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0. 1 Quality Manual Approval Statement
Quality Manual Approval Statement

Our company s E/2 version of the Quality Manual is based on GB/T 19001-2016 “Quality
Management System Requirements”, GB/T 42061-2022/1S0 13485:2016, EN ISO 13485:2016+AC:
2018+A11:2021 "Medical Device Quality Management System Requirements for Regulatory Use”,
EU Medical Device Directive MDD 93/42/EEC+2007/47/EC Appendix II (excluding II.4), EU
Medical Device Regulation EU 2017/745 (MDR) Article 120 (3), EU 2017/745 (MDR) Article
10 (9), as well as "Medical Device Production Quality Management Specification”, "Medical
Device Production Quality Management Specification Appendix Aseptic Medical Devices” and
"Medical Device Production Quality Management Specification”. Formulated in accordance
with the requirements of the Appendix on Implantable Medical Devices and based on the
actual situation of our company. The Quality Manual elaborates on the scope, quality
policy, and quality objectives of our company s quality management system, specifies the
responsibilities and authorities of each department, and establishes the description of
the processes, sequence, and interactions between processes of our company s quality
management system, as well as references to procedural documents. The Quality Manual is
the basic regulation of our company s quality management, the guideline for the operation
of the quality management system, and also the company’ s commitment to customers. The
E/2 version of the Quality Manual will be officially implemented from August 12, 2024,

and the original E/1 version of the Quality Manual will be invalidated at the same time.

All employees should carefully study the E/2 version of the Quality Manual, deeply

understand its spirit, and strictly follow and implement it in their work.

General Manager:

Date: 2024.8.11
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0. 2 Quality Policy Approval Staement

Quality Policy Approval Staement

Our company s quality policy is:

Excellent quality, compliance with regulations, customer satisfaction, and continuous
improvement

Its meaning:

Excellent quality “refers to our company s adherence to technological progress, close
tracking of the development trends of similar products both domestically and
internationally, active adoption of new technologies, processes, and materials,
acceleration of new product development, and efforts to make the technical performance
and grade of our products reach the advanced level both domestically and internationally;
At the same time, strengthen the risk management of the entire product implementation
process, strictly control the quality of each link from design, procurement, production,
sales, and service, and ensure the safety and reliability of product quality.
Compliance with regulations is the first element of an enterprise and a prerequisite for
its establishment. Our company strictly abides by all applicable laws and regulations,
including business regulations, quality regulations, medical device regulations, etc.,
and consciously engages in production and business activities within the framework of
the law.

Customer satisfaction is the business philosophy and relentless pursuit of enterprises.
Our company focuses on customers and provides them with safe and effective medical
equipment products and excellent services in a long—term and stable manner to meet their
needs and achieve customer satisfaction.

Continuous improvement “refers to the company continuously improving product quality
through strict quality management and control, and utilizing quality policies, quality
objectives, audit results, data analysis, corrective and preventive measures, and
management reviews to continuously improve the effectiveness of the quality management
system.

We hope that all relevant departments will conscientiously carry out their work according
to their respective responsibilities and authorities, and decompose and implement the
company’ s quality objectives within the framework of the quality policy, in order to
achieve the implementation of the quality policy through the realization of the quality
objectives.

General Manager:
Date: 2024.8.
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0. 3 Management Representative Appointing Letter
Management Representative Appointing Letter

To ensure that our company complies with GB/T 19001-2016 “Quality Management System
Requirements”, GB/T 42061-2022/IS0 13485:2016, EN ISO 13485:2016+AC: 2018+A1:2021
"Medical Device Quality Management System Requirements for Regulatory Use”, EU Medical
Device Directive MDD 93/42/EEC+2007/47/EC Appendix I1 (excluding II.4), EUMedical Device
Regulation EU 2017/745 (MDR) Article 120 (3), EU 2017/745 (MDR) Article 10 (9), as well
as “Medical Device Production Quality Management Specification”, ”“Medical Device
Production Quality Management Specification Appendix Aseptic Medical Devices” and
"Medical Device Production Quality Management Specification Appendix Implantable Medical
Devices According to the requirements of, establish a quality management system, and
implement, maintain, and continuously improve the quality management system. After
research and decision, Ms. Shuhua, the Quality Department Manager, concurrently serves
as the management representative of our company’s quality management system.

The responsibilities and authorities of the management representative are as follows:

a) Ensure the establishment, implementation, and maintenance of our company s quality
management system processes;

b) Responsible for reporting the performance of the quality management system and
any improvement needs to the top management;

c) Ensure that personnel at all levels of the company raise awareness of meeting
regulatory and customer requirements;

d) Responsible for liaising with external parties on matters related to the company’ s
quality management system (including liaison with various levels of food and drug
regulatory authorities, notified bodies, EU authorized representatives, etc.).

e) Implement relevant laws, regulations, rules, and standards related to medical
devices.

f) Establish and implement a quality management system that is compatible with the
medical devices produced, and maintain its scientific, reasonable, and effective

operation. Report the operation status and improvement needs of the quality management



system to the responsible person of the enterprise.

g) Develop and organize the implementation of the audit plan for the enterprise
quality management system, assist the enterprise leader in organizing management reviews
according to the plan, prepare audit reports, and report the review results to the
enterprise management.

h) Organize internal medical device quality management training to enhance employees’
quality management capabilities and strengthen the company’ s awareness of integrity and
compliance with the law.

i) Organize internal medical device quality management training to enhance employees’
quality management capabilities and strengthen the company’ s awareness of integrity and
compliance with the law.

j) Maintain communication with the inspection team, provide relevant information and
materials, and cooperate with the inspection work when the production enterprise is
subject to supervision and inspection by various levels of drug supervision and management
departments; Organize relevant departments of the enterprise to rectify the problems
found during the inspection in a timely manner according to the requirements.

k) When the production conditions of an enterprise no longer meet the requirements
of the medical device quality management system, which may affect the safety and
effectiveness of medical devices, it should immediately report to the person in charge
of the enterprise, assist the person in charge of the enterprise in carrying out risk
control measures such as stopping production activities, investigating the reasons, and
recalling products in a timely manner, and proactively report to the drug supervision
and administration department of the province, autonomous region, or municipality
directly under the central government where it is located.

1) When major quality problems occur with medical devices produced by enterprises,
they should immediately report to the responsible person of the enterprise, assist the
responsible person in taking risk control measures quickly, and report to the drug
supervision and administration department of the province, autonomous region, or

municipality directly under the central government within 24 hours.
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1) Organize the collection of information on product quality after listing, and
promptly report relevant product complaints and incidents to the responsible person of
the enterprise

Discovered during external audits such as monitoring of the situation, safety hazards
of the product, and acceptance of supervision and inspection by drug regulatory
authorities at all levels

Defects in the quality management system and their rectification status.

m) Regularly organize enterprises to conduct comprehensive self inspections of the
quality management system operation in accordance with the requirements of the “"Medical
Device Production Quality Management Standards”, and submit annual self inspection
reports to the drug supervision and management departments of the provinces, autonomous
regions, and municipalities directly under the central government before the end of each
year.

n) Other work required by laws and regulations.

Hereby appointed.

General Manager:

Date: 2024.8.11
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Appointment Letter of Compliance Manager

To ensure that the products produced by the company continue to meet the requirements
of MDR 2017/745 EU Medical Device Regulation, according to Article 15 of MDR, the
responsibilities and authorities of the compliance officer are as follows:

1. According to the quality management system, conduct appropriate checks on product
regulatory compliance before product release;

2. Develop technical documents and EU conformity declarations and maintain their
latest status;

3. Responsible for post listing supervision;

4. Warning system accident report;

5. Ensure the signing of clinical investigation statements.

We hope that all departments and employees of the company can work together and fulfill
their quality responsibilities to ensure the effective implementation and continuous
improvement of the quality management system.

Hereby appointed.

General Manager:

Date: 2024.8.11
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0. 4 Company Introduction

Company Introduction

Changzhou Haida Medical Equipment Co.,Ltd Established in June 2004. The economic nature is a limited liability
company. It is a specialized enterprise that integrates research, manufacturing, and sales of disposable electric
endoscope staplers, medical anastomosis (suturing) devices, and other second-class abdominal surgical instruments.

The company currently has a modern standard factory building of 8000 square meters, including a 100000 level
purification workshop of 2000 square meters, 150 sets of various precision machining and testing equipment, and 80
employees, of which 30% are professional and technical personnel at or above the college level. It has strong research
and development capabilities and complete testing methods.

The company researches, develops, produces, and sells 01-10 other surgical equipment, 02-12 surgical instruments
- puncture guides, 02-13 surgical instruments - anastomosis instruments and materials, 02-15 surgical instruments -
other instruments, 14-13 surgical room infection control supplies, 14-14 medical staff protective equipment, 18-01
obstetrics and gynecology surgical instruments and their supporting products, with the concept of "meeting customer
needs, continuously developing new products, and continuously improving quality".

Our company is committed to the development of new medical device products, targeting domestic and
international markets, implementing a development strategy of consolidating the first generation, researching and
developing the first generation, and designing and conceptualizing the first generation. We have gradually cultivated a
technical and employee team that can adapt to the development of the enterprise, and promoted modern management
such as informatization and automation, making due contributions to the development of China's medical device
industry. Our company's product catalog can be found in Attachment 4.

Company: Changzhou Haida Medical Equipment Co.,Ltd
Add:Sanhekou Industrial Park

Changzhou, Jiangsu ,P.R.China 213000
Tel:0086-519-83992059

E-mail: info@medicalstapler.com

Website: www.medicalstapler.com
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0.5 Quality Management System Structure Chart

General Mmanager

Management Representative

VGM

of Te Pro Pur Qua M
fic ch qUCt chas lity ark
e nol ion ing eti
og ng
De De
y De De
e
TN W E | E | K B 7/ | G | i || %
G| I T I | A I N O O | O | N
wollw || R || B R e e R | R e
HNE||R| & || 2| #® oL E | R R F | || S| E
Ll
Mold Department Injection workshop Machining workshop Purification workshop

Note: The finance department is not covered within the scope of the quality system,
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0.6 Quality Manual Management

Quality Manual Management

0.6.1 Preparation, Approval, and Release of Quality Manual

The purpose of this manual is to clarify the company’ s quality policy, quality objectives,

requirements and procedures for determining quality activities, and to establish and
implement an effective quality system.

0.6.1.2 This manual applies to the implementation process, management process, and
supporting process of all products produced by our company.

The preparation, approval, distribution, modification, and retrieval of this manual shall
be carried out in accordance with the Document Control Procedure.

0.6.1.4 This manual is a controlled document organized by the Quality Department, reviewed
by the management representative, and approved by the General Manager before being issued
and implemented.

0.6.1.5 The Quality Department is responsible for preparing a list of the distribution
scope and quantity of controlled versions of manuals used within the company, and labeling
them with numbers.

0.6. 1.6 The holder of the quality manual should keep it properly. If it is lost, it should
be registered with the quality department in a timely manner. When the holder is
transferred from their position or leaves the company, they should handle the return
procedures.

0.6.2 Distribution of Quality Manual

0.6.2.1 The quality manual is registered and distributed by the quality department, and
the internal distribution scope includes company leaders, management representatives,

and various departments. The manual distributed internally is a controlled version,

stamped with the “controlled” seal. Issued to certification bodies as a controlled version,
stamped with the “controlled” seal; The uncontrolled version sent to consulting agencies,

customers, and higher-level supervisory departments shall be stamped with the
“uncontrolled” seal.

0.6. 2. 2 The holder of the controlled version of the quality manual shall keep it properly
and shall not lose, lend, change or copy it without authorization. When transferred from
work or leaving the company, the quality manual shall be returned to the quality department
for verification, registration and return procedures.

0. 6.3 Changes and Versions of Quality Manual



0.6.3.1 The quality manual is bound in loose leaf format. The quality manual is revised
by the quality department. When the controlled version of the manual is changed, it can
be changed by marking or replacing the obsolete page with a change page. All changes are
implemented by the quality department in a centralized and unified manner, and the quality
department fills out the quality manual change record.

0.6. 3.2 When the quality manual undergoes significant or multiple changes, or when the
company s quality management system undergoes significant adjustments, the quality
department shall submit a version change application, which shall be reviewed by the
management representative and approved by the general manager before implementation. The
updated version of the quality manual shall still comply with the relevant provisions

of 0.6. 1.
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1. 1 General Provision

Our company complies with GB/T 19001-2016 “Quality Management System Requirements”,
GB/T 42061-2022/1S0 13485:2016, EN IS0 13485:2016+AC: 2018+A1:2021 "Requirements for the
Use of Medical Device Quality Management Systems in Regulatory Applications”, EU Medical
Device Directive MDD 93/42/FEEC+2007/47/EC Appendix I1 (excluding I1.4), EUMedical Device
Regulation EU 2017/745 (MDR) Article 120 (3), EU 2017/745 (MDR) Article 10 (9), as well
as “Medical Device Production Quality Management Specification”, “Medical Device
Production Quality Management Specification Appendix Aseptic Medical Devices” and
"Medical Device Production Quality Management Specification Appendix Implantable Medical
Devices”. The requirement is to prepare a quality manual and establish a quality
management system.
Our company has established and effectively operates a quality management system to
demonstrate our ability to provide products that meet customer requirements and
applicable legal and regulatory requirements in a long—term and stable manner; And through
the effective application of the system, including the effective application of the
continuous improvement process of the system, as well as ensuring compliance with customer
requirements and applicable legal and regulatory requirements, the aim is to enhance
customer satisfaction.
The quality management system described in this manual covers all products of our company.
This quality manual is applicable to the quality management and control of the entire
process of design, production, sales, and service of the above—mentioned products of our
company, as well as to quality assurance for customers and society, and third-party
audits.
1.2 Application
Our company s products comply with the requirements of 1S013485:2016, EN ISO
13485:2016+AC: 2018+A1:2021 standards, “Quality Management Specification for Medical
Device Production”, “Appendix to Quality Management Specification for Medical Device
Production Aseptic Medical Devices”, and “Appendix to Quality Management Specification

for Medical Device Production Implantable Medical Devices”. The clauses that are not



applicable are:

(1) 7.5.3 Installation activities: Our company is not involved in installation

activities;

(2) 7.5.4 Service Activities: Our company is not involved in service activities
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2 Normative References

2.1 GB/T 19001-2016 idt ISO 9001:2015 “Quality Management System Requirements”

2.2 GB/T 42061-2022 idt ISO 13485:2016, EN ISO 13485:2016+AC: 2018+A1:2021

Medical Device Quality Management System for Regulatory Requirements

2.3 EU Medical Device Directive 93/42/EEC+2007/47/EC Appendix II (excluding II.4)
2.4 ”"Quality Management Specification for Medical Device Production”, ”“Appendix to
Quality Management Specification for Medical Device Production Aseptic Medical Devices”,
and “Appendix to Quality Management Specification for Medical Device Production
Implantable Medical Devices”

2.5 EU Medical Device Regulations EU 2017/745 (MDR) Article 120 (3), EU 2017/745 (MDR)
Article 10 (9)
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