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1. Introduction of Manufacturer

1.1 Introduction of the Manufacturer

Yangzhou Hongwei Sports Goods Co., Ltd. is located in Fumin Industrial Park,
Jiangdu District, Yangzhou, Jiangsu. The main products include wrist guard,
knee pad, leg guard and goalkeeper’'s glove. Since establishment, our
company has emphasized product quality, kept pace with the development
trend of sports goods, focused on the domestic market and strived to develop
the international market. Through more than ten years of efforts, the annual
sales volume exceeds RMB 10 million. Our products are sold throughout
China and exported to many countries and regions such as Japan, South
Korea, Middle East, Europe, etc. We firmly believe that we will embrace a new
world through development from single variety to multiple varieties and
diversified business and from product management to brand operation.
Meanwhile, we adhere to the business philosophy of “Be Committed to
Providing More Beautiful and Practical Products”. Hereby, we make a solemn
commitment that we will continuously promote product performance through
continuous innovation, provide excellent products by means of outstanding
management and satisfy customers by virtue of complete service.

Thanks for the enthusiastic support and help of friends from all walks of life
and users. We will cooperate with you and create a wonderful future together.
Main Products: knee pad; wrist guard; palm guard; ankle guard; hood; elbow
guard; leg guard; waist support; wrist guard; wrist guard, elbow guard; knee
pad, wrist guard; wrist guard, head band; cotton wrist guard; knee pad, wrist
guard; self-heating ankle guard; ankle guard; knee pad, ankle guard, wrist
guard; sports safety, ankle guard; knee pad, elbow guard, ankle guard; ankle

guard, wrist guard.



1.2 Basic information of the Manufacturer

Manufacturer: Yangzhou Hongwei Sports Goods Co., Ltd.

Address: No. 99, Fuming Industrial Concentration District, Xiaoji Town,
Jiangdu District, Yangzhou, Jiangsu, China

TEL: +86-514-86652024
FAX: +86-514-86652024

EMAIL: hwtiyu@aliyun.com



2. Introduction of Product

2.1 Classification

Wrist support, Knee support, Waist support, Calf support, Elbow support,
Ankle support, Palm support, Finger support, Shoulder support, Scarf, Armor
pants, High floor socks do not belong to the instruction of implantable medical
device. According to the Rule 1, Annex IX (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 VIl of 93/42/EEC



2.2 Product Information

Name Intended use Size/ Model Material Picture

Wrist support The wrist brace are used to prevent or 3004#, 093#, 800-1#, 620#, 618#, 800#, | Neoprene .smw‘s.ﬁf
alleviate the pain due to wrist muscle 309#, 2094, 6094, 1002#, 624+#, :
cramps and injury. The elastic material can | 1001#, 1003# &’
provide help for maintaining body /
temperature, accelerating blood circulation, ra.
and facilitating rehabilitation.

Knee support The knee brace are used to prevent or 669#, 623#, 803-1#, 805#, 923#, 979#, | Nylon,
alleviate the pain due to wrist muscle 930#, 977#, 978#, 998#, 999#, 088#, Spandex
cramps and injury. The elastic material can | 606#, 281#, 381#, 916#, 089#, 301#,
provide help for maintaining body 085#, 081#, 601#, 8018#, 133#, 128#,
temperature, accelerating blood circulation, | 508#, 8001#, 558#, 922#, 559#, 577#,
and facilitating rehabilitation. 931#, 095#, 096#, 309#, 6688#, 906#,

2001#, 997#, 2002#
Waist support The waist brace are used to prevent or O88#, 9224, 966#, 1113#, 1114+#, Neoprene

alleviate the pain due to injury. The elastic
material can provide help for maintaining
body temperature, accelerating blood
circulation, and facilitating rehabilitation.

1111#, 322#, 8020#, 5002#, 5003#,
5004#, 5005#, 5006#




Name Intended use Size/ Model Material Picture

Calf support The calf support is used to prevent or 307#, 308#, 329#, 328#, 625# Nylon, cotton, ~
alleviate the pain due to injury. The elastic spandex =
material can provide help for maintaining ?
body temperature, accelerating blood \
circulation, and facilitating rehabilitation. A

Elbow support The elbow support is used to prevent or 923#, 801#, 668#, 621#, 320#, 083#, Nylon, cotton, | ™=#&s ¢

alleviate the pain due to injury. The elastic
material can provide help for maintaining
body temperature, accelerating blood
circulation, and facilitating rehabilitation.

091#, 303#, 607#, 087#, 311#, 603#,
921#, 556#, 804#, 924#, 925#, 4001#,
CE-001#, 4002#, 4003#

spandex

Ankle support

The ankle support are used to prevent or
alleviate the pain due to injury. The elastic
material can provide help for maintaining
body temperature, accelerating blood
circulation, and facilitating rehabilitation.

887#, 889#, 888#, 667#, 622#, 086#,
608#, 082#, 282#, 382#, 090#, 638#,
602#, 302#, 802#, 3001#, 3002#,
3003#, QA-001#, LA-002#, 992#

Nylon, cotton,
spandex

Palm support

The palm support are used to prevent or
alleviate the pain due to injury. The elastic
material can provide help for maintaining
body temperature, accelerating blood
circulation, and facilitating rehabilitation.

957#, 306#

Nylon, cotton,
spandex




Name

Intended use

Size/ Model

Material

Picture

Finger support

The finger support are used to prevent or

909#

Nylon, cotton,

Il sHIwWEI

alleviate the pain due to injury. The elastic spandex
material can provide help for maintaining
body temperature, accelerating blood
circulation, and facilitating rehabilitation.
Shoulder The shoulder support are used to prevent 913#, 8028#, 918#, 917# Neoprene
support or alleviate the pain due to injury. The
elastic material can provide help for
maintaining body temperature, accelerating
blood circulation, and facilitating
rehabilitation.
Scarf The scarf is use for preventing from wind. 213# Nylon and
polyester
Armor pants The armor pants are used for protecting 6002# Lycra and
body from collision. sponge
High floor socks | The high floor socks are use for keeping 8005# Nylon, cotton,

warm.

spandex




3. Process chart

Wrist support, Knee support, Waist support, Calf support, Elbow support, Ankle support, Palm
support, Finger support, Shoulder support, Scarf, Armor pants, Jacket, High floor socks process
chart

Cutting

Inspection

Packing
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4. Instruction for User

4.1 Wrist support instruction

[Product name] Wrist support

[Application] The wrist brace are used to prevent or alleviate the pain due to wrist muscle
cramps and injury. The elastic material can provide help for maintaining body temperature,
accelerating blood circulation, and facilitating rehabilitation.

[Duration] One year

[Storage] Avoid high temperature & moisture.

&[Note] 1. Hand wash only.

2. Please do not soak in water for long time.

Yangzhou Hongwei Sports Goods Co., Ltd.
“ No. 99, Fuming Industrial Concentration District, Xiaoji Town, Jiangdu District, Yangzhou,

Jiangsu, China

Date: Nov. 14 2016 Version: A/O

4.2 Knee support instruction

[Product name] Knee support

[Application] The knee brace are used to prevent or alleviate the pain due to wrist muscle
cramps and injury. The elastic material can provide help for maintaining body temperature,
accelerating blood circulation, and facilitating rehabilitation.

[Duration] One year

[Storage] Avoid high temperature & moisture.

& [Note] 1. Choose proper size in case too tight.

2. Please do not soak in water for long time.
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Yangzhou Hongwei Sports Goods Co., Ltd.
u No. 99, Fuming Industrial Concentration District, Xiaoji Town, Jiangdu District, Yangzhou,
Jiangsu, China

Date: Nov. 14 2016 Version: A/O

4.3 Waist support instruction

[Product name] Waist support

[Application] The waist brace are used to prevent or alleviate the pain due to injury. The elastic
material can provide help for maintaining body temperature, accelerating blood circulation, and
facilitating rehabilitation.

[Duration] One year

[Storage] Avoid high temperature & moisture.

& [Note] 1. Hand wash only.

2. Please do not soak in water for long time.

Yangzhou Hongwei Sports Goods Co., Ltd.
u No. 99, Fuming Industrial Concentration District, Xiaoji Town, Jiangdu District, Yangzhou,

Jiangsu, China

Date: Nov. 14 2016 Version: A/O

4.4 Calf support instruction

[Product name] Calf support
[Application] The calf support are used to prevent or alleviate the pain due to injury. The

elastic material can provide help for maintaining body temperature, accelerating blood


http://dict.baidu.com/s?wd=three%20years

circulation, and facilitating rehabilitation.
[Duration] One year

[Storage] Avoid high temperature & moisture.

A[Note] 1. Hand wash only.

2. Please do not soak in water for long time.

Yangzhou Hongwei Sports Goods Co., Ltd.
u No. 99, Fuming Industrial Concentration District, Xiaoji Town, Jiangdu District, Yangzhou,
Jiangsu, China

Date: Nov. 14 2016 Version: A/O

4.5 Elbow support instruction

[Product name] Elbow support

[Application] The elbow support are used to prevent or alleviate the pain due to injury. The
elastic material can provide help for maintaining body temperature, accelerating blood
circulation, and facilitating rehabilitation.

[Duration] One year

[Storage] Avoid high temperature & moisture.

& [Note] 1. Hand wash only.

2. Please do not soak in water for long time.

g3

u Yangzhou Hongwei Sports Goods Co., Ltd.
No. 99, Fuming Industrial Concentration District, Xiaoji Town, Jiangdu District, Yangzhou,
Jiangsu, China

Date: Nov. 14 2016 Version: A/O
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4.6 Ankle support instruction

[Product name] Ankle support

[Application] The ankle support are used to prevent or alleviate the pain due to injury. The
elastic material can provide help for maintaining body temperature, accelerating blood
circulation, and facilitating rehabilitation.

[Duration] One year

[Storage] Avoid high temperature & moisture.

&[Note] 1. Hand wash only.

2. Please do not soak in water for long time.

Yangzhou Hongwei Sports Goods Co., Ltd.
u No. 99, Fuming Industrial Concentration District, Xiaoji Town, Jiangdu District, Yangzhou,
Jiangsu, China

Date: Nov. 14 2016 Version: A/O

4.7 Palm support instruction

[Product name] Palm support

[Application] The palm support are used to prevent or alleviate the pain due to injury. The
elastic material can provide help for maintaining body temperature, accelerating blood
circulation, and facilitating rehabilitation.

[Duration] One year

[Storage] Avoid high temperature & moisture.

& [Note] 1. Hand wash only.

2. Please do not soak in water for long time.

g3
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Yangzhou Hongwei Sports Goods Co., Ltd.
u No. 99, Fuming Industrial Concentration District, Xiaoji Town, Jiangdu District, Yangzhou,
Jiangsu, China

Date: Nov. 14 2016 Version: A/O

4.8 Finger support instruction

[Product name] Finger support

[Application] The finger support are used to prevent or alleviate the pain due to injury. The
elastic material can provide help for maintaining body temperature, accelerating blood
circulation, and facilitating rehabilitation.

[Duration] One year

[Storage] Avoid high temperature & moisture.

& [Note] 1. Hand wash only.

2. Please do not soak in water for long time.

Yangzhou Hongwei Sports Goods Co., Ltd.
“ No. 99, Fuming Industrial Concentration District, Xiaoji Town, Jiangdu District, Yangzhou,

Jiangsu, China

Date: Nov. 14 2016 Version: A/O

4.9 Shoulder support instruction

[Product name] Shoulder support

[Application] The shoulder support are used to prevent or alleviate the pain due to injury. The
elastic material can provide help for maintaining body temperature, accelerating blood
circulation, and facilitating rehabilitation.

[Duration] One year
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[Storage] Avoid high temperature & moisture.

&[Note] 1. Hand wash only.

2. Please do not soak in water for long time.

Yangzhou Hongwei Sports Goods Co., Ltd.
u No. 99, Fuming Industrial Concentration District, Xiaoji Town, Jiangdu District, Yangzhou,

Jiangsu, China

Date: Nov. 14 2016 Version: A/O

4.10 Scarf instruction

[Product name] Scarf
[Application] The scarf is use for protecting face from wind.
[Duration] One year

[Storage] Avoid high temperature & moisture.

&[Note] 1. Hand wash only.

2. Please do not soak in water for long time.

Yangzhou Hongwei Sports Goods Co., Ltd.
u No. 99, Fuming Industrial Concentration District, Xiaoji Town, Jiangdu District, Yangzhou,
Jiangsu, China

Date: Nov. 14 2016 Version: A/O

4.11 Armor pants instruction

[Product name] Armor pants
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[Application] The armor pants are use for protecting body from collision.
[Duration] One year

[Storage] Avoid high temperature & moisture.

A[Note] 1. Hand wash only.

2. Please do not soak in water for long time.

Yangzhou Hongwei Sports Goods Co., Ltd.
u No. 99, Fuming Industrial Concentration District, Xiaoji Town, Jiangdu District, Yangzhou,
Jiangsu, China

Date: Nov. 14 2016 Version: A/O

4.12 High floor socks instruction

[Product name] High floor socks
[Application] The high floor socks are use for keeping warm.
[Duration] One year

[Storage] Avoid high temperature & moisture.

A[No'[e] 1. Hand wash only.

2. Please do not soak in water for long time.

Yangzhou Hongwei Sports Goods Co., Ltd.
u No. 99, Fuming Industrial Concentration District, Xiaoji Town, Jiangdu District, Yangzhou,
Jiangsu, China

Date: Nov. 14 2016 Version: A/O
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5. Applicable Standards

No. | File No. Version | File Title
MDD 93/42/EEC
including
1 2007 Medical Device Directive
Directive
2007/47/EC
> | ENISO 14971 2012 Medical De_V|ce _ -Appllc.atlon of Risk
Management in Medical Device
Medical devices -- Quality management
3 | ENISO 13485 2012 systems -- Requirements for regulatory
purposes
Medical devices. Symbols to be used with
4 | ENISO 15223-1 | 2012 medical device labels, labelling and information
to be supplied General requirements.
Terminology, Symbols and Information Related
5 | EN1041 2008 to Medical Devices —Information Provided by
Manufacturers of Medical Devices
Biological evaluation of medical devices - Part
6 | ENISO 10993-1 | 2010 1: Evaluation and testing within a risk
management process (ISO 10993-1:2009)
Biological evaluation of medical devices - Part
7 | ENISO 10993-5 | 2009 5: Tests for in vitro cytotoxicity (ISO
10993-5:2009)
8 | ENISO 10993-10 | 2010 Biological Evaluation of Medical Device —Part

10: Irritation and Sensitization Test




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"

NOTE1 Synonyms for "Do not reuse" are "single use”, "Use only once"

6.3 Symbol for “BATCH CODE”

LOT

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".



6.4 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.

6.5 Symbol for "CATALOGUE NUMBER"

REF

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".



6.6 Symbol for "CAUTION"

/N

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).

6.7 Symbol for "MANUFACTURER"

l

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 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).



6.8 Symbol for "AUTHORISED REPRESENTATIVE IN THE EUROPEAN

COMMUNITY"

EC REP I

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.

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

6.9After passing CE certification, mark of CE needs to be printed on labels;
a)Patternc €

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

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

6.10 Symbol for “NON-STERILE” |!

NOTE 1 This symbol should only be used to distinguish between identical or
similar devices sold in both sterile and non-sterile conditions.
NOTE 2  This symbol corresponds to that given in ISO 7000-2609 and to symbol

number 5.26 in 1ISO 15223-1:2007.

A.1 Example of use of symbol for "BATCH CODE"



LOT| ABC123

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

&I 2005 &I

2004-06
A.5 Examples of use of symbol for "CATALOGUE NUMBER"

REF ABC123

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

AL S
A.7Example of use of symbol for “MANUFACTURER” combined with “DATE
OFMANUFACTURE”
4w H ik
2005-06
A.8Example of use of symbol for " AUTHORISED REPRESENTATIVE IN THE

EUROPEAN COMMUNITY"

EC |REP|4 & #hk




Country

Language

ysiueq

yamng

ysibug

ysiuui

youai-

NEEI]D)

aIpue|a9|
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I6amIoN

anbnuod

ysiueds

USIPaMS

Yooz

ueluols3y

ueissny

euebunH

uelnre

eluenyi
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Neno|S

USOAO|S
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Belgium

*| % uewls9

Denmark *

Finland

France

Germany
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Holland

Iceland

Ireland

Italy

Luxembourg

Norway

Portugal

Spain

Sweden

Switzerland

UK

Cyprus

Czech

Estonia

*

»*

Latvia

*

*

Lithuania

Malta

Poland

Slovakia

Slovenia

Hungary
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Product Name
SIZE/MODEL : XXXXX

o] Lor

YYYY-MM-DD YYYYMMDD 8 YYYYMMDD

q3

1. Hand wash only.

e« 2. Please do not soak in water for long time.

Yangzhou Hongwei Sports Goods Co., Ltd.
‘ No. 99, Fuming Industrial Concentration District, Xiaoji Town, Jiangdu District,

Yangzhou, Jiangsu, China

EC | REP

The above label is applied to Wrist support, Knee support, Waist support, Calf
support, Elbow support, Ankle support, Palm support, Finger support, Shoulder
support, Scarf, Armor pants, High floor socks.



7. EC Declaration of Conformity
See Declaration of Conformity

(File No: CE-TCF-001)



8. Essential Requirement Checklist
See Checklist of Essential Requirements

(File No: CE-TCF-002)



9. Risk Analysis Report
See Risk Analysis Report
(File No: CE-TCF-003)



10. Test Report
See Test Report
(File No: CE-TCF-004)



11. The Evaluation from the user in the Market
See The Evaluation from the user in the Market

(File No: CE-TCF-005)



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




File No: CE-TCF-001

EC Declaration of Conformity
Regarding Medical Device Directive(93/42/EEC)

including Directive 2007/47/EC

Applicant

Name: Yangzhou Hongwei Sports Goods Co., Ltd.

Address: No. 99, Fuming Industrial Concentration District, Xiaoji Town, Jiangdu District, Yangzhou,
Jiangsu, China

Product:
Wrist support, Knee support, Waist support, Calf support, Elbow support, Ankle support, Palm support,
Finger support, Shoulder support, Scarf, Armor pants, High floor socks

Model: refer to the annex of details

Classification: |
Rule: According to Rule 1

We confirm our product can meet the requirement of Medical Device Directive and the following
harmonized standards.

EN ISO 14971: 2012 EN 980: 2008

EN ISO 13485: 2012 EN ISO 10993-1: 2010
EN ISO 15223-1: 2012 EN ISO 10993-5: 2009
EN 1041: 2008 EN ISO 10993-10: 2010

Signature:

Date:




File NO: CE-TCF-002

Checklist of Essential Requirement

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

Applicable

Standard

Evidence of
Conformity

|. 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).

EN ISO 15223-1
EN ISO 14971
EN ISO 10993-1
EN ISO 10993-5
EN ISO 10993-10

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.

ENISO 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

EN ISO 10993-1
EN I1SO 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.

EN ISO 15223-1
ENISO 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 ENISO 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 | 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.

EN ISO 10993-1
A EN I1SO 10993-5
EN I1SO 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 ENISO 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 manufac-
tured 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.

ENISO 15223-1
ENISO 14971

EN ISO 10993-1
EN I1SO 10993-5
EN I1SO 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 | 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




File NO: CE-TCF-002

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 manufac-
tured in such a way as to reduce to a minimum the
risks posed by substances leaking from the device.
Special attention shall be given to substances which

NA
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are carcinogenic, mutagenic or toxic to
reproduction, in accordance with Annex | 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 | 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.

ENISO 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 manufactur-
ing 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.qg.
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.

EN 1041
EN ISO 15223-1

Instruction
use
Label

of

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 hazard-
ous 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 poten-
tially 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 lonizing 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
manufactured in such a way as to achieve

NA
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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
of accidental electric shocks during normal use and

NA
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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
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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 | or lla if they can be used safely without any
such instructions.

EN 1041
EN ISO 15223-1

Instruction
use
Label

of

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.

EN 1041

Instruction
use

of

13.3 The label must bear the following particulars:

(@) 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

EN ISO 15223-1
EN 1041

Label
Instruction
use

of
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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 EN 1041 Instruction  of
[ [ [ A use,
|dent|fy.the device and the contents of the ENI SO 15223-1
packaging; Label
c)where appropriate, the word 'STERILE'; NA
d)where appropriate, the batch code, preceded by EN 1041 Instruction  of
: ' ' : A use,
the work 'LOT', or the serial number; EN 1SO 15223-1
Label
e)where appropriate, an indication of the date by EN 1041 Instruction  of
i i i A use,
which the device should be used, in safety, EN ISO 15223-1
expressed as the year and the month; Label
(f) where appropriate, an indication that the device
is for single use. A manufacturer's indication of
i i Instruction  of
single u.se must be consistent across the N EN 1041 o
Community; EN 1SO 15223-1 !
Label
G)if the device is custom-made, the words NA
‘custom-made device',
H)if the device is intended for clinical investigations, NA
the words 'exclusively for clinical investigations';
i i itions; Instruction  of
I) any special storage and/or handling conditions; EN 1041
A use,
EN ISO 15223-1
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 EN 1041 Instruction  of
is indicati A use,
_those coyered by (e). This |_nd|cat|on may be EN 1SO 15223-1
included in the batch or serial number; 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 NA
a human blood derivative.
13.4 If the intended purpose of the device is not .
) Instruction  of
obvious to the user, the manufacturer must clearly A EN 1041 Use
state it on the label and in the instructions for use.
13.5 Wherever reasonable and practicable, the
devices and detachable components must be NA

identified, where appropriate in terms of batches, to
allow all appropriate action to detect any potential
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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);

EN 1041

Instruction
use

of

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

EN 1041

Instruction
use

of

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

€) 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;

EN 1041

Instruction
use

of

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

(0) 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.

EN 1041

IFU
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Risk Analysis Report

Identification of qualitative and quantitative characteristics (acc.to EN 1ISO14971: 2012, cl. 4.2)

Questions

Answer

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

See instructions for use.

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?

Contact the user shortly.

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?

Main raw materials for the made

of Neoprene, Nylon, cotton,
spandex meeting the health
standards.

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 NO.

subsequent re-use, transfusion or transplantation?

C.2.8 Is the medical device supplied sterile or intended to be NO.

sterilized by the user, or are other microbiological controls

applicable?

C.2.9 Is the medical device intended to be routinely cleaned and NO.

disinfected by the user?

C.2.10 Is the medical device intended to modify the patient NO.

environment?

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 NO.

other medical devices, medicines or other medical technologies?

C.2.14 Are there unwanted outputs of energy or substances? NO.

C.2.15 Is the medical device susceptible to environmental | Avoid high temperature &

influences? moisture.

C.2.16 Does the medical device influence the environment? NO.

C.2.17 Are there essential consumables or accessories associated NO.

with the medical device?

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? 1 year

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 NO.

subjected?

C.2.23 What determines the lifetime of the medical device?

Packaging and material.

C.2.24 Is the medical device intended for single use?

NO.
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C.2.25 Is safe decommissioning or disposal of the medical device NO.
necessary?

C.2.26 Does installation or use of the medical device require special NO.
training or special skills?

C.2.27 How will information for safe use be provided? Manual.
C.2.28 Will new manufacturing processes need to be established or NO.
introduced?

C.2.29 Is successful application of the medical device critically NO.
dependent on human factors such as the user interface?

C.2.29.1 Can the user interface design features contribute to use

error?

C.2.29.2 Is the medical device used in an environment where NO.
distractions can cause use error?

C.2.29.3 Does the medical device have connecting parts or NO.
accessories?

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 NO.
needs?

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 NO.
misused?

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 NO.

performance?
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No giﬁzgl Identify hazards SRiS%ETagﬁtKQL Risk Reduction Measure Evidence NH | ALOR
D2. Energy Hazards
1 | Electricity N/A
2 | Heat N/A
3 | Mechanical force N/A
4 | lonizing radiation N/A
5 Nor_l _ lonizing N/A
radiation
6 | Electromagnetic
fields
7 | Moving parts N/A
8 | Suspended N/A
masses
9 Patllent . support N/A
device failure
10 | Pressure(vessel N/A
rupture)
11 | Acoustic pressure | N/A
12 | Vibration N/A
13 | Magnetic
fields(e.g. MRI) | VA
D3. Biological hazards
1 | Bio-contamination | The product may be contaminated if | 2 | 3 | 1 | 6 | Single use and package | Instruction Acc
the package is damaged. control
2 | Bio-incompatibility The product may cause the user 2141 8 ]S:rtl)o_ose raw hmaterlalsl__?;c See test report
uncomfortable if the material is not OK ba.l fcs with qualifie Acc
iological properties
3 | Incorrect 2131 6 | Choose safe chemical raw
formulation(chemic | The product may cause the user material in recognize to See test report Ace
al composition) uncomfortable if the material is not OK ensure that the ingredients
are accurate.
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No | Hazard : Risk Evaluation | Risk Reduction . ALO
General Identify hazards STOI D] RL | Measure Evidence NH R
4 | Toxicity 2141 8 | Choose raw materials
The product may cause the user of fabrics with cyto See test report Acc
uncomfortable if the material is not OK toxicity meeting the P
requirements
5 | Allergenicity N/A
6 | Mutagenicity N/A
7 | Oncogenicity N/A
8 | Teratogenicity N/A
9 | Carcinogenicity N/A
10 | Re-and/or 2| 3|2 |12 | Ensure that the
cross-infection The product is single use product and products are for single Instruction of use and
use shall be shown on Acc
could not be re used. : . Labels
the instruction of use
and labels.
11 | Pyrogenicity 2131 6 | Ensure that microb
content in the Products operating
The product may cause the user . . X
. o production instructions Acc
uncomfortable if the material is not OK :
environment meets
the requirements.
12 | Inability to maintain 2| 3| 2 |12 | Ensure that microb
hygienic safety The product may cause the user content in the _Product_s operating
: o production instructions Acc
uncomfortable if the material is not OK :
environment meets
the requirements.
13 | Degradation N/A
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No giizrril Identify hazards SR ||skOE\|/aII3u TIORnL Eﬂlggsure Reduction Evidence NH ALOR

D4. Environmental hazards and contributory factors

1. Electromagnetlc N/A
fields

2. Inadequate supply

N/A

of power or coolant

3. | Susceptibility to
electromagnetic N/A
interference

4. | Emissions of
electromagnetic N/A
interference

5. Inadequate supply N/A
of power or coolant

6. Inadequate supply N/A
of coolant

7. Storage or
operation outside
prescribed N/A
environmental
conditions

8. Incompatibility with
other devices N/A

9. | Accidental
mechanical N/A
damage

10. | Contamination due
to waste products N/A

and /or device
disposal
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No giizrril Identify hazards SR ||skOE\|/aII3u TIORnL Eﬂlggsure Reduction Evidence NH ALOR
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 NA
gases
6. | supply of NA
anaesthetic agents
D6. Hazards related to the use of the device and contributory factors
1 Inadgquate The inadequate labeling may cause > l2 11 |a Strengthen amepdlng Refer to label Acc
labeling misuse the label for warning
2 Inadeq_uate The inadequate operating instructions Strengthen amend!ng . .
operating . 2 12 |1 |4 the operating | See instruction of use Acc
) . may cause misuse ) .
Instructions Instructions
2.1 | Inadequate
specification of | NA
accessories
2.2 | Inadequate To strengthen pre-use
specification of | The device may be damaged 2 (211 |4 heck See instruction of use Acc
pre-use checks checks
2.3 | Over-complicated
operating NA
instructions
2.4 | Inadequate
speqlflcatlon of NA
service and
maintenance
3 | Use by
unskilled/untrained | NA

personnel
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No

Hazard

General

Identify hazards

Risk Evaluation

S|O|D]RL

Risk Reduction Measure

Evidence

NH

ALOR

Reasonably
foreseeable
misuse

NA

Insufficient
warning of side
effects

NA

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

NA

Incorrect
measurement and
other metrological
aspects

NA

Incompatibility
with
consumables/acc
essories/other
devices

NA

Sharp side

NA

. Complicated operation

Mistakes and
judgement errors

NA

Lapses and
cognitive recall
errors

NA

Slips and
blunders (mental

or physical)

NA
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No giﬁjril Identify hazards glskoEva[I;Jatlgrl Risk . Reduetion | e yigence NH | ALOR

4 | Violation or
gbbrewgtlon of NA
instructions,
procedures, etc.,

5 | Complex or
confusing control | NA
system

6 | Ambiguous or
unclear device | NA
state

7 | OAmbiguous  or
unclear
presentation  of NA
settings,
measurements or
other information

8 | Mispresentation of NA
results

9 | Insufficient
visibility, audibility | NA
or tactility

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

11 | Controversial
modes or
mappings as
compared to NA
existing

equipment
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No gzazrrgl Identify hazards SR'|S|E)E\|/aIIDu a|tI0RnL Risk Reduction Measure Evidence NH | ALOR
D8. Hazards arising from functional failure, maintenance and ageing
1 | Erroneous data transfer | NA
2 | Lack of , or inadequate 2| 1| 3| 6 | Strengthen post | See instruction of use ACC
spe_cification f_or . The device may not work well if mainyenance and
maintenance mcI_u_dln_g lack of inadequate post functional checks
madequate_ specification maintenance or functional checks
of post maintenance
functional checks
3 | Inadequate The lifetime of the device may be | 1 | 2 | 2 | 4 | Strengthen See instruction of use ACC
maintenance reduced management
4 | Lack of adequate
determination of end of | NA
device life
5 !_oss_ of  mechanical NA
integrity
6 | Inadequate
packaging(contaminatio | The lifetime of the device may be 31211 |s Acc
n and /or deterioration | reduced
of the device )
7| Re-use and [/ or
NA
Improper re-use
8 | Deterioration in function
(e.g. gradual occlusion
of fluid/gas path, or
change in resistance to | NA

flow, electrical
conductivity) as a result
of repeated use.
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B2. Additional hazards to in vitro diagnostic medical devices

1  Batch NA
inhomogeneity,
batch-to-batch
inconsistency

2  Common NA
interfering factors

Carry-over effects | NA

AW

Specimen NA
identification errors

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

6 | Problems related NA
to taking,
preparation and
stability of
speciments

7 | Inadequate NA
specification of
prerequisites

8 | Inadequate test NA
characteristics
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Abbreviations used

RE Risk Evaluation
S Severity (9 —very severe, 0 —not severe)
@] 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 x Occurrence x 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

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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