mitral regurgitation. TMVr products
provide a minimally invasive option for treating the most common form of mitral regurgitation
for people who cannot undergo open-chest surgery. Medical practitioners implant the product
via a transcatheter technique and involve clipping together the anterior and posterior mitral
valve leaflets. Compared to open-chest surgery, patients who received less invasive mitral
valve products need fewer blood transfusions and ventilation days.
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Market Size

The following chart sets forth the historical and projected sales revenue of the global
TMVr market for the periods indicated.

Global TMVr Market, 2017-2030E

Period CAGR
2017-2021 16.8%
2021-2025E 29.3%
2025E-2030E 17.1%

5,486.5

4,956.9

3,758.4
Million USD

1,937.5

892.3

698.9  758.7

4795 5407

2017 2018 2019 2020 2021 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E

Source: F&S Report

The prevalence of mitral stenosis in China was 6.0 million in 2021 and is expected to
reach 7.4 million in 2030; and the global prevalence of mitral stenosis was 16.9 million in 2021
and is expected to reach 20.2 million in 2030. The prevalence of mitral regurgitation in China
was 11.1 million in 2021 and is expected to reach 13.4 million in 2030; and the global
prevalence of mitral regurgitation was 99.9 million in 2021 and is expected to reach 122.0
million in 2030. The number of TMVr operations to be performed and the penetration rate of
TMVr operations in China is expected to grow from approximately 190 and 0.002% in 2021
to approximately 9,970 and 0.08% by 2025, respectively.
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The following chart sets forth the projected sales revenue of China’s TMVr market for the

periods indicated.

China’s TMVr Market, 2017-2030E

Period CAGR
2021-2025E 152.0%
2025E-2030E 24.4% 4,796.0

Million RMB

00 00 00 00 399
2017 2018 2019 2020 2021 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E

Source: F&S Report

Competitive Landscape

TMVr market is still at an emerging stage, and in 2021, there were 14 major players in
China’s TMVr market, including us, with no commercialized products as of the end of 2021.
Only one of such manufacturers had commercialized its TMVr device as of the Latest
Practicable Date. In 2021, there were 17 major players in global TMVr market, among which
only five manufacturers had commercialized their TMVr products as of the Latest Practicable
Date. Our TMVCRS was at the clinical trial stage as of the Latest Practicable Date. We plan
to submit registration application to the NMPA in the third quarter of 2024. As of the Latest
Practicable Date, our TMVr-A system was at the clinical trial stage. We plan to submit
registration application to the NMPA in the fourth quarter of 2023. Our TMVr-F system was

in the type inspection stage as of the Latest Practicable Date.
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The following chart sets forth the existing players in China’s TMVr market with products

under clinical trial stage as of the Latest Practicable Date.

Existing Players in China’s TMVr Market

Intended Use Company Product Technique
ValveClamp Edge-to-edge repair Transapical
Hanyu Medical
ValveClasp Edge-to-edge repair Transfemoral
MitralStitch® Mamly ch(?rdal Transapical
implantation
Valgen Medtech
DragonFly™ Edge-to-edge repair Transfemoral
SHSMA . . .
(LEPU ScienTech) Memoclip Edge-to-edge repair Transapical
Med-zenith E-chord™ Chordae tendineae repair Transapical
Dawneo Medical NeoNova Edge-to-edge repair Transfemoral
Qilin™ System Edge-to-edge repair Transfemoral
Shenqi Medical
SQ-Kyrin Edge-to-edge repair NA
Repair NewMed Medical Valveclip-M™ Edge-to-edge repair Transfemoral
LIFECLIP® Edge-to-edge repair Transapical
KOKA Lifesciences
KokaClip® Edge-to-edge repair Transfemoral
TMVCRs Chordae tendineae repalr/ Transapical
. Edge-to-edge repair
LEPU ScienTech
TMVr-A Edge-to-edge repair Transapical
. . . Transfemoral &
Enlight Medical NovoClasp Edge-to-edge repair Transseptal
. . Transfemoral &
. ® e
HeartCare Medical Clip2Edge Edge-to-edge repair Transseptal
MVRx ARTO Indirect annuloplasty Transseptal
Neochord NeoChord DS1000  Chordae tendineae repair Transapical
. Chordae tendineae repair/ Transapical/
Valcare Medical Ltd Amend :
Edge-to-edge repair Transseptal

Source: F&S Report
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The following chart sets forth the existing players in global TMVr market with
commercialized products as of the Latest Practicable Date.

Existing Players in Global TMVr Market

Company Product Registration Date Access
Abbott Laboratories MitraClip CE Mark in 2008 Transfemoral/Transseptal
FDA approval in 2013

NMPA approval in 2020

Tendyne CE Mark in 2020 Transapical

Cardiac Dimensions, CARILLON Mitral CE Mark in 2009 Right internal jugular vein
Inc. Contour System

NeoChord, Inc. NeoChord DS1000 CE Mark in 2013 Transapical

Edwards Lifesciences Cardioband CE Mark in 2015 Transfemoral/Transseptal
Corporation
PASCAL CE Mark in 2019 Transfemoral/Transseptal
Mitralign, Inc. MPAS Implant CE Mark in 2016 Transfemoral

Source: F&S Report

Market Drivers and Future Trends

Key growth drivers and future trends of global and China’s TMVr market include the

following:

. Underserved demand. Mitral valve diseases have the highest prevalence in China
among all valvular diseases, and the prevalence continues to rise each year due to
population aging. Mitral regurgitation is the most common mitral valve disease, and
approximately 40% of the patients with mitral regurgitation are not eligible for
surgery due to their elder age, impaired heart function, and numerous complications.
As a minimally invasive and safer option, the TMVr procedure meet the increasing
demands among patients with mitral regurgitation and other mitral valve diseases,
which we believe will contribute to the market acceptance of our TMVr systems

upon commercialization.
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Advancement in disease evaluation technique. Recent progresses have been made in
echocardiography that helps to speed workflow, improve image quality, and improve
valve assessments, by depicting the defective valves in structural heart diseases.
Such improvement will optimize structural heart evaluations and facilitate the
decision making for treating mitral valve disease, revealing more patients eligible
for TMVr procedures.

Regulatory support. By promoting the research and development and
commercialization for innovative medical devices, government policies, such as the
Health and Wellness Plan in Thirteenth Five-year (“ = f. %4 BE{EFFEAIH]) and
the Guidelines of Plan for Development of the Pharmaceutical Industry (%% 1.3
BEREFEHE ), will sustain the further development of the TMVr market.
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PRC LAWS AND REGULATIONS RELATING TO MEDICAL DEVICES
Classification of Medical Devices

Medical device industry of the PRC is subject to a large number of laws and regulations
and extensive government supervision. Principal regulatory authorities of the industry are the
NMPA and its local regulatory branches. In March 2018, the State Council Institutional Reform
Proposal passed by the First Session of the Thirteenth National People’s Congress decided the
China Food and Drug Administration (B % & i 8 5 B B4 48 J5)) shall cease to exist, and the
NMPA was established to undertake the duties of the former China Food and Drug
Administration.

Pursuant to the Regulations on Supervision and Administration of Medical Devices ( (%
TR I s B B AT ) promulgated by the State Council, which took effect on June 1, 2021,
the drug administration department of the State Council shall be responsible for the supervision
of medical devices of the PRC. All relevant departments of the State Council shall be
responsible for the supervision of medical devices within their respective scope of duties. The
drug administration departments of the local people’s governments at the county level and
above are responsible for the supervision of medical devices within their own administrative
jurisdictions. The relevant departments of the local people’s governments at the county level
and above are responsible for the supervision of medical devices within their respective scope
of duties.

Although the newly revised Regulations on Supervision and Administration of Medical
Devices has come into effect, amendment of specific supporting regulations has not been
completed. According to the Announcement of the NMPA on Matters Concerning the
Implementation of the Regulations on Supervision and Administration of Medical Devices
( (R J5 B i ERUE < B s il s B B 9> B S TE Y /A 25) ) promulgated by the
NMPA on May 31, 2021, the NMPA is amending the supporting regulations, normative
documents and technical guidelines for the new Regulations on Supervision and Administration
of Medical Devices, which will be promulgated successively as per relevant procedures.
Pursuant to this announcement, among others, from June 1, 2021, applicants for registration
and filing of medical devices shall continue to make the application in accordance with existing
regulations until relevant supporting regulations for the new Regulations on Supervision and
Administration of Medical Devices are promulgated and implemented. The registrants and
filing enterprises of medical devices shall apply for production permit and conduct filing or
entrusted production in accordance with the existing regulations and normative documents
until relevant supporting regulations on production permit and filing are revised.
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In the PRC, medical devices are classified into three categories based on the degree of
risk. Class I medical devices shall refer to those devices with low risk, and the safety and
effectiveness of which can be ensured through routine administration. Class II medical devices
shall refer to those devices with moderate risk, which are strictly controlled and administered
to ensure their safety and effectiveness. Class III medical devices shall refer to those devices
with high risk, which are strictly controlled and administered through special measures to
ensure their safety and effectiveness. The classification of specific medical devices is
stipulated in the Medical Device Classification Catalog ( {EEE#ih/r 4 H ) ), which was
latest amended on March 28, 2022.

Registration and Filings of Medical Device Products

Pursuant to the Administrative Measures for Registration and Filing of Medical Devices
( CEPEAMGE M B R L) ) (“Medical Devices Registration Measures™) promulgated
by the SAMR on August 26, 2021, which came into effect on October 1, 2021 and replaced the
Regulations on Supervision and Administration of Medical Devices and the Administrative
Measures for Registration of Medical Devices ( € E#ts bt it 2EHEL) ) which came into
effect on October 1, 2014, Class I medical devices are subject to filing, and the parties
undergoing the filings of medical devices shall submit the filing materials to the drug
administration departments of the local people’s government at the districted city level. In case
of any amendment to matters stated in the filings, such amendment shall be filed with the
original filing department. Class II and Class III medical devices are subject to registration.
Class II medical devices shall be examined by the drug administration departments of the
people’s governments of the provinces, autonomous regions or municipality where such
applicants are located. A registration certificate for such medical device shall be issued upon
approval. Class III medical devices shall be examined by the NMPA. A registration certificate
for such medical device shall be issued upon approval. In case of any substantial change of the
product name, model, specification, designs, raw materials, production technologies, scopes of
application and application methods, etc., of the registered Class II or Class III medical device,
which may affect the safety and effectiveness of such medical devices, the registrants shall
apply to the original registration departments for change registration.

The registration certificate for a medical device is valid for five years and the registrant
shall apply to the drug administration departments for renewal six months prior to its expiration
date. Except for the circumstances set forth below, the drug administration department that
receives the application shall make the decision to approve the extension before the expiration
of the medical device registration certificate. If the decision is not made within the time limit,
it is deemed as an approval. An application for renewal registration shall not be approved under
any of the following circumstances: (1) the registrant fails to apply for extending the
registration within the specific time limit; (2) where the compulsory standards for medical
devices have been revised, the medical devices applied for extending the registration cannot
meet the new requirements; and (3) for medical devices approved with conditions, the matters
stipulated in the medical device registration certificate fail to be finished within the specific
time limit.
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According to the Medical Devices Registration Measures, clinical trials are not required
for the filing of the Class I medical devices, but required for the application for the registration
of the Class II and Class III medical devices. Medical devices may be exempt from clinical
trials under any of the following circumstances: (1) the medical device has clear working
mechanisms, finalized design and mature manufacturing processes, the medical devices of the
same type that are available on the market have been used in clinical application for years
without records of any serious adverse events, and the medical device will not change the
general purposes; or (2) the safety and effectiveness of such medical device can be proved
through non-clinical evaluation.

The catalog of medical devices that are exempted from clinical evaluation shall be
formulated, amended and promulgated by the NMPA. On September 16, 2021, the NMPA
issued the Notice on Issuing the Catalog of Medical Devices Exempted from Clinical
Evaluation ( B SEM G i0 B R ST(E B Ree bk H 8% 03845 ) ), which came into effect on
October 1, 2021. Medical device products that are not included in the exemption catalog shall
be analyzed and evaluated through the data obtained from the clinical trials or clinical
application of the same categories of medical devices. Where the safety and effectiveness of
such medical devices can be proved, applicants may specify in the course of registration
application and submit relevant proof materials.

The applicants shall be an enterprise or development institution that can assume
corresponding legal responsibilities, and are obliged to: (1) strengthen the quality management
throughout the life cycle of medical devices, and assume liability for the safety, effectiveness
and quality controllability of medical devices during the whole process of development,
production, operation and use in accordance with the law; (2) establish quality management
systems that are compatible with the products, and maintain their efficiency; (3) proactively
carry out post-marketing research on medical devices, further confirm the safety, effectiveness
and quality controllability of medical devices, and strengthen the continuous management of
marketed medical device.

Medical Device Production Permit

According to the Regulations on Supervision and Administration of Medical Devices and
the Administrative Measures for Supervision of the Production of Medical Devices ( {ERE#R
MR E BB PRIFIE) ) promulgated by the NMPA on March 10, 2022, which became
effective on May 1, 2022 and replaced the Administrative Measures for Supervision of the
Production of Medical Devices issued on October 1, 2014 and amended on November 17, 2017,
in addition to the required medical device registration certificates, a producer of medical
devices shall file a record with or obtain a production license from drug administrative
authorities at relevant level before commencing production. The medical device production
license is valid for five years. Where the period of validity for the license needs to be extended
upon expiry, the procedures for such extension shall be handled in accordance with the
provisions of relevant laws on administrative licensing. For any changes to the contents or
particulars stated in the production license, an application shall be submitted to relevant drug

— 185 -



REGULATORY OVERVIEW

administrative authorities for such changes. For any changes to the contents or particulars
stated in the certificates for production filing of Class I medical devices, the certificates shall
be filed with relevant drug administration authorities for filing of changes.

According to the Administrative Measures for Supervision of the Production of Medical
Devices, an enterprise engaging in the production of Class I medical devices shall complete
filing with the drug administration departments under the people’s government of the city with
districts where it is located and submit supporting materials evidencing its compliance with the
criteria specified in the Regulations on Supervision and Administration of Medical Devices for
engaging in the production of such medical devices and filing certificates of such medical
devices; an enterprise engaging in the production of Class II and Class III medical devices shall
apply for a production license from the drug administration departments under the people’s
government of the province, autonomous region or municipality where it is located and submit
supporting materials evidencing its compliance with the criteria specified in the Regulations on
Supervision and Administration of Medical Devices for engaging in the production of such
medical devices and the product registration certificates of such medical devices.

According to the Regulations on Supervision and Administration of Medical Devices,
apart from implantable medical devices with high risks, entities that register or file the medical
devices may produce such medical devices by themselves or entrust other qualified enterprises
for production. The drug administration department is responsible for issuing and adjusting the
specific catalogues of implantable medical devices with high risks that may not be produced
by entrusted producers. Medical devices included in the Catalogue of Medical Device
Prohibited from Entrusted Production ( {Z& 1l Ze 5tz i B e H #%) ) issued on March 11,
2022 may not be produced on an entrustment basis.

Production and Quality Management of Medical Devices

Pursuant to the Administrative Measures for Supervision of the Production of Medical
Devices and the Standards on Production and Quality Management of Medical Devices ( {5
Frgn A =B B T REL) ) promulgated by the NMPA on December 29, 2014, which came
into effect on March 1, 2015, an enterprise engaging in the production of medical devices shall
establish and effectively maintain a quality control system in accordance to the requirements
of the Standards on Production and Quality Management of Medical Devices. The enterprise
engaging in the production of medical devices shall regularly conduct comprehensive
self-inspection on the operation of quality management system in accordance with the
requirements of the Standards on Production and Quality Management of Medical Devices and
submit a self-inspection report to the food and drug administration departments of the local
people’s governments of the provinces, autonomous regions, municipalities or at the districted
city level before the end of every year. The enterprise shall establish its procurement control
procedure and assess its suppliers by establishing an examination system to ensure the
purchased products are in compliance with the statutory requirements. The enterprise shall
record the procurement, production and inspection of raw materials. Such records shall be true,
accurate, complete and traceable.
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The enterprise shall apply risk management to the whole process of design and
development, production, sales and after-sale services. The measures being adopted shall be

applicable to risks of the related products.

Pursuant to The Notice of Four Guidelines including On-site Inspection Guidelines for the
Standards on Production and Quality Management of Medical Devices ( B ED %< B 2E e b
A B R PR A B B b A R RS A A 5 LRI B%E AN ) promulgated by the NMPA
with effect from September 25, 2015, during the course of on-site verification of the
registration of medical devices and on-site inspection of production permit, including change
production permit, the inspection team will, in accordance with the guidelines, issue
recommended conclusions for on-site inspections, which shall be divided into “Passed,”
“Failed” and “Reassessment after rectification.” During the supervision and inspection, if it is
found that the requirements of the key items or ordinary items that may have direct impact on
product quality are not satisfied, the enterprise shall suspend production and go through
rectification. If it is found that the requirements of the ordinary items are not satisfied, and it
does not directly affect product quality, the enterprise shall rectify in a prescribed time. The
regulatory authorities will examine and verify the recommended conclusions and on-site
inspection materials submitted by the inspection group, and issue the final inspection results.

Good Clinical Practice for Medical Devices

On March 24, 2022, the NMPA and the National Health Commission (B Z#4:{@# % &
) jointly promulgated the Good Clinical Practice for Medical Devices ( (% #E# WG K 755
B EEAIH) ), which became effective as of May 1, 2022. The regulation includes full
procedures of clinical trial of medical devices, including, among others, the protocol design,
conduction, monitoring, verification, inspection, and data collection, recording, analysis and
conclusion and reporting procedure of a clinical trial. Prior to commencement of a clinical trial,
the applicant must complete the pre-clinical research of the medical device, including product
performance verification and confirmation, product inspection report based on the technical
requirements, risk-benefit analysis, the results of which should support the clinical trial.
Approval by ethics committees of the relevant clinical trial organization should also be
obtained before the clinical trial, and the applicant, the clinical trial organization and the
principal investigators must enter into agreements in writing to arrange their rights and
obligations during the trial.

On January 4, 2018, in order to further improve the quality of registration review,
encourage R&D and innovation of medical devices, the NMPA promulgated the Guidelines for
the Design of Clinical Practice for Medical Devices ( CEER IR R IR il B s T e & R A D ).

In November 2018, the NMPA promulgated the Main Points of Medical Device Clinical
Trial Inspection and Judgment Principles ( & Beaiu ifi R sl o A% A 2258 K e TR R ), its
purpose is to strengthen the supervision and management of the clinical trial process of medical
devices.
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The NMPA and the National Health and Family Planning Commission also released
Medical Device Clinical Trial Institution Conditions and Filing Management Measures ( {3
TR I i PR Rl A A (4 R A 22 45 BEFE ) ), which became effective as of January 1, 2018.
According to the measures, medical device clinical trial institutions are required to submit
information such as institution profile, professional technical level, organizational
management capabilities, ethical review capabilities and other information to the drug
administration department for archiving and reference.

Guidelines for Clinical Trials of Transcatheter Aortic Valve Implantation

In February 2019, the NMPA formally promulgated the Guidelines for Clinical Trials of
Transcatheter Aortic Valve Implantation ( CERZEAERA N T 32 B IR A5 B R sl B s 28 i
AI) ) (the “TAVI Clinical Trial Guidelines”). The purpose of the TAVI Clinical Trial
Guidelines is to further standardize the premarketing clinical trials of transcatheter aortic valve
implantation products and to guide the preparation of clinical trial data for applicants of such
products when applying for the product registration.

The TAVI Clinical Trial Guidelines are the general requirements for the clinical trial of
transcatheter aortic valve implantation. The applicant should enrich and refine the contents of
clinical trial scheme according to the characteristics of the specific products.

Medical Device Operation Permit

According to the Regulations on Supervision and Administration of Medical Devices and
the Administrative Measures for Supervision of the Operation of Medical Devices ( {BEB#R
A e BB BRI ) ) which was latest amended on March 10, 2022 and became effective on
May 1, 2022, an enterprise engaging in the operation scale and scope, shall have quality control
department or personnel suitable for the medical devices it operates. An enterprise engaging in
the operations of Class I medical devices is not required to obtain approval or file a record. An
enterprise engaging in the operations of Class II medical devices is required to file a record
with the drug administration departments of the city with districts where it is located. An
enterprise engaging in the operations of Class III medical devices shall obtain operation permit
from the drug administration departments of the city with districts where it is located.

No operation permit or record filing is required for the registrant or record holder of
medical devices to sell its medical devices at its domicile or production sites as long as it meets
the prescribed operating conditions, while it is required for it to store and sell medical devices

in other places.
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Special Procedures for Examination and Approval of Innovative Medical Devices

On October 8, 2017, the General Office of the CPC Central Committee (53 Ao /0 )
and the General Office of the State Council ([Z#5 ¢/ k) issued the Opinions on Deepening
the Reform of the Evaluation and Approval Systems and Encouraging Innovation on
Drugs and Medical Devices ( B GALZERF a4 i 5 20 S8 4E 5t B e 8 s 7 1 2 )
(the “Opinions”), which aims to encourage the innovation for medical devices. Pursuant to the
Opinions, the priority review and approval will be applicable to innovative medical devices
supported by the National Science and Technology Major Projects (I ZF}H% 5 K2 IH) and the
National Key R&D Program of China (%% 5 B 555t #] R H H), and the clinical trials of
which having been conducted by the National Clinical Research Center ([ 5% ifi /K 5 S2 0/ 5%
/L») and approved by the management department of the National Clinical Research Center.

Pursuant to the Special Procedures for Examination and Approval of Innovative Medical
Devices ( CBIHT B PR A I 8 & F2/F) ) promulgated by the NMPA on November 2, 2018,
which came into effect on December 1, 2018, special procedures shall be applicable to the
examination and approval for medical devices in the following circumstances: (1) the applicant
legally owns the invention patent of the core technology of the product through its
technological innovation activities in the PRC, or legally obtained the invention patent or the
right of use thereof through transfer in the PRC, and the interval between the date of
application for the special examination and approval of innovative medical devices to the date
of authorized publication should not exceed five years; or the patent administration department
of the State Council has disclosed the application for the invention patent of the core
technology and the Patent Search and Consultation Center of the National Intellectual Property
Administration of the PRC (0 )5 B AR R 555 720> has issued the patent search
report setting out the novelty and innovation of the core technology solution of the product; (2)
the applicant has developed the prototype product and completed the preliminary research
under a true and controllable process that generated complete and traceable data; (3) the
product has major working mechanism or mechanism of action which is the first of its kind in
the PRC, has fundamental improvement in product performance or safety compared with
similar products, is of an internationally leading standard in terms of techniques and has
significant clinical value. The Center for Medical Device Evaluation of the NMPA (5] 5 4& i,
B LR B R AR AL AT #F H4L) should give priority to the innovative medical devices in
their technical review upon receiving the registration application, after which the NMPA will

give priority to the product in their administrative approval.
Two-Invoice System

On December 26, 2016, eight government departments including the NMPA issued Notice
on Opinions on the Implementation of the “Two-Invoice System” in Drug Procurement by
Public Medical Institutions (for Trial Implementation) ( < E[%% B 7528 37 B R A A 4 o £7
HRHEAT W 2 M B S G IAEAT) ). According to the Notice, the “Two-Invoice
System” refers to issuing invoice at the time from a pharmaceutical manufacturer to a
circulating enterprise, and issuing invoice again at the time from a circulating enterprise to a
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medical institution. The Notice requires public medical institutions to gradually implement the
“Two-Invoice System” for drug procurements and encourages other medical institutions to
promote the “Two-Invoice System” so that the “Two-Invoice System” will strive to be widely
promoted nationwide by 2018.

On March 5, 2018, six government departments including the National Health and Family
Planning Commission issued the Notice on Consolidating the Achievements of Canceling Drug
Markups and Deepening Comprehensive Reforms in Public Hospitals (<[ 3 [& % 5 DA 46
B R ERAL AL BB A G UCERYMEAT) ), which stipulates the implementation of the
centralized purchase of high-value medical consumables, and that the “Two-Invoice System”
in relation to high-value medical consumables shall be gradually implemented.

On July 19, 2019, the General Office of the State Council issued the Circular on Reform
Plan on Managing High-Value Medical Consumables ( B EN %< i B & (B B F REA B
ZE>MUHAN) ), which encourages local governments to adopt the “Two-Invoice System”
according to actual situation in order to reduce intermediates in the circulation of high-value
medical consumables and promote the transparency of purchase and sales. This task is expected
to be completed by the end of 2020.

Pursuant to the Reply of the National Healthcare Security Administration to
Recommendation No. 1209 of the Second Session of the 13th National People’s Congress
( KB ZEHEOR B o+ = i 2 B AR 8 k2 1209 58 2 ik Y5 ) ) issued by National
Healthcare Security Administration on July 23, 2019, “Two-Invoice System” for high-value
consumables needs to be further discussed given the huge differences between high-value
consumables and pharmaceuticals and the complexity of clinical use and after-sales service.

As of the Latest Practicable Date, some provinces and municipal cities in China, had
promulgated local rules to require public medical institutions in their respective administrative
regions to implement the two-invoice system in the procurement process of medical
consumables, such as Two-invoice System Implementation Opinions on the Procurement of
Medical Consumables in Public Medical Institutions in Anhui Province (Trial) (Z#(E A B
AR R B ) FE AT PR e T S o1 B W (RAT)) promulgated on November 20, 2017, the Notice
on Further Promoting the “Two Invoice System” for Medicines and Medical Consumables ([
T HE— 2D AEZE 5 AN 58 FE AL < W S5 1948 ) in Shaanxi promulgated on July 23, 2018 and
the Notice from the Office of Fujian Province Medical Security Management Committee on the
Province-wide Sharing of the Results of Medical Equipment (Medical Consumables) Open
Procurement Implementation (45 %E & BB R B 1 25 B € 25 BH A B J B e i (B8 FRET)
Pt ER I 4G AR 2 B L TAERYMEAT) promulgated on July 23, 2018. According to such local
rules, if the manufacturers or distributors of medical consumables fail to implement the
two-invoice system, they may lose the qualification to participate in the procurement or
distribution of medical consumables, and they may also be included in the bad credit record for

medical consumables procurement.
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Reform Plan on High-Value Medical Consumables

According to the Notice of Ministry of Health on Further Strengthening the
Administration of Centralized Procurement of Medical Devices ( <f#iA: HiBA A #E— A fin o B
SRAS AR B S FEAYAEAT) ) issued on June 21, 2007, all not-for-profit medical institutions
under all levels of government and state-owned enterprises from different industries shall
participate in the centralized procurement of medical devices.

Pursuant to the Notice of Opinions on Reform of Pricing System of Pharmaceuticals and
Medical Services ( B EN%E oy 25 5 A R R 5 (8 A% T2 A il i 2 S48 ) ) issued on
November 9, 2009, the management on the pricing of medical devices will be strengthened. For
high-value medical devices, especially for implantable and interventional medical devices,
reasonable price can be formed by measures such as limiting the price difference rate in the
circulation link and publishing market price information.

According to the Administrative Norms on Centralized Procurement of High-value
Medical Consumables (for Trial Implementation) ( </={E'% FAEMS 5 b £R I A B o (il
ﬁ)>> ) issued on December 17, 2012, high-value medical consumables are defined as medical
consumables directly used on human body, with strict requirement on safety and strong social
response, in great demand clinically, and relatively highly-priced. The online centralized
procurement works of high-value medical consumables (the “Centralized Procurement™) will
be led by government and conducted by each province (region and municipality). Medical
institutions and medical consumables production and operation enterprises shall make
procurement through the Centralized Procurement platform established by each province
(region and municipality). The administrative authorities in charge of the Centralized
Procurement in each province (region and municipality) shall be responsible for formulating
and preparing a Centralized Procurement list of high-value medical devices within its
administrative region. High-value medical consumables listed on the Centralized Procurement
list may be procured by way of public tenders, invitational tenders or by other means stipulated
by PRC laws and regulations. After the procurement prices are determined, public medical
institutions within relevant regions shall make procurement strictly at bidding prices.

On July 19, 2019, the General Office of the State Council issued the Circular on Reform
Plan on Managing High-value Medical Consumables ( B ENEE<ia 2 & 0 5 FEA O
Z>H3HN) (the “Circular”). According to the Circular, high-value medical consumables are
defined as medical consumables directly used on human body, with strict requirement on
safety, in great demand clinically, relatively highly-priced, and that can pose heavy burdens on
patients. The Circular releases several reform initiatives aiming at managing high-value
medical consumables, including: (1) the classification and codes of high-value medical
consumables in the national medical insurance system will be unified gradually, and rules on
unique device identification in full life cycle of the high-value medical consumables, including
but not limited to registration, procurement and usage, will be implemented by the National
Healthcare Security Administration, the National Medical Products Administration, and the
National Health Commission of the PRC by the end of 2020; (2) The mechanism for including
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high-value medical consumables in basic medical insurance shall be built, and a list of
high-value medical consumables shall be compiled, to strengthen the dynamic adjustment
mechanism. The access regulations shall be promulgated by the National Health Commission
and the Ministry of Finance as of the end of June 2020; (3) the price markups placed on medical
consumables at public hospitals will be abolished, and all medical consumables, including
high-value medical consumables will be sold at procurement price at all public hospitals as of
the end of 2019; (4) the medical insurance payment policy shall be formulated and
implemented by the National Healthcare Security Administration, the Ministry of Finance and
the National Health Commission of the PRC. Meanwhile, the medical insurance payment
standards on high-value medical consumables will be formulated and the dynamic adjustment
mechanism will be established. The medical insurance funds and patients will share the cost of
high-value medical consumables according to the medical insurance payment standards, and

medical institutions shall further reduce procurement prices under the guidance of the Circular.
Sampling and Collecting Human Genetic Resources Filing

The Ministry of Science and Technology is responsible for the administration of human
genetic resources at the national level. On July 2, 2015, the Ministry of Science and
Technology issued the Service Guide for Administrative Licensing Items concerning
Examination and Approval of Sampling, Collecting, Trading, or Exporting Human Genetic
Resources or Taking Such Resources out of the PRC ( { NFUBEMEHIKE - e - HE -
M~ IR AT ECGET AT S IE IR B P8I ) ), which clarified that the sampling and collection of
human genetic resources through clinical trials shall be required to be filed with the China
Human Genetic Resources Management Office through the online system. On October 26,
2017, the Ministry of Science and Technology promulgated the Circular on Optimizing the
Administrative Examination and Approval of Human Genetic Resources ( B (b N BUE {5
EFEATECR LR AYHE AT ), which became into effect on December 1, 2017, simplifying the
approval of sampling and collecting human genetic resources for the purpose of listing a drug
in the PRC.

On May 28, 2019, the State Council promulgated the Administrative Regulations on
Human Genetic Resources of the PRC ( ("3 A RILFNE A FUEE & HE TGP ), which
came into effect on July 1, 2019, and the Standing Committee of the NPC promulgated the
Biosecurity Law of the PRC ( (3£ A [RILFIE A% 4¥5) ) on October 17, 2020, which
came into effect on April 15, 2021. According to the provisions therein, the PRC shall support
the rational utilization of human genetic resources to carry out scientific research, develop the
biomedical industry, improve diagnosis and treatment technologies, improve the biosafety
guarantee capabilities of China, and improve people’s health protection level. Foreign
organizations, individuals and the institutions established or actually controlled thereby shall
not collect or preserve China’s human genetic resources within the territory of China, nor shall
they take China’s human genetic resources out of the country; while they are allowed to utilize
human genetic resources of China to conduct scientific research activities through cooperation
with scientific research institutions, higher education institutions, medical institutions or
enterprises of China. Such international cooperative scientific research utilizing human genetic
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resources of China is subject to approval by the Ministry of Science and Technology. However,
provided that human genetic resources of China are utilized in the international cooperative
clinical trials for the purpose of obtaining product registration of relevant medicine and
medical device in China, without providing such human genetic resources to any overseas
persons, such international cooperation is subject to filing with the Ministry of Science and
Technology instead of approval. Furthermore, the collection, preservation, utilization, and
external provision of China’s human genetic resources shall comply with the ethical principles
of human genetic resources providers and be subject to ethical review in accordance with
relevant regulations of the PRC.

Export Registration

Pursuant to the Rules on the Application and Issuance of Medical Device Exporting
Certificate ( CEEPEARE f th O RSB HI J#KLE ) ) promulgated by the NMPA with effect from
January 6, 1996, the NMPA represents the PRC government to conduct inspections of safety
and legality of the products manufactured by domestic enterprises (including the PRC
enterprises, sino-foreign equity joint ventures and foreign-owned enterprises) in accordance
with the spirit of the Notice of the General Office of the State Council on Printing and
Distributing the Functional Configuration, Internal Institutions and Staffing Plans of the State
Administration of Medicine ( <[5 B H# /A BE B F 8% B 52 05 468 1S Ik RE L & ~ I s A A AN
NE #7722 W% %) ), and to grant exporting certificate in accordance with the international
conventions so as to prove that such products have obtained legitimate production permit
within Chinese territory. Medical device exporting certificate granted by the NMPA must be
used with the safety and quality assurance disclaimer issued by the manufacturers of such
products at the same time, and such certificate shall not be used separately. Chinese version of
the exporting certificate is regarded as the original copy and its English translation is deemed
as a copy. Such certificate, except being specified for one time use, is valid for a term of two

years.

If any of the following circumstances occurs to a production enterprise of medical device
product that has obtained the exporting certificate, the NMPA will revoke such exporting
certificate and inform the relevant exporting country on a timely basis: (1) the application
document is found forfeited or the validity period has expired; or (2) the product received
complaints from cu