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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
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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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3 Terms and Definitions

3.1 This manual references terms and definitions from the following standards or
regulations

3.1.1 GB/T 19001-2016 idt IS09001:2015 {Fundamentals and Terminology of Quality
Management System)

3. 1.2 GB/T 42061-2022 idt ISO 13485: 2016+ EN ISO 13485:2016+AC:2018+A11:2021 {Medical
Device Quality Management System for Regulatory Requirements)

3.1.3 {Specification for Quality Management of Medical Device Production) . {Appendix
of Quality Management Specification for Medical Device Production — Aseptic Medical
Devices) And {Appendix to the Quality Management Standards for Medical Device Production:
Implanted Medical Devices)

3.1.4 EU Medical Device Directive 93/42/EEC +2007/47/EC AnnexIl (Not Included II.4)
3.1.5 EU Medical Device Regulations EU 2017/745(MDR) Article 120(3) . EU 2017/745 (MDR)
Article 10(9)

3.2 The Commonly Used Terms and Definitions are as follows:

3.2.1Medical devices: instruments, equipment, tools, machinery, appliances, implants,
reagents for in vitro use, software, materials, or other similar or related items used
for humans. Its intended use is determined by the manufacturer, whether used alone or

in combination, to achieve one or more of the following specific medical purposes:
——Diagnosis, prevention, monitoring, treatment, or alleviation of diseases;
——Diagnosis, monitoring, treatment, alleviation or compensation of injuries;

— — The examination, substitution, regulation, or support of physiological

structures or processes;

——Support or maintenance of life;
——Pregnancy control;
——Disinfection of medical devices;

——Provide information through in vitro examination of samples taken from the human

body;

And its main expected utility in or on the human body is not achieved through

pharmacological, immunological, or metabolic means, but these methods can assist in the



expected function.
3.2.2Medical Device Family

A group of medical devices with the same basic design and performance characteristics
related to safety, intended use, and function, manufactured by or for the same

organization.

3.2.3 Implantable medical device: a medical device that can only be removed through

medical or surgical procedures and is expected to:
——Fully or partially introduced into the human body or natural cavity; or

——Replace the epithelial surface or ocular surface;
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——And keep it for at least 30 days;
3.2.4 Advisory Notice

A notice issued by an organization after the delivery of medical devices, aimed at
providing supplementary information or suggesting measures to be taken in the following

areas:

——Medical device usage; Medical device modifications; Medical devices returned to the

organization; Or the destruction of medical equipment.
3.2.5 Authorized Representative

A natural or legal person established within a country or jurisdiction, who accepts
written authorization from the manufacturer to perform specific tasks related to the
obligations stipulated by the laws of that country or jurisdiction on behalf of the

manufacturer.
3.2.6 Clinical Evaluation

Evaluate and analyze clinical data related to medical devices to verify their clinical

safety and performance when used as expected by the manufacturer.
3.2.7 Complaint

Written, electronic, or verbal communication regarding defects related to identification,
quality, durability, reliability, availability, safety, or performance of medical
devices that have been released from the company’ s control, or claims that there are

deficiencies in services that affect the performance of such medical devices.

3.2.8 Distributor: A natural or legal person in the supply chain who represents themselves

in facilitating end-users to obtain medical devices.

3.2.9 Importer: The first natural or legal person in the supply chain to make medical
devices manufactured in other countries or jurisdictions available for sale in the country

or jurisdiction where they are to be marketed.

3.2.10 Marking: Labels, usage instructions, and any other information related to the



identification, technical specifications, intended use, and proper use of medical devices,

but not including shipping documents.

3.2.11 Lifecycle: All stages in the life of a medical device, from initial concept to

final discontinuation and disposal.
3.2.12 Manufacturer

A natural or legal person who manufactures expected medical devices in their name
and is responsible for the design and/or manufacture of medical devices, regardless of
whether the design and/or manufacture of such medical devices is carried out by the natural

or legal person or by someone else on their behalf.

3.2.13 Performance evaluation: Evaluating and analyzing data to establish or validate

the ability of in vitro diagnostic medical devices to achieve their intended use.

3.2.14 Post listing supervision: a systematic process of collecting and analyzing the

experience gained from medical devices that have already been listed.

3.2.15 Product: The result of the process.
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3.2.16 Purchased products: products provided by a party outside the organization’s

quality management system.

3.2.17 Risk: The combination of the probability of injury occurring and the severity

of the injury.

3.2.18 Risk management: The systematic application of management policies, procedures,

and practices to analyze, evaluate, control, and monitor risks.

3.2.19 Aseptic barrier system: The smallest packaging that prevents microorganisms from

entering and enables sterile access to the product at the point of use.

3.2.20 Aseptic medical devices: Medical devices that are expected to meet aseptic

requirements.

3.2.21 Post market surveillance: All activities carried out by manufacturers in
cooperation with other economic operators, establishing and maintaining systematic
procedures, actively collecting and reviewing experience gained from the devices they
put on the market to determine any necessary corrective or preventive measures that need

to be immediately applied to maintain their availability or use in the market.

3.2.22 Market Surveillance (market surveillance) : The activities and measures taken
by the competent authorities to inspect and ensure that the equipment complies with the
requirements of relevant EU uniform regulations, and does not endanger health, safety

or any other aspect of public interest protect
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4 Quality Management System

4. Quality Management System and Organizational Environment

The quality management system is (Quality Management System, QUS) It refers to the
management system that directs and controls the organization in terms of quality.
Organizational environment refers to the combination of internal and external factors
that influence the methods of establishing and achieving goals for an organization
(hereinafter referred to as the company environment).

4.0. 1Understand The Company and its Environment

The company needs to identify various external and internal factors that are relevant
to its goals and strategic direction and affect its ability to achieve the expected results
of the management system.

External factors: such as law, technology, competition, market, documents, social

and economic environment;

Internal factors: such as company values, documents, knowledge, and performance;
The company needs to monitor and review relevant internal and external information; Follow
the requirements of the ' Organizational Environment and Stakeholder Requirements Control
Procedure’ specifically.

4.0.2 Understand the needs and expectations of stakeholders

Due to the impact or potential impact of relevant parties on the company’ s ability
to continuously provide products and services that meet customer requirements and
applicable laws and regulations, the company needs to determine:

The stakeholders related to the quality management system mainly include: customers,
end-users or beneficiaries, owners/shareholders, banks, external suppliers, employees
and other company workers, government agencies, financial and tax agencies, legal and
regulatory authorities, local community groups, non—governmental organizations, etc;

The requirements of these stakeholders are manifested in many aspects, such as:

—Customer requirements for products, such as compliance, price, and safety;

——Contracts already reached with customers or external suppliers;

—Permits, licenses, or other forms of authorization;

——Treaties, conventions, and drafts:

——Agreement between Public Institutions and Customers;

—Obligations of the company s contractual obligations;



The company should monitor and review the relevant information of these stakeholders and

their requirements; Implement in accordance with the requirements of the ’Organizational

Environment and Stakeholder Requirements Control Procedure’

4.1 GENERAL REQUIREMENTS

4.1.11In order to ensure that our products and/or services meet customer and legal

requirements, our company considers the role of a manufacturer, identifies and specifies

necessary processes, and manages these processes, including identifying customer needs

and evaluating customer satisfaction
The overall process of pricing also includes specific sub processes of various quality
activities, such as research and development, production preparation, procurement,
production, measurement and monitoring, packaging and storage, sales, and after—sales
service. In order to implement and verify the prescribed processes, our company has
established a system that meets the requirements of GB/T19001-2016/1S09001:2015
“Quality Management Systems — Requirements” and GB/T 42061-2022/1S013485:

2016, EN ISO 13485:2016+AC: 2018+A1:2021 “Quality Management Systems for Medical
Devices — Requirements for Regulatory Use”, 93/42/EEC+2007/47/EC Appendix II
(excluding 11-4), EU Medical Device Regulations EU 2017/745 (MDR) Article 120 (3),
EU 2017/745 (MDR) Article 10 (9), as well as “Good Manufacturing Practice for Medical
Devices”, “Good Manufacturing Practice for Medical Devices — Sterile Medical Devices”,
and “Good Manufacturing Practice for Implanted Medical Devices”, establish, implement,
and maintain a documented quality management system based on product characteristics
and customer requirements. Necessary measures are also taken to ensure implementation,
maintenance, and Maintain its effectiveness. For this purpose, the following

requirements should be made:

4. 1. 2 Based on risk management methods, our company identifies the processes required
to establish a quality management system, determines the sequence and interaction

of processes, and prepares corresponding procedural documents;

4.1.3 Clarify the methods of process control and the sequence and interface
relationships between processes; Manage processes through identification,

determination, monitoring, measurement, and analysis;

The purpose of managing processes is to implement a quality management system and

achieve the organization’s quality policy and objectives;

4.1. 3.2 Measuring, monitoring, analyzing, and taking improvement measures on the process

is to achieve the planned results and maintain their effectiveness;
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4.1.4 According to ISO 13485: 2016, EN ISO 13485:2016+AC:2018+A11:2021 Standard
requirements and applicable regulatory requirements govern these quality management
system processes. When changing these processes:
a. Evaluate the impact of process changes on the quality management system;
b. Evaluate the impact of process changes on the medical devices produced within the
quality management system;
c. According to ISO 13485: 2016, EN [SO 13485:2016+AC:2018+A11:2021 Control the
requirements of standards and applicable regulations;
4.1.5 Our outsourcing process includes instrument calibration, irradiation
sterilization, ethylene oxide (EO) sterilization, and product transportation;
Outsourcing processing: product components, product packaging (boxes, cartons); The
control methods for the outsourcing process shall comply with the requirements of Section
7.4 Procurement Control, and where appropriate, a written agreement shall be signed with
the outsourcing party. The technical department shall identify and clarify the content
and methods of control for the outsourcing processes involved in the implementation of
our company s products, including other processes involved.
4.1.6 The company will document the confirmation procedure for the computer software
application used in the quality management system. Before the software is first used,
the software application should be confirmed, and when appropriate, the software or its
application should also be confirmed after changes are made. The specific methods and
activities related to software confirmation and reconfirmation should be adapted to the
risks associated with software use. And keep records of these activities. Follow the
"Computer Software Application Confirmation Control Program’ for specific execution.
4.1.7 Relevant documents

{Computer Software Application Confirmation Control Program)

4.2 Documentation Requirement
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4.2.1 General Principles
4.2.1.1 The structure of our company s quality management system documents is shown in

the following figure:

First leve
Quality Mahual

Second level Program File

Third level Agsmwimr (e (EA4ESH

a) First level document: Quality Manual, also known as this manual (including quality
policy, quality objectives are written separately);

b) The second level document: program file: quality management system program file
describes the quality activities involved in implementing the quality management system
process in the company, which is used to clearly define the purpose, scope,
responsibilities, activity procedures, related documents, records, etc. of the
activities. (See Attachment 3 “List of Program Files”);

c) Third level documents: management system, operating procedures, work instructions,
etc.

d) GB/T 19001-2016. I1S013485: 2016, EN ISO 13485:2016+AC:2018+A11:2021 The records
required by the standards and specifications, as well as the "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”, and the necessary
records for the operation of our company s quality management system (see also the
"Quality Record List”)

e) External documents: EU and Chinese laws and regulations applicable to our company’ s
medical device products, EU or international, national or industry standards related to
our company s products, necessary reference materials;

f) Other documents related to the quality management system.



4.2.1.2 Basic requirements for document writing:

a) The quality manual is organized and compiled by the quality department; Program
files and third level files should follow the principle of “whoever does, writes,
executes”, and be written by each department according to their respective
responsibilities. The quality department is responsible for compiling the draft.

b) The document writing must be consistent with actual operation, and the quality
management system documents should be revised in a timely manner with changes in the
quality management system, quality policies, and quality objectives. The quality
department organizes an annual review to ensure effectiveness, adequacy, and suitability.
And implement the relevant provisions of the Document Control Procedure.

¢) The level of detail in the document should depend on the size and product type
of the company, the complexity of the process, and the abilities of the employees. It
should be practical and easy to understand and apply. Quality records, as a special type
of document, should be controlled in accordance with the provisions of the Record Control

Procedure.

4.2.1.3 Files can be stored in any form or type of medium, such as paper, disk, CD, photos,
etc., and should be managed in accordance with the 'File Control Procedure’.

4. 2.2 Quality Manual
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4.2.2.1The quality department should be responsible for establishing and maintaining a
quality manual, which includes the following points:

a) The scope of our company s quality management system, including any deleted
details and justifiable reasons;

b) The procedure for forming documents for the quality management system or
referencing it;

c) The expression of the interaction between quality management system processes.
4.2.2.2The quality manual is approved by the general manager and all employees of the
company should strictly abide by and implement it.

4.2.3 Medical Device Documentation

The company establishes and maintains one or more documents for each type or family
of medical devices, which include or reference documents to demonstrate compliance GB/T
42061-2022/15013485: 2016, EN IS0 13485:2016+AC:2018+A11:2021 Standard requirements and
applicable regulatory requirements.

The content of the document should include but not limited to:

a) Overview, intended use/purpose, and labeling of medical devices, including all
instructions for use;

b) Product Specification

c) Specifications or procedures for manufacturing, packaging, storage, handling, and
distribution;

d) Measurement and monitoring procedures

e) When appropriate, installation requirements;

f) When appropriate, maintain the program.

4. 2.4 Document Control

The quality management system documents are controlled in accordance with the
requirements of the “Document Control Procedure” prepared by our company, which mainly
includes:
4.2.4.1 Our company s documents are divided into:

a) Management documents: quality manual, procedure documents, management system,
quality record form;

b) Technical documents: technical standards, drawings, process documents,



inspection procedures, operating specifications, work instructions, etc;

c) External documents: national standards, industry standards, EU and international
standards, relevant national and EU laws and regulations, technical documents provided
by customers and suppliers.
4.2.4.2 Quality management system documents and materials must be reviewed and approved
by relevant authorized personnel before they can become valid versions.
4.2.4.3 The department responsible for centralized management of documents 1is
responsible for the distribution, modification, archiving, control, and management of
quality management system documents.
4.2.4.4 All relevant positions within the scope of the quality management system
operation must maintain and use corresponding effective versions of documents and
materials.
4.2.4.5 The changes to documents should be implemented by the document management
department and relevant departments according to their nature, while ensuring the
effectiveness of the changes and appropriate labeling. Important changes should be
accompanied by sufficient evidence and a designated person should be appointed to make
the changes. They must be approved by the original approval department. If they are
approved by the newly designated department for any reason, the background information
required for the approval must be obtained,

4.2.4.6 After document changes, there should be records of distribution and retrieval,
so that obsolete documents and materials can be promptly retrieved from all distribution
or usage points, and to prevent non overdue use of obsolete documents. Document changes

should indicate the modification status and version number.
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4.2.4.71f it is necessary to retain invalid documents, the words “Invalid and Retained”
should be affixed to the documents, which are related to product technology and quality
At least one invalid file should be saved for non documents. The general retention period
for obsolete documents is three years, while the retention period for production
specifications and technical documents is less than five years (the product lifespan is
three years). Among them, the retention period for production specifications and
technical obsolete documents with CE markings is fifteen years. The destruction of
obsolete documents should be recorded and approved.
4.2.4.8 The company establishes and maintains a set of documents for each model/type of
product, including product drawings (part drawings, component drawings, assembly
drawings, packaging drawings, label drawings, etc.), product technical requirements,
procurement details, production operation manuals, inspection specifications, and
product user manuals.
4.2.4.9 There are various forms of file media, such as paper, disks, CDs, photos, samples,
etc., all of which should be managed in accordance with the Document Control Procedure.
4.2.4.10 The CE technical documents for products with the CE mark are prepared and managed
by the technical department, approved by the general manager, and implemented in
accordance with the EC Technical Document Control Procedure.
4.2.4.11 Control of external documents: The Quality Department is responsible for
collecting, identifying, registering, cataloging, and controlling the distribution of
relevant laws and regulations (including domestic and EU); The technical department is
responsible for collecting, identifying, registering, cataloging, and controlling the
distribution of applicable standards (including national, industry, EU, and
international standards).
4.2.4. 12 Relevant documents

{Document Control Procedure)

(EC Technical Document Control Procedure)

{Collection and implementation control procedures for relevant laws, regulations, and
standards)
4.2.5 Record Control
4.2.5.1 To provide evidence of compliance with requirements and effective operation of
the quality management system, each department should keep records related to its own
quality activities and regularly submit quality records to the Quality Department for

centralized management.



4. 2.5.2Records should be kept clear, data should be truthful and reliable, and each record
should be signed and verified by relevant personnel, with dates indicated.

4.2.5.3 The format of the record shall be proposed by the user department and uniformly
identified (numbered) by the quality department after review.

4.2.5.4 Records should be stored in a suitable location. Prevent damage or loss while
also facilitating access and retrieval.

4.2.5.5 The Quality Department categorizes and catalogs the saved records in
chronological order by department for easy retrieval, and ensures proper storage,
protection, retention, and disposal of the records. Customer inquiries can be accepted
when required by the contract.

4.2.5.6 The retention period of our company s records shall not be less than the service
life of the product. The retention period of our company’ s records related to product
quality is set at five years (the validity period of the product is three years); The
retention period for records related to the quality of products with CE markings is set
at fifteen years; And it complies with relevant regulatory requirements and adverse event
monitoring requirements, and is traceable.

4.2.5.7 To meet the requirement of traceability, our company keeps records of each batch
of products, including production quantity, sales quantity, and records from suppliers,
which have been recognized or verified by relevant personnel.

4.2.5.8 The destruction of records is registered and processed by the Quality Department,
approved by the management representative, and carried out by two or more people.
4.2.5.9 Relevant Documents

{Record Control Procedure)
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5 Management Responsibilities

5.1 Management Commitment

The head of the company (general manager) is the main person responsible for the
quality of medical device products and bears the responsibility for the effectiveness
of the quality management system. The general manager provides evidence of their
commitment to establishing and implementing a quality management system and maintaining
its effectiveness through the following activities:

a) Communicate the importance of meeting customer and applicable legal and regulatory
requirements to company employees, create an atmosphere, promote, guide, and support
employees’ efforts to improve the effectiveness of quality management; Ensure that the
company organizes production in accordance with the requirements of laws, regulations,
and rules;

b) Organize the development of a quality policy that is consistent with the company’ s
environment, internal and external affairs, strategic direction, and supports the overall
business process. Provide a clear vision for the company by highlighting the quality
concerns of all employees;

c) Ensure the formulation and implementation of quality objectives, and decompose
them into various departments, consistent with the company s environment and strategic
direction, and provide goals for all employees to strive for;

d) Organize and implement management reviews at designated times or in case of special
circumstances, and inspect the required work; Ensure effective communication and
promotion of improvement information and suggestions raised by internal audits,
third-party audits, management reviews, etc. within the company;

e) Ensure the provision of suitable resources such as human resources, infrastructure,
and work environment necessary for the establishment, effective operation, and continuous
improvement of the quality management system;

f) Ensure that the medical device quality management system integrates regulatory
requirements into the company s business processes;

g) Promote the use of process methods and risk-based thinking; Ensure constructive
cooperation between departments, embody a systematic approach, with the aim of achieving
effective interfaces between processes and the effectiveness of converting inputs into

outputs, collaborate on risk assessment and risk management, and ensure the expected



results of quality management are achieved;

h) Support other management roles to fulfill their responsibilities in relevant
fields, ensuring seamless integration of system processes and other functional process
interfaces within the company; Provide support and guidance to other management functions
in understanding and handling customer mandatory requirements and customer feedback.

5.2 Customer focus

The general manager should ensure that customer requirements are identified and met,
with the goal of':

5.2.1Determine customer needs

Implement process control procedures related to customers through market research,
analysis, and forecasting, or direct contact with customers. These requirements include
product requirements, process requirements, and quality management system requirements.
5.2.2Ensure that certain requirements are met

a~ Our company promises to meet the requirements of laws, regulations, and mandatory
industry standards;

b. The requirements of customers, laws and regulations, and mandatory industry
standards will also be revised over time. Therefore, the requirements for our company s
transformation and the established quality management system should be updated
accordingly, while also considering applicable legal and regulatory requirements
(including domestic and EU laws and regulations). Specific execution {Management Review

Control Procedure) And {Document Control Procedure) the regulations
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5.3 POLICY
5.3.1 The quality policy is the overall intention and direction regarding quality issued
by the top management of an organization. Our company is based on the principles of quality
management, with customers as the focus, ensuring compliance with laws and regulations
as the premise, and combining with the actual situation of our company, we have formulated
a quality policy (Refer to this manual 0.2 {Approval Order for Quality Policy) ) .
5.3.2 Our company s quality policy indicates all our intentions and directions in terms
of quality, and is in line with our company s purpose, including a commitment to meeting
requirements and continuously improving the effectiveness of our quality management
system, and providing a framework for developing and reviewing quality objectives.,
5. 3.3 The quality policy has been approved by the general manager and officially released.
Managers at all levels ensure that the quality policy is communicated and understood
within the company through document releases, meetings, training, inspections, and
assessments, and resolutely implemented.
5.3.4 During the annual management review, the continuous suitability of the quality
policy is evaluated and revised as necessary to adapt to changes in the company’ s internal
and external environment (See {(Management Review Control Procedure) ) .
5.3.5 When there are changes in customer requirements, social environment such as laws
and regulations, and significant changes in the company, the general manager should seize
the opportunity to review the suitability of the quality policys
5.3.6 The quality policy is a controlled document, and its formulation, approval, release,
review, and revision are in accordance with {Document Control Procedure) execute,
5.3.7 Relevant documents
{Management Review Control Procedure)

5.4 Plan and Organize
5.4.1Quality Objectives

a) Quality objectives are the goals pursued by our company in terms of quality. The general
manager should organize the management to formulate quality objectives for each year based on
the company’ s quality policy and overall business objectives, and ensure that quality objectives
are established at the relevant functions and levels of the company. Quality objectives must:

b) Quality objectives should be documented;

c) Quality objectives must include the necessary content to meet product



requirements;

d) Quality objectives should be measurable and assessable

e) Quality objectives should be consistent with the quality policy;

f) Quality objectives should be translated into achievable methods or procedures.
5.4.2 Quality Management System Planning

To ensure the achievement of quality objectives and the compliance of the quality
management system with the overall requirements of 4.1 in this manual, the General Manager
organizes relevant departments to plan the quality management system, including
determining the input, output, and activity requirements, as well as resource allocation
requirements for each quality management system process, and making corresponding
regulations. The subsequent clauses of this chapter, along with chapters 6, 7, and 8 of
this manual and corresponding procedural documents, describe the results of quality
management system planning. For the planning of product realization processes for
specific products, projects, or contracts, please refer to section 7.1 of this manual
and the corresponding technical documents.

Plan the quality management system, taking into account internal and external factors
that affect the company s goals, strategic direction, and management system performance,
as well as relevant company requirements, to determine the risks and opportunities that

need to be addressed
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a) Ensure that the quality management system can achieve its expected results;

b) Enhance favorable impact;

c) Avoiding and reducing adverse effects;

d) Realize improvement

Whenever the following situations occur, the general manager shall analyze the
necessity of changes to the quality management system and, if necessary, convene a
temporary management review meeting to ultimately confirm the necessity of changes to
the quality management system:

a) When improving the quality management system;

b) When there are significant changes in the company’ s quality policy, quality
objectives, organizational structure, market environment, laws and regulations;

c) When there are special requirements for products, projects, and contracts, and
our company’s existing quality system documents cannot cover and meet the requirements.

The general manager should maintain the integrity of the quality management system
when planning and implementing changes to the quality management system. When there are
changes in the quality management system and CE marked products, the management
representative shall be responsible for promptly informing the notified body and the EU
authorized representative in accordance with the “Major Change Control Determination and
Notification Procedure”.
Based on the results of risk analysis, the company plans measures for these risks and
opportunities, including risk avoidance, taking on risks to seek opportunities,
eliminating risk sources, changing the likelihood and consequences of risks, sharing
risks or delaying risks through wise decisions, implementing new practices, launching
new products, opening up new markets, winning new customers, establishing partnerships,
utilizing new technologies and other opportunities that can meet the needs of the
organization or its customers, clarifying how to integrate and implement these measures
in the quality management system process, evaluating the effectiveness of these measures,
and adapting measures for risks and opportunities to their potential impact on product
and service compliance. Follow the requirements of the ’Risk and Opportunity Response

Control Procedure’ specifically.



5.4.3 Relevant Documents
{Major Change Control Judgment and Notification Procedure)

{Risk and opportunity response and control procedures)
5.5Responsibilities, Authorities, and Communication

5.5.1 Responsibility and authority

Our company has established an organizational structure in accordance with the
requirements of the quality management system. Please refer to Chapter 0.5 of this manual
for the company s organizational chart. The company has made clear regulations on the
responsibilities and authorities related to the quality management system, achieving
clear division of labor, clear responsibilities, and clear authorities, and ensuring that
the division of labor is scientific and reasonable, and the responsibilities and
authorities are in line, as shown in Annex 2 “Quality Management System Function
Allocation Table”. The general manager is responsible for formulating and approving the
responsibilities and authorities of the positions set up by each department. The
responsibilities and authorities of each position within the department are formulated
by each department, reviewed by the office, and approved by the general manager. See
{Responsibilities and Authorities of Each Position ) .

{Responsibilities and Authorities of Fach Position) For controlled documents, the
office must ensure that personnel at all positions have access to the above—mentioned
documents, and departments and positions should understand their responsibilities and

authorities through various means.
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The responsibilities and authorities of company leaders and departments are as follows:
A. general manager
a) Organize the implementation of relevant laws and regulations, including those
related to the supervision and management of medical devices in the European Union
and China;
b) Approve the company’ s quality policy, quality objectives, and quality manual;
c) Responsible for establishing and improving the company’ s organizational structure,
clarifying the responsibilities and authorities of each department and position;
d) Organize and plan the product implementation process to ensure that customer
requirements are met
e) Ensure the human resources, infrastructure, and working environment required for
the effective operation of the quality management system;
f) Appoint management representatives and grant them authority in accordance with
the requirements of the quality management system standards;
g) Regularly preside over management reviews to determine the implementation and
improvement measures related to quality policies and objectives
h) Responsible for fulfilling quality commitments to customers and handling major
customer complaints and adverse events;

B vice general manager

Under the direct leadership of the General Manager, in charge of the production and
technical departments of the company.

a) Assist the General Manager in formulating the company’ s quality policy and
objectives, and assist the General Manager in coordinating and implementing the quality
responsibilities of the responsible functional departments;

b)Responsible for organizing the production of medical device products in our company,

ensuring that the production process control meets regulatory requirements.,

¢) Assist the General Manager in handling major quality accidents and issues;

d) Responsible for approving product standards, production process documents,
operating procedures, and work instructions;

e) Organize and lead the maintenance, updating, and supplementation of equipment
and fixtures to ensure safe production and environmental compliance with product

quality requirements.



B. Management representativea) Entrusted by the general manager, be fully
responsible for the establishment, implementation and normal operation of the
quality system;

b) Report the operation of the quality management system to the general manager;

c) Timely coordinate and handle relevant issues affecting the normal operation of
the quality system;

d) Be responsible for contacting with EU authorities, EU authorized representatives,
relevant national competent departments, etc. on matters related to the quality
management system;

e) Be responsible for reviewing or approving relevant documents, urging all
functional departments and staff at relevant posts to conscientiously implement the
provisions of various documents, and regularly inspect the implementation, and the
inspection results shall be reported to the general manager;

f) Assist the general manager in organizing the implementation and verification of

management review and improvement matters;

g) Be responsible for leading and organizing the internal audit of the quality system,
and report the internal audit to the general manager,

h) Be responsible for the communication of the quality management system within the
company, ensure that all staff understand the importance of the management of the quality
management system, actively participate in the cooperation, promote employees to improve
their quality, improve the effectiveness of the quality management system and management
performance through assessment, training, etc.

C. office
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a) Responsible for the company s human resource management;

b) Be responsible for the training of personnel at each post to ensure that the
personnel at each post meet the requirements of employment;

c) Be responsible for the recruitment, employment, assessment, labor contract
management and various social security procedures;

d) Responsible for the company’ s administrative affairs management, fire safety and
property management;
D. Technology Department

Be responsible for the research and development of the company s new products and
the design conversion activities;

a) Be responsible for the preparation of quality plan, product design documents,
procurement documents, process documents and production process technical support;

b) Be responsible for the determination of special processes in the production process,
and organize the confirmation and reconfirmation of special processes;

c) Responsible for the preparation and management of CE technical documents of
products with CE mark;
Responsible for the collection of applicable product standards (including Chinese and
EU regulations, standards and international standards) and the management and control
of technical documents provided by customers and suppliers.
E. Purchasing Department

a) Be responsible for the selection and evaluation of qualified suppliers, establish
a list of qualified suppliers, and implement dynamic management of suppliers;

b) Be responsible for the formulation of procurement plan, and implement material
procurement in strict accordance with procurement technical standards;

¢) With the cooperation of the quality department, do a good job in the quality control
of outsourced manufacturers to ensure the quality of outsourced products;

d) Cooperate with the quality department to conduct incoming inspection, and be
responsible for returning or replacing the unqualified products;

e) Be responsible for the management of raw and auxiliary material warehouse.
F. Production Department

a) Be responsible for the preparation and implementation of production plans and

ensure that production tasks are completed on time and according to quality;



b) Cooperate with the office to do a good job in the training of employees in various
positions, especially the training of personnel in key processes and special processes;

c) Check and urge all workshops and production processes to operate in strict
accordance with drawings, process cards and operation instructions, and make relevant
records;

d) Be responsible for the acceptance, verification and software confirmation of
production equipment and tooling fixtures, and organize the maintenance of production
equipment and tooling fixtures;

e) Responsible for personnel and environmental management of purification production
workshop;

f) Assist the technology department in the confirmation and reconfirmation of special
processes, and do a good job in process quality control;

g) Responsible for quality information feedback in the production process;

h) Be responsible for the quality statistics of the production process.

G. Quality department

a) Carry out incoming inspection or verification, process inspection and final
product inspection as required, and fill in inspection records and reports;

b) Be responsible for the review and disposal of nonconforming products, and have the
right to approve or deny the use of all materials and intermediate products and the factory

release of final products;
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c) Assist the procurement department in evaluating the supplier and cooperate with
the procurement department in quality control of outsourcing manufacturers;

d) Assist the marketing department to deal with customer complaints in a timely manner
and continuously enhance customer satisfaction;

e) Responsible for the management of inspection and test instruments and measuring
instruments;

f) Be responsible for the environmental inspection and water preparation inspection
of the purification workshop, and supervise the control of the production environment
of the workshop;

g) Responsible for centralized management of quality management system documents and

quality records;

h) Be responsible for assisting the management representative in internal audit, and
assisting the general manager in management review and tracking and verification
of corrective / preventive / improvement measures;

i) Responsible for the implementation and management of the company s data analysis

activities;
H. Marketing Department

a) Be responsible for product sales, continuously explore the market and expand market
share;

b) Carry out market research, collect market technical information and market demand

changes, and feed back to company leaders in time;

c) Responsible for communicating with customers, determining product related
requirements, and organizing contract review;

d) Be responsible for conducting quality visits to customers, timely collecting
users’ opinions or suggestions on product quality, and timely feeding back to the quality
department, In order to continuously improve product quality;

e) Do a good job in after—sales service and deal with customer complaints or complaints
in time;

f) Responsible for the selection and management of dealers
I. Head of compliance (Person responsible for regulatory compliance)

a) According to the quality management system of the manufacturing device, the

regulatory compliance of the device shall be properly checked before the release of the

device,



b) Participate in the review of technical documents and EU declaration of conformity
and keep them up—to—date.

¢) Tracking the operation of the post listing regulatory systemo

d) Responsible for analyzing serious events, including risk assessment of events and
on—site safety corrective measures.

e) Responsible for regular summary reports, post marketing regulatory reports, PSUR
and trend reports.

f) Sign clinical investigation statement,

g) Responsible for the docking and management of UDI database,

5. 5.2 Management Representative

The general manager appoints a person as the management representative in the
management. In addition to performing the duties of this position, he should also have
the duties and authorities of the management representative (See page 8 of this manual

for details {Letter of appointment of management representative) And 5.5.1.B) .

5.5.3 Internal communication

The general manager shall ensure that an appropriate communication process 1is
established within the company to ensure the communication of information on the
effectiveness of the quality management system.

5.5.3.10ur Company €Quality management system function allocation Table) The functional
departments of each process and the relationship between them are clarified, (See Appendix
2 {Quality management system function allocation Table) ) , That is to say, it clarifies
the process to be communicated and the relationship between them.

5.5.3.2Principle of communication: timely, fast and effective,
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5.5.3.2 Communication methods: a) meeting; b) Talk and discussion; c) Documents and
statements; d) Wall newspaper; e) E-mail, etc.
5.5.3.3Ways of communication: the procedure documents related to each process specify
the methods and ways of communication between relevant departments, such as:
a) Communication between the leadership and all departments: planning meeting, summary
meeting, management review meeting, summary and report materials, system
Accounting statement, etc ( {Management review control procedure) . {Process and product
monitoring and measurement control procedures) ) ;
b) The office communicates with various departments on human resources: training
application form, training plan, training effectiveness evaluation, post ability
evaluation, etc (Human Resources Management Procedure) ) ;
c) The procurement department communicates with the technology department, production
department and quality department on procurement activities: procurement details and
technical quality
Requirements ”, warehouse inventory report, purchase application form, purchase plan,
purchase inspection request form, purchase inspection report, warehousing form, supplier
questionnaire, supplier evaluation form, supplier performance record form, etc
( {Procurement control procedure) ) ;
d) Communication among production department, technology department and quality
department on product design and development and production process technology and
quality: design and development review (design and development control procedure);
Production planning meeting, production scheduling meeting (process and product
monitoring and measurement control procedure)); Special process confirmation
activities (confirmation team, confirmation scheme, confirmation record, confirmation
report), operation instructions for each process, operation procedures, process
discipline checklist, monthly production plan, production task list, production flow
card, inspection specification, process inspection record, finished product inspection
record, nonconforming product review sheet, production statistics, data analysis chart,
etc ({Production process control procedure) {Nonconforming product control procedure) ;
e) Communication between marketing department, quality department, production
department and Technology Department on market information and customer information
feedback: (Design and development proposal) . Contract review form, customer information

feedback handling form, customer complaint / complaint handling record, customer



satisfaction questionnaire, etc({Customer related process control procedures) {Customer
information feedback processing procedure ) { Adverse event handling and reporting control
procedure) )
f) The management representative communicates with each department on each process of
the quality management system: internal audit activities, quality objective inspection
and assessment records, corrective / preventive measures processing records ( {Internal
audit control procedure) {Process and product monitoring and measurement control
procedures) etc) .
5.6 Management Review

Prepared and implemented by the company {Management review control procedure) ,
And regularly organize management review to ensure the suitability, sufficiency and
effectiveness of the quality management system.
5.6. 1 The management review is generally held once a year and presided over by the general
manager in person. The effectiveness, sufficiency and suitability of the quality
management system should be evaluated according to the formulated quality policy and
objectives. The review includes the evaluation of the opportunities for improvement of
the quality management system and the need for change. The frequency of management review
can be increased in case of one of the following circumstances:

a) When there are major changes in the organization, product scope and resource
allocation;

b) When major quality accidents occur or serious complaints about quality occur
continuously;

c) When laws, regulations, standards and other requirements change;

d) When the market demand changes significantly;

e) When the second or third party audit or the audit stipulated by laws and regulations
is about to be conducted;

f) When serious nonconformities are found during quality audit.
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5.6.2 Input for management review
The input for management review should include the following information:
a) The situation of measures taken in previous management reviews;
b) Changes in external and internal factors;
¢) Information on the performance and effectiveness of the quality management system:
1) Customer satisfaction and feedback and complaint handling from other relevant
parties; Stakeholder evaluation
2) The degree of achievement of quality objectives;
3) Process performance and the qualification of products and services;
4) Non conformance and corrective measures;
5) Monitoring and measurement results;
6) Audit results; When appropriate, including internal audit results, customer,
regulatory or certification agency audit results;
7) Performance of external suppliers;
d) Adequacy of resources;
e) The effectiveness of measures taken to address risks and opportunities;
f) Opportunities for Improvement;
g) Report to regulatory agencies
h) Changes that may affect the quality management system;
i) Applicable new or revised regulatory requirements
5.6.3 Output of management review

The output of management review includes:

a) Improvement of the effectiveness of the quality management system and its process
effectiveness;
b) Improvement of products related to customer requirements;
Resource demand
5.6.4 The implementation and results of the management review shall be documented by the
management representative, approved by the general manager before distribution, and
stored in accordance with the requirements of the Record Control Procedure.
5.6.5 The effectiveness of the improvement measures implemented in the management review

shall be tracked and verified by the quality department or management representative



organization. The records formed by the management review shall be kept by the Quality
Department.
5.6.6 Relevant documents

{Management Review Control Procedure)
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6 Resource Management
6.1 Provision of Resources
To implement the quality policy and achieve quality objectives, the company optimizes
resource allocation to ensure that various resources can meet the needs of design,
production, sales, and service. Our company controls the personnel, production site,
production equipment, monitoring and measuring equipment, inspection site, product
sample room, storage site and other infrastructure and working environment required for
each process in the quality management system based on relevant procedural documents.
The production environment should comply with the requirements of relevant laws and
technical standards. To ensure the implementation and maintenance of the quality
management system, and to continuously improve its effectiveness in order to meet customer
requirements and legal regulations.
6.1.10ur company s resource requirements come from the following three aspects:

a) Implement, maintain and continuously improve the effectiveness of the quality

management system;

b) Meet regulatory requirements;

c) By meeting customer requirements, enhance customer satisfaction.

6.1.2 The determination of resource requirements can be described from the following
three aspects:

a) In the planning of the quality management system, including the planning of changes
to the quality management system (see section 5.4.2 of this manual), the resource
requirements for establishing, implementing, and maintaining the quality management
system and continuously improving its effectiveness are clearly defined. The resource
requirements for changes to the quality management system are mainly determined through
management reviews, including temporary management reviews. Sections 6.2, 6.3, and 6.4
respectively describe the management of three major types of resources: human resources,
infrastructure, and work environment;

b) Specific resource requirements for specific products, projects, or contracts
should be clearly defined in the product implementation planning process (see section

7.1 of this manual);



c) Due to changes in regulations and customer requirements, corresponding changes
in resource demands may occur. In order to ensure compliance with regulatory and customer
requirements and enhance customer satisfaction, relevant departments need to pay
attention to changes in resource demands in this area. The determination of such changes
is mainly achieved through management reviews or product planning.

6. 1.3 Organization Knowledge

Each department shall organize the determination of necessary knowledge to operate the
process and obtain qualified products and services. These knowledge come from:
6.1.3.1 Internal (such as technology, professional knowledge and experience of internal
personnel, experience and lessons learned from failures and successes, improvement
results of processes, product sales and services, etc.) and external (such as relevant
regulations, standards, policies, knowledge obtained from customers, partners,
industry literature, professional conferences, etc.)

These knowledge should be maintained and accessible within the required scope.

To cope with constantly changing demands and development trends, companies should
examine their existing knowledge and determine how to acquire or access more necessary
knowledge and knowledge updates.

6. 1. 3. 2 Each department is responsible for acquiring, sharing, and applying knowledge
within their functional scope (such as updating workflow and work standards, organizing
training and learning, communication, etc.), and continuously accumulating and updating
it. Specifically, manage and control according to the ’Knowledge Management Control
Procedure’.

6. 1.4 Relevant Documents
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{Knowledge Management Control Program)
6.2 Human Resources

Our company manages human resources according to the following requirements to meet
the requirements of the quality management system for human resources.
6.2.1 The office is responsible for organizing relevant departments to identify and
determine the positions that affect the compliance of the company s medical device
products and requirements, specifying the necessary abilities for these positions, and
preparing job requirements for each position, including education, training, skills,
experience, and other requirements.
The production, technology, and quality management personnel of implantable animal
derived medical devices should have corresponding professional knowledge in biology,
biochemistry, microbiology, medicine, immunology, and have corresponding practical
experience to ensure the ability to fulfill their responsibilities in production and
quality management.
6. 2.2 Provide training or take other measures to acquire the required skills for personnel
who do not meet the competency requirements.
6. 2. 3 The office is responsible for preparing an annual training plan in accordance with
the requirements of the “Human Resources Management Procedure” and implementing training
according to the plan. Through training, every employee is made aware of the relevance
and importance of their work to product quality, and their awareness of contributing to
the achievement of the company’ s quality policy and quality objectives is enhanced, to
ensure that personnel in various positions related to product quality are competent in
their work.
6.2.4 The ability requirements of personnel engaged in activities that affect quality
should be identified, and training needs should be developed and implemented for new
employees, current employees, transferred employees, various professionals, special
workers, internal auditors, etc. based on their job ability requirements. Only those who
pass the written or operational assessment can be employed.
6. 2. b Personnel engaged in aseptic and implantable medical device production operations
and quality inspection should receive targeted training on relevant laws and regulations,
basic theoretical knowledge, professional operating skills, process quality control

skills, quality inspection skills, as well as basic knowledge of hygiene and microbiology



and clean technology;
6.2.6 Internal auditors, inspectors, metrologists, water production and key process
operators should receive appropriate training.
6.2.7 The office evaluates the effectiveness of training and measures taken through
theoretical assessments, operational assessments, performance evaluations, and other
methods, and evaluates and re evaluates the abilities of personnel in various positions.
6. 2.8 The office establishes a personal training history for each employee,
6.2.9 Keep training records in the office,
6.2.10 Relevant Documents
{(Human Resources Management Procedure)

6.3 Infrastructure

Infrastructure is the material guarantee that ensures product compliance. Our
company s infrastructure includes buildings, production, inspection, warehousing sites,
production and inspection equipment (including hardware and software), fixtures, and
related facilities (such as water and electricity supply facilities), as well as
supporting services (such as transportation, communication, or information systems). Our
company manages infrastructure in the following ways:
6. 3. 1 The technical department, in conjunction with relevant departments, will determine

the equipment, workplaces, fixtures, software
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Communication facilities, supporting services, transportation facilities, etc.
6. 3. 2 The provision of facilities shall be requested by the department in need and approved
by the general manager before procurement.
6. 3.3 The production department conducts acceptance and confirmation of the equipment,
and only when it meets the requirements can it be put into use,
6. 3. 4 The production workshop cooperates with the production department to maintain and
upkeep the facilities to prevent their failure,
6. 3.5 The maintenance of equipment is the responsibility of production department
maintenance personnel, including planned maintenance and fault maintenance.
6. 3.6 The equipment administrator of the production department regularly measures the
accuracy and integrity of the equipment to ensure that it can meet the processing and
production requirements,
6. 3.7 Equipment and facilities that cannot be repaired shall be scrapped with the approval
of the general manager,
6. 3.8 Relevant Documents

{Infrastructure Control Program)
6.4 Working environment and pollution control

The working environment refers to the conditions in which work is carried out,
including physical, environmental, and other factors such as noise, temperature, humidity,
lighting, or weather. Pollution is the control of microbial or particulate contamination
to maintain the cleanliness of the assembly and packaging process. Our company determines
and manages the working environment and pollution control required to achieve product
compliance from the following aspects.

6.4.1 The technical department is responsible for determining the environmental
conditions required to achieve product requirements (such as temperature, humidity,
cleanliness, environmental hygiene, etc.) and specifying them in relevant process
documents.

6. 4.2 Our company provides corresponding facilities for the 100000 level purification
production workshop required for the production of sterile and implantable medical
devices, meeting the production environment, regulatory requirements, and technical

standards.



6. 4. 3 The production department and the purification production workshop are responsible
for managing the purification workshop in accordance with the requirements of the process
documents and the environmental management system of the purification workshop, including
personnel health and hygiene, cleaning and clothing, equipment and workstation cleaning,
and environmental hygiene inside and outside the purification workshop; The health
administrator is responsible for controlling personnel who need to temporarily enter the
purification workshop due to work requirements according to the purification procedures
for entering the purification workshop. Ensure that the environmental control of the
100000 level clean workshop meets the specified requirements.
6.4.4 To prevent contamination of the working environment, personnel, or products, the
Quality Department has documented and monitored the environmental requirements for the
purification workshop in accordance with GB/T16294 and GB/T16292. Simultaneously, in
accordance with the requirements of GB/T19973/1S011737-1 standard, document and monitor
the initial contamination bacteria requirements for personnel, products, and initial
packaging materials.
6.4.5 Our company conducts rough washing on the outsourced parts after they enter the
factory, and then uses purified water that complies with the Pharmacopoeia of the People’s
Republic of China for fine washing in the purification workshop before entering the
product assembly. Both the rough washing and fine washing processes are identified as
special processes, and the process control parameters are confirmed. Based on the
confirmation, a cleaning operation manual is prepared to ensure that the cleanliness of
the product meets the specified requirements.
6. 4. 6 Our company controls the products that are delivered and then returned to the company.
First, they are labeled and isolated, and then contaminated products are disinfected in
designated disinfection areas to prevent contaminated returned products from
contaminating normal production products and personnel. The specific implementation is
as follows: {Return to the product processing instruction manual) o
6. 4.7 The Quality Department organizes the Technical Department and Production Department
to conduct regular or irregular inspections of the environmental control in the

purification workshop.
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6.4.8 Relevant Documents

{Work environment control pr
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7 Product Realization

7.1 Planning of Product Realization

Established by the Technical Department {Product Implementation and Quality Planning
Control Procedure) , Plan the process of product implementation and its corresponding
relationships, which must be consistent with the requirements of other processes in the
quality management system. In the process of product implementation, a process flow
document for risk management should be prepared and records should be kept.

7.1.1 Planning Content
When planning, the following should be determined:

a) Determine appropriate product quality objectives. Including identifying product
quality characteristics, establishing target quality requirements and constraints, and
meeting all customer and legal requirements as well as appropriate technical standards;

b) Determine the processes and documents required for product implementation, and
provide the necessary resources for the product. The product implementation process
includes a series of processes related to customers, procurement, production and service,
inspection, product protection, and follow—up services. The company should identify these
processes, determine which processes need to be managed and controlled, which documents
are needed to support the effective operation of the processes, and which resources are
needed to ensure the implementation of these processes. These documents include
production flowcharts, operating specifications, work instructions, etc.

c) Determine the required inspection activities and acceptance criteria. Activities
such as review, verification, and confirmation of product design and process development,
monitoring and measurement activities in production and service provision, inspection
and testing activities before product delivery, etc;

d) The verification, confirmation, monitoring, inspection and testing, disposal,
storage, circulation and traceability activities required for the product, as well as
the product acceptance criteria. These documents include purchase inspection procedures,

process inspection procedures, product inspection standards, etc.



e) To provide evidence that the process and its products meet the requirements, the
company should establish relevant records that demonstrate the effectiveness of the
product process and the compliance of the product with regulatory requirements, and ensure
the adequacy of these records.

) When there are requirements for specific product projects or contracts, each
department shall prepare corresponding quality plans based on the planning results, and
implement control over specific products, projects, or contracts;

g) “MDD . MDR Instruction” The relevant requirements.

7. 1.2 Requirements for Product Implementation Process Planning

a) Consistent with other requirements of the company’ s quality management system.

b) Formulate documents for the operation of the company, namely through the planning
of the product realization process, such as quality plans, product realization flowcharts,
market research plans, etc

7.1.3 The Technical Department shall prepare the “"Medical Device Risk Management
Control Procedure” to ensure that the implementation process of each product can establish
and form risk management control documents to determine the hazards related to the entire
product implementation process, estimate, evaluate, and control these risks, and monitor

and control them
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Effectiveness. The records of risk management should be maintained.

7.1.4 Implementation of Product Implementation Process Planning
The head of the technical department is responsible for leading the product
implementation process.
7.1.5 Relevant documents
{Product Implementation and Quality Planning Control Procedure)

{Medical Device Risk Management Control Procedure)

7.2 Customer related processes

7.2.1Determination of requirements related to the product

The marketing department is responsible for developing, implementing, and maintaining
the ’Customer Related Process Control Procedure’ to determine customer requirements,
including:

a) Clear requirements: usually specified in the contract or order, including the model,
specifications, and quantity of product features

Quantity, performance, etc; Requirements for delivery and post delivery activities,
including delivery time, packaging, after—sales service, etc;

b) Implied requirement: Although not explicitly stated by the customer, it is a
requirement for the expected or intended use of the product by the customer,

Such as product lifespan, etc;

c) Legal and regulatory requirements: such as product safety performance and other
requirements; (including mandatory standards and legal requirements of China or EU
countries)

d) Ensure any user training required for the specific performance and safe use of medical
devices;

e) Any additional requirements determined by the company.



7.2.2 Review of requirements related to the product

The marketing department should organize a review of requirements related to the
product. The review should be conducted before making a commitment to provide the product
to the customer, and

It should be ensured that:

a) Product requirements are specified and form orders or contracts;

b) The contract or order requirements that are inconsistent with previous statements
(such as bidding or quotation) have been resolved;

c) Meet applicable regulatory requirements; (including mandatory standards and legal
requirements of China or EU countries)

d) The company has the ability to meet the prescribed requirements;

e) Is any user training or training program required for the specific performance
and safe use of medical devices available;

f) The records of the review results and measures arising from the review should be
maintained;

g) Our company has no customer requests that have not been documented;

h) When there is a change in product requirements, the marketing department is
responsible for modifying the relevant documents and notifying the relevant departments

in writing,
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1 — A R AL TE ) & A IR E 20162020446 | FRARYERE 20162020446
2 — RV B A S 2% S T AE 20162020448 | JiRiEHE 20162020448
3 — IR MAE LAY & 4% AP 20162020449 | FiE#E 20162020449
4 — IR MEAE B FIW) & 8% S A FRbkiENE 20162020450 | TRl E 20162020450
5 —IRIEAE B TRV & 4 TIIEAE 20162020447 | JRMAEE 20162020447
6 —RIEAE P B RS 5 4 JIpEAE 20152021027 | ZiARiAEE 20152021027
7 HRBAEG K AT FBRIETE 20162020087 | F i #E 20162020087

ERIH L TEY & A8 X AT FrbkiENE 20162020086 | Fi i i 20162020086
9 NI & s S — It LA TIIEAE 20162020444 | JRBRIE#E 20162020444
10 — MR e T IR 2§ A LA JREAE 20162020184 | JiRiE#E 20162020184
11 — YN IR DRI & 2% FBRIETE 20162020183 | F i #E 20162020183
12 — IR BRIV & 4% FRbkiENE 20162020451 | TR E 20162020451
13 — IRV B W) & 2% SR I E 20162020445 | JRARYEAE 20162020445
14 —RMEAE 2 3N FRMREE 20162020838 | Fi i1 20162020838
15 — NS A VTN iz W) & 2% S LA FRBIETE 20172020040 | F i #E 20172020040
16 —RMEAE V) AT [ E 4% FRbkiENE 20172021896 | TR ifE 20172021896
17 — MR AT L A I E 20142020429 | FRARVERE 20142020429
18 — MRS G s e o A% FAMREE 20162020877 | Fi M 1E 20162020877
19 — UM E Y A FBRIETE 20162020876 | F i #E 20162020876
20 — UM BRI &8 R OVFIAAE | J5bidviE 20162020878 | kit #E 20162020878
21 —RMAH LA (W) G2 A I E 20172020858 | ZRRYE#E 20172020858
22 — AT A B DI 4 FRMREE 20172020859 | Fi i 20172020859
23 — MGV EIV & A8 KAt FBRIETE 20202021081 | F i #E 20202021081
24 — MR B AT A FRbkiENE 20202021285 | TRl ifE 20202021285
25 — M o A S e JrmEAE 20202021305 | FiRiAEHE 20202021305
26 — M FHEE ] FAIMREE 20222140079 | FiMIEE 20222140079
27 = AR B TP 20222140581 | F iR #E 20222140581
28 — RS T B A R £ FRbkiENE 20222181328 | FiliEifE 20222181328
29 — RN L B L o KA SIREE 20222021370 | FiMIEME 20222021370
30 — M B R U FIV) & 8% S A | DR dE 20222011657 | bk #E 20222011657




