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1 Brief Information

1.1 Introduction of the company

Contact information:

Company: XIANTAO DINGCHENG NON-WOVEN PRODUCTS CO., LTD

Address: LIUKOU INDUSTRIAL PARK, XIANTAO CITY, HUBEI PROVINCE, CHINA
Contact person: Cheng Qin

Tel: 0086-728-3333210

Email: huipeng1975@163.com

Website: www.dcnonwoven.com

1.2 Person responsible for regulatory compliance (PRRC)

Name: Wang Manzhen

Address: LIUKOU INDUSTRIAL PARK, XIANTAO CITY, HUBEI PROVINCE, CHINA
Position: Quality Manager

Diploma: College diploma

Work experience: many years in medical regulations including CE, FDA.

1.3 The authorized representative of European Union:
CMC Medical Devices & Drugs S.L.
Horacio Lengo N2 18, CP 29006, Malaga, Spain

The agreement with the authorized representative of European Union, SEE:
Appendix 1 EC Authority Representative Agreement

1.4 Single Registration Number (RSN)
The company has registered in the Eudamed, the RSN is: .
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2. List of Harmonized standard, Common specification, Guidance,

other standard.

No. Standard Name of document

1 EN ISO 15223-1:2016 Medical devices - Symbols to be used with medical device labels,
labelling and information to be supplied - Part 1: General requirements

2 EN 1041:2008 Information supplied by the manufacturer of medical devices

3 EN ISO 14971:2012 Medical devices - Application of risk management to medical devices.

4 EN 13795-2:2019 Surgical clothing and drapes - Requirements and test methods -Part 2
Clean air suits

5 ISO 9073-10:2003 Surgical drapes, gowns and clean air suits for patients, clinical staff
and equipment - Part 4: Test method for linting in the dry state

6 EN ISO 22612:2005 Clothing for protection against infectious agents - Test method for
resistance to dry microbial penetration

7 ISO 22610:2018 Surgical drapes, gowns and clean air suits, used as medical devices,
for patients, clinical staff and equipment - Test method to determine
the resistance to wet bacterial penetration

8 EN 62366-1:2015+AC-2015 Mec.iical devices - Application of usability engineering to medical
devices

9 1SO 10993-1:2018 Biological evaluation of medical devices -- Part 1: Evaluation and

) testing
10 | 18O 10993-5:2009 Biological evaluation of medical devices— Part 5: Tests for in vitro
) cytotoxicity
1 | 1SO 10993-10:2010 Biological Evaluation of Medical Device-Part 10:stimulation and
' allergic reaction

12 | ASTM D4169-2016 Standard practice for performance Testing of Shipping Containers
and Systems

13 | MDCG 2019-15 Guidance notes for manufacturers of class | medical devices

14 Technical requirements for single-use protective clothing for medical

GB 19082-2009

use (China)
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3. Product Descriptions

3.1 Intend use of device

The medical device is intended to be worn by healthcare providers or visitors to isolate
themselves from patients, helps to protect the patient from the transfer of infectious agents
carried by the healthcare provider or visitor; or it may help to protect the healthcare provider
or visitor from a contagious agent which has infected the patient. Single-use, Non-sterile.
Contraindications:

Users who is allergic to PP+PE, PP, SMS, PE materials.

Specifications: PP+PE, PP, SMS, PE

Validity of Medical isolation gown: 3 years.

GMDN code: 35492

UMDN code: 15037

3.2 Classification of the product

Medical isolation gown is an non-invasive device intended for short term use.

3.2.1 Product classification

According to Rule 1 defined in Annex VIl of MDR (EU) 2017/745:

- “All non-invasive devices are classified as class I, unless one of the rules set out
hereinafter applies.”

The device is is an non-invasive device intended for short term use, it is not sterile, without
measuring function, or repeated use, therefore, the device is classified as Class I.

3.2.2 Application method

The product applies CE based on EU DECLARATION OF CONFORMITY following the
Annex Il + Annex Il + Article 19 of MDR (EU) 2017/745.

3.3 Product principle and specifications

3.3.1 Product principle

Medical isolation gown is a garment made of natural and/or synthetic materials, intended to
be worn by health care providers or visitors to isolate themselves from patients. The
Medical isolation gown helps to protect the patient (e.g., burn patients) from the transfer of
infectious agents carried by the health care provider or visitor; or it may help to protect the
health care provider or visitor from a contagious agent which has infected the patient. This
is a single-use garment.

The Medical isolation gown uses its materials characteristics as physical protection barrier
to separate infectious substance so as to prevent contamination between patient and
examiner.

As the definition of medical device in MDR (EU) 2017/745 Article 2(1) , the Medical
isolation gown is a defined as a medical device.
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3.3.2 Previous and similar generations of the device

3.3.2.1 Previous generation of the device

The Medical isolation gown is a standard devices designed and manufactured base on
applied EN standards (EN 13795-2:2019, ISO 9073-10:2003, EN ISO 22612:2005, ISO
22610:2018), there are no previous generations for the device.

3.3.2.2 Similar device in the EU market

In the EU market, there are many Medical isolation gown brands, for all these Medical
isolation gown, follows same EN standards (EN 13795-2:2019, ISO 9073-10:2003, EN ISO
22612:2005, 1ISO 22610:2018) based on bench test.

3.3.2 Product specifications

Material PP+PE, PP, SMS, PE
Model S M L
LxW (cm) 110x130 115x137 120x140
Sleeves (cm) 56 56 56
Cuff (cm) 16 16 16
Deviation (cm) +15 + 15 +15

3.3.2.1 The structure of Medical isolation gown as follows:
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3.3.2.2 Product pictures

3.3.3 Product UDI system

The UDI includes two parts: UDI-DI, UDI-PI.

All the specifications of the Medical isolation gown share same UDI-DI.

uDI

Number / Rules

UDI-DI

UDI-PI

3.4 Product performance
3.4.1 Technical performance

Iltem Technical parameters
Appearance The Medical isolation gown shall be clean, no
foreign matters, no stain.
Dimensions It shall comply the specification requirements.

Resistance to microbial
penetration - Dry

< 2 Log1o (CFU)

Cleanliness - Mircrobial

< 2 Log1o (CFU/dm?)

Cleanliness - Particulate matter <3,5IPM
Linting < 4,0 Logio (lint count)
Bursting strength - Dry = 40kPa
Tensile strength - Dry = 20N
Moisture permeability (g/(m?.24h) | 2 2500
Impermeability (kPa) =1.67
Breaking force (N)

Longitudinal direction 245

Transverse direction 245
Elongation at break

Longitudinal direction 215
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Transverse direction 215
Water staining (class) 23
Vertical combustion
1) After-flame time(s)
Longitudinal direction
Transverse direction <
2) Continuous flame times (s)
Longitudinal direction <15
Transverse direction <15
3) Damaged length (mm)
Longitudinal direction <200
Transverse direction <200

3.4.2 Storage conditions

The device should be stored in a cool, dry environment, the relative humidity under 80%, to
avoid direct sunlight. Do not mix with anything toxic, harmful, smell, volatile.

3.5 Package of device

The Medical isolation gown has two packages, internal package and external package.

Internal package

PE bag, 10 pcs/bag

External package

Corrugated box, 100 pcs/carton

3.6 The suppliers information

No. Components

Materials

1 Main body

PP+PE, PP, SMS, PE

2 Sleeves

PP+PE, PP, SMS, PE
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4. General Safety and Performance Requirements
The product shall comply with GSPR defined in Annex | of MDR (EU) 2017/745.
SEE: Appendix 2 GSPR Checklist
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5. Label and Language Sample
5.1 All important aspects of labeling
5.1.1 Symbol for Medical device

MD

5.1.2 Symbol for manufacturer

wl

5.1.3 The name or trade name and address of the manufacturer, and the name and

address of the authorized representative

EC REP

5.1.4 Symbol for Unique Device Identifier (UDI)

UDI

5.1.5 Product name, type/size, specification, quantity

Symbol for "BATCH CODE"

LOT

- The relative size of the symbol and the size of the batch code are not specified.
- Synonyms for "batch code" are "lot number”, "batch number".

Example of use of symbol for "BATCH CODE"

LOT|ABC123

5.1.6 Expiry date
Symbol for "USE BY"

%

- The date shall be expressed as four digits for the year and two digits for the month

- The relative sizes of the symbol and the date are not specified.

- This symbol shall be accompanied by a date to indicate that the device should not be
used after the end of the year, month or day shown.

Examples of use of symbol for "USE BY"
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E 2009-06

5.1.7 An indication that the device is for single use
Symbol for "DO NOT REUSE", "single use”, "Use only once".

@

5.1.8 Date of manufacture
Symbol for "DATE OF MANUFACTURE"

pe

- The relative sizes of the symbol and the date are not specified.
- This symbol can be filled or unfilled. If filled, the date of manufacture as well as
the name and address of the manufacturer can be combined in one symbol

Example of use of symbol for “MANUFACTURER” combined with “DATE OF
MANUFACTURE”

Company
Address
2005-06

5.1.9 Catalogue number
Symbol for "CATALOGUE NUMBER"

REF

-The relative size of the symbol and the size of the catalogue number are not
specified.
-Synonyms for "catalogue number" are "reference number", "re-order number".
Examples of use of symbol for "CATALOGUE NUMBER"

REF ABC123

5.1.10 Caution
Symbol for "CAUTION"
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A\

- This symbol is essentially a safety symbol and should be used to highlight the
fact that there are specific warnings or precautions associated with the device,
which are not otherwise found on the label. The symbol “Caution™ is still
sometimes used to have the meaning of “Attention, see instructions for use”

5.1.11 Keep dry
Symbol for “KEEP DRY”

- The diameter of the drawing 25mm.
- At the lower right corner of the CE mark, label the registration number of the notified
body.
- CE-mark should be distinct, clear and wear well.

5.2. The label-used language must be in accordance with the EC requirements and
its accuracy is to be assured.
5.2.1 Special requirements
5.2.1.1 The Model face, symbol, size and location on label are not prescribed. But the
handwriting should be clear, obvious and durable.
5.2.1.2 If there is a special requirement on label from customers, the company should
design manufacture label in accordance with requirements of customers or mark from
customers.
5.2.1.3 Language on label should be up to requirements of European countries and
ensure the accuracy.
5.2.2 Normative Reference

- MDR (EU) 2017/745

-ENISO 15223-1:2016
- EN 1041: 2008
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5.3. Label and Instruction for Use
The instruction for use of the Medical isolation gown, please see the follows:

Labeling and package

Label-XTDCO03

Instruction for use

IFU-XTDCO03
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6 Risk analysis plan

6.1 Foreword

This plan is to describe the risk control carried on the Medical isolation gown
manufactured by our company. All potential hazards and potential cause of each hazard
have been determined in this report. Evaluations have been made on possible severity
level may led by each hazard and probability of occurrence of each hazard. For
unacceptable risks, necessary measures must be taken, and also evaluate the residual
risk level after taking relevant measures.

By taking proper measures to reduce the risks which may lead to various kinds of
potential hazards to the acceptable level, and also to reduce the total amount of every
kind of hazards to the acceptable level.

6.2 Purpose

Aim of this risk control is to carry out determination on all risks that may be led by the
Medical isolation gown that have been put into production in our company, also to
stipulate the necessary relative measures, in order to keep the risk level within an
acceptable level. By taking risk control the company may take relative measures of
continuously improving quality of the products, to meet customer stipulated or potential
requirements constantly.

6.3 Application.
This risk analysis is applied to Medical isolation gown produced by the company.

6.4 Documents reference
6.4.1 Standards

See sec.2 of the CE technical file.

6.4.2 Production specification
See sec.3 of the CE technical file.

6.5 Members of the risk control group

Name Title Responsibility Authority
Chen Peng General manager General control of Risk Approve the risk
management management plan and risk

management report.

Cheng Qin Management Risk management for Review and implement the
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Representative product realization phase | risk management plan
Wang Tech & Quality Risk management for Review and implement the
Manzhen manager product realization phase | risk management plan
Du Jianmin Production & Risk management for Review and implement the
Purchasing manager | product realization phase | risk management plan
Li Dingshan | Marketing manager Risk management for Review and implement the
post-marketing risk management plan
surveillance phase
Wang Tech & Quality Prepare the Risk /
Manzhen manager analysis report

XTDC/CE03-01-07

6.6 Risk management process
Overview of the steps in the risk management process see the following flowchart:
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6.7. Implementation of risk control process
6.7.1 Step1: Determination on known and foreseeable hazards

The hazard will be marked with “H

XTDC/CE03-01-07)

” in risk control form. (see the Risk analysis report

Information resources: the following information can be regarded as potential hazard list
‘Available Risk analysis report XTDC/CE03-01-07 on homologous product
‘Investigations on developer of the product
‘Determinations made by medical experts
Analysis medical devices report from foreign authorities
-Site documents, complains and accident records gained from homologous products

which have been put into use.
6.7.1.1 Estimation on severity level of each hazard
Severity level of each hazard must be estimated and semi-quantitative judged (in the
form of serious level) by the medical expert

Severity level Code Description
Negligible S1 No influence on use
Minor S2 Inconvenience or temporary discomfort
Serious s3 ResuI’Fs. in tempora.ry injury (?r im.pairmen’.c not
requiring professional medical intervention
Critical sS4 Results |r.1 temporary |n.Jury requ.lrlng
professional medical intervention
Permanent or serious injuries (e.g. serious
Catastrophic S5 _I R _I juries (e.g ou
infection)

6.7.1.2 Judgment of potential causes of each hazard
Members of the group shall at first find the potential causes directly base on their
professional knowledge.
The founded hazard causes must be recorded in “Cause” column of risk control
report, and mark with “C...”. (see the Risk analysis report XTDC/CE03-01-07)

6.7.1.3 Estimation on probability of occurrence of each cause
Occurrence probability of each potential cause must be estimated. In addition, the
relative information resources are:
® Using experience of equivalent products (e.g. service statistic data)
® Customer complain
® |Investigation on service life of self product
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® Expert judgment

Such estimation carried out by relative personnel can be divided into following 5
categories:

Level Code Probability of occurrence
Improbable P1 <107
Remote P2 106~107
Occasional P3 105~10¢
Probable P4 104~10°
Frequent P5 103~10*

6.7.2 Step2: Risk estimation (before taking control measures)
Two risk factors were concluded in first hazard/cause item: hazard severity level and

occurrence probability, relative risk. Three “risk area” can be defined according to
advise of ENISO14971:2012.

1. Not acceptable area: U
2. Wide acceptable area: A

6.7.3 Step3: Risk evaluation

Severity level

Probability of

Negligible Minor Serious
occurrence

(S1) (S2) (S3)

Critical
(S4)

Catastrophic
(S5)

Frequent (P5)

Probable (P4)

Occasional (P3)

Remote (P2)

Improbable (P1)

U: Unacceptable risk
A: Insignificant risk
All risks estimated for each hazard/cause must be recorded in column of risk control form

in the form of risk range (U, A) categories, and noted separately whether control
measures are available.
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6.7.4 Step4: Taking risk control measures

If no control measures are available for estimated risks, it is unacceptable, then control
measures must be taken for each hazard cause. If several control measures were
designed at the same time, then the effect will be the result when all relative control
measures are taken.

All the measures must be recorded in the column “relative measures” of risk control form,
and marked with “M....”. (see the Risk analysis report XTDC/CE03-01-07)

6.7.5 Step5: Evaluation on residual risks

The severity level or occurrence probability will be decreased or both of the stated after
taking control measures. Sometime it cannot be quantificationally determined that in
which level a group of relative control measures can decrease the risk factors (severity
level or occurrence rate). The evaluation on residual risks is the summing-up of analysis
of the group members based on their individual professional knowledge.

All changing of each category must be recorded in the column “residual risk” of risk
control form. (see the Risk analysis report XTDC/CE03-01-07)

The residual risk of each hazard/cause may base on the determined risk area (U, A)
stipulated in the previous chapter.

6.7.6 Step6: Risk/benefit analysis

It shall conclude for risk/benefit analysis after implement all control methods.

If A range is the result of risk decreasing, then an explanation must be made on why the
further risk decreasing is unpractical.

6.7.7 Step7: Result of risk control

As showing in the risk control form (see the Risk analysis report XTDC/CE03-01-07), the
residual risks of each hazard/cause shall be reduced to acceptable, total amount of
residual individual risk shall also be regarded as acceptable.

6.7.8 Step8 Production and post-production information
Collect and review information about the medical device or similar devices in the
production and post-production phases.

6.8 Conclusion on risk control

As displayed in Risk analysis report XTDC/CE03-01-07 (see XTDC/CE03-01-07), there
have carried out more detailed risk analysis and evaluation on all items that may occur
hazard led by the Medical isolation gown through the above, and think all risks are under
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control and acceptable, also been verified by long term clinic use, the occurrence
probability is extremely low, safety of the medical device has been adequately stipulated,
summing up all the above, we think the risks are all under control and be acceptable.
When new documents and data are used, the new round of risk analysis shall be carried
out, for example, along with time passing, the risk may change and production process
and product structure may be change accordingly. New risk may occurs or to be
determined for the first time.

6.9 Appendix
Appendix 4 Risk analysis report XTDC/CE03-01-07
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7. Production and quality control
7.1. Production flow
See the production flowchart.

Cutting clothing/A | Inspection , Sewing » Inspectio
n
Foldingo
> —> Internal —> External
package package

7.2 Quality control

The company has conducted EN 1SO13485:2016 QMS, and all production processes are
on control under this QMS and MDR (EU) 2017/745.

7.2.1 Process control

Mainly, production environment, production equipment and production process are
controlled, the control procedure of which is given in Manufacturing and Service Process
Control Procedure

7.2.2 Environmental control

The device is manufactured in the production environment is given in Production
Equipment and Working Environment Control Procedure.

7.2.3 Control of production equipment

Control of production equipment is given in Production Equipment and Working
Environment Control Procedure.

7.2.4 Control of design and development

Control of design and development is given in Design and Development Control
Procedure
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7.2.5 Control of production process

a) Control of materials: control procedure for materials is given in Purchasing Control
Procedure; quality control of materials is given in Manufacturing and Product Testing and
Inspection Control Procedure.

b) Process control: process control is given in Manufacturing and Product Testing and
Inspection Control Procedure.

c) Control of special processes: control of processes, including welding, is given in
Manufacturing and Product Testing and Inspection Control Procedure.

7.2.6  Control of unaccepted products

Control procedure for unaccepted products is given in Non-Conforming Control
Procedure.

7.2.7 Control of product identification and traceability

Control of product identification and traceability is given in Identification and Traceability
Control Procedure.

7.2.8 ldentification of raw materials

Identification of raw materials begins from the moment the materials are brought into the
plant (put in storage); all raw materials are stored upon passing IQC procedure, with
article card account and status marking, storage sheet, and stock requisition sheet.
Expressions of the raw materials (production lot number, incoming lot number) enter the
production flow along with articles.

7.2.9 ldentification of finished products

Test report of finished products are the ‘acceptable’ identification of finished products; the
test report is only issued when the finished products are tested accepted lot by Lot.
7.2.10 Commodity identification

Accepted products become commodities when sold, and their flow direction, production
lot number, specification and quantity are all recorded in the sales account, which is the
identification for internal trace.

7.2.11 All identifications are the only record.

7.2.12 Trace

a. Back trace

The process number can be traced by the product certification, and by the process
number, date of the whole production process, operator, inspection status and quantity,
as well as inspector and materials number can be traced; by the date on the identification
card, working environment can be traced in the environment records of the day; by the
inspection status and quantity, the acceptance status of half-finished products can be
traced; by the stock requisition sheet, the production lot number and acceptance status of
raw materials can be traced; and by the operator and the inspector, the persons in charge




CE Technical Documentation Prepared by Wang Manzhen
Medical isolation gown Checked by Du Jianmin
Doc. No. XTDC/CEQ03-01 Approved by Cheng Qin
Effective date 2020-05-06 Ver. A0 Page No. Page et of

can be traced.

b. Forward trace

If batches of adverse incidents are reported, the commodities can be recalled according
to the sales account, which also facilitates making a public announcement where the
commodities are distributed.

7.2.13 Control over the final release of products

Final release of products is given in Manufacturing and Product Testing and Inspection
Control Procedure.

7.2.14 Preventive control during flow

Itis given in Vigliance System and Advise Notice Issuing Control Procedure and
Corrective and Preventive Action Control Procedure.

7.3 Design and Manufacturing Control

7.3.1 Design of device

The company implement the design of Medical isolation gown based on ISO 13485
section 7.3, and applied other regulations and standards.

The design flow follows Design plan, Design input, Design output, Design review, Design
verification, Design validation, Design transfer defined in ISO 13485 section 7.3. These
design records as follows:

Design stages Design records
Design plan 1) R&D advice;
2) Product project application;
3) R&D task;
4) R&D plan);
5) R&D plan review report;
Design input 1) Design input sheet;

2) Design input accessories;
3) Risk management plan;
Design output and review 1) Design output sheet;

2) R&D output review report;
3) Risk management report;
Design verification and | 1) Trial production report;
validation 2) Process validation plan;
3) R&D verification report;
4) R&D validation report ;

Design transfer R&D transfer report.
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7.3.2 Manufacturing control

The manufacturing control of Medical isolation gown is implemented based on ISO 13485
and applied other regulations and standards.

The manufacturing control documents see:

Appendix 5 Design and Manufacturing Control

8. Pre-clinical Assessment

8.1. Introduction

The Medical isolation gown, must be made sure that it comply with the provisions of
standards EN 13795-2:2019, 1ISO 9073-10:2003, EN 1SO 22612:2005, 1SO 22610:2018
and other relative standards before product clinical use, thus ensuring CE products in
conformity with their intended use, and also ensuring their safety and reliability.

All the following appearance, use function, bio-compatibility test and sterile test, are
conducted for purpose of pre-clinical assessment.

8.2. Product performance assessment

The Medical isolation gown shall comply with EN 13795-2:2019, ISO 9073-10:2003, EN
ISO 22612:2005, 1SO 22610:2018 and the company standard requirements, as defined
in sec.3

The product performance test, SEE: Appendix 6 Product Test Reports

8.2 Symbols & Labeling, Instruction for use

8.2.1 Requirements: the symbol and label, Instruction for use shall comply with EN ISO
15223-1:2016, EN1041:2008.

8.2.2 Test method: visual inspection

8.2.3 Result: meet the requirement, SEE: Appendix 3 Instruction for use, Labeling

8.3 Bio-compatibility evaluation

8.3.1 Purpose of Biological Evaluation

In order to ensure the product to comply with MDR (EU) 2017/745 and protect the human
against the potential biological risk generated by the use of this product, the Biological
Evaluation is conducted for the product marked CE for guaranteeing the safety of product
in the use.

8.3.2. Process of Biological Evaluation of Medical Device

Biological Evaluation of Medical Device is conducted in accordance with the flow chart
stated in ISO 10993-1:2018 “Biological Evaluation of Medical Devices-Part 1: Evaluation
and Testing Within A Risk Management Process” (The dotted line marked in the chart
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Description of Route Through by the Product in Flow Chart:

1) Is there either direct or indirect contact?

Yes.

Intended use of product: The Medical isolation gown is a disposable device intended for
medical purposes that is worn on the examiner’s hand or finger(s) to prevent
contamination between patient and examiner.

The device will directly contact with users surface skin.

2) Obtain device material, identification and chemical characterization shall be
considered.

The material characterization as follows:
Table 8.1 Material characterization of device

Parts and , Nature of body
Materials
components contact

Contact duration
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Clothing PP+PE, PP, SMS, | Direct skin surface Prolonged exposure (>1
PE, contacting with users | hour, but <30 days)

3) Is the material same as in commercially available device?
No. Though the materials are common used medical materials, it is difficult to ensure that
these materials are same as in commercially available device

4) |s there sufficient justification and/or clinically relevant data (chemical and biological)
for a risk assessment?
No. There are not sufficient justification.

According to above evaluation, the device shall implement bio-compatibility tests.
According to Annex A of EN ISO 10993-1:2018, it shall conduct vitro cytotoxicity,
stimulation, allergic reaction which correspondingly to ISO 10993-10:2010.

8.3.3 Inspection items:

Skin irritation test

a) In this test a proper model is used to measure the implied stimulation effect of a device,
material and/or its diffusate on the implanted part of subcutaneous tissue. This
stimulation test must be carried out by considering the practical means of the use or
contact(skin. etc) and duration period, and accommodating them to the test.

b) According to the above method, inject a certain quantity of CE product diffusate into
the rabbit skin , observe the skin reaction and evaluate the tested material stimulation to
the tissue.

3) Skin sensitization test

a) In this test a proper model is used to determine the implied allergy by contact.

b) By means of a certain quantity of collecting needle dffusate in touch with guinea-pig
skin, a determination can be made to know if the tested article can cause a
contact-related skin allergic reaction.

8.3.4 Test methods:

The device manufactured by our company have sampled for testing and all passed the
test on ISO 10993-5:2009, ISO 10993-10:2010.

According to test results, all pass the test.

SEE: Appendix 6 Product Test Reports

8.4 Risk Analysis
In the Risk analysis report XTDC/CE03-01-07, an analysis has been made on the
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possible risk of the product from their material to production process, and the effective
actions for controlling the risk have been taken to reduce it to an acceptable extent. The
report shows that the application value of the CE product is much larger than their risk, i.e.
the residual risks is acceptable when weight against the intended benefits of the device.

8.5 Conclusions

According to above analysis, and the test reports. It is defined that the Medical isolation
gown is qualified if all of above items comply with requirements, and unqualified and
cannot be used in production if any one of above items is not passed. As for CE product,
they can be put to market only when the products can go through the above terms.
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9. Usability evaluation
The company compile the usability report according to EN 62366-1:2015+AC:2015.
SEE Appendix 8 Usability Validation Study
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10. Benefit-Risk Analysis

SEE: Appendix 9 Benefit-Risk analysis report XTDC/CE03-01-07
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11. Clinical Evaluation
The company compile the clinical evaluation report according to MDR (EU) 2017/745.

The company update the CER yearly.
SEE: Appendix 7 Clinical Evaluation Report
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12. Declaration of Conformity
SEE: Appendix 10 EU Declaration of Conformity
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iterative process throughout the entire lifecycle of a
device, requiring regular systematic updating. In carrying

XTDC/CE03-01-07
(XTDC/CE03-01-05)

Checklist according to annex | of the Medical Device Regulation (MDR) A/ Standards, other directives Documentation (test reports,
BETHMZENM (MDR) X — B NA and other rules applied by protocols, literature or reason Location
EAERH BT X EH/ \ manufa::furer for no ?ppllcablllty) BRI
NER| WG 5 AR, REHRS | SUEEXA@RRE, TR,
BRI SCERERANIE F L )
CHAPTER 1 General Requirements
F-E @ MHE XK
Devices shall achieve the performance intended by their
manufacturer and shall be designed lalnd manufactured in Risk analysis report
such a way that, during normal conditions of use, they are XTDC/CE03-01-07
suitable for their intended purpose. They shall be safe and EN 13795.2:2019
effective and shall not compromise the clinical condition or -2! ; ;
the safety of patients, or thg safety and health of users or, ISO 9073-10:2003 Design angol\rqltaljglufacturlng
where applicable, other persons, provided that any risks EN ISO 22612:2005 (XTDC/CE03-01-02)
which may be associated with their use constitute ISO 22610:2018 Clinical evaluation report
acceptable risks when weighed against the benefits to the EN ISO 15223-1:2016, (XTDC/CE03-01-03)
patient and are compatible with a high level of protection | A EN 1041:2008, Usability Evaluation Quality Dept.
of health and safety, taking into account the generally ENI1SO 14971:2012, (XTDC/CE03-01-04)
acknowledged state of the art. EN 62366-1:2015+AC:2015, | 5. ofit-Risk analysis report
LA 3 R TR PR, TR IR FL BT A S AR IR 1ISO 10993-1:2018, XTDC/CE03-01-07
5P 2R T P T LU o AR 5 4, ELAS AR SO 10993-5:2009, (XTDC/CE03-01-05)
S G RO IR R % 4 5 P 2 B EE A A B (@ D £ SO 10993-10:2010 | proquct test reports (Appendix
LA RIS A T, E B R PR ORAP i A 22 42 1 [RI 6)
AR IRAT FH T 4252 XU 5 0T R I st AL AH EE, AR T RERZ
TN, JF N R R & A W EIKF .
The requirement in this Annex to reduce risks as far as Risk analysis report
possible means the reduction of risks as far as possible XTDC/CE03-01-07
without adversely affecting the benefit-risk ratio.
A s A RS T R AR RS PR SR AR R 1T B FRAR KB I [RIB | A EN I1SO 14971:2012 Benefit-Risk analysis report Quality Dept.
TR S 2 XU 72 2 A B XTDC/CE03-01-07
(XTDC/CE03-01-05)
Manufacturers shall establish, implement, document and Risk analysis report
C ; ’ ’ XTDC/CE03-01-07
maintain a risk management system.
Risk management shall be understood as a continuous A EN ISO 14971:2012 Benefit-Risk analysis report Quality Dept.
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BMEFEMREMN (MDR) W & — I NA and other rules applied by protocols, literature or reason Location
EAERKE X EH/ \ manufa::furer N for no ?p?licability) (ORI T)
RNER| FIER 5 AR, RERS | TFECH@RRE, TR,
BRI SCBRERAN TG HIE A1)

out risk management manufacturers shall:

(a) establish and document a risk management plan for
each device;

(b) identify and analyse the known and foreseeable
hazards associated with each device;

(c) estimate and evaluate the risks associated with, and
occurring during, the intended use and during reasonably
foreseeable misuse;

(d) eliminate or control the risks referred to in point (c) in
accordance with the requirements of Section 4;

(e) evaluate the impact of information from the production
phase and, in particular, from the post-market surveillance
system, on hazards and the frequency of occurrence
thereof, on estimates of their associated risks, as well as
on the overall risk, benefit-risk ratio and risk acceptability;
and

(f) based on the evaluation of the impact of the information
referred to in point (e), if necessary amend control
measures in line with the requirements of Section 4.

113 P ML L S D SR ANLES KRS B AR

RIS 7 BN AR DA A 25 PR A A i B 0 PR O

BaEARE, T MAT RGCE . AT K

A 36 7

(a) il % I 1T 3R A 0 KRS EE el

(b) RN 3 A 5 25 45 SRR 5% 1 AR AT L S 5

(c) AhTHAITEAN LE T I K A2 7T 5 BE TR H T AN 2
IS 7 A PR 2 XU 5
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A/

Standards, other directives

Documentation (test reports,

BETHMZENM (MDR) X — B NA and other rules applied by protocols, literature or reason Locati
EAERH BT X EH/ manufacturer for no applicability) Du;;;ﬁ;;m_“
— ST Y H
NER| WG 5 AR, REHRS | SUEEXA@RRE, TR,
BRI SCERERANIE F L )
(d) AR S 4 45 0 2RI R 2 ) () ST i K S L
(e) VHHAFEI B, Rl BTG R E R RIEE. AE K
FURAEARER | PPAl AR OC AU B A IRV« AU 1) 7 L
AR AT 42 52 1
TR (e) RS B REm I VE AL, Do BN AR 25 4 T EER
A6 47 1l 43 e
4, Risk control measures adopted by manufacturers for the
design and manufacture of the devices shall conform to
safety principles, taking account of the generally
acknowledged state of the art. To reduce risks,
Manufacturers shall manage risks so that the residual risk , )
associated with each hazard as well as the overall F;('_T_Eg?ggg'; S?p(‘));t
residual risk is judged acceptable. In selecting the most 1SO 13485:2016 e
afdpr?p;la‘[rg ?l?h..ltlons, manufacturers shall, in the following EN 13795-2:2019 Design and Manufacturing
order ot priortty- ISO 9073-10:2003 Control
(a) eliminate or reduce risks as far as possible through EN I1SO 22612:2005 (XTDC/CE03-01-02)
safe design and manufacture; ISO 22610:2018 Clinical evaluation report
A EN ISO 15223-1:2016, (XTDC/CE03-01-03) .
Quality Dept.

(b) where appropriate, take adequate protection
measures, including alarms if necessary, in relation to
risks that cannot be eliminated; and

(c) provide information for safety
(warnings/precautions/contra-indications) and, where
appropriate, training to users. Manufacturers shall inform
users of any residual risks.

i TP 0 D B R 1 3 T SR DD IR A2
ML 2 A SR, S BB I AR OK
o JREARRRE, i R ML RS BEAT A B,
B8 T AH IR TR RGBS, B S TR A DR £ 1 £ 7T

EN 1041:2008,

EN ISO 14971:2012,
EN 62366-1:2015+AC:2015,
ISO 10993-1:2018,

ISO 10993-5:2009,

ISO 10993-10:2010

Usability Evaluation
(XTDC/CE03-01-04)
Benefit-Risk analysis report
XTDC/CE03-01-07
(XTDC/CE03-01-05)
Product test reports (Appendix
6)
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Checklist according to annex | of the Medical Device Regulation (MDR)

BHETHBMBREMN (MDR) & — K
EAXAEBERBRER

A/
NA
B/
A&

Standards, other directives
and other rules applied by
manufacturer

E R 5 A B, REHES
ERAI

Documentation (test reports,
protocols, literature or reason
for no applicability)

MR RAR S, TR,
SCHRERANE A 2 )

Location

(TR )

PRZVEE N o FEXE PRI B IE RO R TT S0, i

e LR T IR S R I«

(a) IEIE 22 BT AT 3E ST RE T Bk B XU 5

(b) W&, RPUEARIIEM, KT HIEHERIE, &
LB I IRE ;. H

(c) RtREEE CERMPIERAS) » JFEE A
A AR AT

i 3 TP IR R A XU 75 R A P

5. In eliminating or reducing risks related to use error, the
manufacturer shall:

(a) reduce as far as possible the risks related to the
ergonomic features of the device and the environment in
which the device is intended to be used (design for patient
safety), and

(b) give consideration to the technical knowledge,
experience, education, training and use environment,
where applicable, and the medical and physical conditions
of intended users (design for lay, professional, disabled or
other users).

FEH R B A 2 A O AU I il 3 i 1«

(@) JSE PRGN AR TR 24 i S FE TN A5
R RS CEEX s 2 amiert) . PR

(b) EWEARFIN. L8, HE . EIIAGEHAEE, BT
S BT M S A i DD AR I CBEXT
FELlk by SIS E B

EN ISO 14971:2012
EN 62366-1:2015+AC:2015

Risk analysis report
XTDC/CE03-01-07

Usability Evaluation
(XTDC/CE03-01-04)
Benefit-Risk analysis report
XTDC/CE03-01-07
(XTDC/CE03-01-05)

Quality Dept.
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A/

Standards, other directives

Documentation (test reports,

BETHMZENM (MDR) X — B NA and other rules applied by protocols, literature or reason Locati
EAERK B X EH/ manufacturer for no applicability) D'Cﬁ?;;ﬁ;;ﬂl‘—])
— » » H
NER| WG 5 AR, REHRS | SUEEXA@RRE, TR,
BRI SCERERANIE F L )
The characteristics and performance of a device shall not
be adversely affected to such a degree that the health or
safety of the patient or the user and, where applicable, of
other persons are compromised during the lifetime of the
device, as indicated by the manufacturer, when the device
is subjected to the stresses which can occur during normal _
conditions of use and has been properly maintained in A EN ISO 15223-1:2016, Label (Label-XTDCO3) Quality Dept.
accordance with the manufacturer's instructions. EN 1041:2008, Instruction for use (IFU-XTDCO3)
DR BRAE L A P A5 mh S8 FH A 0 1 6 e O i s i AT i
YL ORTR, FE I I8 P 75 R 0450 FH SR P s 0 R A 12
AR B AT EEAB A R CUE D 1 R el 22 4z
FAR T o
Devices shall be designed, manufactured and packaged
in such a way that their characteristics and performance
during their intended use are not adversely affected _during EN 13795-2:2019
transport and storage, for example, through fluctuations of ISO 9073-10:2003 Product t )
temperature and humidity, taking account of the A EN ISO 22612:2005 ro ZC esé.regor S Quality Dept.
instructions and information provided by the manufacturer. ISO 22610:2018 (Appendix 6)
SR 5 S R L AR08 1 R 4 ASTM D6124-06 (2017)
15 B AT IZ Y A0t A7 H 1) Cln i 5 R BE B 30 5 ANeht
o HCPE TSI A B3I 0 PR A A s AN R
All known and foreseeable risks, and any undesirable . :
’ Risk I t
sidg-eﬁects, shall be minimised and be_ acceptable when XI-T-DS?S%/SI;S??S;
weighed against the evaluated benefits to the patient
and/or user arising from the agligued performance of the | 5 EN ISO 14971:2012 Benefit-Risk analysis report Quality Dept.

device during normal conditions of use.

55 IEH G 25 AR T s Al FUS00 1 R o K8 2 R/ A P 25 7= A 1
IEE R ACAEL, BT CORURTAT T 0 JRURSE B AT AN R R 1

XTDC/CE03-01-07
(XTDC/CE03-01-05)
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Checklist according to annex | of the Medical Device Regulation (MDR)

BHETHBMBREMN (MDR) & — K
EAXAEBERBRER

A/
NA
B/
A&

Standards, other directives
and other rules applied by
manufacturer

E R 5 A B, REHES
ERAI

Documentation (test reports,
protocols, literature or reason
for no applicability)

MR RAR S, TR,
SCHRERANE A 2 )

Location

(TR )

B/ METF P HIE T4 T Y

For the devices referred to in Annex XVI, the general
safety requirements set out in Sections 1 and 8 shall be
understood to mean that the device, when used under the
conditions and for the purposes intended, does not
present a risk at all or presents a risk that is no more than
the maximum acceptable risk related to the product's use
which is consistent with a high level of protection for the
safety and health of persons.

X AE B 3 XVIE B8 B, 83 7 R A AR A 207 H 2
bk, RIFRSr TARAESS 1 FIEE 8 T RE A 2 R,
BIAE T8 AR 1 T U0 A T s P A S A5 HE B
ARAT RS B AN 57 i A P A 5 (8 e K AT 432 52 X
Bz, SXAF AT ORBRN 53 2 2 A R SR U — B

N.A

The device does not apply for
Annex XVI of MDR, the device
intended use classification is
clear.

CHAPER Il REQUIREMENTS REGARDING DESIGN AND MANUFACTURE

BETHRIA = BB R

10.

Chemical, physical and biological properties {t.22. A4 ¥ 2248

10.1

Devices shall be designed and manufactured.in such a
way as to ensure that the characteristics and performance
requirements referred to in Chapter | are fulfilled.

EN 13795-3:2006,
ISO 10993-1:2018, ISO

Product test reports (Appendix

Particular attention shall be paid to: A 10993-5:2009, 6) Quiality Dept.
NN RN e SR e . ISO 10993-10:2010,
AR BT R AR = B M B IR A A 56 | 3 R BT (R P A
REZR. FEAIER:
(a) the choice of materials and substances used, EN 13795-3:2006, Product test reports (Appendix
A ISO 10993-1:2018, ISO 6) Quiality Dept.

particularly as regards toxicity and, where relevant,
flammability;

10993-5:2009,
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A/

Standards, other directives

Documentation (test reports,

BETHMZENM (MDR) X — B NA and other rules applied by protocols, literature or reason Locati
EAERK B X EH/ manufacturer for no applicability) D'Cﬁ?;;ﬁ;;ﬂl‘—])
— » » H
NER| WG 5 AR, REHRS | SUEEXA@RRE, TR,
BRI SCERERANIE F L )
{5 FHUPPRL R R (R, R R PR A SR ME I D) 1S 10993-10:2010,
(b) the compatibility between the materials and
substances used and biological tissues, cells and body _
fluids, taking account of the intended purpose of the IS(E)I\I1(1)S£51_BZS?g6ISO Product test reports (Appendix
device and, where relevant, absorption, distribution, | A i ’ 6 Quiality Dept.
metabolism and excretion; 10993-5:2009, : e
: ISO 10993-10:2010,
P AR 50 5 A A 23, Al S A ) R AR 25, &
5 8 BN A SR IR 231 B R A AN
(c) the compatibility between the different parts of a )N
device which consists of more than one implantable part; The device is used
e . e i N o foke 4 N.A independently and no
AEIRAS [F) B 2 (B A, AR 2 A G2 Sdhnected parts
s
(d) the impact of processes on material properties; IS(E)N1 Sgggizg?gﬂso Product test reports (Appendix
A ; ’ 6) Quality Dept.
TR A B RE 20 10993-5:2009,
ISO 10993-10:2010,
(e) where appropriate, the results of biophysical or _
modelling research the validity of which has been IS(E)N1 83;25{?’23?(;650 Product test reports (Appendix
d trated beforehand; R ' i
emonstrated before ?n A 10993-5:2000, 6) Quality Dept.
&M, AV B B B TS R A R C RS LE ISO 10993-10:2010,
5
(f) the mechanical properties of the materials used,
reflecting, where appropriate, matters such as strength, EN 13795-2:2019 ,
ductility, fracture resistance, wear resistance and fatigue A 1ISO 9073-10:2003 Product test reg)orts (Appendix Quality Dept

resistance;

P e FAPRHIAUPE BE  7E38E S 1500 T SOBRIE W55 . SE
PEL HUTRNE L i B AT 952 577 56 P88 48 [ 2 5

EN ISO 22612:2005
ISO 22610:2018
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A/

Standards, other directives

Documentation (test reports,

BETHMZENM (MDR) X — B NA and other rules applied by protocols, literature or reason Locati
EAERK T & EH/ manufacturer for no applicability) D'Cﬁ?;;ﬁ;;ﬂl‘—])
— » » H
NER| WG 5 AR, REHRS | SUEEXA@RRE, TR,
BRI SCERERANIE F L )
_ EN 13795-2:2019, .
(g) surface properties; and A ISO 10993-1:2018, IS0 | " roduct test feg)oﬂs (Appendix Qualty Deot
LT 10993-5:2009, v Uept
ISO 10993-10:2010,
(h) the confirmation that the device meets any defined II\ES,EI) 19%77%5;%22%1)% Product test reports (Appendix
chemical and/or physical specifications. o i
" pnysi peciticati \ A EN ISO 22612:2005 6) Quality Dept.
B 2% DG A AT AT S A S R/ B 5K ISO 22610:2018
10.2 Devices shall be designed, manufactured and packaged
in such a way as to minimise the risk posed by
contaminants and residues to patients, taking account of
the intended purpose of the device, and to the persons . _
involved in the transport, storage and use of the devices. Risk analysis report
Particular attention shall be paid to tissues exposed to _ XTDC/CE03-01-07
those contaminants and residues and to the duration and | A EN ISO 14971:2012, , ) Quality Dept.
frequency of exposure. ISO 13485:2016 Design and Manufacturing
Control
AP BL T L A AN S AT R A5 G AN B BE et B (XTDC/CE03-01-02)
IR R, R 2 RS B S UM H i A K& S S s
B AP A RN D2 o 20 2 e T I e e
B B 2R L) e 2 B I 1) S5 40
10.3 Devices shall be designed and manufactured in such a
way that they can be used safely with the materials and
substances_, includ_in_g gases, with yvhich thgy enter into Risk analysis report
contact during their intended use; if the devices are XTDC/CE03-01-07
intended to administer medicinal products they shall be EN ISO 14971:2012, )
A Quality Dept.

designed and manufactured in such a way as to be
compatible with the medicinal products concerned in
accordance with the provisions and restrictions governing
those medicinal products and that the performance of both
the medicinal products and of the devices is maintained in
accordance with their respective indications and intended

ISO 13485:2016

Design and Manufacturing
Control
(XTDC/CE03-01-02)
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AT A N AR A R 22 4 5 AT R I (LA
A R, BTN, XEMRAYR = 548
Pl s S RCTIUNI T8 BT 7 i, AR PR S R T
77 ity R 25 R PR A1 U HL o AR A a8 A5 HL RE 0% 55 A DR A =
I AR I N AR HAH L AR 7= A B F g e 7 D27
72 i MR VR BE -

10.4

Substances Y5

104.1

Design and manufacture of devices #&# [ i+ A4 =

Devices shall be designed and manufactured in such a
way as to reduce as far as possible the risks posed by
substances or particles, including wear debris,
degradation products and processing residues, that may
be released from the device.

Devices, or those parts thereof or those materials used
therein that:

PR B TH AN i N AT E B FR o BORRE (R B
o gt = W AN L B ) 36 RSP IR, T S SR s RS mT
AE B &I

TP AR B A AR

EN ISO 14971:2012,
ISO 13485:2016

Risk analysis report
XTDC/CE03-01-07

Design and Manufacturing
Control
(XTDC/CE03-01-02)

Quality Dept.

— are invasive and come into direct contact with the
human body,

HAERAMN, JF5 NEEHEE, 5L

N.A

The device is non-invasive
device

— (re)administer medicines, body liquids or other
substances, including gases, to/from the body, or

N.A

The device doesn’t administer
medicines, body liquids or
other substances
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CEHD AR, RSN BRI
5

— transport or store such medicines, body fluids or
substances, including gases, to be (re)administered to the
body,

BB R CFD NMAMEIZZGY) . s (s
R

shall only contain the following substances in a
concentration that is above 0,1 % weight by weight (w/w)
where justified pursuant to Section 10.4.2:

TEMREEE 10.4.2 HT AT G ERVEWRAERT, RAE SR & T
0.1%E E LI L N -

(a) substances which are carcinogenic, mutagenic or
toxic to reproduction (‘CMR’), of category 1A or 1B, in
accordance with Part 3 of Annex VI to Regulation (EC) No
1272/2008 of the European Parliament and of the Council,
or

1A B 1B KA B0, BRA AT R E(CMR) VI, 4K
BRI 2 AR 3 20 5 1272/2008 SVE LR 3% VI 55 3 34y
FWr, =

N.A

The device does not includes
these substances

(b) substances having endocrine-disrupting properties for
which there is scientific evidence of probable serious
effects to human health and which are identified either in
accordance with the procedure set out in Article 59 of
Regulation (EC) No 1907/2006 of the European
Parliament and of the Council (2) or, once a delegated act
has been adopted by the Commission pursuant to the first
subparagraph of Article 5(3) of Regulation (EU) No
528/2012 of the European Parliament and the Council (3),

N.A

The device does not includes
these substances
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in accordance with the criteria that are relevant to human
health amongst the criteria established therein.

A RFEAUE IS UE AT B N (g R I 1™ =5 5200 1R B AT N 23
WP BT P, AR W 2> FI B 22 55 1907/2006 =
R 59 SFHERE N, B 22 5L e R AR R 3L 2 A 3
HEH 528/2012 SVEMD B 5 (3) & —BUBREULAE
o, AR AEIIE 2 5 N A B A O HE IR 5

10.4.2

Justification regarding the presence of CMR and/or
endocrine-disrupting substances.

The justification for the presence of such substances shall
be based upon:

(a) an analysis and estimation of potential patient or user
exposure to the substance;

(b) an analysis of possible alternative substances,
materials or designs, including, where available,
information about independent research, peer-reviewed
studies, scientific opinions from relevant scientific
committees and an analysis of the availability of such
alternatives;

(c) argumentation as to why possible substance and/ or
material substitutes, if available, or design changes, if
feasible, are inappropriate in relation to maintaining the
functionality, performance and the benefit-risk ratios of the
product; including taking into account if the intended use
of such devices includes treatment of children or treatment
of pregnant or breastfeeding women or treatment of other
patient groups considered particularly vulnerable to such

N.A

The device does not includes
these substances
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substances and/or materials; and

(d) where applicable and available, the latest relevant

scientific committee guidelines in accordance with

Sections 10.4.3. and 10.4.4.

FTAFAE CMR HI/BA 70 B, A7 AR 2R BT

iz PE S A

(a) XIIEAE B B ] 2 B T2 5T A U HEAT 20 A A
I 5

(b) XATREHI AR BT AR BB BT I 06, (FERT
WD AHEA RMILHEFL . FISEVFE AT IT . AR R
SR E WG R, LA X e B A AT R
s

(c) WIERT AR BURI/ AT RLE AL (N ) B TH AR B
ANl A7) AN H 447~ i Th R PR RE AR 25 - XU L
P4 o5 DR 5 /B 2 2 K G 2 P T FH o e 7 B L
TBYY, BRI B LA R, SO HAbRs 2 2 32 3
WS SR A 5 e ) B AR R 9T

(d) fniE AR RS, B TARYESS 10.4.3 *5 A0 10.4.4. 745
JE B BCHTAH R IR 22 L o dia i

10.4.3

Guidelines on phthalates For the purposes of Section
10.4., the Commission shall, as soon as possible and by
26 May 2018, provide the relevant scientific committee
with a mandate to prepare guidelines that shall be ready
before 26 May 2020. The mandate for the committee shall
encompass at least a benefit-risk assessment of the
presence of phthalates which belong to either of the
groups of substances referred to in points (a) and (b) of
Section 10.4.1. The benefit-risk assessment shall take into

N.A

The device does not includes
these substances
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account the intended purpose and context of the use of
the device, as well as any available alternative substances
and alternative materials, designs or medical treatments.
When deemed appropriate on the basis of the latest
scientific evidence, but at least every five years, the
guidelines shall be updated.

2R IR E AL H 45

FIRFNZ R EE10.495 1 B ), 22 R MR R IF
1201845 H 26 [ [i] #H R B2 2 51 2 e AT 5%

DA EFE RS, Hi%48 R M. 7E2020445 H 26 H i 4

BT o 22 5123 AR 55 28 /0 WAL 35 X &I 2K — FH IR I

AFAE R a RS DAy, HG A @028 — F IR ) 158
1041754 (a) A (b)Y H BT AR Y i 4 (1
FEAT—2H o I R VEAf N 2% & & i, T FH B4R

Yo A AR BT E R/ ER 2510 vR 97 458 FH ) T

H BT . BEORARYE OB B IR A e il 2

(7, fEN Dk LA BB — IR AR R

10.4.4

Guidelines on other CMR and endocrine-disrupting
substances Subsequently, the Commission shall mandate
the relevant scientific committee to prepare guidelines as
referred to in Section 10.4.3. also for other substances
referred to in points (a) and (b) of Section 10.4.1., where
appropriate.

H'& CMR MA 73 W I 5 (K145 7
BEJE, 2R NRATA KRR B A% AR

107.4. 3 AR I E SR, toA510.4.175 55 (a)
(o) Hh T AT IR i HoAh P ) 2 FE 7 o
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10.4.5

Labelling

Where devices, parts thereof or materials used therein as
referred to in Section 10.4.1. contain substances referred
to in points (a) or (b) of Section 10.4.1. in a concentration
above 0,1 % weight by weight (w/w), the presence of
those substances shall be labelled on the device itself
and/or on the packaging for each unit or, where
appropriate, on the sales packaging, with the list of such
substances. If the intended use of such devices includes
treatment of children or treatment of pregnant or
breastfeeding women or treatment of other patient groups
considered particularly vulnerable to such substances
and/or materials, information on residual risks for those
patient groups and, if applicable, on appropriate
precautionary measures shall be given in the instructions
for use.

PR2E

HZIREE10.4 AT TR IR, 35 st B F ) 2
il FLEBAEEURRE, A ER10.4.17 IR AR
FERT-0.1%EE LLIIY R, W NLAE S AR B A/
AT BEL,  GEARD) EHECR L
RSB AR TS A . 5 LR e Y TN
&, WAJLEIGST, BAAEEEILIO LT, 5
XN RE A 5 52 2 LS SR SR AR S i (1
il BB REARIIGIT, WISC T I L A AR AR
WL CUniE DD PP HE At 2, YR AR A i

N.A

The device does not includes
these substances
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BOETE R O WX NA | andother e spledby | protcos Heraire e | ocaon
EFXERBAER wA/ e e (SCHARERIT)
NER| WG 5 AR, REHRS | SUEEXA@RRE, TR,
BRI SCERERANIE F L )
B .
10.5 Devices shall be designed and manufactured in such a
way as to reduce as far as possible the risks posed by the
unintentional ingress of substances into the device taking R)’(I_T_Iganag&s riport
into account the device and the nature of the environment . C/CE03-01-07
. RN A EN ISO 14971:2012, Quality Dept
in which it is intended to be used. ISO 13485:2016 Design and Manufacturing yoept.
Control
WA R PR DR VISP
T3 s ) RS, I LI 8 81 sl A G U8 FH A 5 42k
J5 o
10.6 Devices shall be designed and manufactured in such a
way as to reduce as far as possible the risks linked to the
size and the properties of particles which are or can be
released into the patient's or user's body, unless they Risk analysis report
come into contact with intact skin only. Special attention XTDC/CE03-01-07
, . A EN ISO 14971:2012, Quality Dept
shall be given to nanomaterials. ISO 13485:2016 Design and Manufacturing y Dept.
s . . N \ Control
o [ T BE IR/ 5 R R~ R e ¢
AR B RIS 51T b 5 U8RI AR (XTDC/CE03-01-02)
DRV, B3 Sl T e RO fich 28] ) A2 58 e 1 2 B, 75 03K BB 0K
ST BRSO S B RN . AR SR
K
11. Infection and microbial contamination &%t & 5 E¥y5 e
11.1 Devices and their manufacturing processes shall be ??Eg?ggg'; (r)(:pg;t
i i i EN 13795-3:2006 s
designed in such a way as to eliminate or to reduce as far ,
A EN ISO 14971:2012, Quality Dept.

as possible the risk of infection to patients, users and,
where applicable, other persons. The design shall:

ISO 13485:2016

Design and Manufacturing
Control
(XTDC/CE03-01-02)
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(a) reduce as far as possible and appropriate the risks
from unintended cuts and pricks, such as needle stick
injuries,

(b) allow easy and safe handling,

(c) reduce as far as possible any microbial leakage from
the device and/or microbial exposure during use, and

(d) prevent microbial contamination of the device or its
content such as specimens or fluids.

SR PROMI )3 1R A BT SR AT RET B B e /L
FHA GERID) HARNRI AR . BTt

(@) I BEND R BRSO R AR G
(DAY kR R

(b) fE 4,

(c) JRT BERAEAG A A 1 Bl A Wy e A/ s A P 3o
FErR I E Y 2 R

(d) Bkt &2y (IR sR
D BN G

Product test reports (Appendix
6)

11.2

Where necessary devices shall be designed to facilitate
their safe cleaning, disinfection, and/or re-sterilisation.

OB, BRSBTS TREAT A R AR
KA o

N.A

The device is non sterile device
for single use, no disinfection
or sterilization for use.

11.3

Devices labelled as having a specific microbial state shall

N.A

The device does not have
specific microbial.
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be designed, manufactured and packaged to ensure that
they remain in that state when placed on the market and
remain so under the transport and storage conditions
specified by the manufacturer.

SRS B TE o BAT R R A PR 1 S A AT B g AR
3, DA RAEBOEI T I, S AR )3 7 HLE IS S A it A7
FAET, AR IE OREF B

11.4

Devices delivered in a sterile state shall be designed,
manufactured and packaged in accordance with
appropriate procedures, to ensure that they are sterile
when placed on the market and that, unless the packaging
which is intended to maintain their sterile condition is
damaged, they remain sterile, under the transport and
storage conditions specified by the manufacturer, until that
packaging is opened at the point of use. It shall be
ensured that the integrity of that packaging is clearly
evident to the final user.

SR P R, W AE TR Tz s St AT it
EAERE, DI IRIEBOR BT I, B AE HiG R 48 € 138 4
AUEAF 26T, SIRAE ORI PR, BRARR AR ILE R
B CRE BB, hORFFER, B2 RO
TAEF H AT AT R o 33K 1 i N A P e 2456 ) & mTYS i mT
HTETE A I SE HE

N.A

The device is non sterile device
for single use, no disinfection
or sterilization for use.

11.5

Devices labelled as sterile shall be processed,
manufactured, packaged and, sterilised by means of
appropriate, validated methods.

N.A

The device is non sterile device
for single use, no disinfection
or sterilization for use.
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E 2|§ E SR ﬁ ﬁ % iﬁ_ﬁﬁ/ manu a_cturer or no ?pp [[or=]e]} Ity) (J'Cﬁ:ﬁ)iﬁl%[il‘])
NER| WG 5 AR, REHRS | SUEEXA@RRE, TR,
BRI SCERERANIE F L )
R IE Y ) e B UE B AR R | i BRI K B AR il
11.6 Devices intended to be sterilised shall be manufactured
and packaged in appropriate and controlled conditions The device is non sterile device
and facilities. N.A for single use, no disinfection
9K 0 B8 S SR P 24 LT 2% AL 6 A ) i A or sterilization for use:
(SR
1.7 Packaging systems for non-sterile devices shall maintain
the integrity and cleanliness of the product and, where the
devices are to be sterilised prior to use, minimise the risk
of .mlcroblal.contamlnatlon; the packaging sy.s.tem. shall be The device is non sterile device
suitable taking account of the method of sterilisation NA for single use, no disinfection
indicated by the manufacturer. or sterilization for use.
A a IRAE A FH AT KBTI T B8 A ik ) B 3% AR e AR KR 7 il
(e BEAPEANTE S L, DU S DI E s e s ks, @
& AR G NI 27 R A 7 A E KT T
11.8 The labelling of the device shall distinguish between
identical or similar devices placed on the market in both a
sterile and a non-sterile condition additional to the symbol EN ISO 15223-1:2016, Label (Label-XTDCO3) i
used to indicate that devices are sterile. N-A EN 1041:2008, Instruction for use (IFU-XTDCO3) Quality Dept.
AR IR BT A KT TR AR RS 4, R R] X T
[ BRI ABA 28 ik ) 2K 8 A R IR S
12 Devices incorporating a substance considered to be a medicinal product and devices that are composed of substances or of combinations of

substances that are absorbed by or locally dispersed in the human body.
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BEBWAREL VIR EIEN, K N BERR S BHEAEN &_E 590 R B 5 240 & #4 BT 234

121

In the case of devices referred to in the first subparagraph
of Article 1(8), the quality, safety and usefulness of the
substance which, if used separately, would be considered
to be a medicinal product within the meaning of point (2) of
Article 1 of Directive 2001/83/EC, shall be verified by
analogy with the methods specified in Annex | to Directive
2001/83/EC, as required by the applicable conformity
assessment procedure under this Regulation.

X T A 1(8) AR — T B TIR MBI, & B,
T 2 A PEATAT F IR A o /2 756 5 2001/83/EC 5
FRA 1 2%(2) RIBR 2= i, U R 42 B AR R Hh & F I
HHEVHE AR RE, 525 2001/83/EC S84 |
BT € 7 VAR A 7 VR HEAT B0 E

N.A

The device does not include
these materials.

12.2

Devices that are composed of substances or of
combinations of substances that are intended to be
introduced into the human body, and that are absorbed by
or locally dispersed in the human body shall comply,
where applicable and in a manner limited to the aspects
not covered by this Regulation, with the relevant
requirements laid down in Annex | to Directive 2001/83/EC
for the evaluation of absorption, distribution, metabolism,
excretion, local tolerance, toxicity, interaction with other
devices, medicinal products or other substances and
potential for adverse reactions, as required by the
applicable conformity assessment procedure under this
Regulation.

TR BN, DR e AR o S 46 A4 L K4
JREC S S A R B, N, GERTI) JF32 IR T4

N.A

The device does not include
these materials.
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M55 2001/83/EC S5zt | o RLE AR G ZR AR
i T T I AR OG EER A  H AT Y (B 4 5 PR DA
MR, KR S BRI HEME, R Z . B,
HHABRI I B2 2577 bl R A SRR L, B
B LE AT VP A

13.

Devices incorporating materials of biological origin & 43 IEH Bl 5 23

13.1

For devices manufactured utilising derivatives of tissues
or cells of human origin which are non-viable or are
rendered non-viable covered by this Regulation in
accordance with point (g) of Article 1(6), the following shall
apply:

(a) donation, procurement and testing of the tissues and
cells shall be done in accordance with Directive
2004/23/EC;

(b) processing, preservation and any other handling of
those tissues and cells or their derivatives shall be carried
out so as to provide safety for patients, users and, where
applicable, other persons. In particular, safety with regard
to viruses and other transmissible agents shall be
addressed by appropriate methods of sourcing and by
implementation of validated methods of elimination or
inactivation in the course of the manufacturing process;

(c) the traceability system for those devices shall be
complementary and compatible with the traceability and
data protection requirements laid down in Directive
2004/23/EC and in Directive 2002/98/EC.

XA P ARV A 5 ) AR P B B AR A N
B G R A B, ARAE 2R 1(6)7k(g) L, TEHIBA R

N.A

The device does not include
these materials.
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FHE «

(a) T Bt 72 0 N ZE ORI 4T P8 8 1A SR A
MR 4 55 2004/23/EC 5154 5 M.

(b) R AR Le2H 2320 B B AT AR kAT AL R L ORAF AT AT
FoAbsAE, Mfioh s, AR, GERRD HAbA 5
PRptee AR . FRilie, NOEE YRS, DUk
ST ) A P St 4R 6 P Y R B R A T VR AL B
L5955 TR RN AL YL DR - 22 A PR AR DG I 1) 7

(c) IXLLISMIK AT IB WA RS 5 2004/23/EC S8 FIEE
2002/98/EC 5484 BT #IL e 1] IR 14 FHH0HE O 4P B oK &
HANIAHHEZ o

13.2

For devices manufactured utilising tissues or cells of
animal origin, or their derivatives, which are non-viable or
rendered non-viable the following shall apply:

(a) where feasible taking into account the animal species,
tissues and cells of animal origin, or their derivatives, shall
originate from animals that have been subjected to
veterinary controls that are adapted to the intended use of
the tissues. Information on the geographical origin of the
animals shall be retained by manufacturers;

(b) sourcing, processing, preservation, testing and
handling of tissues, cells and substances of animal origin,
or their derivatives, shall be carried out so as to provide
safety for patients, users and, where applicable, other
persons. In particular safety with regard to viruses and
other ftransmissible agents shall be addressed by
implementation of validated methods of elimination or viral
inactivation in the course of the manufacturing process,

N.A

The device does not include
these materials.
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except when the use of such methods would lead to
unacceptable degradation compromising the clinical
benefit of the device;

(c) in the case of devices manufactured utilising tissues or
cells of animal origin, or their derivatives, as referred to in
Regulation (EU) No 722/2012 the particular requirements
laid down in that Regulation shall apply.

Xt A8 AR A P AR VE MRS U 4 2R B i, AT AR

oI i) s b, MO LA HE |

(2) FERMTHIGOLS, HIERIZhR, ShIE4 20
BHATAENIROR B C2 2 S B, Bd & T4 4T
FEFI BN . H i e OR B S BRI 2.

(b) NZREXENYDIRAL . ALY s AT A, IR ik
ATREEEL ORAF . MKANERAE, T Al & A
NG CAniE R SO 2 A ORbs. 5 % T 2 A
AR R 71 22 4k, NIEAERIGE R, Stk
TIE (499 B B0 253 K 7 2R A vk, BAR LRI E
BN EAZ B, BUE S IR R 2 AL

(c) TEAE I Zh A AU ) 2 23 sl 0 i B 97 A A ) 3 1) 0
U5 722/2012 SEMPTIR, RO R E FRr )
ER.

133

For devices manufactured utilising non-viable biological
substances other than those referred to in Sections 13.1
and 13.2, the processing, preservation, testing and
handling of those substances shall be carried out so as to
provide safety for patients, users and, where applicable,
other persons, including in the waste disposal chain. In

N.A

The device does not include
these materials.
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particular, safety with regard to viruses and other
transmissible agents shall be addressed by appropriate
methods of sourcing and by implementation of validated
methods of elimination or inactivation in the course of the
manufacturing process.

X AR AR S YRR B G R AR5 131 AN
13.2 TR RIS, RO R LB HEAT I T ORAF
MEMALRE, DMEyEE . HZE AN CE i) $24t
AN, AARRKIRYIC . R, OS2 )RR
Tiid s PO e A 7 e R v S it 0 56 IE AV R B O A
599 53 A% SR 1 22 A VAR 5C (14 )

14.

Construction of devices and interaction with their environment 22#EH3E & E 53 E 2 @ KFH

HEH

14.1

If the device is intended for use in combination with other
devices or equipment the whole combination, including
the connection system shall be safe and shall not impair
the specified performance of the devices. Any restrictions
on use applying to such combinations shall be indicated
on the label and/or in the instructions for use. Connections
which the user has to handle, such as fluid, gas transfer,
electrical or mechanical coupling, shall be designed and
constructed in such a way as to minimise all possible
risks, such as misconnection.

AR IUE 5 Hofh de e s % — RS S H], L AURIEREA
ARG (WIEEZE RS BAT %A, RN AG A AR
TRAETERE . LIS G5 K0 B A 5 P R At SR £ o 25 A e A
P45 AR B o B DU Bl b BT A T RE A0 XUz CAneade 42
(77 BT R 1 3 e AL PR IEFAT, Bl <
(ZSThe SN SRR 4 R R E

N.A

The device is used
independently and no
connected parts
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14.2

Devices shall be designed and manufactured in such a
way as to remove or reduce as far as possible:

(a) the risk of injury, in connection with their physical
features, including the volume/pressure ratio, dimensional
and where appropriate ergonomic features;

JS2R A& 24 75 2 v A g a4, ify O S AT e e e i el b
PLR N7

(a) SamYERFIEAT R0 RS, B AR T L
RGP MBI AAE (gD

N.A

The device is SMS materials
device

(b) risks connected with reasonably foreseeable external
influences or environmental conditions, such as magnetic
fields, external electrical and electromagnetic effects,
electrostatic discharge, radiation associated with
diagnostic or therapeutic procedures, pressure, humidity,
temperature, variations in pressure and acceleration or
radio signal interferences;

5T BT A4 A0 RS2 M SO 2 AR DG O XU, 1)
yv AN I LN i RO . 2T R YT I AR AR
U INESYA N1 SN Y5 AN E A s R A 1A S 1B e A ek
RN

N.A

The device is SMS materials
device

(c) the risks associated with the use of the device when it
comes into contact with materials, liquids, and
substances, including gases, to which it is exposed during
normal conditions of use;

A AE AR ORI KBS, 2 L b AR LR AN i
I, AL LA LR 2 T B e A 1) A

EN ISO 14971:2012,
ISO 13485:2016

Risk analysis report
XTDC/CE03-01-07

Design and Manufacturing
Control
(XTDC/CE03-01-02)

Quality Dept.

(d) the risks associated with the possible negative

N.A

The device is SMS materials
device
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EAERK B X EH/ manufacturer for no applicability) D'Cﬁ?;;ﬁ;;ﬂl‘—])
— » » H
NER| WG 5 AR, REHRS | SUEEXA@RRE, TR,

BRI SCERERANIE F L )
interaction between software and the IT environment
within which it operates and interacts;
S BN IT AL 8] AT B8 O TAE FAH S B9 XU, @A
FE1Z IT I EE A BRAEFIAH BAEH]
(e) the risks of accidental ingress of substances into the Risk analysis report
device; XTDC/CE03-01-07

o EN ISO 14971:2012, .
WG A MHE N AR AU A ISO 13485:2016 Design and Manufacturing Quality Dept.
Control
(XTDC/CE03-01-02)
(f) the risks of reciprocal interference with other devices
normally used in the investigations or for the treatment
given; and NA The device is used
. . \ o ’ ind dentl
TERFGE R I F R4 T3 7 M0, 5 30 A B AT B NI e
P B XU 5
(g) risks arising where maintenance or calibration are not Risk analysis report
possible (as with implants), from ageing of materials used XTDC/CE03-01-07
or loss of accuracy of any measuring or control A EN ISO 14971:2012, Design and Manufacturing Quality Dent
mechanism. ISO 13485:2016 Control yoept
358 R AT PS RS Qe N o o AN R et I (XTDC/CE03-01-02)
FEERE R IATI LA B I A NTRIRD 8k producttestreports (Appendix
143 Devices shall be designed and manufactured in such a
way as to minimise the risks of fire or explosion during
normal use and in single fault condition. Particular
attention shall be paid to devices the intended use of
N.A The device is not active device

which includes exposure to or use in association with
flammable or explosive substances or substances which
could cause combustion.

WO ZBUE 24 I BTN ) 3 A, DR A L 8 A 80 I R B — i
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B A T R K R B AR o R ) B T S
FLTUY i 045 B B T B 53 M 5 MR D) S BT 5 A SR
18 A A

14.4

Devices shall be designed and manufactured in such a
way that adjustment, calibration, and maintenance can be
done safely and effectively.

o D BE T AN ) 3 B TR 7T 22 4 B RO BE T R R
HEAN LS

N.A

The device does not need
adjustment, calibration, and
maintenance

14.5

Devices that are intended to be operated together with
other devices or products shall be designed and
manufactured in such a way that the interoperability and
compatibility are reliable and safe.

P T 5 At 2508 it B [ 458 A1 1) S 8L T AR 1] d ML 1
ORI EE PEAT ek T 5 H 22 4

N.A

The device is used
independently

14.6

Any measurement, monitoring or display scale shall be
designed and manufactured in line with ergonomic
principles, taking account of the intended purpose, users
and the environmental conditions in which the devices are
intended to be used.

AR e N AR TR 2 Ji B R T AN I A T B M e
e PR ISR, LB BB TUY A& . 2 B
Lo BT FH BT AR (A5 254

N.A

The device does not have
measuring, monitoring
function

14.7

Devices shall be designed and manufactured in such a
way as to facilitate their safe disposal and the safe
disposal of related waste substances by the user, patient
or other person. To that end, manufacturers shall identify
and test procedures and measures as a result of which

EN ISO 15223-1:2016,
EN 1041:2008,

Label (Label-XTDCO03)
Instruction for use (IFU-XTDCO03)

Quality Dept.
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their devices can be safely disposed after use. Such
procedures shall be described in the instructions for use.

Sz DL STy A B g ae i, DME T . BE
oAt N 22 G Ak B3SO /B R IR . ik, il i e ST
FEFHMRRE 7 A M, MBS R % At E . X
SRR P AR B R 2

15.

Devices with a diagnostic or measuring function B2 W80 E Th A B 25k

15.1

Diagnostic devices and devices with a measuring function,
shall be designed and manufactured in such a way as to
provide sufficient accuracy, precision and stability for their
intended purpose, based on appropriate scientific and
technical methods. The limits of accuracy shall be
indicated by the manufacturer.

Jo2 VA T5 3BT AN il 38 LA 0 5 T B (72 W e SR 2
JSEAR HE 21 R 2 AR 7R H T FH e die fit 2 8 o
FARE S R REAAR E P o YHER P2 90 TRl L o 3o 7 4 7

N.A

The device does not have
measuring, diagnosing
function

15.2

The measurements made by devices with a measuring
function shall be expressed in legal units conforming to
the provisions of Council Directive 80/181/EEC.

FA W D RE 0 23 AT IF B UL & i S LR s O B AT
FHLH 25 80/181/EEC 5484 5% T 54 D6 I & L2 1
FAALTEA DA R SR BR 55 71/354/EEC S8 AT -

N.A

The device does not have
measuring, diagnosing
function

16.

Protection against radiation &5 B4
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16.1

General

(a) Devices shall be designed, manufactured and
packaged in such a way that exposure of patients, users
and other persons to radiation is reduced as far as
possible, and in a manner that is compatible with the
intended purpose, whilst not restricting the application of
appropriate specified levels for therapeutic and diagnostic
purposes.

WAGE B IE M AR, B IRAETIUE g PR &
Pl b oof G B AN AN DI AR G, HAEVRT NS
R R AN R 2 & 2R A 57 B BEAT PR A -

N.A

The device does not create
radiation

(b) The operating instructions for devices emitting
hazardous or potentially hazardous radiation shall contain
detailed information as to the nature of the emitted
radiation, the means of protecting the patient and the user,
and on ways of avoiding misuse and of reducing the risks
inherent to installation as far as possible and appropriate.
Information regarding the acceptance and performance
testing, the acceptance criteria, and the maintenance
procedure shall also be specified.

R A T BT E S SR A PO o B 58 1 N 5 5 T
SHRSSVERT PRI BB AR B ik, DA S ik AR
A REAE 2 kb 22 A AR O VEAR (S B o Bk, IE AR E
AREORK: . VERE WIS L S OhRIE LA R 4B OR IR R P 1A
K

it o

N.A

The device does not create
radiation
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16.2

Intended radiation i A% it

(a) Where devices are designed to emit hazardous, or
potentially hazardous, levels of ionizing and/or non-
ionizing radiation necessary for a specific medical purpose
the benefit of which is considered to outweigh the risks
inherent to the emission, it shall be possible for the user to
control the emissions. Such devices shall be designed
and manufactured to ensure reproducibility of relevant
variable parameters within an acceptable tolerance.

o e DU SE BRSS9 H ARV T AN T A A A e T B A
FEFE KT AR i B AR Y, JF B — v
AR S A A FR DR, U P s BT AV A o SR
AL T 11 36 ML DR 5% T A8 2 MU W] 252 4 22 TRl Y
(1 P B

N.A

The device does not create
radiation

(b) Where devices are intended to emit hazardous, or
potentially hazardous, ionizing and/or non-ionizing
radiation, they shall be fitted, where possible, with visual
displays and/or audible warnings of such emissions.

2 T RS i B L S R A P R L A
I, LR AT R 2235 I S T R S 7 5 A B i A

=
o

N.A

The device does not create
radiation

16.3

Devices shall be designed and manufactured in such a way
that exposure of patients, users and other persons to the
emission of unintended, stray or scattered radiation is
reduced as far as possible. Where possible and appropriate,
methods shall be selected which reduce the exposure to
radiation of patients, users and other persons who may be
affected.

N.A

The device does not create
radiation
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SR FH 3 24 07 AT RIS e, A DRSS AT RE R IR
il AR N OB 2 AR T T84 S B R A 2R R
FERRENUE R OL N, MR B A ATe]
RESZ AR (1 H AN (8 S 28 5 U7 1

16.4

lonising radiation H 248 5f

(a) Devices intended to emit ionizing radiation shall be
designed and manufactured taking into account the
requirements of the Directive 2013/59/Euratom laying
down basic safety standards for protection against the
dangers arising from exposure to ionising radiation.

(b) Devices intended to emit ionising radiation shall be
designed and manufactured in such a way as to ensure
that, where possible, taking into account the intended use,
the quantity, geometry and quality of the radiation emitted
can be varied and controlled, and, if possible, monitored
during treatment.

(a) BT R v A S P B ) T T R e i R B
2013/59/Euratom ‘554 B R, Ha e 7B d T
T T B AR S AR G I I B A e A kR

(b) BAER S BRI Y SR B A i R O (]
E) 58 BT LE VR IA) AR AN AN CAnmT gD il
PR ARSI B & . BoE . JUATRARAUE

N.A

The device does not create
radiation

(c) Devices emitting ionising radiation intended for
diagnostic radiology shall be designed and manufactured
in such a way as to achieve an image and/or output quality
that are appropriate to the intended medical purpose
whilst minimising radiation exposure of the patient and
user.

N.A

The device does not create
radiation
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(d) Devices that emit ionising radiation and are intended
for therapeutic radiology shall be designed and
manufactured in such a way as to enable reliable
monitoring and control of the delivered dose, the beam
type, energy and, where appropriate, the quality of
radiation.

(c) HRRIE TS M SIUE T BUN BR2E2 W, N
SR 2 7 B A& S0 ORI A IO R T
FH 3 ) 65 3 B GOR el HE i, R RS i/ R
ARG FH & R AR

(d) =R E T IFHUE T U B iR i A i, TSR &
277 VTR 36 w7 O T S N2 o) 8 s S 71
B R ARE R RS R (WERD S

17. Electronic programmable systems — devices that incorporate electronic programmable systems and software that are devices in themselves
ARERTRA—ATURERTRENSIME £ S 5 EFHA R
17.1 Devices that incorporate electronic programmable

systems, including software, or software that are devices
in themselves, shall be designed to ensure repeatability,
reliability and performance in line with their intended use.
In the event of a single fault condition, appropriate means
shall be adopted to eliminate or reduce as far as possible
consequent risks or impairment of performance.

WEGEE T RS R FSMEsE B 5 o8
B, HARTE ROAR Y L T P g g R S T R Ak L FT AR
APERE . FER—HUBEAEPE T, BORIUE 2 T B LU AT BETH bR
B AR IR T I3 RS B E B 5

N.A

The device is not active
device without software
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17.2

For devices that incorporate software or for software that
are devices in themselves, the software shall be
developed and manufactured in accordance with the state
of the art taking into account the principles of development
life cycle, risk management, including information security,
verification and validation.

B AL A B AR B B O SRR ARSI BOR
TERANEIE AT, [R5 BT A 2 i o S B LR e 2
AARE B2 4. JERA.

N.A

The device is not active
device without software

17.3

Software referred to in this Section that is intended to be
used in combination with mobile computing platforms shall
be designed and manufactured taking into account the
specific features of the mobile platform (e.g. size and
contrast ratio of the screen) and the external factors
related to their use (varying environment as regards level
of light or noise).

A BRI T SRS SUF 4 A SRR
BI% B AT B ARRFE (i, SRR IR L)
JS BRI R, WLk
)

N.A

The device is not active
device without software

17.4

Manufacturers shall set out minimum requirements
concerning hardware, IT networks characteristics and IT
security measures, including protection against
unauthorised access, necessary to run the software as
intended.

136 P R E AT AR 1T SRR 1T 22 4 e 1Y) e IR
TR, BIERT AR ) WO AT P e E AR AT

N.A

The device is not active
device without software

18.

Active devices and devices connected to them & JESMF15HIEB KB
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BOETE R O WX NA | andother e spledby | protcos Heraire e | ocaon
EAERKE X B/ SN A (SCHAEIRIB )
NER| WG 5 AR, REHRS | SUEEXA@RRE, TR,
BRI SCERERANIE F L )
18.1 For non-implantable active devices, in the event of a
single fault condition, appropriate means shall be adopted Quality Dept.
to eliminate or reduce as far as possible consequent risks. | \ o | The device is not active
X F AR UH IR, 75 LB — B, BORIUE device without software
2 3 TS T R T o B e o A R UGS
18.2 Devices where the safety of the patient depends on an
internal power supply shall be equipped with a means of
determining the state of the power supply and an Quality Dept.
appropriate warning or indication for when the capacity of
the power supply becomes critical. If necessary, such K- .
warning or indication shall be given prior to the power N.A The_ dewpe I not active
: o device without software
supply becoming critical.
2R 22 PRI T A S LRI 5 O R A R TS 4 PR S
RS I TB, JF H s A Tl S I o 26 2 3
FEHIR A AR A FUE B, SO 2 B S B R
18.3 Devices where the safety of the patient depends on an
external power supply shall include an alarm system to
signal any power failure. NA The device is not active Quality Dept.
B AT A, BB ST — MR R device without software
F T a7 AT AT B B
18.4 Devices intended to monitor one or more clinical
parameters of a patient shall be equipped with appropriate
alarm systems to alert the user of situations which could
lead to death or severe deterioration of the patient's state The device is not active )
of health. N-A | device without software Quality Dept.
A ae CHUE T MR ) — DN AN IR RS H, SR8 A
Bo s G4 B R 48, T IRAEE ST S BUS S AL T B R
A EBA R E S B e .
Devices shall be designed and manufactured in such a :
18.5 J N.A" | The device is not active Quality Dept.

way as to reduce as far as possible the risks of creating
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WESBMIER GO0 BR BN | ey | e |
EXERBRER wA/ SN D (CHAERERT)
NER| WG 5 AR, REHRS | SUEEXA@RRE, TR,
BRI SCERERANIE F L )

electromagnetic interference which could impair the device without software
operation of the device in question or other devices or
equipment in the intended environment.
s B BT R 3 S AT A PR AL AR F R R KU, A%
SR RH SRR 2 (8 FH AT T HAth Sk BB £ 1 #R A

18.6 Devices shall be designed and manufactured in such a
way as to provide a level of intrinsic immunity to _
electromagnetic interference such that is adequate to The device is not active Quality Dept.
enable them to operate as intended. N-A | Jevice without software
A BT AR 3 N B 3t 78 A2 BT R RE TR SR S K
8 HL R DA bkt TR B A

18.7 Devices shall be designed and manufactured in such a
way as to avoid, as far as possible, the risk of accidental _
electric shocks to the patient, user or any other person, Quality Dept.
both during normal use of the device and in the event of a o )
single fault condition in the device, provided the device is | N.A | 1€ device is not active
installed and maintained as indicated by the manufacturer. device without software
A BT AN 3 NS AT B R G L A S A ) AR
B R BRSO R R BB A R A AT A N R A e
JEE, (H T $E A2 A 0% R 3 P R s 22 R AN ORI

18.8 Devices shall be designed and manufactured. in such a
way as to protect, as far as possible, against unauthorised
access that could hamper the device from functioning as NA The device is not active Quality Dept.
intended. ' device without software
AR BT AN 3 N AT B R AP S K R 2 4L VT ], A
TR MICIEIEF 81T .

19. Particular requirements for active implantable devices 7 &1\ 238 47 FE Z R

19.1 Active implantgble devices shall be designed arl1dl _ The device is not active
manufactured in such a way as to remove or minimize as | N-A | jouice without software
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far as possible:

(a) risks connected with the use of energy sources with
particular reference, where electricity is used, to
insulation, leakage currents and overheating of the
devices,

(b) risks connected with medical treatment, in particular
those resulting from the use of defibrillators or high-
frequency surgical equipment, and

(c) risks which may arise where maintenance and
calibration are impossible, including: — excessive
increase of leakage currents, — ageing of the materials
used, — excess heat generated by the device, —
decreased accuracy of any measuring or control
mechanism.

RS G 2477 2% B A A T S0,

BT i G S

(@) HURASE 220k, 5 ARSI, e ol
1, BB IR RN R

(b) SRS K 1 SRR, A5 21 P R 002 B UM R
S A AR

() TEANATREHE A7 e AR HERS T A FILE KU 9

SRR R,
P F AL 4L
S0 A 3 B,

)2 s e LA A 2 PRI

19.2

Active implantable devices shall be designed and
manufactured in such a way as to ensure

— if applicable, the compatibility of the devices with the

N.A

The device is not active
device without software
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substances they are intended to administer, and
— the reliability of the source of energy.

AR T RN S BT A 3 L R
- WmER, AR T R AR
- RER A TT FEVE -

19.3

Active implantable devices and, if appropriate, their
component parts shall be identifiable to allow any
necessary measure to be taken following the discovery of
a potential risk in connection with the devices or their
component parts.

AVE PTG CAni& ) &R BRI, BUE 5e
VR R I E ik 2H RS0 20 A DR PR TS 8 XU, 22 5 SR U
] 0 2 ) i T

N.A

The device is not active
device without software

194

Active implantable devices shall bear a code by which
they and their manufacturer can be unequivocally
identified (particularly with regard to the type of device and
its year of manufacture); it shall be possible to read this
code, if necessary, without the need for a surgical
operation.
AU AN IS B T T B VR B R L3 e £ A
CREE R T el BB ARG R ) A7 e B, N AT 32K
A, AT E TSR

N.A

The device is not active
device without software

20.

Protection against mechanical and thermal risks HLERAT # X6 B5 37

20.1

Devices shall be designed and manufactured in such a
way as to protect patients and users against mechanical
risks connected with, for example, resistance to
movement, instability and moving parts.

ISR FH 3 24 75 e v A S A, 0 DR 17 1 R AN 2

N.A

The device is non-woven
materials device
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52 SHURHEA SR OB UMARS:, Biltn. 1azhfH 7). A vk ek
BE A

20.2

Devices shall be designed and manufactured in such a
way as to reduce to the lowest possible level the risks
arising from vibration generated by the devices, taking
account of technical progress and of the means available
for limiting vibrations, particularly at source, unless the
vibrations are part of the specified performance.

JS2 R P AE 24 75 v v A i s A, it DRSS B PR R 25 iR 50
SRR AR, I B8 A et B T B IRzl Ot
HIRBVRAL)  BRARIRSD & ME PERE — B 70 -

N.A

The device is non-woven
materials device

20.3

Devices shall be designed and manufactured in such a
way as to reduce to the lowest possible level the risks
arising from the noise emitted, taking account of technical
progress and of the means available to reduce noise,
particularly at source, unless the noise emitted is part of
the specified performance.
VSR FH I 24 J7 AN v ANt 20, i ORI R e 5 R
M= A B RS 7K, 5725 B8R F Se R R AN T Bk /D g 5
CCHME B IEAL ) BRARX PR 5 2 € PE e Hh AL 7

N.A

The device is non-woven
materials device

20.4

Terminals and connectors to the electricity, gas or
hydraulic and pneumatic energy supplies which the user
or other person has to handle, shall be designed and
constructed in such a way as to minimise all possible
risks.

5 I A N ARV SRR B i T AU WU B3 RE
SR I AUEIR A, SR AT IE 24 7 e T A I 2R
S AR, A ORI PR AT A8 7 U o

N.A

The device is non-woven
materials device
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20.5

Errors likely to be made when fitting or refitting certain
parts which could be a source of risk shall be made
impossible by the design and construction of such parts
or, failing this, by information given on the parts
themselves and/or their housings.

The same information shall be given on moving parts
and/or their housings where the direction of movement
needs to be known in order to avoid a risk.

272 A B R e BE G I T RE L IR R R A R RE B X
SRSk, HESRARE B BT AR 3 N e 4l G i KU, 25
TESEIL, ) MOE I AR A B AN e A

2 ERNIE RS BN 7 e LAEE G RS, A R A5 B NLAE
I B FR AR AN B A 58 U

N.A

The device is non-woven
materials device

20.6

Accessible parts of devices (excluding the parts or areas
intended to supply heat or reach given temperatures) and
their surroundings shall not attain potentially dangerous
temperatures under normal conditions of use.

FEIEW 2R AE T, AP AT Al AR A CA AR LI A EiiiA
P25 2 TR AOFRAF B IX 380 K FL ] BT figh S A AN b 3 i
JSE S AL P

N.A

The device is non-woven
materials device

21.

Protection against the risks posed to the patient or user by devices supplying energy or substances

T AR e BB B AL A B R IR S

211

Devices for supplying the patient with energy or
substances shall be designed and constructed in such a
way that the amount to be delivered can be set and
maintained accurately enough to ensure the safety of the
patient and of the user.

EN ISO 14971:2012,
ISO 13485:2016

Risk analysis report
XTDC/CE03-01-07

Design and Manufacturing
Control
(XTDC/CE03-01-02)

Quality Dept.
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e CUE HI T8 - e re s ot R lad 24 75 sik
THAI IS Stk B ORBEREMER LI B AN AERF s &, T 2
PAGRAIE £ MM 2 1 22 4

21.2

Devices shall be fitted with the means of preventing and/or
indicating any inadequacies in the amount of energy
delivered or substances delivered which could pose a
danger. Devices shall incorporate suitable means to
prevent, as far as possible, the accidental release of
dangerous levels of energy or substances from an energy
and/or substance source.

DR E 5 917 L M B S s T 7 AR S ) RE B R
HE 7 HATEATA L o BP0 AR BUE 2 F B, IR T BE
b 75 L Fe o A5 2% ) REVR B 5T AN RE U 2/ B0 Jo SR v i

N.A

The device does not output
danger substance

21.3

The function of the controls and indicators shall be clearly
specified on the devices. Where a device bears
instructions required for its operation or indicates
operating or adjustment parameters by means of a visual
system, such information shall be understandable to the
user and, as appropriate, the patient.

PR 25 G 7R 4% D) e 20 W i sV W A A b o o A iR 11t
A B Bl — AN T R G s B A B RS R, A
PRUERE I MG (&) 5 T B s 2.

N.A

The device is not active device

22.

Protection against the risks posed by medical devices intended by the manufacturer for use by lay persons

7 L1 3 R U P T 3R 2 M N 52 8 P B R T A BT i BT P

221

Devices for use by lay persons shall be designed and
manufactured in such a way that they perform

EN ISO 14971:2012,
EN 62366-1:2015+AC:2015

Risk analysis report
XTDC/CE03-01-07

Quality Dept.
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appropriately for their intended purpose taking into
account the skills and the means available to lay persons
and the influence resulting from variation that can be
reasonably anticipated in the lay person's technique and
environment. The information and instructions provided by
the manufacturer shall be easy for the lay person to
understand and apply.

EH 1 L b 525 P ) s ) 18 R 1 2 oz e L 3 - 90
Mg, Hrr 82 T E b A\ 2 RS R s LR FE AR
NN G BB AR IR rh 5 BT 2 e B o 3 R 4R
CEERSIIN )7 o BN U NIARZ S VAL

Usability Evaluation
(XTDC/CE03-01-04)

22.2

Devices for use by lay persons shall be designed and
manufactured in such a way as to:

— ensure that the device can be used safely and
accurately by the intended user at all stages of the
procedure, if necessary after appropriate training and/or
information,

— reduce, as far as possible and appropriate, the risk
from unintended cuts and pricks such as needle stick
injuries, and

— reduce as far as possible the risk of error by the
intended user in the handling of the device and, if
applicable, in the interpretation of the results.

FH =1 L b N B35 P ) s G ) 15 T R 1 6
- HOR E AL 2 AR 2 I SR A B L 3RAS IS BT A
FORYT B 2 h HAERR T80 AN

- AT e I R A T U E R R A R XU, 1)
RS A0

- JSATREIEAD UL B AR A B DL K (Ini&E ) fE4S

EN ISO 14971:2012,
EN 62366-1:2015+AC:2015
ISO 13485:2016

Risk analysis report
XTDC/CE03-01-07

Usability Evaluation
(XTDC/CE03-01-04)
Design and Manufacturing
Control
(XTDC/CE03-01-02)

Quality Dept.
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SR R OB R AU

22.3

Devices for use by lay persons shall, where appropriate,
include a procedure by which the lay person: — can verify
that, at the time of use, the device will perform as intended
by the manufacturer, and — if applicable, is warned if the
device has failed to provide a valid result.

HI AR L A A F i bk (il 2D R AL 4% AR Lk N A
hpkEs
- FEAE PTG, 736 IR 2 PRS2 6 1 3 7o 1 A5 P T A
IFH.
- WIE 2, A OR RER A A 4R, Mk & T

EN ISO 15223-1:2016,
EN 1041:2008,

Label (Label-XTDCO03)
Instruction for use (IFU-XTDCO03)

Quality Dept.

CHAPER Illl REQUIREMENTS REGARDING THE INFORMATION SUPPLIED WITH THE DEVICE

B RAREEMHE B R

23.

Label and instructions for use RZA{EFH LR

23.1

General requirements regarding the information supplied
by the manufacturer

Each device shall be accompanied by the information
needed to identify the device and its manufacturer, and by
any safety and performance information relevant to the
user, or any other person, as appropriate. Such
information may appear on the device itself, on the
packaging or in the instructions for use, and shall, if the
manufacturer has a website, be made available and kept
up to date on the website, taking into account the
following:

)32 7R e 4R A4S 2K — AR
e MONSE PR A TR ) 45 B EL il 3 i I G 1A S

EN ISO 15223-1:2016,
EN 1041:2008,

Label (Label-XTDCO03)
Instruction for use (IFU-XTDCO03)

Quality Dept.
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IR 22 4 S PR RE AR B AR 1A 45 18 I+ B LA

No BESEAE B AT RE HOLAE Ao iloA B . e b o fi
RNV R L A S cllb ek o e ) v o sl 7
BIFREFER R E R, FREEE TR

(a) The medium, format, content, legibility, and
location of the label and instructions for use
shall be appropriate to the particular device, its
intended purpose and the technical knowledge,
experience, education or training of the
intended user(s). In particular, instructions for
use shall be written in terms readily understood
by the intended user and, where appropriate,
supplemented with drawings and diagrams.

PREEAE BRI BT K30 N iGN
WA TRE A FLIUYE AR U R R
Wy gk, AEEEI. JoHGE, U DL
B A SEMNES#ES, JFHAAESN, (TR
AR .

EN ISO 15223-1:2016,
EN 1041:2008,

Label (Label-XTDCO03)
Instruction for use (IFU-XTDCO03)

Quality Dept.

(b) The information required on the label shall
be provided on the device itself. If this is not
practicable or appropriate, some or all of the
information may appear on the packaging for
each unit, and/or on the packaging of multiple
devices.

b LT I L BB B LA, £
FTERE S, WS R AT £ T S 7 4%
flyL e 1R/ A B L2 1

EN ISO 15223-1:2016,
EN 1041:2008,

Label (Label-XTDCO03)
Instruction for use (IFU-XTDCO03)

Quality Dept.
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(c) Labels shall be provided in a
human-readable format and may be
supplemented by machine-readable
information, such as radio-frequency
identification (‘RFID’) or bar codes.

PREE N DA ST 3 R SRR A, I alIE LA wT A
Bl g (“RFID™ 8T KA 7T .

EN ISO 15223-1:2016

Label (Label-XTDCO3)

Quality Dept.

(d) Instructions for use shall be provided
together with devices. By way of exception,
instructions for use shall not be required for
class | and class lla devices if such devices
can be used safely without any such
instructions and unless otherwise provided for
elsewhere in this Section.

8 F DB S B — B . BISME T X T 1 A lla
FRATI, A AETC A R A5 S T T [ ] 2 4
B WIE T M B . BRARAT Hofhdth 7 7 A7
FLE -

EN 1041:2008,

Instruction for use (IFU-XTDCO03)

Quality Dept.

(e) Where multiple devices are supplied to a
single user and/or location, a single copy of the
instructions for use may be provided if so
agreed by the purchaser who in any case may
request further copies to be provided free of
charge.

2 [ FANE P B R R 2 AN SRR, S [
K, TSRO E AU A AN EUAS, (B S AEAE AT
DU AT R e SR AR A A .

EN 1041:2008,

Instruction for use (IFU-XTDCO03)

Quality Dept.
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(f) Instructions for use may be provided to the
user in non-paper format (e.g. electronic) to the
extent, and only under the conditions, set out in
Regulation (EU) No 207/2012 or in any
subsequent implementing rules adopted
pursuant to this Regulation.

A R A 55207/201 25 7 A AR H A HLd i
AR J STt R FH R E PR 2%, R 1) Ao P 5 3
HEARZRBIR A0 (B, gD A .

EN 1041:2008,

Instruction for use (IFU-XTDCO03)

Quality Dept.

(g) Residual risks which are required to be
communicated to the user and/or other person
shall be included as limitations,
contra-indications, precautions or warnings in
the information supplied by the manufacturer.

i AT 45 o 3 A b N PR 380 % IR I A 475 4 DA )
T Fr IR AUE S AR SRR T B A

EN 1041:2008,

Instruction for use (IFU-XTDCO03)

Quality Dept.

(h) Where appropriate, the information
supplied by the manufacturer shall take the
form of internationally recognised symbols. Any
symbol or identification colour used shall
conform to the harmonised standards or CS. In
areas for which no harmonised standards or
CS exist, the symbols and colours shall be
described in the documentation supplied with
the device.

gy, g R R A RS SRR E PR A AR S T .
i P AL AT A5 SR A B BLAT & AR HEEL CS. R
PrABREER CS, 155 A€ 8L 15 B 2 B ] 2% B A1 14 5

EN ISO 15223-1:2016,
EN 1041:2008,

Label (Label-XTDCO03)
Instruction for use (IFU-XTDCO03)

Quality Dept.
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(SR

23.2

Information on the label #r%%_F 1115 &,

The label shall bear all of the following
particulars:

PREE A ZP0E WY THI 4 S 300«

EN ISO 15223-1:2016

Label (Label-XTDCO03)

Quality Dept.

(a) the name or trade name of the device;

AR ) A4 PR ESR i A R

EN ISO 15223-1:2016

Label (Label-XTDCO03)

Quality Dept.

(b) the details strictly necessary for a user to
identify the device, the contents of the
packaging and, where it is not obvious for the
user, the intended purpose of the device;

A8 AR ST 0 7 I TEARE B B A DUR T
A5 FH 5 AN T S 1 5 B YT P 38 5

EN ISO 15223-1:2016

Label (Label-XTDCO03)

Quality Dept.

(c) the name, registered trade name or

registered trade mark of the manufacturer and

the address of its registered place of business;

A P AR A4 PR s T P B M PR S A L M M
bR

EN ISO 15223-1:2016

Label (Label-XTDCO03)

Quality Dept.

(d) if the manufacturer has its registered place
of business outside the Union, the name of the
authorised representative and address of the
registered place of business of the authorised
representative;

BRI 1k A0 AR IR E et il G )
I AE R B DA HE M et 5D

EN ISO 15223-1:2016

Label (Label-XTDCO3)

Quality Dept.
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(e) where applicable, an indication that the
device contains or incorporates:

— a medicinal substance, including a human
blood or plasma derivative, or

— tissues or cells, or their derivatives, of
human origin, or

— tissues or cells of animal origin, or their
derivatives, as referred to in Regulation (EU)
No 722/2012;

g, SME S BCRH RS E R

— 23, E4E N SR AT A ek

— NI S s e s AT A el

— SR B R B AT A, WnsR 722/2012 5ik
MPTIE -

N.A

The device does not contain
these substance or materials

(f) where applicable, information labelled in
accordance with Section 10.4.5,;

WiE, RS RN A 5510457 HUE

N.A

The device does not includes
these substances

(g) the lot number or the serial number of the
device preceded by the words LOT NUMBER

or SERIAL NUMBER or an equivalent symbol,

as appropriate;

#L5 BAT A 1 1 LOT NUMBER 5k SERIAL
NUMBER [ ## (1) 57 41 5 B RS (i D

EN ISO 15223-1:2016

Label (Label-XTDCO3)

Quality Dept.

(h) the UDI carrier referred to in Article 27(4)
and Part C of Annex VII;

HRAEEE 27 (4) 56 A1 HE % VI 28 C #8735 UDI;

EN ISO 15223-1:2016

Label (Label-XTDCO03)

Quality Dept.
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(i) an unambiguous indication of t the time limit
for using or implanting the device safely,
expressed at least in terms of year and month,
where this is relevant;

Wt s ] 2 A P BN S IS TR PR 1], /D3RR
N5 Z AR IEEAR R 47

N.A

The device does not need
these indication

(i) where there is no indication of the date until
when it may be used safely, the date of
manufacture. This date of manufacture may be
included as part of the lot number or serial
number, provided the date is clearly
identifiable;

ARARYI e E I, W BIHE H . 35 H
AT B2 b A = B R (S | = W5 2 7 Rt R i S0

EN ISO 15223-1:2016

Label (Label-XTDCO3)

Quality Dept.

(k) an indication of any special storage and/or
handling condition that applies;

L P A AR A R A R/ AL B 26 A5

EN ISO 15223-1:2016

Label (Label-XTDCO3)

Quality Dept.

() if the device is supplied sterile, an indication
of its sterile state and the sterilisation method;

A LLE B 77 AR AL Ak, B RIAR 7R H S RDIRS K T 77
%

The device is non-sterile

device

(m) warnings or precautions to be taken that
need to be brought to the immediate attention
of the user of the device, and to any other
person. This information may be kept to a
minimum in which case more detailed
information shall appear in the instructions for

EN ISO 15223-1:2016

Label (Label-XTDCO3)

Quality Dept.

Page 80 of 150




Checklist according to annex | of the Medical Device Regulation (MDR)

BHETHBMBREMN (MDR) & — K
EAXAEBERBRER

A/
NA
B/
A&

Standards, other directives
and other rules applied by
manufacturer

E R 5 A B, REHES
ERAI

Documentation (test reports,
protocols, literature or reason
for no applicability)

MR RAR S, TR,
SCHRERANE A 2 )

Location

(TR )

use, taking into account the intended users;

e BT R 5] s A A AR AT A AR REER
B E TR B T 1 i . %45 B RFr /N B, RIS
BUF, SEELHIAE B R EEA U T, Rl R
T s

(n) if the device is intended for single use, an
indication of that fact. A manufacturer's
indication of single use shall be consistent
across the Union;

A BT — MR, AR . i R
— RNEAE P FR - AR BN W A PR — 2L

EN ISO 15223-1:2016

Label (Label-XTDCO3)

Quality Dept.

(o) if the device is a single-use device that has

been reprocessed, an indication of that fact,

the number of reprocessing cycles already

performed, and any limitation as regards the

number of reprocessing cycles;

o O CHEAT FEAC B ) — VR 2, SRtz sk
IFE7RME B CPAT 1 F AL BEAE PR B DA K ok TR A B
R BT AR B 1)

N.A

The device is only for single
use, no reprocessed allowed

(p) if the device is custom-made, the words
‘custom-made device’;

Ao RO RE 0, OB A T s

N.A

The device is not customized
device

(q) an indication that the device is a medical
device. If the device is intended for clinical
investigation only, the words ‘exclusively for
clinical investigation’;

TR, W THRRES ORI 8. A AN

N.A

The device is not for clinical
investigation use.
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AUCHIE F T IR T, 2R B AR WE 722 s

(r) in the case of devices that are composed of
substances or of combinations of substances
that are intended to be introduced into the
human body via a body orifice or applied to the
skin and that are absorbed by or locally
dispersed in the human body, the overall
qualitative composition of the device and
quantitative information on the main constituent
or constituents responsible for achieving the
principal intended action;

Ao IR T AR AL ST N AR Bt 0 £ 52 JEk
b RN AN B R B AR A ) S B o 4L
B N FZALER IR B R Bl A DT s L 3 EE YR
PR 2 B Rl (R A 12 s

N.A

The device is non-invasive
device, and no substances
introduced into human body

(s) for active implantable devices, the serial

number, and for other implantable devices, the

serial number or the lot number.

T HEAT A, REEFT, X T HARTEA S
W, B ST S .

N.A

The device is not active device.

23.3

Information on the packaging which maintains the sterile
condition of a device (‘sterile packaging’) The following
particulars shall appear on the sterile packaging:

KT RFFSWICE KA ORGEE CEEERD -
PRk VAL R AN e

N.A

The device is non-sterile
device.

(a) an indication permitting the sterile packaging to be
recognised as such, &8 JCH E2ERR R,

N.A

The device is non-sterile
device.
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EAERKH B X EH/ manufacturer for no applicability) D'Cﬁ?;;ﬁ;)ﬁﬂl‘—])
— STy H
AEH| wIER T AR, KBRS | FEXH@IRRE, R,
B SCHERERANIE F 2 )
(b) a declaration that the device is in a sterile condition, 7 | N.A | The device is non-sterile
BZ S T B RS, device.
(c) the method of sterilisation, K% /7%, N.A | The device is non-sterile
device.
(d) the name and address of the manufacturer, N.A The_deVice is non-sterile
1) 45 725 42 R AL device.
(e) a description of the device, %*ﬂﬁﬁﬂ , N.A The device is non-sterile
device.
(f) if the device is intended for clinical investigations, the N.A | The device is non-sterile
words ‘exclusively for clinical investigations’, device and not for clinical
AR ZEMA T0E H T IR IR IT, SR BRI R 98 & 7, Investigation use
(9) if the device is custom-made, the words ‘custom-made | N-A | The device is non-sterile
device', %)@ T EHI2et, Rty H] 20", device and not customized
device.
(h) the month and year of manufacture, #ili& 7 {3 F14E4y, | N-A | The device is non-sterile
device.
(i) an unambiguous indication of the time limit for using or | N-A | The device is non-sterile
implanting the device safely expressed at least in terms of device.
year and month, and
2 A B N A B st [R] B ) ) B R RS B, RN
52 MRBIFA A A s
(j) an instruction to check the instructions for use for what | N.A The_deVice is non-sterile
to do if the sterile packaging is damaged or unintentionally device.
opened before use.
o A FH 1 B U B, BI5GB e A0 R BRAE A H BT AN /o0
191, Znfrab e,
23.4 Information in the instructions for use
The instructions for use shall contain all of the following A EN 1041:2008 Instruction for use (IFU-XTDCO3) Quality Dept.

particulars:
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141 A RER
Ao FH 0 Y N DA A PR E -

(a) the particulars referred to in points (a), (c), (e), (f), (k),
(), (n) and (r) of Section 23.2;

#2327 (a) . (o) . (e) .
(n) A (r) AR E VR E ;

M & WD,

EN 1041:2008

Instruction for use (IFU-XTDCO03)

Quality Dept.

(b) the device's intended purpose with a clear
specification of indications, contra-indications, the patient
target group or groups, and of the intended users, as
appropriate;

e B TR FH 3 FAT & NIAE  ZERRE . S H AR AN T
R & D BRI

EN 1041:2008

Instruction for use (IFU-XTDCO03)

Quality Dept.

(c) where applicable, a specification of the clinical
benefits to be expected.

IR, SR AT i PR 2l I 5

N.A

No need for the device

(d) where applicable, links to the summary of safety and
clinical performance referred to in Article 32;

WG M, PRAEIRER 32 2% 22 A il PR e o 45 %

N.A

No need for the device

(e) the performance characteristics of the device;
i) M BEARFALE »

EN 1041:2008

Instruction for use (IFU-XTDCO03)

Quality Dept.

(f) where applicable, information allowing the health care
professional to verify if the device is suitable and select
the corresponding software and accessories;

niEH, RAME B T BT IR L AL RIS 5
i, JRGEFEAE R BTN 5

EN 1041:2008

Instruction for use (IFU-XTDCO03)

Quality Dept.

(g) any residual risks, contra-indications and any
undesirable side-effects, including information to be
conveyed to the patient in this regard;

EN 1041:2008

Instruction for use (IFU-XTDCO03)

Quality Dept.
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Checklist according to annex | of the Medical Device Regulation (MDR)

BHETHBMBREMN (MDR) & — K
EAXAEBERBRER

A/
NA
B/
A&

Standards, other directives
and other rules applied by
manufacturer

E R 5 A B, REHES
ERAI

Documentation (test reports,
protocols, literature or reason
for no applicability)

MR RAR S, TR,
SCHRERANE A 2 )

Location

(TR )

FEATRI AR AR ZESAEAME AT A REIEH, B filss S
MR TRITHHIE R

(h) specifications the user requires to use the device
appropriately, e.g. if the device has a measuring function,
the degree of accuracy claimed for it;

8 FH 2838 2 A P 2R SR BTG, B, A d AT I
TIRE,  FRAH P S SR A HEAf 5

EN 1041:2008

Instruction for use (IFU-XTDCO03)

Quality Dept.

(i) details of any preparatory treatment or handling of the
device before it is ready for use or during its use, such as
sterilisation, final assembly, calibration, etc., including the
levels of disinfection required to ensure patient safety and
all available methods for achieving those levels of
disinfection;

M M 2 TS SR (i, K AR AL R
) 3911%) B8R AT 904k 0 s AR (O 070, /L 3 2 2
4 T 5 PR 3 7K1 A0 S0 I  9 25 /K1 i i 1) BT Rl R O
%

N.A

Not pre-use treatment needed

(j) any requirements for special facilities, or special
training, or particular qualifications of the device user
and/or other persons;

JIT AT R SR BTt ) A AT SR RS SR 55 1 Il A FH 28 R i
fib N HIRE SE BT

N.A

No special requirements

(k) the information needed to verify whether the device is
properly installed and is ready to perform safely and as
intended by the manufacturer, together with, where
relevant:

— details of the nature, and frequency, of preventive and
regular maintenance, and of any preparatory cleaning or
disinfection,

— identification of any consumable components and how
to replace them,

N.A

The device does not need

install
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Checklist according to annex | of the Medical Device Regulation (MDR)

BHETHBMBREMN (MDR) & — K
EAXAEBERBRER

A/
NA
B/
A&

Standards, other directives
and other rules applied by
manufacturer

E R 5 A B, REHES
ERAI

Documentation (test reports,
protocols, literature or reason
for no applicability)

MR RAR S, TR,
SCHRERANE A 2 )

Location

(TR )

— information on any necessary calibration to ensure that
the device operates properly and safely during its
intended lifetime, and

— methods for eliminating the risks encountered by
persons involved in installing, calibrating or servicing
devices;

B UIE St 7 IE A 22 2 T 15 1 25 1 22 4 D A 4% i 1t 7
BIHATIE R CERS) -

=T A0 5E JALEAR DL R AT AR T8 175 vt 57 2 AV SR AR 11
_‘ﬁééEH/f% l%\;

AR ARTIE A A AR YUNI B 70

AT s B R AEAS S, DA DR 2 b7 H T 393 75 i 301 1)
TE A 22 4 1 TAE

SHERZ 2 ROHEBAEE AR B N\ T B RS 1 7V

(1) if the device is supplied sterile, instructions in the event
of the sterile packaging being damaged or unintentionally
opened before use;

Fr pe A IOE 0 Y, W JC B 0 R AE A T R BOE
FITFHIESL S, AR

N.A

The device is non-sterile

device

(m) if the device is supplied non-sterile with the intention
that it is sterilised before use, the appropriate instructions
for sterilisation;

IRt A oS AR R Y, I H R A AT KA, N
PRI 2 (1) K TR U s

N.A

The device does not need

sterilization before use

(n) if the device is reusable, information on the appropriate
processes for allowing reuse, including cleaning,
disinfection, packaging and, where appropriate, the
validated method of re-sterilisation appropriate to the
Member State or Member States in which the device has
been placed on the market. Information shall be provided
to identify when the device should no longer be reused,

N.A

The device is for single use
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Checklist according to annex | of the Medical Device Regulation (MDR)

BHETHBMBREMN (MDR) & — K
EAXAEBERBRER

A/
NA
B/
A&

Standards, other directives
and other rules applied by
manufacturer

E R 5 A B, REHES
ERAI

Documentation (test reports,
protocols, literature or reason
for no applicability)

MR RAR S, TR,
SCHRERANE A 2 )

Location

(TR )

e.g. signs of material degradation or the maximum number
of allowable reuses;

A e MRAT EE AT A, SRt A TR 0d 2 A U R A SR AE
B, AFRER. HE. AR (&) e E i
T AR PRSI T I P A ik DR R ) R K B TV e NS R B
WU A RTINS NS R, a0, ARk R el o vr &
AL B K E

(o) an indication, if appropriate, that a device can be
reused only if it is reconditioned under the responsibility of
the manufacturer to comply with the general safety and
performance requirements;

WERFRRE B, $8R A FE GG i 1 STdE AT SR R S A
G2 S5 TEREER, T AT E AL A

N.A

The device is for single use

(p) if the device bears an indication that it is for single use,
information on known characteristics and technical factors
known to the manufacturer that could pose a risk if the
device were to be re-used. This information shall be based
on a specific section of the manufacturer's risk
management documentation, where such characteristics
and technical factors shall be addressed in detail. If in
accordance with point (d) of Section 23.1. no instructions
for use are required, this information shall be made
available to the user upon request;
AT A — R R, EE AR AR N,
T PR LN R ARF I R R DR 3R AR OGAE S8 PT R A J AU o BB A5
S T ) e PR B SR PR RE BB 4, TR i ] X L
R HE R A IR 2 25 3% BB 2R 23,1 5(d) i T8 TR AT A 456 FH 356 1A,
A5 B AHE SRR AL & .

EN 1041:2008

Instruction for use (IFU-XTDCO03)

Quality Dept.

(q) for devices intended for use together with other
devices and/or general purpose equipment:

— information to identify such devices or equipment, in

N.A

The device is for independent

use
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Checklist according to annex | of the Medical Device Regulation (MDR)

BHETHBMBREMN (MDR) & — K
EAXAEBERBRER

A/
NA
B/
A&

Standards, other directives
and other rules applied by
manufacturer

E R 5 A B, REHES
ERAI

Documentation (test reports,
protocols, literature or reason
for no applicability)

MR RAR S, TR,
SCHRERANE A 2 )

Location

(TR )

order to obtain a safe combination, and/or

— information on any known restrictions to combinations
of devices and equipment;

X B AR5 HA A5 RN/ B 52— RS A A
-EE T IRBIX L S B %, DMERS 2 e s, M/
A RN e 2 2H A AR A RN R A 45 S

(r) if the device emits radiation for medical purposes:

— detailed information as to the nature, type and where
appropriate, the intensity and distribution of the emitted
radiation,

— the means of protecting the patient, user, or other
person from unintended radiation during use of the device;
i an R VR A T T BT R i

SRT R ERITRIVERT . BIR (A& ) AN A (1
éHEHJéA%\:

-7 1E S A 2 A NS P AU 1) 52 38 R A A A
771

N.A

The device does not emit

radiation

(s) information that allows the user and/or patient to be
informed of any warnings, precautions, contra- indications,
measures to be taken and limitations of use regarding the
device. That information shall, where relevant, allow the
user to brief the patient about any warnings, precautions,
contra-indications, measures to be taken and limitations of
use regarding the device. The information shall cover,
where appropriate:

— warnings, precautions and/or measures to be taken
in the event of malfunction of the device or changes in its
performance that may affect safety,

— warnings, precautions and/or measures to be taken
as regards the exposure to reasonably foreseeable
external influences or environmental conditions, such as

EN 1041:2008

Instruction for use (IFU-XTDCO03)

Quality Dept.
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Checklist according to annex | of the Medical Device Regulation (MDR) A/ Standards, other directives Documentation (test reports,

BMEFEMREMN (MDR) W & — I NA and other rules applied by protocols, literature or reason Location
EAERKE X EH/ \ manufa::furer N for no ?p?licability) (ORI T)
RNER| FIER 5 AR, RERS | TFECH@RRE, TR,
BRI SCBRERAN TG HIE A1)

magnetic fields, external electrical and electromagnetic

effects, electrostatic discharge, radiation associated with
diagnostic or therapeutic procedures, pressure, humidity,
or temperature,

A ROV e A5 FH 2 AN/ e SRl AT e . TR it 4%
BAE S R Bl DA 5 88 SR A PR 145 08 . EARSR
TEOLT, A BB o VR4 I3 ) S8 13 P A e TR fi
Jitis ZESRE S AR I I LA K 5 s SS ROAE T PR o 145
FSYVALONERIR AR

— I R A A T S R 22 4 ) 1P AR A P PR
T8 it A AR SR B i

— T, TR Tt AN e R R TS E AT UL Y AR R
RS S O = QI 1N 77N W SUER vy AN £
HBCHE . 2 WA T I R A SR AR . R R R
;s

— warnings, precautions and/or measures to be taken
as regards the risks of interference posed by the
reasonably foreseeable presence of the device during
specific diagnostic investigations, evaluations, or
therapeutic treatment or other procedures such as The device does not have
electromagnetic interference emitted by the device N.A
affecting other equipment,

— ERFE LW T P EIG T AL BB AR (i,
52 M0 LA B0 2 (0 25 BT A HH FRT R RE T30 01D, SRR &
PHRT FNAFAE P A0 20 XU P 71 7 4 I A/
PRIEEy

these function

— if the device is intended to administer medicinal
products, tissues or cells of human or animal origin, or The device doesn’t contain
their derivatives, or biological substances, any limitations | N.A
or incompatibility in the choice of substances to be
delivered,

these substance or materials
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Checklist according to annex | of the Medical Device Regulation (MDR)

BHETHBMBREMN (MDR) & — K
EAXAEBERBRER

A/
NA
B/
A&

Standards, other directives
and other rules applied by
manufacturer

E R 5 A B, REHES
ERAI

Documentation (test reports,
protocols, literature or reason
for no applicability)

MR RAR S, TR,
SCHRERANE A 2 )

Location

(TR )

— e O] T BN BB MR AE 0 52 24 i+ 4B
AR BHAT AW, MR R A A W0 5 I 75 2% AT ] RE AT B
i BANRH B

— warnings, precautions and/or limitations related to
the medicinal substance or biological material that is
incorporated into the device as an integral part of the
device; and

— &5 B ER A Dy AR LR RS 4y 1 2 AR MDA R AR
IV TR Fi It A/ R 1 5

N.A

The device doesn’t contain

these substance or materials

— precautions related to materials incorporated into the
device that contain or consist of CMR substances or
endocrine-disrupting substances, or that could result in
sensitisation or an allergic reaction by the patient or user;

— SN CMR EEA A 7 W0 5T AT e 3 2L
B B P 2 P BB e 8 S N R R 5 4 T 4

N.A

The device doesn’t contain

these substance or materials

(t) in the case of devices that are composed of
substances or of combinations of substances that are
intended to be introduced into the human body and that
are absorbed by or locally dispersed in the human body,
warnings and precautions, where appropriate, related to
the general profile of interaction of the device and its
products of metabolism with other devices, medicinal
products and other substances as well as contra-
indications, undesirable side-effects and risks relating to
overdose;

A ARG NAR T B N AR o RS 4 HICE A P FR 420 5 B
WAL R R, T2 A S S 07 e 5 Fe At Al 24
ooty AT A2 5 1) A EL A B — SR DA R 2R s A R R A
At XURG: R A TR FE . (& D .

N.A

The device does not introduce

substance into human body

(u) in the case of implantable devices, the overall
qualitative and quantitative information on the materials

N.A

The device is not implantable

device
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Checklist according to annex | of the Medical Device Regulation (MDR)

BHETHBMBREMN (MDR) & — K
EAXAEBERBRER

A/
NA
B/
A&

Standards, other directives
and other rules applied by
manufacturer

E R 5 A B, REHES
ERAI

Documentation (test reports,
protocols, literature or reason
for no applicability)

MR RAR S, TR,
SCHRERANE A 2 )

Location

(TR )

and substances to which patients can be exposed;
XTI, A 50 B AT B FR A4 RN ot ) e A A

=Ny 3
JASREER ﬁl%\;

(v) warnings or precautions to be taken in order to
facilitate the safe disposal of the device, its accessories
and the consumables used with it, if any. This information
shall cover, where appropriate:

— infection or microbial hazards such as explants,
needles or surgical equipment contaminated with
potentially infectious substances of human origin, and

— physical hazards such as from sharps. If in
accordance with the point (d) of Section 23.1 no
instructions for use are required, this information shall be
made available to the user upon request;

o F e A PR LR S e M (i
), RERIRE A E TP A . 1205 BN B 4

—IRG B G (T, N U AR R I ) oS G
AIAME . BFERTARED

—WEREfEE (Flk BREID .

TS 23.1 T (d) AUELRICAEFI VIR, SRR R
A8 (% SRR

N.A

The device is for independent

use

(w) for devices intended for use by lay persons, the
circumstances in which the user should consult a health
care professional;

b e o | e NI AR LSO e A JR AP VAR a [V AR Y NIAT:

N.A

The device can be used by lay

person

(x) for the devices covered by this Regulation pursuant to
Article 1(2), information regarding the absence of a clinical
benefit and the risks related to use of the device;

X TG AVEANES 1(2) 2% 080 ol (A, 5% T8 = RS 7 DA
Jo B Gt A < 0 AR A7 B

N.A

The device is not these device
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Checklist according to annex | of the Medical Device Regulation (MDR)

BHETHBMBREMN (MDR) & — K
EAXAEBERBRER

A/
NA
B/
A&

Standards, other directives
and other rules applied by
manufacturer

E R 5 A B, REHES
ERAI

Documentation (test reports,
protocols, literature or reason
for no applicability)

MR RAR S, TR,
SCHRERANE A 2 )

Location

(TR )

(y) date of issue of the instructions for use or, if they have
been revised, date of issue and identifier of the latest
revision of the instructions for use;

iU BT A A H, 8 CUBAT, o A P U B 4 A A
H A AIRR IR TS

EN 1041:2008

Instruction for use (IFU-XTDCO03)

Quality Dept.

(z) a notice to the user and/or patient that any serious
incident that has occurred in relation to the device should
be reported to the manufacturer and the competent
authority of the Member State in which the user and/or
patient is established;

[F) {5 FH 3 AN/ B 3 5 L O 1 5 B MO SR (A ] 7™ S S 1Y
ST, AR 4 R BRI B B ) o 3 e A
CEIEE

EN 1041:2008

Instruction for use (IFU-XTDCO03)

Quality Dept.

(aa) information to be supplied to the patient with an
implanted device in accordance with Article 18;

MR 2R 18 [ B H R AT AR NSRS 1 5

N.A

The device is not implantable

device

(ab) for devices that incorporate electronic programmable
systems, including software, or software that are devices
in themselves, minimum requirements concerning
hardware, IT networks characteristics and IT security
measures, including protection against unauthorised
access, necessary to run the software as intended.

X A5G A HL T R SR A, S B BAR AS B A R
P, BRI 1T PLSREERT 1T 22 2 1 B2k (1
TP LRGSR TT D R T2 AT B AR i 46 ZE 1 5

N.A

The device does not include

software
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Indications for Use
Doc number: IFU-XTDCO03, Ver.1.0, effective date: 2020-05-06

Product Name: Medical isolation gown

Type: PP+PE, PP, SMS, PE

Indications For Use:

The medical device is intended to be worn by healthcare providers or visitors to
isolate themselves from patients, helps to protect the patient from the transfer of
infectious agents carried by the healthcare provider or visitor; or it may help to protect
the healthcare provider or visitor from a contagious agent which has infected the
patient. Single-use, Non-sterile.

Contraindications: Users who is allergic to PP+PE, PP, SMS, PE materials.
Specifications:

Material PP+PE, PP, SMS, PE
Model S M L
LxW (cm) 110x130 115x137 120x140
Sleeves (cm) 56 56 56
Cuff (cm) 16 16 16
Deviation (cm) +15 + 15 +15

Method of Use:

® Please choose appropriate size for yourself on reference the specification table
above mentioned;

® Check the package, do not use it if there are break, discoloration, stains;

® \Wearing Medical isolation gown: Put your hands into the sleeve and pull back
from the chest, and fasten the belt in the neck and the lower back.

® Taking off Medical isolation gown: disclose the placket, pull down the zipper to the
bottom; take off the sleeve; roll the gown from top to bottom during taking off, the
pollution side inward; finally put the Medical isolation gown into medical waste
bag;

® The Medical isolation gown is not recommended to use over 8 hours, once
damage happen during use, it shall immediately change a new one.

Limitation of use:

The product can not withstand a large amount of liquid spray

Precautions:

® The device shall be worn and taken off in defined area;

® Check the package before use, and also check the package label, production
date, expiry data, and use the device in valid shelf life;

® Use the device shall be used immediately after opening package;

® To prevent to touch outside of the device before taking off protective gloves, once
taking off, the glove shall try to contact the interior side of Medical isolation gown;
the Medical isolation gown interior side shall outward once taking off so as to
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wrap the exterior side and pollution substance inside to avoid pollution substance
contacting human body and environment. The taken off device shall be disposed
together, avoid expanding pollution during disposal process;

® The device is only for single use, repeated use is forbidden, after use, it shall
dispose it according to local regulations.

® The Medical isolation gown can not be washed, washing will impact use
performance; also, the device can not be dry washed or ironed;

® The Medical isolation gown does not conduct flame retardant test, Do not use in
case of flammability.

Product Validity: 3 years

Production date, lot number: refer to product packaging

Storage requirements:

The device should be stored in a cool, dry environment, the relative humidity under

80%, to avoid direct sunlight. Do not mix with anything toxic, harmful, smell, volatile.

Transport requirements:

Transport process should avoid the sun, rain, handling should be lightly put, is strictly

prohibited throw, impact, squeeze.

Contact info:

u XIANTAO DINGCHENG NON-WOVEN PRODUCTS CO., LTD
LIUKOU INDUSTRIAL PARK, XIANTAO CITY, HUBEI PROVINCE, CHINA

1™ ] cMC Medical Devices & Drugs S.L.
Horacio Lengo N2 18, CP 29006, Malaga, Spain
Symbol on the
c € CE mark u Manufacturer
EC | REP EU representative M D Medical device

Non-sterile UDI uDI

Ry
g Used by 7.i"'“ Avoid sunlight
.
T Keep dry ® Single use
@ Manufacture date LOT Lot number
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Label-XTDCO3, ver 1.0

1, The label sample for internal package

Medical isolation gown

Type: L c €
Specification: 10 pcs/bag

M D @ LOT XXXXXXX

UDI| xxxxxxx gxxxxxx @ XXXXXX

XIANTAO DINGCHENG NON-WOVEN PRODUCTS CO., LTD

| | |I LIUKOU INDUSTRIAL PARK, XIANTAO CITY, HUBEI PROVINCE,
CHINA

CMC Medical Devices & Drugs S.L.

Horacio Lengo N¢ 18, CP 29006, Malaga, Spain

2, The label sample for external package

Medical isolation gown

Type: L
Specification: 100 pcs/carton @ c €
STERILE
o
MD| ] LOT 7
XXXXXX XXXXXXX .
UDI E p e,
XXXXXXXXXXXXX XXXXXX ‘T‘

I XIANTAO DINGCHENG NON-WOVEN PRODUCTS CO., LTD

LIUKOU INDUSTRIAL PARK, XIANTAO CITY, HUBEI PROVINCE,
CHINA

[ =c |rer| CMC Medical Devices & Drugs S.L.
Horacio Lengo N2 18, CP 29006, Malaga, Spain
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1. Summary

This document is a risk analysis for the Medical isolation gown. All hazards and each
potential reason causing the relevant hazard have been judged in this document. This
document also estimates the degree of harm caused by all kinds of hazards and the
probability of occurrence of the hazards. If there are acceptable ways to reduce the risk,
description have been made and the remaining risk level after making the ways has been
estimated.

Result: By means of considerable ways, all risk, which may cause hazard, are reduced to an
acceptable level, and the total number of all kinds of hazards is reduced to an acceptable
level. Risk is proportional to usability.

2. Reference document
1. MDR (EU) 2017/745
2. EN 1SO14971:2012
3. Risk Analysis Plan

3. Description of the Medical isolation gown

Product name: Medical isolation gown

Intended use:

The medical device is intended to be worn by healthcare providers or visitors to isolate
themselves from patients, helps to protect the patient from the transfer of infectious agents
carried by the healthcare provider or visitor; or it may help to protect the healthcare provider
or visitor from a contagious agent which has infected the patient. Single-use, Non-sterile.
Contraindications:

Users who is allergic to PP+PE, PP, SMS, PE materials.

Specifications: PP+PE, PP, SMS, PE

Validity of Medical isolation gown: 3 years

GMDN code: 35492

UMDN code: 15037

Applied standards:

No. Standard Name of document

1 EN ISO 15223-1:2016 Medical devices - Symbols to be used with medical device labels,
labelling and information to be supplied - Part 1: General requirements

2 EN 1041:2008 Information supplied by the manufacturer of medical devices

3 EN ISO 14971:2012 Medical devices - Application of risk management to medical devices.

4 EN 13795-2:2019 Surgical clothing and drapes - Requirements and test methods -Part 2
Clean air suits

5 ISO 9073-10:2003 Surgical drapes, gowns and clean air suits for patients, clinical staff
and equipment - Part 4: Test method for linting in the dry state

6 EN ISO 22612:2005 Clothing for protection against infectious agents - Test method for
resistance to dry microbial penetration

7 ISO 22610:2018 Surgical drapes, gowns and clean air suits, used as medical devices,

for patients, clinical staff and equipment - Test method to determine
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the resistance to wet bacterial penetration

GB 19082-2009

8 EN 62366-1:2015+AC:2015 Meqical devices - Application of usability engineering to medical
devices

9 1SO 10993-1:2018 Biol9gical evaluation of medical devices -- Part 1: Evaluation and
testing
Biological evaluation of medical devices— Part 5: Tests for in vitro

10 1150 10993-5:2009 egiea evalat el cevt Y
cytotoxicity
Biological Evaluation of Medical Device-Part 10:stimulation and

1 1180 10993-10:2010 orogiear Evaial e e e
allergic reaction

12 | ASTM D4169-2016 Standard practice for performance Testing of Shipping Containers
and Systems

13 | MDCG 2019-15 Guidance notes for manufacturers of class | medical devices

14 Technical requirements for single-use protective clothing for medical

use (China)

Product performance and description:

Material PP+PE, PP, SMS, PE
Model S M L
LxW (cm) 110x130 115x137 120x140
Sleeves (cm) 56 56 56
Cuff (cm) 16 16 16
Deviation (cm) + 15 +15 + 1.5

Technical performance

ltem Technical parameters
Appearance The Medical isolation gown shall be clean, no
foreign matters, no stain.
Dimensions It shall comply the specification requirements.

Resistance to microbial
penetration - Dry

<2 Log1o (CFU)

Cleanliness - Mircrobial

< 2 Log1o (CFU/dm?)

Cleanliness - Particulate matter | < 3,5 IPM
Linting < 4,0 Log1o (lint count)
Bursting strength - Dry 2 40kPa
Tensile strength - Dry = 20N
Moisture permeability
(g/(m?.24h) = 2500
Impermeability (kPa) 21.67
Breaking force (N)
Longitudinal direction 245
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Transverse direction

Elongation at break
Longitudinal direction
Transverse direction

Water staining (class)

Vertical combustion

4) After-flame time(s)
Longitudinal direction
Transverse direction

5) Continuous flame times (s)
Longitudinal direction
Transverse direction

6) Damaged length (mm)
Longitudinal direction
Transverse direction

<200
<200

Storage conditions
The device should be stored in a cool, dry environment, the relative humidity under 80%, to
avoid direct sunlight. Do not mix with anything toxic, harmful, smell, volatile.

4. Responsible group
The group of risk analysis consists of the following person:

Name Title Responsibility Authority
Chen Peng General manager General control of Risk Approve the risk
management management plan and risk
management report.
Cheng Qin Management Risk management for Review and implement the
Representative product realization phase | risk management plan
Wang Tech & Quality Risk management for Review and implement the
Manzhen manager product realization phase | risk management plan
Du Jianmin Production & Risk management for Review and implement the
Purchasing manager | product realization phase | risk management plan
Li Dingshan | Marketing manager Risk management for Review and implement the
post-marketing risk management plan
surveillance phase
Wang Tech & Quality Prepare the Risk /
Manzhen manager analysis report
XTDC/CE03-01-07
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5. Determination list of relative risk characteristics
Questions on determinate characteristics that will influence safety of the medical instrument.

Characteristics which may affect
Product safety

If applicable, please instruct

C1. What is the intended use and how is
the medical device to be used?

The medical device is intended to be worn by healthcare
providers or visitors to isolate themselves from patients,
helps to protect the patient from the transfer of infectious
agents carried by the healthcare provider or visitor; or it
may help to protect the healthcare provider or visitor from a
contagious agent which has infected the patient.
Single-use, Non-sterile.

C2 Is the medical device intended to be
implanted?

N.A, the device is not intended to be implanted.

C3 Is the medical device intended to be in
contact with the patient or other persons?

Contact with patients directly in short term

C4 What materials or components are
utilized in the medical device or are used
with, or are in contact with, the medical
device?

PP+PE, PP, SMS, PE,

C5 Is energy delivered to or extracted from | N.A
the patient?
C6 Are substances delivered to or extracted | N.A

from the patient?

C7 Are biological materials processed by
the medical device for subsequent re-use,
transfusion or transplantation?

N.A. The device does not process biological materials.

C8 Is the medical device supplied sterile or
intended to be sterilized by the user or are
other microbiological controls applicable ?

No sterile product

C9 Is the medical device intended to be N.A
routinely cleaned or disinfected by the

user?

C10 Is the medical device intended to N.A.
modify the patient environment?

C11 Are measurements taken? N.A.
C12 Is the medical device interpretative? N.A.
C13 Is the medical device intended for use | N.A
in conjunction with other medical devices,
machines or medical technologies?

C14 Are there unwanted output of energy or | N.A

substances?

C15 Is the medical device susceptible to
environmental influences?

Pay attention to the integrality of inside-packing when
moving; Storage needs ventilation; avoid direct sunlight.

C16 Does the medical device influence the

Unreasonable disposal will impact the environment
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environment?

C17 Are there essential consumables or
accessories associated with the medical
device?

For single use

C18 Is maintenance or calibration N.A.
necessary?

C19 Does the medical device contain N.A.
software?

C20 Does the medical device have a 1year

restricted shelf-life?

C21 Are there any delayed or long term use
effects?

Long-term use cause loss of performance

C22 To what mechanical forces will the
medical device be subjected?

N.A

C23 What determine the lifetime of the
medical device?

Aging of Medical isolation gown materials

C24 Is the medical device intended for Single-use
single use?

C25 Is safe decommissioning or disposal of | N.A
the medical device necessary?

C26 Does installation or use of the medical | N.A.
device require special training or special

skills?

C27 How will information for safe use be Label
provided?

C28 Will new manufacturing processes N.A
need to be established or introduced?

C29 Is successful application of the medical N.A.
device critically dependent on human factors

such as the user interface?

C29.1 Can the user interface design features N.A
contribute to use error?

C29.2 Is the medical device used in an N.A.
environment where distractions can cause

use error?

C29.3 Does the medical device have N.A.
connecting parts or accessories?

C29.4 Does the medical device have a N.A.
control interface?

C29.5 Does the medical device display N.A.
information?

C29.6 Is the medical device controlled by a | N.A.
menu?

C29.7 Will the medical device be used by N.A.
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persons with special needs?

C29.8 Can the user interface be used to N.A

initiate user actions?

C30 Does the medical device use an alarm | N.A.

system?

C31 In what way(s) might the medical N.A

device be deliberately misused?

C32 Does the medical device hold data N.A.

critical to patient care?

C33 Is the medical device intended to be N.A

mobile or portable?

C34 Does the use of the medical device The Medical isolation gown performance based on
depend on essential performance? materials performance

6. Hazards determination
6.1 Judgment of possible hazard

There following list in annex D of EN 1SO14971:2012 to be used as auxiliary tool for
determination of potential hazards. According to definitions of this risk control, some of the
contents in following form are of hazards, while some are only causes of the risks, therefore
haven’t been analyzed as hazard or causes of the hazards.

Please pay attention to the relation between each item and the device, as well as in which
hypothetic hazard or hazard cause the factor should be taken into account.

Energy hazards and contributory
factors

Reasons

electricity

heat

mechanical force

ionizing radiation

non-ionizing radiation

electromagnetic fields

moving parts

suspended masses

failure of patient-support device

pressure(e.g. vessel rupture)

acoustic pressure

vibration

magnetic fields(e.g. MRI)

biological hazards and contributory
factors

Reasons

bio-contamination

1. The bio-burden on the product exceeds the limit
2. Imperfect sterilization cause the product
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micro-polluted
3. Pollution in packing, storage and transport

bio-incompatibility

Incompatibility between material and human body
structure.

Incorrect output

Contains foreign substance or hair

incorrect formulation (chemical |

composition)

toxicity Product material or packaging materials cause
toxicity.

allergenicity Product material or packaging materials cause

allergic reaction.

mutagenicity

teratogenicity

oncogenicity

carcinogenicity

re-and/or cross-infection

pyrogenicity

inability to maintain hygienic safety

degradation

Environmental hazards and

contributory factors

Reasons

electromagnetic fields

susceptibility to
interference

electromagnetic

emissions of
interference

electromagnetic

inadequate supply of power

inadequate supply of coolant

storage or operation outside prescribed
environmental conditions

The device degraded due to storage in hot, light or
moist place.

incompatibility with other devices with
which it is intended to be used

accidental mechanical damage

contamination due to waste products
and/or medical device disposal

Contamination because the product hasn’'t been
destroyed immediately after use

Hazards resulting from incorrect
output of energy and substances

Reasons

electricity

radiation

volume

pressure

supply of medical gases

supply of anaesthetic agents

Page 104 of 150




Hazards related to the use of the medical
device and contributory factors

Reasons

inadequate labeling

Misuse led by incorrect information

inadequate specification of accessories to be
used with the medical device

inadequate specification of pre-use checks

over-complicated instructions for use

inadequate specification of service and
maintenance

use by unskilled/untrained personnel

reasonably foreseeable misuse

insufficient warning of side effects

Misuse

led by

incorrect description or
extremely less information on the label.

inadequate warning of hazards likely with
re-use of single-use medical devices

incorrect measurement and other metrological
aspects

incompatibility with consumables/ accessories/
other medical devices

sharp edges or points

Inappropriate, inadequate or
over-complicated user interface
(man/machine communication)

Reasons

mistakes and judgement errors

lapses and cognitive recall errors

slips and blunders (mental or physical)

violation or abbreviation of instructions
procedures, etc

complex or confusing control system

ambiguous or unclear device state

ambiguous or unclear presentation of
settings,

measurements or other information

misrepresentation of results

insufficient visibility, audibility or tactility

poor mapping of controls to action, or of
displayed information to actual state

controversial modes or mappings as
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compared to existing equipment

Hazards arising from functional
failure, maintenance and ageing and
contributory factors

Reasons

Erroneous data transfer

Infection due to use of expiry date exceeded
product

lack of, or inadequate specification for
maintenance including inadequate
specification of post-maintenance
functional checks

inadequate maintenance

lack of adequate determination of the end
of life of the medical device

No specific period of validity or incorrect

stipulation of service life

loss of electrical/mechanical integrity

Packing damage, Product damage

inadequate packaging (contamination
and/or deterioration of the medical
device)

The seal of packaging is bad.

re-use and/or improper re-use

Reuse of product for single use

deterioration in function (e.g. gradual
occlusion of fluid/gas path, or change in
resistance to flow, electrical conductivity)
as a result of repeated use.

6.2. Determination on known and foreseeable hazards
Determinations of the group on relative potential hazards are as following:
H1. Bacterial infection: due to halfway sterilize or damaged packaging
H2.Unqualified Bio-compatibility cause allergic reaction, toxicosis: material or packaging

material is not medical class

H3. Baneful chemical matter included: material or packaging material is not medical class
H4. Use the Medical isolation gown on other conditions which is not its indications.

H5.Packing bags are damaged
H6. Contamination or deterioration.

H7. Products that are beyond expiry date may be used.
H8. Repeated use: incorrect use or improper guidance led by inadequate or error of labeling

or attention items
H9. Wrong specification

H10. Unqualified process control on process of materials mixing, defoaming, dipping, drying.
H11. Bad performance such as Resistance to microbial penetration, Cleanliness, Linting,

Bursting strength, Tensile strength.
H12. Unreasonable disposal.

H13. Production lot number can not be traced.

H14. Mixture of different specifications.

H15. Unqualified materials such as PP+PE, PP, SMS, PE,
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H16. Stains in the Medical isolation gown.

H17. Inadequate information provided to users.
H18. Breakage of Medical isolation gown

H19. Shipping problem

H20 Hair inside cause pollution of product

H21 Allergic reaction to users

7. Risk control

7.1 All measures

M1.Strictly control incoming materials cleanness

M2. Choose qualified packaging materials

M3.Strictly control packaging process

M4 .Perform effective packaging monitoring

M5.Monitor and measure the working environment

M®6.Strictly evaluate the supplier

M7.Select raw material and packaging materials for medical use

M8.Perform process validation on materials mixing, defoaming, dipping, drying.

M9.Strictly control production process and working environment

M10.Strictly control the incoming products quality

M11. Pay attention to products protection in transport and storage

M12. Keep warehouse ventilating and dry and clean, stow products orderly, handle with care
to guard against breakage

M13.Stack shall not be too high.

M14.Use caution in label

M15. Mention product validity in the label

M16. Strictly In-process control and finished product inspection.

M17. Strict on-site management

M18. In-process inspection of process parameters.

M19. Strictly conduct identification and traceability in production.

M20. Reasonable settlement of different materials and lot products in the warehouse.

M21. Design label and write instruction for use according to ISO standards

M22. Design appropriately the product package;

M23. In-process inspection on packaging of device.

M24 Clearly define the use indication for the product.

M25 Strictly In-process control and finished product inspection for package

M26 Choose medical class materials;

M27 Control production environment

7.2 Risk control form
7.2.1 Severity level S
1= Neglectable
2= Minor
3= Serious
4= Critical
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5=Catastrophic
7.2.2 Probability of occurrence P
1= Improbable
2= Remote
3= Occasional
4= Probable
5=Frequent
7.2.3 Cause of the risk will be marked with “C” while control measures of the risk will be marked
with “M”.
Risk control form see Appendix A.

8. Result of risk control
As showing in the following risk control form, the residual risks of each hazard/cause have
been reduced to acceptable range. It is visible that there are 21 conditions when no control
measures have been taken. While no unacceptable condition will exist after taking relevant
control measures, and the residual 21 conditions are all kept in acceptable range.

No relevant measures have been taken

Severity level

Probability of

Negligible Minor Serious Critical Catastrophic
occurrence

(S1) (S2) (S3) (S4) (S5)

Frequent (P5)

Probable (P4)

Occasional (P3)

Remote (P2)

Improbable (P1)

Relevant measures have been taken

Severity level

Probability of

Negligible Minor Serious Critical Catastrophic
occurrence

(S1) (S2) (S3) (S4) (S5)

Frequent (P5)

Probable (P4)

Occasional (P3)

Remote (P2)

Improbable (P1)

Therefore, total amount of residual individual risk may also be regarded as acceptable.

9. Requirements of MDD on risk management
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According to Annex ZA of EN ISO 14971:2012, the risk management shall consider
requirement of MDD 93/42/EEC. There are 7 points required during risk management.
Following is instruction of this risk management report on the 7 points:

9.1 Treatment of negligible risks:

In this risk management report, all negligible risk are considered and taken measure to
reduce its risk as much as possible.

9.2 Discretionary power of manufacturers as to the acceptability of risks:
In this risk management report, all acceptable risks are taken measure to reduce its risk as
much as possible.

9.3 Risk reduction "as far as possible" versus "as low as reasonably practicable"
In this risk management report, all risks are divided into only two levels: Acceptable, and
Unacceptable, the two levels all shall be taken measures to reduce its risks, no U was used.

9.4 Discretion as to whether a risk-benefit analysis needs to take place:
In this risk management report, overall risk-benefit analysis will be taken on chapter 9.
See chapter 9 of the risk management report.

9.5 Discretion as to the risk control options/measures:
In this risk management report, all control options related to general acknowledged state of
the art and the most appropriate solutions were considered during risk management.

9.6 Deviation as to the first risk control option:

During conducting risk control for the device, the company as far as possible to use design
and construction to reduce the risks.

9.7 Information of the users influencing the residual risk:

In this risk management report, instruction for use only as a auxiliary information for
operation caution, intended use, contraindication etc., not as a measure to reduce risk
additionally.

10. The evaluation of synthetic residual risk

After our company taking measures to reduce risk, unacceptable hazards have dropped to
an acceptable level of risk. After taking measures to reduce risk, no one generated new risks.
After confirmed by the panel of judges that the product’s overall residual risk is acceptable.
Detail evaluation:

1) Is there with individual risk after risk control?

Conclusion: conflicting requirements exist now.

2) Review of warning

Conclusion: No warning

3) Review of Label

Conclusion: Label meet the provision of EN ISO 15223-1, and description of product safety
is clear and understandable, easy to read.

4) Compared with similar products

Page 109 of 150



No need clinical validation.

5) Expert conclusion

Conclusion: after analyzing the above aspects, the risk management review panel made
comprehensive communication with clinical application specialists; finally they agreed on
that this product's overall residual risk is acceptable.

9. Production and post-production information

There are no customer feedback of the Medical isolation gown.

10. Conclusion

As displayed the risk analysis, all risks are under control and kept in lower part of R range or
acceptable range, safety of the medical device has been adequately stipulated, summing up
all the above, we think the risks are all under control and be acceptable. When new
documents and data are used, the new round of risk analysis shall be carried out, for
example, along with time passing, the risk may change and production process and product
structure may be change accordingly. New risk may occurs or to be determined for the first
time
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Before taking

Potential control . New | Residual risk
Category Risk Causes measures Control measures Applied standard & document risk
S P R S P R
M1 .Strictly control incoming
materials cleanness
M2. Choose qualified packaging
C1.1 Bacteria contains in the materials 1..Product Surveillance and
H1. Bacterial infection product s3|p3| U M3. Strictly control packaging Measurement Management procedure No | s3 | P1 A
C1.2 Package was broken process 2.Packaging record
’ 9 M4 .Perform effective packaging 3. Inspection report for clean room
monitoring
M&5.Monitor and measure the
. working environment
Design ,
pur;:::gse, H2.Unqualified M6.Strictly evaluate the supplier | 1.Supplier evaluation Procedures
. Biocompatibility cause C2 Products/Packing material is not M7 .Select raw materials and 2.Product Surveillance and Measurement
production . X . S3 | P3| U . y . No | S3 | P1 A
allergic reaction, medical class packing materials for medical Management procedure
toxicosis use 3.Biocompatibility reports
M8.Strictly evaluate supplier 1.Supplier evaluetlon Procedures
. . o ; 2.Product Surveillance and Measurement
H3.Baneful chemical C3 Products/Packing material is M7.Select raw materials and
. S3 | P2 A - . . Management procedure No | S3 | P1 A
matter poisonous packing materials for medical 3P Packi ial
(s .Products/Packing raw material test
report
H4. Use the Medical Misuse of the Medical isolation gown
isolation gown on other s3 | p3 | u | M24Clearly define the use Instruction for use (IFU-XTDCO3) No | S3 | P1| A
conditions which is not its indication for the product.
indications
C5.1 Packing material is unqualified M7 .Select suitable packing
H5.Packing badas are C5.2Mistake transport and storage material 1.Quality agreement with supplier
d : 9 bag S3 | P3| U | M11 Pay attention to products 2. Agreement with shipping firm. No | S3 | P1 | A
amaged o - -
protection in transport and 3. Packing raw material test report
Desian storage
rch%se C6 The seal of packaging can’'t M3.Strictly control packing
pu and ’ meet requirements process 1.Product Surveillance and Measurement
. H6.Contamination or M12 Keep warehouse ventilating | Management procedure
production deterioration S3| P31 U and dry, stow products orderly, 2. Packing validation report No | S3 | P1 A
handle with care to guard against
breakage.
H7.Deformation of C7 Improper loading during 3| P3| U M13Stack shall not be too high 1. Agreement with shipping firm No | s3 1 P11l A
products transportation M12Carton shall be made from 2. Materials requirement in technical




corrugated paper

documents

H8. Products that are
beyond expiry date may

C8 Incorrect operation of medical

M15. Mention product validity in
the label

Label of Medical isolation gown

be used. care personnel S3 | P3 M3.Strictly control packaging Packaging inspection SOP No | S3 | P1
process
H9. Wrong specification | C9.1 Wrong Medical isolation gown M16. Strictly In-process control . . o
mold used and finished product inspection 1. In-process inspection and monitoring
C9.2 W.rong packagg during the S3 | P3 M18. In-process inspection of recorgs. - No | S3 | P1
packaging process, in result, wrong rocess parameters 2. In-process parameter monitoring
specification is used during P P ) record of injecting machine
operation
H10. Unqualified -y 1. In-process inspection and monitoring
process control on M8.perfo_rm process valldatlc_)n records.
. C11.1 Wrong process parameter on materials mixing, defoaming, -
process of materials . I . 2. In-process parameter monitoring
mixing, defoamin during manufacture. dipping, dryingM record of injecting machine, ultrasonic
1Xing, . 9 C11.2 Wrong operation without S3 | P3 16. Strictly In-process control . ) 9 ’ No | S3 | P1
dipping, drying. . . . - . machine
following SOP requirement and finished product inspection. o . L
o : ¢ - 3. Validation report of materials mixing,
C11.3 Unqualified materials M18. In-process inspection of ) L .
process parameters defoaming, dipping, drying.
H11. Bad performance M6.Strictly evaluate the supplier 1. In-orocess inspection and monitorin
such as Resistance to C11.1 Wrong process parameter M10.Strictly control the incoming récorgs P 9
microbial penetration, during manufacture. products quality 2 In- r(.)cess arameter monitorin
Cleanliness, Linting, C11.2 Wrong operation without S3 | P3 M16. Strictly In-process control récorg of in'ecriin machine uItrasgnic No | S3 | P1
Bursting strength, following SOP requirement and finished product inspection. machine ) 9 ’
Tensile strength C11.3 Unqualified materials M18. In-process inspection of 3 . ials i . d
process parameters. . Incoming materials inspection records
H12. Unreasonable M14. Use catuion in label Label of Medical isolation gown
disposal. C12 No caution to users S3 | P3 M3.Strictly control packaging Packading i . gP No | S3 | P1
process ackaging inspection SO
H13 Production lot C13.1 Failure of product
number can not be identification and traceability in
traced. manufacture process. M16. Strictly In-process control 1. In-process inspection and monitoring
C13.2 Wrong package during the S3 | P3 and finished product inspection. records. No | S3 | P1
packaging process, in result, wrong M17. Strict on-site management | 2.0n-site inspection
LOT information is used during
operation
H14. Mixture of different C14.1 mixture during package M17. Strict on-site management 1. In-orocess inspection and monitorin
specifications. process. s4 | p2 M20 Reasonable settlement of récorgs P 9 No | sa | P1
C14.2 wrong settlement in the different materials and lot . .
. 2.0n-site inspection
warehouse products in the warehouse.
H15. Unqualified materials | C15.1 Unqualified materials from s4 | p2 M6.Strictly evaluate the supplier | Supplier evaluation record No | s4 | P1

such as PP+PE, PP, SMS,

supplier

M10.Strictly control the incoming

Incoming materials inspection SOP




PE,

C15.2 Unqualified incoming
materials inspection control

products quality

H16. Stains in the Medical
isolation gown

C11.1 Unqualified process control

M8.perform process validation
on materials mixing, defoaming,

dipping, drying

1. In-process inspection and monitoring
records.

2. In-process parameter monitoring
record of injecting machine, ultrasonic

during manufacture. S3 | P3 M16. Strictly In-process control machine No | S3 | P1
C11.3 Unqualified materials and finished product inspection. 3, Validation report of materials mixing
M18. In-process inspection of défoaming dipping, drying ’
process parameters. ’ ’ ’
H17. Inadequate M21. Design label and write
information provided to C16. Inac;erc];u%te information cause 33 | p3 :rés(;rtéizglsgafrc:jrsuse according to Label of Medical isolation gown No | s3 | P1
users. misuse of the device M3.Strictly control packaging Packaging inspection SOP
process
H18. Breakage of M8.perform process validation :e.(!g;g;ocess inspection and monitoring
Medical isolation gown . on materials mixing, defoaming, | , In-précess parameter monitoring
C18.1 Unqualified process control dipping, drying récord of iniecting machine. ultrasonic
during manufacture. S3 | P3 M16. Strictly In-process control machine ) 9 ’ No | S3 | P1
C18.2 Unqualified materials and finished product inspection. 3. Validati f ials mixi
M18. In-process inspection of - vall gtlon .rep.orto matenas mixing,
P P defoaming, dipping, drying
process parameters. ’ ’ )
H19. Shipping problem | ¢19.1 Unqualified package design. I\/Iriﬁ.ulgtes;%rll:pep.roprlately the 1. Package design specification
C19.2 Unqualified process control S3 | P3 p P g€, . 2. In-process inspection and monitoring No | S3 | P1
. . M23. In-process inspection on
during packaging . - records.
packaging of device.
Hazards H20 Hair inside cause M25 Strictly In-process control In-process control and finished product
identified pollution of product C20 Unqualified package process S3 [ P3 and finished product inspection ins?)ection SOP P No | S3 | P1
from PMS for package
H21 Allergic reaction to o N M26 Choose medical class Materials test reports
users C21.1 Unqualified materials; materials; Bio-compatibility report of Medical
C21.2 Unqualified environment S3 | P3 ; No | S3 | P1

control during manufacturing

M27 Control production
environment

isolation gown
Environment control SOP
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1. Design flowchart

The company implement the design of glove based on ISO 13485 section 7.3, and
applied other regulations and standards.

The design flow follows Design plan, Design input, Design output, Design review, Design
verification, Design validation, Design transfer defined in ISO 13485 section 7.3. These
design records as follows:

Design stages Design records
Design plan 6) R&D advice;
7) Product project application;
8) R&D task;
9) R&D plan);
10) R&D plan review report;
Design input 4) Design input sheet;

5) Design input accessories;
6) Risk management plan;

Design output and review | 4) Design output sheet;
5) R&D output review report;
6) Risk management report;

Design verification and | 5) Trial production report;
validation 6) Process validation plan;
7) R&D verification report;
8) R&D validation report ;

Design transfer R&D transfer report.
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2. Flowchart of manufacturing
Cutting clothing/A | Inspection . Sewing » Inspectio
" n
Foldingo

> —> Internal —_— External
package package
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Production and quality control process

® Picking: cutting workshop to warehouse to pick up fabric.
® Cutting: cut the fabric into pieces according to the pattern.
B three-wire machine: using the three-wire machine edge-cuff technology to close

the sleeve

m  Collar: Wrap the collar up with a flat machine's curving process.

B Upper Lumbar Belt: Roll 2.5 cm strips of cloth of the same color as cm garment
into a 0.6 cm~0.8 belt using a flat machine; then cut them to 171 cm#5 cm long
by the operator; Center the belt up to the clothing location, the two ends of the

location must be hit back.
® Folding:

m 1. check the shape and appearance of each garment first, then put the back of

the garment up flat and shoulder flat.

| 2. Fold sleeve inward along the sleeve, place the middle of the sleeve, and fold

the belt inward.

B 3. fold the left and right sides of the garment inward along the collar to give it a

long coat of 23 cm1 cm.

B 4. fanned the clothes up from the bottom twice.

® Packaging:
m 1. put 10 pieces of clothes in a bag.

m 2. Pack 10 bags of clothes in a box and seal the box with a seal belt.

Storage: put the products that have been packed into storage.
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Trade Mark......coocceeevieenniiiiniieenieeeend

Product Name........ccoeeveveieneeneeeeneeneane, :  Medical isolation gown
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Evaluation item particulars..............cccccooceeniiiininnenen. :

Classification of installation and use.............couu..it

Supply CONNECLION ..ovceeeereeeee e

ContexXt OF USE ...ucuvirieieiecre v

Abbreviations used in the report:
- Usability Engineering: UE - Risk analysis: RA
- User interface: Ul - Risk management: RM

- Primary operating function: POF

Possible test case verdicts:
- evaluation case does not apply to the test object.............. : N.A
- evaluation object does meet the requirement.................. : Pass (P)

- evaluation object does not meet the requirement............ : Fail (F)

General remarks:

The evaluation results presented in this report relate only to the object evaluated.
This report shall not be reproduced, except in full, without the written approval of the Issuing evaluation".

Throughout this report, a point (coma) is used as the decimal separator.

This Evaluation Report contains the general safety requirements as related to the usability of Medical Equipment.

General product information:

Product name: Medical isolation gown

Intended use: The medical device is intended to be worn by healthcare providers or visitors to isolate
themselves from patients, helps to protect the patient from the transfer of infectious agents carried by the
healthcare provider or visitor; or it may help to protect the healthcare provider or visitor from a contagious
agent which has infected the patient. Single-use, Non-sterile.




Usability Evaluation (according to EN 62366)

Page 121 of 150

Report No. :XTDC/CE03-01-04,A/0

Clause Requirement + Test Result - Remark Verdict
4 GENERAL REQUIREMENTS
4.1 General Requirements
4.1.1 USABILITY ENGINEERING PROCESS P
Has the MANUFACTURER established, documented and|In the 1SO13485 QMS, “Product P
maintained a USABILITY ENGINEERING PROCESS to provide|R&D control procedure” has
SAFETY for the PATIENT, USER and others related to UusABILITY| clarify the usability engineering
for the product? process for the product.
Does the PROCESs addressed USER INTERActions with the|The  |abel(Label-XTDCO3) and p
MEDICAL DEVICE according to the ACCOMPANYING DOCUMENT| |nstruction for use (IFU-XTDCO3)
including, but not limited to transport, storage,|fthe product fully provide these
installation, operation, maintenance, repair and information:
disposal?
4.1.2 RISK CONTROL as it relates to USER INTERFACE design
TO REDUCE USE-RELATED RISK, THE MANUFACTURER sHALL USE| Risk assessment was conducted P
ONE OR MORE OF THE FOLLOWING OPTIONS, IN THE PRIORITY LISTED| according to EN ISO 14971:2012,
(As REQUIRED BY ISO 14971:2007, 6.2): and residual risk was under
A) INHERENT SAFETY BY DESIGN; acceptable level.
B) PROTECTIVE MEASURES IN THE MEDICAL DEVICE ITSELF OR IN (Risk analysis report
THE MOAN FACT! R|NSUPRSOCESS' e XTDC/CE03-01-07
UFACTURING ; XTDC/CE03-01-07)
C) INFORMATION FOR SAFETY.
413 Information for Safety as it relates to USABILITY
INFORMATION FOR SAFETY USED As A RISK CONTROL MEASURE| Safety information was P
HAS BEEN EVALUATED ACCORDING TO THE USABILITY|considered in the risk assessment.
ENGINEERING PROCESS TO DETERMINE THAT THE| (Risk analysis report
INFORMATION XTDC/CE03-01-07
-IS PERCEIVABLE BY XTDC/CE03-01-07)
-IS UNDERSTANDABLE TO, AND
-SUPPORTS CORRECT USE orf THE MEDICAL DEVICE BY
USERS OF THE INTENDED USER PROFILES IN THE CONTEXT OF
THE INTENDED USE ENVIRONMEN
Disregarding such information for SAFETY is considered| No disregarding such information. N.A
beyond any further reasonable means of RISk CONTROL
4.2 THE RESULTS OF THE USABILITY ENGINEERING PROCESS ARE STORED IN THE USABILITY
ENGINEERING FILE :
THE RESULTS OF THE USABILITY ENGINEERING PROCESS sHaLL| Product design files according to|  p

BE STORED IN THE USABILITY

ENGINEERING FILE. THE RECORDS AND OTHER DOCUMENTS
THAT FORM THE USABILITY ENGINEERING FILE

MAY FORM PART OF OTHER DOCUMENTS AND FILES.

requirements of 1S013485:2003
and EN 62366-1:2015+AC:2015.

4.3

TAILORING OF THE USABILITY ENGINEERING EFFORT
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The level of effort and the choice of methods and tools
used to perform the USABILITY ENGINEERING PROCESS
may vary based on:

a) the size and COMPLEXITY of the USER INTERFACE;

b) the SEVERITY of the HARM associated with the use of
the MEDICAL DEVICE;

c) the extent or complexity of the USE SPECIFICATION;

d) the presence of USER INTERFACE OF UNKNOWN
PROVENANCE; and

e) the extent of the modification to an existing MEDICAL
DEVICE USER INTERFACE that had been subjected to the
USABILITY ENGINEERING PROCESS.

The usability engineering process
was considered in full R&D
process of this product

USABILTY ENGINEERING PROCESS

51

Prepare USE SPECIFICATION

The MANUFACTURER shall prepare a USE SPECIFICATION.
The USE SPECIFICATION shall include:

—* intended medical indication;

—intended PATIENT population;

—intended part of the body or type of tissue applied to or
interacted with;

— *intended USER PROFILE;
—* USE ENVIRONMENT; and

— * operating principle.

For all kinds of patients use, and
warning information was included
in the instruction for use
(IFU-XTDCO3)

Usability specification

52

Identify USER INTERFACE characteristics related to SAFETY

and potential USE ERRORS

The MANUFACTURER shall identify USER INTERFACE
characteristics that could be related to

SAFETY as part of a RISK ANALYSIS performed according
to 1SO 14971:2007, 4.2. This

identification may also be performed using the tools and
techniques from the USABILITY

ENGINEERING PROCESS. This identification shall include
consideration of the PRIMARY

OPERATING FUNCTIONS that are provided in applicable
particular MEDICAL DEVICE SAFETY

standards.

R&D records described these

requirements.

Usability specification

p

Based on the identified USER INTERFACE characteristics
and USE SPECIFICATION, the MANUFACTURER shall
identify the USE ERRORS that could occur and are related
to the USER INTERFACE

For all kinds of patients use, and
warning information was included
in the instruction for use
(IFU-XTDCO3)

Usability specification

p

53

IDENTIFY KNOWN OR FORESEEABLE HAZARDS AND HAZARDOUS S

ITUATIONS
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THE MANUFACTURER SHALL IDENTIFY KNOWN OR FORESEEABLE| Identification of characteristics| P
HAZARDS AND HAZARDOUS SITUATIONS, related to safety was performed
WHICH COULD AFFECT PATIENTS, USERS OR OTHERS, RELATED To| N the risk assessment report
USE OF THE MEDICAL DEVICE. THIs Usability specification
IDENTIFICATION SHALL BE CONDUCTED AS PART OF A RISK
ANALYSIS PERFORMED ACCORDING TO
ISO 14971:2007, 4.3 AND THE FIRST PARAGRAPH OF ISO
14971:2007, 4.4.

During the identification of HAZARDS and HAZARDOUS| These characteristics were| P
SITUATIONS, the following shall be considered during in the risk
considered: assessment report

— USE SPECIFICATION, including USER PROFILE(S) (see|Usability specification

5.1);

— information on HAZARDS and HAZARDOUS SITUATIONS

known for existing USER INTERFACES of

MEDICAL DEVICES of a similar type, if available; and

—identified USE ERRORS

The results of this identification of HAZARDS and|It is in compliance with the|P
HAZARDOUS SITUATIONS shall be stored in the requirements, Usability
USABILITY ENGINEERING FILE. specification

54 Identify and describe HAZARD-RELATED USE SCENARIOS
The MANUFACTURER shall identify and describe the|The operating functions were|P
reasonably foreseeable HAZARD-RELATED described in Instruction, and
USE SCENARIOS associated with the identified HAZARDS| Product  description in  CE
and HAZARDOUS SITUATIONS. The technical files (RN/CE-01)
description of each identified HAZARD-RELATED USE
SCENARIO shallinclude all TASKS and their
sequences as well as the SEVERITY of the associated
HARM.

5.5 Select the HAZARD-RELATED USE SCENARIOS for SUMMATIVE EVALUATION
The MANUFACTURER shall select the HAZARD-RELATED P
USE SCENARIOS to be included in the These information was included
SUMMATIVE EVALUATION.

The MANUFACTURER shall select either: P

—all HAZARD-RELATED USE SCENARIOS; or

— the subset of the HAZARD-RELATED USE SCENARIOS
based on the SEVERITY of the potential

HARM that could be caused by USE ERROR (e.g. for which
medical intervention would be

needed).

These information was included,
Usability specification
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The choice of the scheme used to select the P
HAZARD-RELATED USE SCENARIOS may additionally These information was included
depend on other circumstances specific to the MEDICAL| Usability specification
DEVICE and the MANUFACTURER.

A summary of any selection scheme, the rationale for its| These information was described, P
use and the results of applying it shall Usability specification
be stored in the USABILITY ENGINEERING FILE.

5.6 Establish USER INTERFACE SPECIFICATION P
The MANUFACTURER shall establish and maintain a|Usability validation plan was P
USER INTERFACE SPECIFICATION. considered during R&D, Usability
The USER INTERFACE SPECIFICATION shall consider: specification
— the USE SPECIFICATION (see 5.1);

— the known or foreseeable USE ERRORS associated

with the MEDICAL DEVICE (see 5.2); and

—the HAZARD-RELATED USE SCENARIOS (see 5.4).

The USER INTERFACE SPECIFICATION shall include: Risk management report

— testable technical requirements relevant to the USER| Design and development data
INTERFACE, including the requirements Instruction for use (IFU-XTDCO03),
for those parts of the USER INTERFACE associated with Usability specification

the selected RISK CONTROL

measures;

— an indication as to whether ACCOMPANYING

DOCUMENTATION is required; and

— an indication as to whether MEDICAL DEVICE-specific

training is required.

The USER INTERFACE SPECIFICATION shall be stored in|Design and development data P
the USABILITY ENGINEERING FILE. The USER Instruction for use (IFU-XTDC03) ,
INTERFACE SPECIFICATION may be integrated into other| Usability specification
specifications.

5.7 Establish USER INTERFACE EVALUATION plan P
MANUFACTURER designed and implemented the USER| Usability verification plan P
INTERFACE as described in the USABILITY SPECIFICATION
utilizing, as appropriate, USABILITY ENGINEERING methods
and techniques
THE MANUFACTURER SHALL ESTABLISH AND MAINTAIN A USER| Usability verification plan P
INTERFACE EVALUATION PLAN FOR THE USER INTERFACE
SPECIFICATION.

THE USER INTERFACE EVALUATION PLAN SHALL Usability verification plan P

A) DOCUMENT THE OBJECTIVE AND IDENTIFY THE METHOD OF ANY
PLANNED FORMATIVE EVALUATIONS AND SUMMATIVE
EVALUATIONS;
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B) IF USABILITY TESTS ARE EMPLOYED, Usability verification plan P

— DOCUMENT THE INVOLVEMENT OF THE REPRESENTATIVE INTENDED
USERS AND USER PROFILE TO WHICH THEY BELONG

USER INTERFACE EVALUATION METHODS MAY BE QUANTITATIVE| Usability verification plan P
OR QUALITATIVE. USER INTERFACE

EVALUATION MAY BE PERFORMED IN A VARIETY OF LOCATIONS,
SUCH AS, IN A LABORATORY SETTING, IN A SIMULATED USE
ENVIRONMENT OR IN THE ACTUAL USE ENVIRONMENT

5.7.2 THE USER INTERFACE EVALUATION PLAN FOR FORMATIVE| Usability verification plan P
EVALUATION SHALL ADDRESS:

A) THE EVALUATION METHODS BEING USED;

B) WHICH PART OF THE USER INTERFACE IS BEING EVALUATED;
AND

C) WHEN IN THE USABILITY ENGINEERING PROCESS TO
PERFORM EACH OF THE USER INTERFACE EVALUATIONS.

573 FOR EACH SELECTED HAZARD-RELATED USE SCENARIO (See| Usability verification plan P
5.5), THE USER INTERFACE EVALUATION PLAN FOR
SUMMATIVE EVALUATION SHALL SPECIFY: A) THE EVALUATION
METHOD BEING USED AND A RATIONALE THAT THE METHOD
PRODUCES OBJECTIVE EVIDENCE;

B) WHICH PART OF THE USER INTERFACE IS BEING EVALUATED;

C) WHERE APPLICABLE, THE CRITERIA FOR DETERMINING WHETHER
THE INFORMATION FOR SAFETY Is PERCEIVABLE, UNDERSTANDABLE
AND SUPPORTS CORRECT USE OF THE MEDICAL DEVICE
(4.1.3)

D) * THE AVAILABILITY OF THE ACCOMPANYING
DOCUMENTATION AND PROVISION OF TRAINING DURING THE
SUMMATIVE EVALUATION; AND

E) * FOR A USABILITY TEST, — THE TEST ENVIRONMENT AND
CONDITIONS OF USE AND A RATIONALE FOR HOW THEY ARE
ADEQUATELY REPRESENTATIVE OF THE ACTUAL CONDITIONS OF USE;
AND — THE METHOD OF COLLECTING DATA DURING THE USABILITY
TEST FOR THE SUBSEQUENT ANALYSIS OF OBSERVED USE ERRORS.

5.8 THE MANUFACTURER SHALL DESIGN AND IMPLEMENT THE USER| Usability verification plan P
INTERFACE, INCLUDING THE ACCOMPANYING
DOCUMENTATION IF NEEDED, AND TRAINING CAPABILITY, IF
NEEDED, AS DESCRIBED IN THE USER INTERFACE
SPECIFICATION.
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THE MANUFACTURER SHALL UTILIZE, AS APPROPRIATE,| Usability verification plan

USABILITY ENGINEERING METHODS AND

TECHNIQUES, INCLUDING FORMATIVE EVALUATION TO

ACCOMPLISH THIS DESIGN AND IMPLEMENTATION.

THE RESULTS OF THE UTILIZED FORMATIVE EVALUATION SHALL

BE STORED IN THE USABILITY ENGINEERING

FILE. WHERE NEwW USE ERRORS, HAZARDS, HAZARDOUS

SITUATIONS oR HAZARD-RELATED USE

SCENARIOS ARE DISCOVERED DURING THIS STER,  THE

MANUFACTURER SHALL REPEAT THE STEPS OF

CLAUSE 5 AS APPROPRIATE.

IF TRAINING ON THE SPECIFIC MEDICAL DEVICE Is REQUIRED FOR| Usability verification plan

THE SAFE USE OF THE MEDICAL DEVICE BY

THE INTENDED USER, THE MANUFACTURER SHALL DESIGN AND

IMPLEMENT A TRAINING CAPABILITY FOR THE

EXPECTED SERVICE LIFE oF THE MEDICAL DEVICE BY DOING

AT LEAST ONE OF THE FOLLOWING:

— PROVIDE THE MATERIALS NECESSARY FOR TRAINING;

— ENSURE THAT THE MATERIALS NECESSARY FOR TRAINING ARE

AVAILABLE;

— MAKE THE TRAINING AVAILABLE; OR

— MAKE TRAINING AVAILABLE TO ~ THE RESPONSIBLE

ORGANIZATION THAT ENABLES IT TO TRAIN ITS USERS.
59 PERFORM SUMMATIVE EVALUATION oF THE USABILITY OF|-

THE USER INTERFACE

UPON COMPLETION.  OF THE DESIGN AND IMPLEMENTATION OF THE
USER INTERFACE, THE MANUFACTURER

SHALL PERFORM-- A SUMMATIVE EVALUATION OF EACH
HAZARD-RELATED USE SCENARIO SELECTED IN 5.5

ON_THE FINAL OR PRODUCTION EQUIVALENT USER INTERFACE
ACCORDING TO THE USER INTERFACE

EVALUATION PpPLAN. FOR SUMMATIVE EVALUATION, THE
MANUFACTURER MAY USE DATA OBTAINED FROM

THE SUMMATIVE EVALUATIONS OF PRODUCTS WITH AN
EQUIVALENT USER INTERFACE TOGETHER WITH A

TECHNICAL RATIONALE FOR HOW THIS DATA IS APPLICABLE. THE
RESULTS SHALL BE STORED IN THE USABILITY

ENGINEERING FILE.

DESIGN AND DEVELOPMENT DATA
Risk management report
USABILITY VERIFICATION RECORD ,
USABILITY VERIFICATION REPORT
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THE DATA FROM THE SUMMATIVE EVALUATION SHALL BE
ANALYSED TO IDENTIFY THE POTENTIAL

CONSEQUENCES OF ALL USE ERRORS THAT OCCURRED. IF THE
CONSEQUENCES CAN BE LINKED TO A HAZARDOUS SITUATION,
THE ROOT CAUSE OF EACH USE ERROR SHALL BE DETERMINED. THE
ROOT CAUSES SHOULD BE DETERMINED BASED ON OBSERVATIONS OF
USER PERFORMANCE AND SUBJECTIVE COMMENTS

FROM THE USER RELATED TO THAT PERFORMANCE.

DESIGN AND DEVELOPMENT DATA
Risk management report
USABILITY VERIFICATION RECORD ,
USABILITY VERIFICATION REPORT

IF NEw USE ERRORS, HAZARDS, HAZARDOUS SITUATIONS
OR HAZARD-RELATED USE SCENARIOS ARE

DISCOVERED DURING THIS DATA ANALYSIS:

— IF YES, THEN THE MANUFACTURER SHALL REPEAT THE
ACTIVITIES OF CLAUSE 5 AS APPROPRIATE;

— IF NOT, THE MANUFACTURER SHALL DETERMINE WHETHER
FURTHER IMPROVEMENT OF THE USER

INTERFACE DESIGN AS IT RELATES TO SAFETY IS NECESSARY AND
PRACTICABLE.

DESIGN AND DEVELOPMENT DATA
Risk management report
USABILITY VERIFICATION RECORD ,
USABILITY VERIFICATION REPORT

IF THE USABILITY ENGINEERING PROCESS DETAILED IN THIS
INTERNATIONAL STANDARD HAS BEEN

COMPLIED WITH, THEN THE USABILITY oF A MEDICAL DEVICE
AS IT RELATES TO SAFETY IS PRESUMED TO BE ACCEPTABLE, UNLESS
THERE IS OBJECTIVE EVIDENCE TO THE CONTRARY.

DESIGN AND DEVELOPMENT DATA
Risk management report
USABILITY VERIFICATION RECORD ,
USABILITY VERIFICATION REPORT

COMPLIANCE IS CHECKED BY INSPECTION OF THE USABILITY
ENGINEERING FILE AND BY APPLICATION OF THE REQUIREMENTS
OF ISO 14971:2007, 6.4.

DESIGN AND DEVELOPMENT DATA
Risk management report
USABILITY VERIFICATION RECORD ,
USABILITY VERIFICATION REPORT

5.10

USER INTERFACE OF UNKNOWN PROVENANCE

NO DISREGARDING SUCH INFORMATION

N.A
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1. Summary

Medical isolation gown is a designed and manufactured product by XIANTAO
DINGCHENG NON-WOVEN PRODUCTS CO., LTD the product has not been sold to
markets including EU.

This document is to analyze the device’s benefit-risk based on requirements defined in
MDR and MDCG 2019-15 Guidance notes for manufacturers of class | medical devices.

Through the analysis, the Medical isolation gown is proved that its benefit is widely higher
than its risks when using the device for its intended use.

2. Introduction of device

Intend use of device:

The medical device is intended to be worn by healthcare providers or visitors to isolate
themselves from patients, helps to protect the patient from the transfer of infectious
agents carried by the healthcare provider or visitor; or it may help to protect the
healthcare provider or visitor from a contagious agent which has infected the patient.
Single-use, Non-sterile.

Contraindications:

Users who is allergic to PP+PE, PP, SMS, PE materials.

Specifications: PP+PE, PP, SMS, PE

Validity of Medical isolation gown: 3 years.

GMDN code: 35492

UMDN code: 15037

Use cautions:

a. Keep the product properly to maintain its clean and avoid high temperature, high
humidity and direct sun.

b. The product is for single use only. Please recycle or burn the product after using and
don't litter.

3. Evaluation of the device’s benefits to the patient

To conduct quantification evaluation of the device’s benefits to the patient through four
factors: Type of benefits, Probability of the patient experiencing benefits, Extent of
benefits, and Duration of effect.

3.1 Factors of benefits
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Benefit factors Description

Type of benefits

Benefits may include a positive impact on clinical outcomes; the
patient's quality of life, outcomes related to diagnosis, positive impact
from diagnostic devices on clinical outcomes, or public health impact.

For diagnosis device, It can identify specific diseases and thus
prevent the spread of diseases, predict the occurrence of diseases in
the future, provide early diagnosis of diseases, or identify patients
who are more likely to benefit from the given treatment.

Extent of benefits

According to the specific evaluation endpoint or whether the
evaluation has reached the predetermined health threshold, we can
evaluate the benefits of patients by evaluating the change, endpoint
improvement or deterioration, participants' health situation change,
etc. At the same time, the change of the benefit the extent of different
groups should be considered.

Probability of the
patient
experiencing
benefits

Based on the data provided, it is possible to predict which patients
will benefit. Data may indicate that only a small proportion of patients
in the target population benefit, or that some benefit often occurs in
the whole target population. Besides, it is also possible that different
subgroups of patients have different benefits or different degrees of
the same kind of benefits.

When weighing benefits and risks, the extent and probability of
benefits and risks should be considered at the same time. Compared
with the majority of participants getting small benefits, the small
number of participants getting large benefits may lead to different
judgment results. For example, for a large benefit, even if only a few
people benefit, it can be determined that the benefit is greater than
the risk; for a small benefit, unless there are many beneficiaries, it
cannot be determined that the benefit is greater than the risk.

Duration of effect

Some treatments are curative; some need long-term repeated
treatment. Generally, the duration of treatment effect may directly
affect the determination of its benefits. Treatment that must be
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repeated over a long period may introduce a greater risk, or the
benefits may diminish as the treatment is repeated.

For the diagnosis device, the diagnosis is normally for one-time use;
no repeated diagnosis needed.

3.2 Classification criteria of evaluation factors

1) Types of benefits and Extent of benefits.

We choose Criteria (types of benefits) as factor to evaluate benefit, benefits may includes:
positive impact on clinical outcome; the patient's quality of life; outcomes related to
diagnosis; positive impact from diagnostic devices on clinical outcomes, or public health
impact.

For the product of Medical isolation gown, it is not for diagnosis purpose, therefore, we
choose positive impact on clinical outcome; the patient's quality of life as classification
criteria.

Class

Classification criteria
levels

Type of B5 Obviously positive impact on clinical outcome, significant
benefits improvement of patient’s quality of life.

Obviously positive impact on clinical outcome, normal improvement

B4
of patient’s quality of life.

Normal positive impact on clinical outcome, normal improvement of
B3 patient’s quality of life; or Obviously positive impact on clinical
outcome, while low improvement of patient’s quality of life.

Normal positive impact on clinical outcome, low improvement of
B2 patient’s quality of life; or Low positive impact on clinical outcome,
while normal improvement of patient’s quality of life.

Low positive impact on clinical outcome, low improvement of

B1
patient’s quality of life.

2) Probability of the patient experiencing benefits

To classify probability of the patient experiencing one or more benefit according to
magnitude and probability

of clinical benefits.

Class

Classification criteria
levels




Benefit-Risk analysis report Prepared by Wang Manzhen
Medical isolation gown Checked by Du Jianmin
Doc. No. XTDC/CE03-01-05 Approved by Cheng Qin
Effective date |  2020-05-06 Ver. A/O PageNo, | Fage 133-of
Probabil P5 Benefit almost occur in each patient in the target population.
ity of the P4 Benefit occur frequently in patients throughout the target
patient population.
experien p3 Benefit experienced in middle proportion of patients in the
cing target population.
benefits P2 Benefit experienced in small proportion of patients in the
target population but there is clear subgroup.
P1 Benefit experienced in small proportion of patients.in the
target population and there is not clear subgroup.

3) Duration of effect
To classify duration of effect of benefits according to treatment’s repeated frequent.

Iil\?eslz Classification criteria
Durati D3 | Treatments is curative, no need repeated again.
on of D2 | Several repeated treatment needed.
effect D1 Frequently treatment needed.

3.3 Benefits acceptable criteria

There define three judgement level for benefit acceptable evaluation:

High benefit (H): the benefit is high;

Medium benefit (M): the benefit is medium;

Low benefit (L): the benefit is relative low.

The benefits shall be judged according to following criteria which comprehensively
balance the Types of benefits, Probability of the patient experiencing benefits, and
Duration of effect.

1) When Duration of effect is classified Level D3 (Table 1)

Types of Probability of the patient experiencing benefits (P)
benefits P5 P4 P3 P2 P1
B1 M
B2 M M
B3 M M M
B4 H H H H
B5 H H H
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2) When Duration of effect is classified Level D2 (Table 2)

Types of
benefits

Probability of the patient experiencing benefits (P)

B1

B2

B3

B4

BS

3) When Duration of effect is classified Level D1. (Table 3)

Types of
benefits

Probability of the patient experiencing benefits (P)

B1

B2

B3

B4

BS

3.4 Evaluation of device benefits

Benefit Main concerning issues Evaluation records Supporting evidence | Classifi

factors cation
Type of a) What are the primary or To protect the patient The intended use of B4
benefits | alternative endpoints to be (e.g., burn patients) the device is

evaluated?

from the transfer of
infectious agents
carried by the health
care provider or visitor

b) What are the secondary or
alternative endpoints
evaluated?

To protect the health
care provider or visitor
from a contagious agent
which has infected the
patient.

supported by Clinical
evaluation report
(XTDC/CE03-01-03

)

Extent of

a) For each primary endpoint

Effective for each

Product type test
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benefits | evaluated, and secondary treatment report

endpoint or alternative Clinical evaluation

endpoint: how effective is each report

treatment? (XTDC/CE03-01-03)

b) How to measure benefits? Product test Product type test

According to the measurement | performance report

method, what is the benefit?
Probabilit | a) Can this study predict which | All users will benefit Clinical evaluation P5
y of the patients will benefit? except who is allergic to | report
patient non-woven materials (XTDC/CE03-01-03)
experien | b) What is the probability of 100% users benefit Instruction for use
cing benefits for patients expected (IFU-XTDCFV01)
benefits | to use?

c) What are the differences in No difference

benefits between subgroups?

d) Are there differences in No

public health benefits among

different groups of people?

e) Even if a small part of the Very recognized

total population benefits, how

do these patients view the

benefit value?
Duration | If repeated treatment needed? | Single use of product, it | Instruction for use D2
of effect depend on use (IFU-XTDCFVO01)

conditions for if use the
Medical isolation gown
many times

According to above analyzed, according to Table 2 in section 3.3, the benefit is in the high

level.

4. Evaluation of the clinical risks of devices
4.1 Factors on risks
For evaluation of risks on the device, we consider three factors:

Risks factors

Description
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Clinical risks related to use of
the product

To collect all clinical risks related to use of the product
by risk analysis, clinical literature data, adverse events,

etc.

To analyze all identified clinical risks on severity,
probability, take risk control measures, evaluate
residual risks, and judge if residual risks acceptable.

Probability of adverse events

To evaluate probability of adverse events; and,

Duration of adverse events risk.

4.2 Clinical risks identified of the product

Risk Main concerning issues Evaluation records Related document
factors
Clinical 19 risks identified in Risk All 19 risks are decreased its risks to | Risk management
risks management report acceptable level after report
identifie implementation of risk control
d during measures, and all residual risks and
design, synthetic risks are acceptable.
producti
on
Adverse | a) Adverse happen Low probability which is less than Risk management
events probability ? 10-S. report
b) Duration of adverse events | Very short term
risk?
Alternativ | If other effective alternative There are other alternative methods | Clinical evaluation
e method | method for same intended such as other type protective device, | report

use?

compared with them, the Medical

If the product is competitive
than alternative methods

isolation gown is easy to use, low
cost, also effective.

(XTDC/CE03-01-03)

5. Evaluation of acceptability of the benefit/risk profile
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Medical isolation gown is a garment made of natural and/or synthetic materials intended
to be worn by health care providers or visitors to isolate themselves from patients. The
Medical isolation gown helps to protect the patient (e.g., burn patients) from the transfer
of infectious agents carried by the health care provider or visitor; or it may help to protect
the health care provider or visitor from a contagious agent which has infected the patient.
This is a single-use garment. Its benefits for users is in the high level.

Considering that the risk control measures are clear and acceptable.According to a
quantitative benefit evaluation in section 3, the benefits of the product are acceptable;
according to risk evaluation in section 4 and Risk analysis report XTDC/CE03-01-07 , all
identified risks are controlled to an acceptable level.

According to the evaluation of the device's intended purpose, the device’s benefits to the
patient and clinical risks of devices during usage, consider nature, extent/severity,
probability/frequency, duration of benefits to the patients and of undesirable side-effects
and other risks. It can conclude that the benefits patients gained from this product are
widely higher than its risks.
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1. Executive Summary

The Medical isolation gown is a disposable device intended for medical purposes that
is worn on the examiner’s hand or finger(s) to prevent contamination between patient
and examiner.

The Medical isolation gown is designed for single use only, made of compounded
SMS chloride paste resin, non-sterile product, beaded.

The Medical isolation gown uses its materials characteristics as physical protection
barrier to separate infectious substance so as to prevent contamination between
patient and examiner.

As the definition of medical device in MDR (EU) 2017/745 Article 2(1) , the Medical
isolation gown is a defined as a medical device.

For the device of Medical isolation gown, the company implement this clinical
evaluation based on Article 61 (10) of MDR (EU) 2017/745, to certify that the products
of our company fulfilled the requirements of the Appendix | of MDR (EU) 2017/745.

The clinical evaluation will focus on performance evaluation, bench testing and
pre-clinical evaluation, the Medical isolation gown, must give a evidence of the clinical
performance and safety is qualified, appropriate and adequate to conform with the
pertinent General Safety and Performance Requirements of the Regulation, and risks
and side effects is acceptable when weighed against the intended benefits of the
device.

Risks and side effects is acceptable when weighed against the intended benefits of
the device. And according to the CER conclusion, the company shall conduct PMS for
the product, and, no clinical investigation, no PMCF needed.

2. Justification on Route of this clinical evaluation

2.1 Brief information on the device

The medical device is intended to be worn by healthcare providers or visitors to
isolate themselves from patients, helps to protect the patient from the transfer of
infectious agents carried by the healthcare provider or visitor; or it may help to protect
the healthcare provider or visitor from a contagious agent which has infected the
patient. Single-use, Non-sterile.

Contraindications:

Users who is allergic to PP+PE, PP, SMS, PE materials.

Specifications: PP+PE, PP, SMS, PE

Validity of Medical isolation gown: 3 years.

GMDN code: 35492

UMDN code: 15037
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Design principle of the device:

The Medical isolation gown is designed and manufactured according to EN
13795-2:2019, ISO 9073-10:2003, EN ISO 22612:2005, ISO 22610:2018 and other
relative standards, all types and specifications of Medical isolation gown
manufactured by our company are in line with the standard.

2.2 Justification on Route of clinical evaluation based on Article 61 (10) of MDR
(EU) 2017/745

According to Article 61 (10) of MDR (EU) 2017/745:

“Without prejudice to paragraph 4, where the demonstration of conformity with
general safety and performance requirements based on clinical datais not deemed
appropriate, adequate justification for any such exception shall be given based on the
results of the manufacturer's risk management and on consideration of the specifics
of the interaction between the device and the human body, the clinical performance
intended and the claims of the manufacturer. In such a case, the manufacturer shall
duly substantiate in the technical documentation referred to in Annex Il why it
considers a demonstration of conformity with general safety and performance
requirements that is based on the results of non-clinical testing methods alone,
including performance evaluation, bench testing and pre- clinical evaluation, to be
adequate.”

And also, reference to MDCG 2019-15 Guidance notes for manufacturers of class |
medical devices Dec.2019:

“In duly justified and substantiated cases, some Class | devices manufacturers may
exceptionally demonstrate that the conformity with general safety and performance
requirements based on clinical data is not deemed appropriate. Such a justification by
the manufacturer must be based upon an evaluation of evidence in accordance with
Article 61(10).”

2.2.1 Device technology and critical clinical use risks

The Medical isolation gown is a disposable device intended for medical purposes that
is worn on the examiner’s hand or finger(s) to prevent contamination between patient
and examiner.

In the industry, because there are specific and detailed product standards for the
Medical isolation gown, including definition of product specification, structures,
shapes, and technical parameters, test method, almost all manufacturer produce the
Medical isolation gown based on the applied standards: EN 13795-2:2019, ISO
9073-10:2003, EN 1SO 22612:2005, 1ISO 22610:2018.

The device main performance parameters focus on the material physical performance.
Therefore, the risks of Medical isolation gown lies in two part:
1) Product physical performance;
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2) Production process control during manufacturing;
3) Use method, such as not for repeated use.

According to risk management and post-market information, following are identified
clinical risks related to use of the Medical isolation gown:

Risks description

Review of pre-clinical study

H1. Bacterial infection: due to halfway sterilize or damaged
packaging

H2.Unqualified Bio-compatibility cause allergic reaction,
toxicosis: material or packaging material is not medical class
H3. Baneful chemical matter included: material or packaging
material is not medical class

H4. Use the Medical isolation gown on other conditions which is
not its indications.

H5.Packing bags are damaged

H6. Contamination or deterioration.

H7. Products that are beyond expiry date may be used.

H8. Repeated use: incorrect use or improper guidance led by
inadequate or error of labeling or attention items

H9. Wrong specification

H10. Unqualified process control on process of materials
mixing, defoaming, dipping, drying.

H11. Bad performance such as Resistance to microbial
penetration, Cleanliness, Linting, Bursting strength, Tensile
strength.

H12. Unreasonable disposal.

H13. Production lot number can not be traced.

H14. Mixture of different specifications.

H15. Unqualified materials such as PP+PE, PP, SMS, PE,

H16. Stains in the Medical isolation gown.

H17. Inadequate information provided to users.

H18. Breakage of Medical isolation gown

H19. Shipping problem

Feedback or adverse events of
equivalence device

None

Feedback or adverse events of
same category device

1) Hair inside cause pollution of product
2) Allergic reaction to users

2.2.2 Therapeutic alternatives method
There are other alternative methods such as other type Medical isolation gown or
protective device, compared with them, the examination Medical isolation gown is
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easy to use, low cost, also effective.

2.2.3 Standards and bench testing
As described in section 2.2.1, the Medical isolation gown is produced based on
following standards for its specification, technical parameters, and test method.

EN 13795-2:2019 Surgical clothing and drapes - Requirements and test methods
-Part 2 Clean air suits

ISO 9073-10:2003 Surgical drapes, gowns and clean air suits for patients, clinical
staff and equipment - Part 4: Test method for linting in the dry
state

EN ISO 22612:2005 Clothing for protection against infectious agents - Test method

for resistance to dry microbial penetration

ISO 22610:2018 Surgical drapes, gowns and clean air suits, used as medical
devices, for patients, clinical staff and equipment - Test method
to determine the resistance to wet bacterial penetration

2.2.4 Justification conclusion

Through analysis from section 2.2.1 to 2.2.3, we knows that:

1) The Medical isolation gown is very mature device with mature technology state;

2) The Medical isolation gown main risks lies in material control, manufacturing
control and use; these risks can be identified adequately during design stage and post
market surveillance;

3) In the industry, the Medical isolation gown is on standard production based on
clear definition on products’ specification, shapes, technical parameters, and test
method based on EN 13795-2:2019, 1ISO 9073-10:2003, EN ISO 22612:2005, 1ISO
22610:2018;

4) There are other alternatives method for the same indication, but the Medical
isolation gown is easy to use, low cost, also effective.

In summary, General Safety and Performance Requirements on the Medical isolation gown
can be evaluated based on risk management, bench testing, performance evaluation, no
clinical data is deemed.

Therefore, we conclude that the Medical isolation gown can be evaluated based on Article
61 (10) of MDR (EU) 2017/745.

3. Basic information of the device

3.1 Product specifications
The Medical isolation gown have two material types : PP+PE, PP, SMS, PE.

Material PP+PE, PP, SMS, PE

Model S M L
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LxW (cm) 110x130 115x137 120x140
Sleeves (cm) 56 56 56
Cuff (cm) 16 16 16
Deviation (cm) +15 +15 + 1.5

3.2 Product structure
The structure of Medical isolation gown as follows:

CHAR STITCH

LIRS
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3.4 Product performance

Item Technical parameters
Appearance The Medical isolation gown shall be clean, no
foreign matters, no stain.
Dimensions It shall comply the specification requirements.
Resistance to microbial
penetration - Dry = 2Logr (CFU)
Cleanliness - Mircrobial < 2 Log1o (CFU/dm?)
Cleanliness - Particulate matter <3,5IPM
Linting < 4,0 Log1o (lint count)
Bursting strength - Dry = 40kPa
Tensile strength - Dry = 20N
Moisture permeability (g/(m?2.24h) | =2 2500
Impermeability (kPa) 21.67
Breaking force (N)
Longitudinal direction 245
Transverse direction 245
Elongation at break
Longitudinal direction 215
Transverse direction pJ
Water staining (class) 23
Vertical combustion
7) After-flame time(s)
Longitudinal direction
Transverse direction <
8) Continuous flame times (s)
Longitudinal direction
Transverse direction <
9) Damaged length (mm)
Longitudinal direction <200
Transverse direction <200

3.5 Package of device

The Medical isolation gown has two packages, internal package and external

package.

Internal package

PE bag, 10 pcs/bag

External package

Corrugated box, 100 pcs/carton

4. Performance evaluation and bench testing

The company conduct adequate pre-clinical study for the Medical isolation gown,
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according to Preclinical Assessment (section 8 of the CE technical documentation,
XTDC/CEQ3-01, A/0), the company implemented Physical performance test, shelf life
study and bio-compatibility test for the dental based on applies standards.

There test information summarized as follows:

Test item Applied standards Criteria/ Result
Product performance test Company standard* Qualified
sio-compatibilty ISO 10993-10: 2010 Qualified
requirement test
Product transport validation report ASTM D 4169-16 Qualified
Self-Life report Company standard* Qualified

*Company standard: the company standards includes all requirements related to EN
13795-2:2019, 1SO 9073-10:2003, EN 1SO 22612:2005, ISO 22610:2018.

According to test results, the dental complies with applied standards and its claim
performance requirements.

5. Requirement on acceptable benefit/risk profile

5.1 Evaluation of the device’s benefits to the patient

Reference to section 3 of Benefit-Risk analysis report XTDC/CE03-01-07
(XTDC/CE03-01-05, A/0).

According to the evaluation on bengfit of the device, the benefit is in the high level.

5.2 Evaluation of the clinical risks of devices

5.2.1 Clinical risks identified

See section 2.2.1, following risks identified:

H1. Bacterial infection: due to halfway sterilize or damaged packaging
H2.Unqualified Bio-compatibility cause allergic reaction, toxicosis: material or
packaging material is not medical class

H3. Baneful chemical matter included: material or packaging material is not medical
class

H4. Use the Medical isolation gown on other conditions which is not its indications.
H5.Packing bags are damaged

H6. Contamination or deterioration.

H7. Products that are beyond expiry date may be used.

H8. Repeated use: incorrect use or improper guidance led by inadequate or error of
labeling or attention items

H9. Wrong specification

H10. Unqualified process control on process of materials mixing, defoaming, dipping,
drying.

H11. Bad performance such as Resistance to microbial penetration, Cleanliness,
Linting, Bursting strength, Tensile strength.
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H12. Unreasonable disposal.

H13. Production lot number can not be traced.

H14. Mixture of different specifications.

H15. Unqualified materials such as PP+PE, PP, SMS, PE,
H16. Stains in the Medical isolation gown.

H17. Inadequate information provided to users.

H18. Breakage of Medical isolation gown

H19. Shipping problem

H20 Hair inside cause pollution of product

H21 Allergic reaction to users

5.2.2 Assessment of clinical risks
Step 1: Adopts the same risk management matrix from the Risk- management
document, see Risk management report ;

Step 2: Risk assessment of identified clinical risks

These 21 risks are fully identified and controlled by risk control measures.
According to assessment in Risk management report (XTDC/CE03-01-07, A/0),
through control measures taken, the clinical risks are controlled to acceptable level.

5.3 Evaluation of acceptability of the benefit/risk profile

The non-sterile non-woven examination Medical isolation gown is a disposable device
intended for medical purposes that is worn on the examiner’s hand or finger(s) to
prevent contamination between patient and examiner. Its benefits for users is in the
high level.

Considering that the risk control measures are clear and acceptable.According to a
quantitative benefit evaluation in section 3, the benefits of the product are acceptable;
according to risk evaluation in section 4 and Risk analysis report XTDC/CE03-01-07 ,
all identified risks are controlled to an acceptable level.

According to the evaluation of the device's intended purpose, the device’s benefits to
the patient and clinical risks of devices during usage, consider nature, extent/severity,
probability/frequency, duration of benefits to the patients and of undesirable
side-effects and other risks. It can conclude that the benefits patients gained from this
product are widely higher than its risks.

6. Conclusion

6.1 Summary

It can be concluded from above narration that the products with CE marking of this
company, Medical isolation gown, can be safe, little risks and in accordance with
General Safety and Performance Requirements of MDR (EU) 2017/745.
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The benefit/risk profile according to current knowledge/ the state of the art in the
medical fields concerned and according to available medical alternatives, is
acceptable.

The information materials supplied by the CE technical documents is adequate.

The device, including its IFU, for the intended users, usability aspects and
discrepancies, is suitable.

Between these documents and the current knowledge/ the state of the art,
discrepancies, is consistent.

Residual risks and uncertainties or unanswered questions will be traced by PMS, also
due to residual risks analysis, the risks related to the product caused by the
purchasing materials, manufacture process, and technical design which are very
mature and common, can be traced by PMS enough, no need to conduct PMCF and
clinical investigation needed.

Above all, the device is acceptable for CE-marking.

6.2 Conclusion of clinical investigation implementation

Based on the evaluation on product on performance evaluation, bench testing and
pre-clinical evaluation, risk management output. Conclusion can be made that product
hazards can be evaluated adequately by the clinical equivalence, clinical literature, no
clinical investigation is needed. Residual risks and uncertainties or unanswered
questions will be traced by PMS.

6.3 Conclusion of implementation of Post market clinical follow-up (PMCF)
studies

Once pre-market data of product is of limitation and insufficient for proving the product
meeting General Safety and Performance Requirements of MDR (EU) 2017/745, post
market clinical follow-up (PMCF) studies is an option to monitor post market data of
product. According to MEDDEV 2.12/2 rev2, the decision to conduct PMCF studies must
be based on the identification of possible residual risks and/or unclarity on long term
clinical performance that may impact the benefit/risk ratio.

In order to justify if PMCF is need, following circumstances are considered.

Circumstances Analysis Conclusion
-innovation, e.g., where the design of the device, the | Mature  technology, no N.A
materials, substances, the principles of operation, the | innovation of operation
technology or the medical indications are novel, principle for the device.
-significant changes to the products or to its intended | No any change, N.A
use for which pre-market clinical evaluation and
re-certification has been completed;
-high product related risk e.g. based on design, | Considering intended use, N.A
materials, components, invasiveness, clinical | work function, the device is
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procedures low risk

-high risk anatomical locations; Does not involve anatomical N.A
location

-high risk target populations e.g. paediatrics, elderly; | Not for paediatrics use N.A

-severity of disease/treatment challenges; It is not the scope of N.A
intended use of the device

-questions of ability to generalise clinical investigation | No clinical investigation N.A

results; needed based on section
6.2 conclusion

-unanswered questions of long-term safety and | No unanswered questions N.A

performance; of long-term safety and
performance

-results from any previous clinical investigation, No the result N.A

including adverse events or from post-market

surveillance activities;

-identification of previously unstudied subpopulations | No unstudied N.A

which may show different benefit/risk-ratio e.g. hip subpopulations

implants in different ethnic populations;

-continued validation in cases of discrepancy The product shelf time is N.A

between reasonable premarket follow-up time scales | validated

and the expected life of the product;

-risks identified from the literature or other data Risks identified, and after N.A

sources for similar marketed devices; risk control measures taken,
compared to clinical benefit,
these clinical risks are
acceptable.

-interaction with other medical products or Not applicable N.A

treatments;

-verification of safety and performance of device The user population is N.A

when exposed to a larger and more varied population | clearly defined and no

of clinical users; larger and more varied
population.

-emergence of new information on safety or No new information on N.A

performance; safety or performance

-where CE marking was based on equivalence. No N.A

In summary, there is only one circumstance applied to the device, and the match use
study was implemented and qualified.
Conclusion can be made that product General Safety and Performance Requirements
can be evaluated adequately, the medium/long-term safety and clinical performance
are already known from previous use of the device, no clinical post market clinical
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follow-up (PMCF) study is needed.

7. Date of the next clinical evaluation
7.1 Time of updates

The company will define the updating time yearly according to related information
achieved in production process, clinical literature and PMS results. When defining the
updating time, following information shall be considered:

Considered information

Present evaluation

Q1 | Whether the device carries significant risks, | At present, according to risk
including design, materials, components, management analysis, and clinical
clinical procedures etc. which may exist at evaluation above mentioned, the
present or will be found in future. device does not carry significant risks.

Q2 | Whether the device is well established, shall | -the device adopts mature
consider: technologies;

-innovation; -there is no these changes;
-relevant changes in clinical sciences, -according to clinical feedback, the
materials sciences or other sciences related | device is safe both of performance
to the device; and clinical safety.

-current level of device clinical performance | Therefore, the device is well

and clinical safety. established.

Q3 | Whether there are risks and uncertainties or | No
unanswered questions.

Q4 | Design changes or changes to No

manufacturing procedures.

7.2 General considerations when updating the CER

PMS shall be considered when updating the CER, and will be inputted as an
important information.

When updating the CER, following shall be verified:

a) if the benefit/risk profile, undesirable side-effects (whether previously known or
newly emerged) and risk mitigation measures are still
-compatible with a high level of protection of health and safety and acceptable

according to current knowledge/ the state of the art;

- correctly addressed in the information materials supplied by the manufacturer of the
device;
- correctly addressed by the manufacturer's current PMS plan;
b) if existing claims are still justified,;

c) if new claims intends to use are justified.
According to above evaluation, the company will update the CER every year.
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