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1. Introduction of Manufacturer

1.1 Introduction of the Manufacturer

Guangzhou Dayun Medical Technology Co;ltd, located at No.632, Xintang Avenue,

Xintang Town, Zengcheng District, Guangzhou, China, is a professional manufacturer for

disposable protective masks and KN95 masks. The manufacturing plant covers an area of

5,000 square meters. There are more than 300 employees, 30 senior technical and

management personnel, and 3 branches. We have 10 fully automatic machines, 8 half

automatic machines and well-equipped testing facilities in our factory right now. Supply

Ability is 1500,000 Pieces per Day. We provide high quality OEM services according to

customer requirements. We have been exporting millions of masks every week to US,

France, Italy, Korea, Germany and many other countries around the world. As an

ISO 9001 Certified Company, we have confident that our products will meet industry

standards and exceed customer expectations. We are sincerely looking forward to

building up successful long-term business relationships with clients all over the world.

1.2 Basic information of the Manufacturer

Name:Guangzhou Dayun Medical Technology Co.,Ltd.
Address:No.632, Xintang Avenue, Xintang Town, Zengcheng District Guangzhou,
Guangdong, China
TEL: +86 020-82453846

FAX: +86 020-82453846

WEB:www.dayunmedical.com

EMAIL:980628779@qq.com
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2. Introduction of Product

2.1 Classification

Products do not belong to the instruction of implantable medical device. According to the

Rule 1, Annex XI (Rule 1: All non-invasive devices are in class I, unless one of the rules

set out hereinafter applies.) of EU medical devices directive MDD（Medical Devices

Directive, 93/42/EEC including Directive 2007/47/EC）, it shall be considered as Class I.

The certification will be conducted against Annex VII of 93/42/EEC
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2.2 Product Information

Name Description Material Picture

Disposable
medical
mask(Non-s
terile)

The Mask are intended to be worn
to protect both the patient and
healthcare personnel from transfer
of microorganisms, body fluids and
particulate material. These face
masks are intended for use in
infection control practices to reduce
the potential exposure to blood and
body fluids. This is a single use,
disposable device(s), provided
non-sterile.

Non-woven, melt
blown filter
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2.3 Quality control system
Quality control system of Guangzhou Dayun Medical Technology Co.,Ltd
1 Management Responsibility
1.1 Quality Policy
The quality policy shall be relevant to the Guangzhou Dayun Medical Technology Co.,Ltd’s
organizational goals and the expectations and needs of its customers. Guangzhou Dayun
Medical Technology Co.,Ltd shall ensure that this policy is understood, implement, and
maintained at all levels of the organization.
1.2 Management Review
Guangzhou Dayun Medical Technology Co.,Ltd’s management with executive responsibility shall
responsibility shall review the quality system at defined intervals sufficient to ensure its continuing
suitability and effectiveness in satisfying the requirements of these requirements.
2 Quality System
Guangzhou Dayun Medical Technology Co.,Ltd shall establish, document and maintain a quality
system as and maintain a quality system as a means of ensuring that product and maintain a
quality system as a means of ensuring that product conforms the specified requirements.
3 Contract Review
Before submission of a tender, or the acceptance of a contract or order, the tender, contract, or
order shall be reviewed by the Guangzhou Dayun Medical Technology Co.,Ltd4 Design Control
Not applicable.
5 Document and data control
Guangzhou Dayun Medical Technology Co.,Ltd shall establish and maintain documented
procedure to control all documents and data that relate to the requirements of this requirements
including to the extent applicable, documents of external origin such as standard and customer
drawing. The TCF for CE marking is one of the controlled documents.
Guangzhou Dayun Medical Technology Co.,Ltd shall establish and maintain documented
procedures to ensure that purchased product conforms to specified requirements.
6 Control of Supplier
Guangzhou Dayun Medical Technology Co.,Ltd shall establish and maintain documented
procedures for the control of supplier provided raw and auxiliary material for the Guangzhou
Dayun Medical Technology Co.,Ltd
7 Product Identification and Tractability
Where appropriate, Guangzhou Dayun Medical Technology Co.,Ltd shall establish and maintain
documented procedures for identifying the product by suitable means from receipt and during all
stages of production, delivery, and installation.
8 Process Control
Guangzhou Dayun Medical Technology Co.,Ltd shall identify and plan the production, installation
and servicing processes which directly affect quality and shall ensure that these processed are
carried out under controlled condition.
9 Inspection and Testing
Guangzhou Dayun Medical Technology Co.,Ltd shall establish and maintain documented
procedures for inspection and testing activities in order to verify that the specified requirements
for the product are met.
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10 Control of Inspection,
Measuring, and Test Equipment shall establish and maintain documented procedures to control,
calibrate and maintain inspection, measuring, and test equipment used by Guangzhou Dayun
Medical Technology Co.,Ltd to demonstrate the conformance of product to the specified
requirements. Inspection, measuring and test requirement shall be used in manners which
ensure that the measurement uncertainty is known and is consistence with the required
measurement capability.
11 Inspection and Test Status
The inspection and test status of product shall be identified by suitable means, which indicate the
conformance or nonconformance of product with regard to inspection and tests performed.
12 Control of Nonconforming Product
Guangzhou Dayun Medical Technology Co.,Ltd shall establish and maintain documented
procedures to ensure that product that does not conform to specified requirements is prevented
from unintended use or installation.
13 Corrective and Preventive Action
Guangzhou Dayun Medical Technology Co.,Ltd shall establish and maintain documented
procedure for implementing corrective and preventive action.
14 Handling, Storage, Packaging, Preservation and Delivery
Guangzhou Dayun Medical Technology Co.,Ltd shall establish and maintain documented
procedures for handling, storage, packaging, preservation and delivery of product.
15 Control of Quality Records
Guangzhou Dayun Medical Technology Co.,Ltd shall establish and maintain documented
procedures for identification, collection, indexing, access, fitting, storage, maintenance, and
disposition of quality records.
16 Internal Quality Audits
Guangzhou Dayun Medical Technology Co.,Ltd shall establish and maintain documented
procedures for planning and implementing internal quality audits to verify whether quality activity
and related results comply with planned arrangements and to determine the effectiveness of the
quality system.
17 Training
Guangzhou Dayun Medical Technology Co.,Ltd shall establish and maintain documented
Procedures for identifying training needs and provide for the training needs and provide for the
training of all personnel performing activities affecting quality.
18 Servicing
Where servicing is specified requirements, Guangzhou Dayun Medical Technology Co.,Ltd shall
establish and maintain documented procedure for performing, verifying and reporting that the
servicing meets the specified requirements.
19 Statistical Techniques
Guangzhou Dayun Medical Technology Co.,Ltd shall identify the need for statistical techniques
required for establishing, controlling and verifying process capability and product characteristics.
20 Provisions for the change of design
Any change of the products described in this TCF must be checked in detail and written down
again in the TCF by the designer of Guangzhou Dayun Medical Technology Co.,Ltd if the change
may effects the related electrical or mechanical characteristics.
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Outer packing

Productstorage

Product testing

3.Process Chart

Note: The process with * is the key process, and the process with ▲ is the special process. The
control requirements are shown in Table 2. The procurement of raw materials is subject to quality
control in accordance with the raw material inspection operation procedures.

Raw materials

Mask body molding＊

IQC

Microbial Detection

Preparation materials

Innerpackagingandsealing▲

Class 10,000 clean area

Class 100,000 clean area

General area

Earband welding＊

Process inspection

http://dict.baidu.com/s?wd=process%20chart
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4. Instruction for User

[Product Name] Disposable medical mask（Non-sterile）

[Application] The Mask are intended to be worn to protect both the patient and

healthcare personnel from transfer of microorganisms, body fluids and particulate material.

These face masks are intended for use in infection control practices to reduce the

potential exposure to blood and body fluids. This is a single use, disposable device(s),

provided non-sterile.

[Methods] 1. Open the packaging pouch and take out the mask.

2. Place the side with nose piece upward. Hang the ear loops on the ears.

3. Press the nose piece to fit the bridge of the nose, then press the nose piece and pull the

lower end of the mask to the lower jaw.

4. Adjust the mask so that it covers the bridge of the nose to the lower jaw in order to get

the best protection effect.

[Storage] The product should be stored in a cool (Min 15℃)dry area, away from heat and

direct sunlight.

[Shelf-life] Two years

Warning 1. Check the package completeness before using. Check the label,

manufacturing date and validity time, to make sure the product is in valid date.

2. Do not use if the package damaged.

3. Do not reuse. Reusing may cause cross-contamination.

Date: April 20 , 2020 Version: A/0

Guangzhou Dayun Medical Technology Co.,Ltd
Address:No.632, Xintang Avenue, Xintang Town, Zengcheng District Guangzhou,
Guangdong, China

SUNGO Europe B.V.
Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands
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5. Applicable Standards

No. File No. Version File Title

1

MDD 93/42/EEC
including

Directive
2007/47/EC

2007 Medical Device Directive

2 EN ISO 14971 2012 Medical Device -Application of Risk
Management in Medical Device

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

4
EN 1041:2008+

A1:2013
2013

Terminology, Symbols and Information Related
to Medical Devices –Information Provided by
Manufacturers of Medical Devices

5 ISO 10993-1 2018
Biological evaluation of medical devices - Part
1: Evaluation and testing within a risk
management process (ISO 10993-1:2009)

6 EN ISO 10993-5 2009
Biological evaluation of medical devices - Part
5: Tests for in vitro cytotoxicity (ISO
10993-5:2009)

7 EN ISO 10993-10 2013 Biological Evaluation of Medical Device –Part
10: Irritation and Sensitization Test

8 EN 14683 2019 Medical Face Masks — Requirements and test
methods
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6. Label and Language

6.1 General

This Clause contains symbols that are already in use, and are deemed to be

suitable without need for further explanation.

NOTE Symbols used with medical devices for use by other than healthcare

professionals can require additional explanations.

6.2 Symbol for "DO NOT REUSE"

NOTE 1 Synonyms for "Do not reuse" are "single use”, "Use only once"

6.3 Symbol for “BATCH CODE”

This symbol shall be accompanied by the manufacturer's batch code. The

batch code shall be adjacent to the symbol

NOTE 1 The relative size of the symbol and the size of the batch code are

not specified.

NOTE 2 Synonyms for "batch code" are "lot number", "batch number".
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6.4 Symbol for "CONSULT INSTRUCTIONS FOR USE"

NOTE 1 Synonym for "Consult instructions for use" is "Consult operating

instructions".

NOTE 2 This symbol corresponds to that given in ISO 7000-1641 and to

symbol number 5.3 in ISO 15223-1:2007.

6.5 Symbol for "DATE OF MANUFACTURE"

This symbol shall be accompanied by a date to indicate the date of

manufacture, expressed as given in ISO 8601, as four digits for the year, and

where appropriate, two digits for the month and

two digits for the day. The date could be a year, year and month, or year,

month, and day, as required by the relevant Directive. The date shall be

located adjacent to the symbol (see A.4).

NOTE 1 The relative sizes of the symbol and the date are not specified.
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6.6 Symbol for "CATALOGUE NUMBER"

The manufacturer's catalogue number shall be after or below the symbol

adjacent to it (See A.5).

NOTE 1 The relative size of the symbol and the size of the catalogue

number are not specified.

NOTE 2 Synonyms for "catalogue number" are "reference number",

"re-order number".

6.7 Symbol for "CAUTION"

NOTE 1 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” (see 5.18).
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6.8 Symbol for "MANUFACTURER"

This symbol shall be accompanied by the name and the address of the

manufacturer (the person placing the device on the market), adjacent to the

symbol (see A.6).

NOTE 1 The relative size of the symbol and the size of the name and

address are not specified.

NOTE 2 The full definition of ‘manufacturer’ is given in Council Directives

90/385/EEC, 93/42/EEC including Directive 2007/47/EC and 98/79/EC.

NOTE 3 The date of manufacture as well as the name and address of the

manufacturer can be combined in one symbol (see A.7).

6.9 Symbol for "AUTHORISED REPRESENTATIVE IN THE EUROPEAN

COMMUNITY"

This symbol shall be accompanied by the name and the address of the

authorised representative in the European Community, adjacent to the symbol

(see A.8).

NOTE The relative size of the symbol and the size of the name and address

are not specified.

b) Diameter of the pattern shall not be less than 5mm.

c) CE marking shall be distinct, visible, durable and in clear writing.
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6.10 After passing CE certification, mark of CE needs to be printed on labels;

a) Pattern

b) Diameter of the pattern shall not be less than 5mm.

c) CE marking shall be distinct, visible durable and in clear writing.

A.2 Example of use of symbol for "BATCH CODE"

A.4 Examples of use of symbol for "DATE OF MANUFACTURE"

A.5 Examples of use of symbol for "CATALOGUE NUMBER"

A.6Example of use of symbol for "MANUFACTURER"

A.7Example of use of symbol for “MANUFACTURER” combined with “DATE

OFMANUFACTURE”

A.8Example of use of symbol for " AUTHORISED REPRESENTATIVE IN THE

EUROPEAN COMMUNITY"
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Language

Country

D
enish

D
utch

E
nglish

Finnish

French

G
erm

an

G
reek

Icelandic

Italian
N
orw

egi

P
ortugue

se

S
panish

S
w
edish

C
zech

E
stonian

R
ussian

H
ungaria

Latvian

Lithuania

P
olish

S
lovak

S
lovesn

Austria ★

Belgium ★ ★ ★

Denmark ★

Finland ★ ★

France ★

Germany ★

Greek ★

Holland ★

Iceland ★

Ireland ★

Italy ★

Luxembour

g
★ ★

Norway ★

Portugal ★

Spain ★

Sweden ★

Switzerland ★ ★

UK ★

Cyprus ★

Czech ★

Estonia ★ ★ ★

Latvia ★ ★ ★

Lithuania ★

Malta ★

Poland ★

Slovakia ★

Slovenia ★

Hungary ★

dict://key.0895DFE8DB67F9409DB285590D870EDD/Slovene
dict://key.0895DFE8DB67F9409DB285590D870EDD/Slovene
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Product Name:Disposable medical mask（Non-sterile）
SIZE/MODEL: XXXXX

YYYY-MM-DD YYYYMMDD

YYYYMMDD

Name:Guangzhou Dayun Medical Technology Co.,Ltd
Address:No.632, Xintang Avenue, Xintang Town, Zengcheng District Guangzhou,
Guangdong, China

Only for single use

Name: SUNGO Europe B.V.
Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands
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7. EC Declaration of Conformity

See Declaration of Conformity

(File No: CE-TCF-001)
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8. Essential Requirement Checklist

See Checklist of Essential Requirements

(File No: CE-TCF-002)
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9. Risk Analysis Report

See Risk Analysis Report

(File No: CE-TCF-003)
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10. Test Report

See Test Report

(File No: CE-TCF-004)
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11. The Evaluation from the user in the Market

See The Evaluation from the user in the Market

(File No: CE-TCF-005)
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12. Attachment List and Attachments

No. File No. File Title

1 CE-TCF-001 EC Declaration of Conformity

2 CE-TCF-002 Essential Requirements Report

3 CE-TCF-003 Risk Analysis Report

4 CE-TCF-004 Test Report

5 CE-TCF-005 The Evaluation from the user in the Market

6 CE-TCF-006 Biological Evaluation Report
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Checklist of Essential Requirement

The requirement of Medical Device Directive
93/42/EEC amended by 2007/47/EC

Applicable Standard
Evidence of
Conformity

I. GENERAL REQUIREMENTS
1. The devices must be designed and manufactured
in such a way that, when used under the conditions
and for the purposes intended, they will not
compromise the clinical condition or the safety of
patients, or the safety and health of users or, where
applicable, other persons, provided that any risks
which may be associated with their intended use
constitute acceptable risks when weighed against
the benefits to the patient and are compatible with a
high level of protection of health and safety.
This shall include:
— reducing, as far as possible, the risk of use error
due to the ergonomic features of the device and the
environment in which the device is intended to be
used (design for patient safety), and
—consideration of the technical knowledge,
experience, education and training and where
applicable the medical and physical conditions of
intended users (design for lay, professional,
disabled or other users).

A

EN ISO 15223-1
EN ISO 14971
ISO 10993-1:2018
EN ISO 10993-5
EN ISO 10993-10
EN 14683:2019

Label
Risk analysis
report
Test report

2. The solutions adopted by the manufacturer for
the design and construction of the devices must
conform to safety principles, taking account of the
generally acknowledged state of the art.
In selecting the most appropriate solutions, the
manufacturer must apply the following principles in
the following order:

eliminate or reduce risks as far as possible
(inherently safe design and construction),
where appropriate take adequate protection
measures including alarms if necessary, in
relation to risks that cannot be eliminated,
inform users of the residual risks due to any

shortcomings of the protection measures adopted.

A EN ISO 14971
Risk analysis
report

3.The devices must achieve the performances
intended by the manufacturer and be designed,
manufactured and packaged in such a way that they

A
ISO 10993-1:2018
EN ISO 10993-5
EN ISO 10993-10

Test report
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are suitable for one or more of the functions referred
to in Article 1 (2) (a), as specified by the
manufacturer.

EN ISO 15223-1 Label

4. The characteristics and performances referred to
in Sections 1, 2 and 3 must not be adversely
affected to such a degree that the clinical conditions
and safety of the patients 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.

A EN ISO 15223-1 Label

5. The devices must be designed, manufactured
and packed in such a way that their characteristics
and performances during their intended use will not
be adversely affected during transport and storage
taking account of the instructions and information
provided by the manufacturer.

A
EN ISO 15223-1
EN ISO 14971

Label
Risk analysis
report

6. Any undesirable side-effect must constitute an
acceptable risk when weighed against the
performances intended.
6a. Demonstration of conformity with the essential
requirements must include a clinical evaluation in
accordance with Annex X.

A EN ISO 14971
Risk analysis
report

7.1. The devices must be designed and
manufactured in such a way as to guarantee the
characteristics and performances referred to in
Section I on the ‘General requirements’. Particular
attention must be paid to:
— the choice of materials used, particularly as
regards toxicity and, where appropriate,
flammability,
— the compatibility between the materials used and
biological tissues, cells and body fluids, taking
account of the intended purpose of the device,
— where appropriate, the results of biophysical or
modeling research whose validity has been
demonstrated beforehand.

A
ISO 10993-1:2018
EN ISO 10993-5
EN ISO 10993-10

Test report

7.2 The devices must be designed, manufactured
and packed in such a way as to minimize the risk
posed by contaminants and residues to the persons
involved in the transport, storage and use of the
devices and to the patients, taking account of the
intended purpose of the product. Particular attention

A EN ISO 14971
Risk analysis
report
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must be paid to the tissues exposed and to the
duration and frequency of exposure.

7.3 The devices must be designed and
manufactured in such a way that they can be used
safely with the materials, substances and gases
with which they enter into contact during their
normal use or during routine procedures; if the
devices are intended to administer medicinal
products they must be designed and manufactured
in such a way as to be compatible with the medicinal
products concerned according to the provisions and
restrictions governing these products and that their
performance is maintained in accordance with the
intended use.

A

EN ISO 15223-1
EN ISO 14971

ISO 10993-1:2018
EN ISO 10993-5
EN ISO 10993-10

Label
Risk Analysis
Report
Test Report

7.4. Where a device incorporates, as an integral
part, a substance which, if used separately, may be
considered to be a medicinal product as defined in
Article 1 of Directive 2001/83/EC and which is liable
to act upon the body with action ancillary to that of
the device, the quality, safety and usefulness of the
substance must be verified by analogy with the
methods specified in Annex I to Directive 2001/83/
EC.
For the substances referred to in the first paragraph,
the notified body shall, having verified the
usefulness of the substance as part of the medical
device and taking account of the intended purpose
of the device, seek a scientific opinion from one of
the competent authorities designated by the
Member States or the European Medicines Agency
(EMEA) acting particularly through its committee in
accordance with Regulation (EC) No 726/2004 (1)
on the quality and safety of the substance including
the clinical benefit/risk profile of the incorporation of
the substance into the device. When issuing its
opinion, the competent authority or the EMEA shall
take into account the manufacturing process and
the data related to the usefulness of incorporation of
the substance into the device as determined by the
notified body.

Where a device incorporates, as an integral part, a
human blood derivative, the notified body shall,
having verified the usefulness of the substance as

NA
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part of the medical device and taking into account
the intended purpose of the device, seek a scientific
opinion from the EMEA, acting particularly through
its committee, on the quality and safety of the
substance including the clinical benefit/risk profile of
the incorporation of the human blood derivative into
the device. When issuing its opinion, the EMEA
shall take into account the manufacturing process
and the data related to the usefulness of
incorporation of the substance into the device as
determined by the notified body.

Where changes are made to an ancillary substance
incorporated in a device, in particular related to its
manufacturing process, the notified body shall be
informed of the changes and shall consult the
relevant medicines competent authority (i.e. the one
involved in the initial consultation), in order to
confirm that the quality and safety of the ancillary
substance are maintained. The competent authority
shall take into account the data related to the
usefulness of incorporation of the substance into the
device as determined by the notified body, in order
to ensure that the changes have no negative impact
on the established benefit/risk profile of the addition
of the substance in the medical device.

When the relevant medicines competent authority
(i.e. the one involved in the initial consultation) has
obtained information on the ancillary substance,
which could have an impact on the established
benefit/risk profile of the addition of the substance in
the medical device, it shall provide the notified body
with advice, whether this information has an impact
on the established benefit/risk profile of the addition
of the substance in the medical device or not. The
notified body shall take the updated scientific
opinion into account in reconsidering its assessment
of the conformity assessment procedure.

7.5 The devices must be designed and
manufactured in such a way as to reduce to a
minimum the risks posed by substances leaking
from the device.

NA
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Special attention shall be given to substances which
are carcinogenic, mutagenic or toxic to
reproduction, in accordance with Annex I to Council
Directive 67/548/EEC of 27 June 1967 on the
approximation of laws, regulations and
administrative provisions relating to the
classification, packaging and labeling of dangerous
substances.
If parts of a device (or a device itself) intended to
administer and/or remove medicines, body liquids or
other substances to or from the body, or devices
intended for transport and storage of such body
fluids or substances, contain phthalates which are
classified as carcinogenic, mutagenic or toxic to
reproduction, of category 1 or 2, in accordance with
Annex I to Directive 67/548/EEC, these devices
must be labeled on the device itself and/or on the
packaging for each unit or, where appropriate, on
the sales packaging as a device containing
phthalates.
If the intended use of such devices includes
treatment of children or treatment of pregnant or
nursing women, the manufacturer must provide a
specific justification for the use of these substances
with regard to compliance with the essential
requirements, in particular of this paragraph, within
the technical documentation and, within the
instructions for use, information on residual risks for
these patient groups and, if applicable, on
appropriate precautionary measures.

7.6 Devices must be designed and manufactured in
such a way as to reduce, as much as possible, risks
posed by the unintentional ingress of substances
into the device taking into account the device and
the nature of the environment in which it is intended
to be used.

NA

8.1 The devices and manufacturing processes must
be designed in such as way as to eliminate or
reduce as far as possible the risk of infection to the
patient, user and third parties. The design must
allow easy handling and, where necessary,
minimize contamination of the device by the patient
or vice versa during use.

A EN ISO 14971
Risk analysis
report
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8.2 Tissues of animal origin must originate from
animals that have been subjected to veterinary
controls and surveillance adapted to the intended
use of the tissues.
Notified bodies shall retain information on the
geographical origin of the animals.
Processing, preservation, testing and handling of
tissues, cells and substances of animal origin must
be carried out so as to provide optimal security. In
particular safety with regard to viruses and other
transferable agents must be addressed by
implementation of validated methods of elimination
or viral inactivation in the course of the
manufacturing process.

NA

8.3 Devices delivered in a sterile state must be
designed, manufactured and packed in a
non-reusable pack and/or according to appropriate
procedures to ensure that they are sterile when
placed on the market and remain sterile, under the
storage and transport conditions laid down, until the
protective packaging is damaged or opened.

NA

8.4 Devices delivered in a sterile state must have
been manufactured and sterilized by an appropriate,
validated method.

NA

8.5 Devices intended to be sterilized must be
manufactured in appropriately controlled (e.g.
environmental) conditions.

NA

8.6 Packaging systems for non-sterile devices must
keep the product without deterioration at the level of
cleanliness stipulated and, if the devices are to be
sterilized prior to use, minimize the risk of microbial
contamination; the packaging system must be
suitable taking account of the method of sterilization
indicated by the manufacturer.

NA

8.7 The packaging and/or label of the device must
distinguish between identical or similar products
sold in both sterile and non-sterile condition.

A
EN 1041
EN ISO 15223-1

Instruction of
use
Label

9.1 If the device is intended for use in combination
with other devices or equipment, the whole
combination, including the connection system must
be safe and must not impair the specified
performances of the devices. Any restrictions on
use must be indicated on the label or in the

NA
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instructions for use.

9.2 Devices must be designed and manufactured in
such a way as to remove or minimize as far as is
possible:

the risk of injury, in connection with their
physical features, including the volume/pressure
ration, dimensional and where appropriate
ergonomic features,
risks connected with reasonably foreseeable
environmental conditions, such as magnetic
fields, external electrical influences, electrostatic
discharge, pressure, temperature or variations
in pressure and acceleration,
the risks of reciprocal interference with other
devices normally used in the investigations of
for the treatment given,
Risks arising when maintenance or calibration

are not possible (as with implants), from ageing of
materials used or loss of accuracy of any measuring
or control mechanism.

NA

9.3．Devices must be designed and manufactured
in such a way as to minimize the risks of fire or
explosion during normal use and single fault
condition. Particular attention must be paid to
devices whose intended use includes exposure to
flammable substances or to substances which could
cause combustion

NA

10 Devices with a measuring function
10.1 Devices with a measuring function must be
designed and manufactured in such a way as to
provide sufficient accuracy and stability within
appropriate limits of accuracy and taking account of
the intended purpose of the device. The limits of
accuracy must be indicated by the manufacturer.
10.2 The measurement, monitoring and display
scale must be designed in line with ergonomic
principles, taking account of the intended purpose of
the device.
10.3 The measurements made by devices with a
measuring function must be expressed in legal units
conforming to the provisions of Council Directive
80/181/EEC.

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

NA

11.2 Intended radiation
11.2.1 Where devices are designed to emit
hazardous levels of radiation necessary for a
specific medical purpose the benefit of which is
considered to outweigh the risks inherent in the
emission, it must be possible for the user to control
the emissions. Such devices shall be designed and
manufactured to ensure reproducibility and
tolerance of relevant variable parameters.
11.2.2 Where devices are intended to emit
potentially hazardous, visible and/or invisible
radiation, they must be fitted, where practicable,
with visual displays and/or audible warnings of such
emissions.

NA

11.3 Unintended radiation
11.3.1 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.

NA

11.4 Instructions
11.4.1 The operating instructions for devices
emitting radiation must give detailed information as
to the nature of the emitted radiation, means of
protecting the patient and the user and on ways of
avoiding misuse of eliminating the risks inherent in
installation.

NA

11.5 Ionizing radiation
11.5.1 Devices intended to emit ionizing radiation
must be designed and manufactured in such a way
as to ensure that, where practicable, the quantity,
geometry and quality of radiation emitted can be
varied and controlled taking into account the
intended use.

NA

11.5.2 Devices emitting ionizing radiation intended
for diagnostic radiology shall be designed and

NA
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manufactured in such a way as to achieve
appropriate image and/or output quality for the
intended medical purpose whilst minimizing
radiation exposure of the patient and user.
11.5.3 Devices emitting ionizing radiation, 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 and energy and where appropriate the
quality of radiation.

NA

12.1. Devices incorporating electronic
programmable systems must be designed to ensure
the repeatability, reliability and performance of these
systems according to the intended use. In the event
of a single fault condition (in the system) appropriate
means should be adopted to eliminate or reduce as
far as possible consequent risks.
12.1a For devices which incorporate software or
which are medical software in themselves, the
software must be validated according to the state of
the art taking into account the principles of
development lifecycle, risk management, validation
and verification.

NA

12.2 Devices where the safety of the patients
depends on an internal power supply must be
equipped with a means of determining the state of
the power supply.

NA

12.3 Devices where the safety of the patients
depends on an external power supply must include
an alarm system to signal any power failure.

NA

12.4 Devices intended to monitor one or more
clinical parameters of a patient must 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 of health.

NA

12.5 Devices must be designed and manufactured
in such a way as to minimize the risks of creating
electromagnetic fields, which could impair the
operation of other devices or equipment in the usual
environment.

NA

12.6 Protection against electrical risks
Devices must be designed and manufactured in
such a way as to avoid, as far as possible, the risk

NA
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of accidental electric shocks during normal use and
in single fault condition, provided the devices are
installed correctly.
12.7 Protection against mechanical and thermal
risks
12.7.1 Devices must be designed and manufactured
in such a way as to protect the patient and user
against mechanical risk connected with, for
example, resistance, stability and moving parts.

NA

12.7.2 Devices must 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.

NA

12.7.3 Devices must 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.

NA

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

NA

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

NA

12.8 Protection against the risks posed to the
patient by energy supplies or substances
12.8.1 Devices for supplying the patient with energy
or substances must be designed and constructed in
such a way that the flow-rate can be set and
maintained accurately enough to guarantee the
safety of the patient and of the user.

NA

12.8.2 Devices must be fitted with the means of
preventing and/or indicating any inadequacies in the
flow-rate, which could pose a danger.

NA



File NO: CE-TCF-002 A/0

Devices must incorporate suitable means to
prevent, as far as possible, the accidental release of
dangerous levels of energy from an energy and/or
substance source.
12.9 The function of the controls and indicators
must 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 must be understandable to the user
and, as appropriate, the patient.

NA

13.1. Each device must be accompanied by the
information needed to use it safely and properly,
taking account of the training and knowledge of the
potential users, and to identify the manufacturer.
This information comprises the details on the label
and the data in the instructions for use.
As far as practicable and appropriate, the
information needed to use the device safely must be
set out on the device itself and/or on the packaging
for each unit or, where appropriate, on the sales
packaging. If individual packaging of each unit is not
practicable, the information must be set out in the
leaflet supplied with one or more devices.
Instructions for use must be included in the
packaging for every device. By way of exception, no
such instructions for use are needed for devices in
Class I or IIa if they can be used safely without any
such instructions.

A
EN 1041
EN ISO 15223-1

Instruction of
use
Label

13.2 Where appropriate, this information should
take the form of symbols. Any symbol or
identification colour used must conform to the
harmonized standards. In areas for which no
standards exist, the symbols and colours must be
described in the documentation supplied with the
device.

A EN 1041
Instruction of
use

13.3 The label must bear the following particulars:
(a) The name or trade name and address of the
manufacturer. For devices imported into the
Community, in view of their distribution in the
Community, the label, or the outer packaging, or
instructions for use, shall contain in addition the
name and address of the authorized representative

A
EN ISO 15223-1
EN 1041

Label
Instruction of
use
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where the manufacturer does not have a registered
place of business in the Community;

b) the details strictly necessary for the user to
identify the device and the contents of the
packaging;

A
EN 1041
ENI SO 15223-1

Instruction of
use,
Label

c）where appropriate, the word 'STERILE'; NA

d）where appropriate, the batch code, preceded by
the work 'LOT', or the serial number; A

EN 1041
EN ISO 15223-1

Instruction of
use,
Label

e）where appropriate, an indication of the date by
which the device should be used, in safety,
expressed as the year and the month;

A
EN 1041
EN ISO 15223-1

Instruction of
use,
Label

(f) where appropriate, an indication that the device
is for single use. A manufacturer's indication of
single use must be consistent across the
Community; A

EN 1041
EN ISO 15223-1

Instruction of
use,
Label

G）if the device is custom-made, the words
'custom-made device';

NA

H）if the device is intended for clinical investigations,
the words 'exclusively for clinical investigations';

NA

I）any special storage and/or handling conditions;
A

EN 1041
EN ISO 15223-1

Instruction of
use,
Label

J）any special operating instructions; NA

K）any warnings and/or precautions to take; A EN ISO 15223-1 Label

L）year of manufacture for active devices other than
those covered by (e). This indication may be
included in the batch or serial number;

A
EN 1041
EN ISO 15223-1

Instruction of
use,
Label

M）where applicable, method of sterilization. NA

N） in the case of a device within the meaning of
Article 1 (4a), an indication that the device contains
a human blood derivative.

NA

13.4 If the intended purpose of the device is not
obvious to the user, the manufacturer must clearly
state it on the label and in the instructions for use.

A EN 1041
Instruction of
use

13.5 Wherever reasonable and practicable, the
devices and detachable components must be
identified, where appropriate in terms of batches, to
allow all appropriate action to detect any potential

NA
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risk posed by the devices and detachable
components.
13.6 Where appropriate, the instructions for use
must contain the following particulars:
a) the details referred to in Section 13.3, with the
exception of (d) and (e);

A EN 1041
Instruction of
use

b) the performances referred to in Section 3 and any
undesirable side-effects;

A EN 1041
Instruction of
use

c) if the device must be installed with or
connected to other medical devices or equipment in
order to operate as required for it intended purpose,
sufficient details of its characteristics to identify the
correct devices or equipment to use in order to
obtain a safe combination;

NA

d) all the information needed to verify whether the
device is properly installed and can operate
correctly and safely, plus details of the nature and
frequency of the maintenance and calibration
needed to ensure that the devices operate properly
and safely at all times;

NA

e) where appropriate, information to avoid certain
risks in connection with implantation of the device;

NA

f) information regarding the risks of reciprocal
interference posed by the presence of the device
during specific investigations or treatment

NA

g) the necessary instructions in the event of damage
to the sterile packaging and, where appropriate,
details of appropriate methods of resterilization;

NA

(h) if the device is reusable, information on the
appropriate processes to allow reuse, including
cleaning, disinfection, packaging and, where
appropriate, the method of sterilization of the device
to be resterilized, and any restriction on the number
of reuses.

NA

i) Details of any further treatment or handling
needed before the device can be used (for example,
sterilization, final assembly, etc.);

NA

j) in the case of devices emitting radiation for
medical purposes, details of the nature, type
intensity and distribution of this radiation.
The instructions for use must also include details
allowing the medical staff to brief the patient on any
contra-indications and any precautions to be taken.

NA
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These details should cover in particular:

k) precautions to be taken in the event of changes
in the performance of the device;

A EN 1041
Instruction of
use

l) precautions to be taken as regards exposure, in
reasonably foreseeable environmental conditions,
to magnetic fields, external electrical influences,
electrostatic discharge, pressure or variations in
pressure, acceleration, thermal ignition sources,
etc.;

NA

m) adequate information regarding the medicinal
product or products which the device in question is
designed to administer, including any limitations in
the choice of substances to be delivered;

NA

n) precautions to be taken against any special,
unusual risks related to the disposal of the device;

NA

(o) medicinal substances, or human blood
derivatives incorporated into the device as an
integral part in accordance with Section 7.4;

NA

p) Degree of accuracy claimed for devices with a
measuring function.

NA

(q) Date of issue or the latest revision of the
instructions for use.

A EN 1041 IFU
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Risk Analysis Report
Identification of qualitative and quantitative characteristics (acc.to EN ISO14971:2012, cl.
4.2)

Questions Answer
C.2.1 What is the intended use and how is the medical device to be
used?

The Face Masks are intended to
be worn to protect both the
patient and healthcare
personnel from transfer of
microorganisms, body fluids and
particulate material. These face
masks are intended for use in
infection control practices to
reduce the potential exposure to
blood and body fluids. This is a
single use, disposable device(s),
provided non-sterile

C.2.2 Is the medical device intended to be implanted? NO.
C.2.3 Is the medical device intended to be in contact with the patient
or other persons?

Product contact with human skin
intact.

C.2.4 What materials or components are utilized in the medical
device or are used with, or are in contact with, the medical device?

usually made of Non-woven and
melt blown filter

C.2.5 Is energy delivered to or extracted from the patient? NO.

C.2.6 Are substances delivered to or extracted from the patient? NO.
C.2.7 Are biological materials processed by the medical device for
subsequent re-use, transfusion or transplantation?

NO.

C.2.8 Is the medical device supplied sterile or intended to be
sterilized by the user, or are other microbiological controls
applicable?

NO.

C.2.9 Is the medical device intended to be routinely cleaned and
disinfected by the user?

NO.

C.2.10 Is the medical device intended to modify the patient
environment?

NO.

C.2.11 Are measurements taken? NO.
C.2.12 Is the medical device interpretative? NO.
C.2.13 Is the medical device intended for use in conjunction with
other medical devices, medicines or other medical technologies?

NO.

C.2.14 Are there unwanted outputs of energy or substances? NO.
C.2.15 Is the medical device susceptible to environmental
influences?

The product should be stored in
a cool (Min 15℃)dry area, away
from heat and direct sunlight.

C.2.16 Does the medical device influence the environment? NO.
C.2.17 Are there essential consumables or accessories associated
with the medical device?

NO.
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C.2.18 Is maintenance or calibration necessary? NO.
C.2.19 Does the medical device contain software? NO.
C.2.20 Does the medical device have a restricted shelf-life? Under this storage condition, it is

valid for two years
C.2.21 Are there any delayed or long-term use effects? NO.
C.2.22 To what mechanical forces will the medical device be
subjected?

NO.

C.2.23 What determines the lifetime of the medical device? Product material
C.2.24 Is the medical device intended for single use? Single use.

C.2.25 Is safe decommissioning or disposal of the medical device
necessary?

NO.

C.2.26 Does installation or use of the medical device require special
training or special skills?

NO.

C.2.27 How will information for safe use be provided? Manual.
C.2.28 Will new manufacturing processes need to be established or
introduced?

NO.

C.2.29 Is successful application of the medical device critically
dependent on human factors such as the user interface?
C.2.29.1 Can the user interface design features contribute to use
error?

NO.

C.2.29.2 Is the medical device used in an environment where
distractions can cause use error?

NO.

C.2.29.3 Does the medical device have connecting parts or
accessories?

NO.

C.2.29.4 Does the medical device have a control interface? NO.
C.2.29.5 Does the medical device display information? NO.
C.2.29.6 Is the medical device controlled by a menu? NO.
C.2.29.7 Will the medical device be used by persons with special
needs?

NO.

C.2.29.8 Can the user interface be used to initiate user actions? NO.
C.2.30 Does the medical device use an alarm system? NO.
C.2.31 In what way(s) might the medical device be deliberately
misused?

NO.

C.2.32 Does the medical device hold data critical to patient care? NO.
C.2.33 Is the medical device intended to be mobile or portable? YES, portable
C.2.34 Does the use of the medical device depend on essential
performance?

NO.
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No Hazard Identify hazards Risk Evaluation Risk Reduction Measure Evidence NH ALORGeneral S O D RL
D2. Energy Hazards
1 Electricity N/A
2 Heat N/A
3 Mechanical force N/A
4 Ionizing radiation N/A
5 Non Ionizing

radiation N/A

6 Electromagnetic
fields

7 Moving parts N/A
8 Suspended

masses N/A

9 Patient support
device failure N/A

10 Pressure(vessel
rupture) N/A

11 Acoustic pressure N/A
12 Vibration N/A
13 Magnetic

fields(e.g. MRI) N/A

D3. Biological hazards
1 Bio-contamination The product may be contaminated if

the package is damaged.
2 3 1 6 Single use and package

control
Instruction Acc

2 Bio-incompatibility The product may cause the user
uncomfortable if the material is not OK

2 4 1 8 Choose raw materials of
fabrics with qualified
biological properties

See test report Acc

3 Incorrect
formulation(chemic
al composition)

The product may cause the user
uncomfortable if the material is not OK

2 3 1 6 Choose safe chemical raw
material in recognize to
ensure that the ingredients
are accurate.

See test report Acc



File No:CE-TCF-003 A/0

- 2 -

No Hazard Identify hazards Risk Evaluation Risk Reduction
Measure Evidence NH ALO

RGeneral S O D RL
4 Toxicity

The product may cause the user
uncomfortable if the material is not OK

2 4 1 8 Choose raw materials
of fabrics with cyto
toxicity meeting the
requirements

See test report Acc

5 Allergenicity N/A
6 Mutagenicity N/A
7 Oncogenicity N/A
8 Teratogenicity N/A
9 Carcinogenicity N/A
10 Re-and/or

cross-infection The product is single use product and
could not be re used.

2 3 2 12 Ensure that the
products are for single
use shall be shown on
the instruction of use
and labels.

Instruction of use and
Labels Acc

11 Pyrogenicity

The product may cause the user
uncomfortable if the material is not OK

2 3 1 6 Ensure that microb
content in the
production
environment meets
the requirements.

Products operating
instructions Acc

12 Inability to maintain
hygienic safety The product may cause the user

uncomfortable if the material is not OK

2 3 2 12 Ensure that microb
content in the
production
environment meets
the requirements.

Products operating
instructions Acc

13 Degradation N/A
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No Hazard Identify hazards Risk Evaluation Risk Reduction
Measure Evidence NH ALORGeneral S O D RL

D4. Environmental hazards and contributory factors
1. 1Electromagnetic

fields N/A

2. Inadequate supply
of power or coolant N/A

3. Susceptibility to
electromagnetic
interference

N/A

4. Emissions of
electromagnetic
interference

N/A

5. 2Inadequate supply
of power or coolant N/A

6. Inadequate supply
of coolant N/A

7. 3Storage or
operation outside
prescribed
environmental
conditions

N/A

8. 5Incompatibility with
other devices N/A

9. 6Accidental
mechanical
damage

N/A

10. 7Contamination due
to waste products
and /or device
disposal

N/A
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No Hazard Identify hazards Risk Evaluation Risk Reduction
Measure Evidence NH ALORGeneral S O D RL

D5. Hazards resulting from incorrect output of energy and substances
1. Electricity NA
2. Radiation NA
3. Volume NA
4. Pressure NA
5. supply of medical

gases NA

6. supply of
anaesthetic agents NA

D6. Hazards related to the use of the device and contributory factors
1 Inadequate

labeling
The inadequate labeling may cause
misuse 2 2 1 4 Strengthen amending

the label for warning Refer to label Acc

2 Inadequate
operating
instructions

The inadequate operating instructions
may cause misuse 2 2 1 4

Strengthen amending
the operating
instructions

See instruction of use Acc

2.1 Inadequate
specification of
accessories

NA

2.2 Inadequate
specification of
pre-use checks

The device may be damaged 2 2 1 4 To strengthen pre-use
checks See instruction of use Acc

2.3 Over-complicated
operating
instructions

NA

2.4 Inadequate
specification of
service and
maintenance

NA

3 Use by
unskilled/untrained
personnel

The device may be damaged 2 3 1 6 To strengthen training See instruction of use Acc
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No Hazard Identify hazards Risk Evaluation Risk Reduction Measure Evidence NH ALORGeneral S O D RL
4 Reasonably

foreseeable
misuse

NA

5 Insufficient
warning of side
effects

The device has no side effects

6 Inadequate
warning of
hazards likely with
re-use of single
use devices

NA

7 Incorrect
measurement and
other metrological
aspects

NA

8 Incompatibility
with
consumables/acc
essories/other
devices

NA

9 Sharp side NA
D7. Complicated operation
1 Mistakes and

judgement errors NA

2 Lapses and
cognitive recall
errors

NA

3 Slips and
blunders (mental
or physical)

NA
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No Hazard Identify hazards Risk Evaluation Risk Reduction
Measure Evidence NH ALORGeneral S O D RL

4 Violation or
abbreviation of
instructions,
procedures, etc.,

NA

5 Complex or
confusing control
system

NA

6 Ambiguous or
unclear device
state

NA

7 0Ambiguous or
unclear
presentation of
settings,
measurements or
other information

NA

8 Mispresentation
of results NA

9 Insufficient
visibility, audibility
or tactility

NA

10 Poor mapping of
controls to action,
or of displayed
information to
actual state

NA

11 Controversial
modes or
mappings as
compared to
existing
equipment

NA
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No Hazard Identify hazards Risk Evaluation Risk Reduction Measure Evidence NH ALORGeneral S O D RL
D8. Hazards arising from functional failure, maintenance and ageing
1 Erroneous data transfer NA
2 Lack of , or inadequate

specification for
maintenance including
inadequate specification
of post maintenance
functional checks

The device may not work well if
lack of inadequate post
maintenance or functional checks

2 1 3 6 Strengthen post
maintenance and
functional checks

See instruction of use ACC

3 Inadequate
maintenance

The lifetime of the device may be
reduced

1 2 2 4 Strengthen
management

See instruction of use ACC

4 Lack of adequate
determination of end of
device life

NA

5 Loss of mechanical
integrity NA

6 Inadequate
packaging(contaminatio
n and /or deterioration
of the device )

The lifetime of the device may be
reduced 3 2 1 6 Acc

7 Re-use and / or
Improper re-use NA

8 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.

NA
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B2. Additional hazards to in vitro diagnostic medical devices
1 Batch

inhomogeneity,
batch-to-batch
inconsistency

NA

2 Common
interfering factors

NA

3 Carry-over effects NA
4 Specimen

identification errors
NA

5 Stability problems
(in storage, in
shipping, in use,
after first opening
of the container)

NA

6 Problems related
to taking,
preparation and
stability of
speciments

NA

7 Inadequate
specification of
prerequisites

NA

8 Inadequate test
characteristics

NA
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9

Abbreviations used

RE Risk Evaluation

S Severity (9 –very severe, 0 –not severe)

O Occurrence (9 –often, 0 –never)

D Detection

(9 –impossible to detect before risk occurs,

0 –will be certainly detected before risk occurs)

RL Risk Level = Severity × Occurrence × Detection

1-9: Neglectable risk, no further actions;

9-24: Moderate: minimal risk, preventive action recommended;

25-48: Moderate risk, preventive action required;

>48: Risk is usually not acceptable

RRM Risk Reduction Measure

NH New hazard generated (no/ yes - if yes, then number of new

hazard indicated)

ALOR Acceptable Level of Risk

Conclusion:
According to the analysis of the risk, all the risk has been identified and the risks which are

none accepted have been controlled by measure taken by the manufacturer. In one word,

the risk has been managed accordingly.
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The evaluation from the user in the market 

 
 

1. The product has been put into the market for several years and the customer 

satisfactory was investigated each year. And at the same time, the client could 

report the accident and the problems of the product to the department of the 

government. 

 

2. Form the result of the investigation and the feedback from the customer, the 

product is safe to be used. 
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1. Foreword

This report is to describe the biological risk control carried on the Disposable medical

mask(Non-sterile) manufactured by our company. All potential biological 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.

To reduce the risks which may lead to various kinds of potential hazards to the acceptable

level and to reduce the total amount of every kind of hazards to the acceptable level by

taking proper measures.

2. Purpose

Aim of this risk control is to carry out determination on the biological risks that may be led

by the Disposable medical mask(Non-sterile) 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.

3. Documents reference

EN ISO14971:2012, Medical devices - Application of risk management to medical devices

ISO10993-1:2018 Biological evaluation of medical devices—Part 1: Evaluation and

testing within a risk management process

4. Categorization of medical devices

These include medical devices in contact with the following.

Table 1. Components materials and duration
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Components Raw material Contact/
non-contact

Duration

The disposable mask
is composed of a mask
face and a tightening
band, wherein the
mask face is divided
into three layers: inner,
middle and outer.

Polypropylene (PP) Contact with human
tissue

< 24 hours

Table 2.Raw material details
Material Physical Property Chemical Property
Polypropylene (PP) Polypropylene is a low-density

resin that offers a good balance of
thermal, chemical, and electrical
properties, along with moderate
strength. Strength can be
significantly increased by using
reinforcing agents such as glass
fiber. Polypropylene has limited
heat resistance, but it can be used
in applications that must withstand
boiling water or steam sterilization.

CAS#:9003-07-0
Polypropylenes can resist chemical
attack and are unaffected by
aqueous solutions of inorganic salts
or mineral acids and bases, even at
high temperatures. They are not
attacked by most organic
chemicals, and there is no solvent
for these resins at room
temperature. The resins are
attacked, however, by halogens,
fuming nitric acid, other active
oxidizing agents, and by aromatic
and chlorinated hydrocarbons at
high temperatures .
Polypropylene is translucent and
autoclavable. Properties can be
improved by compounding with
fillers, by blending with synthetic
elastomers, and by copolymerizing
with small amounts of other
monomers.

Table 3.Literature search

Literature(Polypropylene (P
P))

Abstract Conclusion

Author: HAN Rong ， Yan
bin ，ZHANG Tongcheng ，

ZHANG Yonghong
Title: Studies on
Biocompatibility of Biomedical

Abstract：Objective To evaluate
the biocompatibilities of four
species of biomedical materials．
Methods According to the
standard of the ISO 10993，the

The pass rates of cytotoxicity
test, sensitization test,
intradermal stimulus test and
pyrogen test of biomedical
polymer materials were
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Materials
Publication:
Journal of Soochow University
(Medical Edition) 2010; 30 (4),
DOI:
CNKI: SUN:
SYXU.0.2010-04-032

bioc0mpatibilities of the
biomedical materials
were evaluated by using the cell
cytotoxic test，sensitization test，
intracutaneous stimulation
tests，acute
toxicity test， hemolysis test，
implantation test，chromosomal
aberration tests，micronucleus
tests，Ames tests and pyrogen
tests．
Results The qualification rate of
the biomedical metals ，

biomedical polymers， medical
dressings and other materials
was 98．63％ ，89．40％ ，

99 ． 91 ％ and 99 ． 63 ％

respectively．Conclusion
Four species of biomedical
materials all have good
biocompatibility．

62.16%, 99.70%, 99.69%,
and 95,000%, respectively.
The qualified rates of
cytotoxicity test, sensitization
test, intradermal stimulus
test, hemolysis test and
pyrogen test of medical
dressings were 99.39%,
99.69%, 99.34%, 97.50%
and 96. 27%, the pass rate of
the remaining
biocompatibility tests is
100%. The study showed
that PE possesses good
biocompatibility.

Authors:Liang Huigang, Huang
Ke
Title:The development status
and trend of biomedical
polymer materials. Publication:
Advanced Materials Industry
2016 (2) :12-15

With the progress of science
and technology, the
improvement of living standards,
the improvement in human
health, which has given rise to
many new needs, such as the
development of artificial organ,
artificial joints, slow release
drugs, etc. The emergence of
these requirements has led to a
combination of biology,
medicine, chemistry, physics
and materials science, and the
emergence of biomedical
materials. Biological medical
materials consume less raw
materials, energy saving and
environmental protection, and
high added value of technology.
It is a typical strategic emerging
industry that has maintained
annual growth rate of over 20
percent in the last 10 years. In

In the case of China's
gradual population aging
society and the increasing
demand for trauma,
biomedical materials will
usher in a new round of rapid
development. This paper
mainly focuses on the
biological macromolecule
material which is very
important in biomedical
materials.
PP material has good
biocompatibility and meet the
requirements of ISO10993
series standards. Its worth to
use in clinic.
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5. Conclusion

According to ISO14971 and ISO 10993-1 requirements, the literature list in section 4, we

have completed the biological evaluation for the Disposable medical mask(Non-sterile), the

available information is sufficient to meet the purpose of the evaluation of biological safety,

the Disposable medical mask(Non-sterile) biological risks are acceptable.

the case of China's gradual
population aging society and the
increasing demand for trauma,
biomedical materials will usher
in a new round of rapid
development.
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