Conformity Risk Assessment
To Comply With RE Directive 2014/53/EU

Product name:
Model:

(1) The following requirements are mentioned in Annex II of RE (Radio Equipment) Directive 2014/53/EU.
ANNEXII

CONFORMITY ASSESSMENT MODULE A
INTERNAL PRODUCTION CONTROL

1. Internal production control is the conformity assessment procedure whereby the manufacturer fulfils the obligations laid down in
points 2, 3 and 4 of this Annex, and ensures and declares on his sole responsibility that the radio equipment concerned
satisfies the essential requirements set out in Article 3.

2. Technical documentation
The manufacturer shall establish the technical documentation in accordance with Article 21.

3. Manufacturing
The manufacturer shall take all measures necessary so that the manufacturing process and its monitoring ensure compliance
of the manufactured radio equipment with the technical documentation referred to in point 2 of this Annex and with

the relevant essential requirements set out in *Article 3.
*Article 3: Essential requirements (RE Directive 2014/53/EU)
1.Radio equipment shall be constructed so as to ensure:
(a) the protection of health and safety of persons and of domestic animals and the protection of property, including the
objectives with respect to safety requirements set out in Directive 2014/35/EU, but with no voltage limit applying;
(b) an adequate level of electromagnetic compatibility as set out in Directive 2014/30/EU.

2.Radio equipment shall be so constructed that it both effectively uses and supports the efficient use of radio spectrum in
order to avoid harmful interference.
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3.Radio equipment within certain categories or classes shall be so constructed that it complies with the following essential
requirements:

(a) radio equipment interworks with accessories, in particular with common chargers;

(b) radio equipment interworks via networks with other radio equipment;

(c) radio equipment can be connected to interfaces of the appropriate type throughout the Union;

(d) radio equipment does not harm the network or its functioning nor misuse network resources, thereby causing an

unacceptable degradation of service;

(e) radio equipment incorporates safeguards to ensure that the personal data and privacy of the user and of the

subscriber are protected;

(f) radio equipment supports certain features ensuring protection from fraud;

(g) radio equipment supports certain features ensuring access to emergency services;

(h) radio equipment supports certain features in order to facilitate its use by users with a disability;

(iyradio equipment supports certain features in order to ensure that software can only be loaded into the radio equipment
where the compliance of the combination of the radio equipment and software has been demonstrated. The
Commission shall be empowered to adopt delegated acts in accordance with Article 44 specifying which categories or
classes of radio equipment are concerned by each of the requirements set out in points (a) to (i) of the first
subparagraph of this paragraph.

4. CE marking and EU declaration of conformity

4.1.The manufacturer shall affix the CE marking in accordance with Articles 19 and 20 to each item of radio equipment that
satisfies the applicable requirements of this Directive.

4.2.The manufacturer shall draw up a written EU declaration of conformity for each radio equipment type and keep it together with
the technical documentation at the disposal of the national authorities for 10 years after the radio equipment has been
placed on the market. The EU declaration of conformity shall identify the radio equipment for which it has been drawn up. A
copy of the EU declaration of conformity shall be made available to the relevant authorities upon request.

5. Authorised representative

The manufacturer's obligations set out in point 4 may be fulfilled by his authorised representative, on his behalf and under his
responsibility, provided that they are specified in the mandate.
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(2) Method of Risk Asses

Conformity Risk Assessment
To Comply With RE Directive 2014/53/EU

sment

The followings are basic concept to perform Risk Assessment at manufacturer’s place.

Assess the scale of risk by filling out the levels of safety countermeasure, the contents of safety countermeasure and reduction level (effectiveness) of corresponding safety countermeasure.

If the scale of risk does not result in C area after performing corresponding safety measure, fill out the "Severity of harm" and "Occurrence frequency" after performing corresponding safety measure in

the underneath the specified column, and verify another safety countermeasure. Finally, if the scale of risk does not result in C area, fill out the reason in the Risk Assessment Sheet.
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(3) Risk Assessment Report (Summary of Risk Assessment implemented by manufacturer)

The following list indicates the dominant contents of risk assessment of the product performed by manufacturer. Regarding Risk number (#) in the list,
it corresponds to risk analysis identified by risk meeting. Contents of safety countermeasure have been verified with engineering considerations and
described in technical documentation. In details, please see the Risk Assessment Sheet according to safety design.

HOW RISK APPLIES TO THE PRODUCT UNDER STANDARD THAT
Item No. DESCRIPTION CONSIDERATION APPLIES
1. mPRODUCT SAFETY
As the product in using, it could
occur malfunction to the product,
and make bad influence to human
and property due to not enough
for safety measures.
2. sEMC
Electro-magnetic wave from the
product interferes other
equipment, and it could become in
malfunction. And the product may
receive interference from other
equipment, and it could become in
malfunction.
3. s TRANSPOTATION
1. Packing
2. Carrying
4. mINSTALLATION
1. Unpacking
2. Installation
3. Setting (Input power)
4
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4. Environment (Recycle)

5. mOPERATION

Trouble Shooting
Continuous Working
Connection (Interface)
Mal-function

Providing Supplies
Intentional Act
Unintentional Act.

Nogohkwh=

6. sMAINTENANCE

1. Checking before working
2. Cleaning

3. Maintenance

4. Repair

Remarks;

The above Risks#x to #xx are including hazardous events such as Mechanical, Electrical, Thermal, Fire and so on.
Risk analysis has been performed by representative persons of the manufacturer.

*This document is prepared by the manufacturer to meet RE (Radio Equipment) Directive (Annex 1l ) 2014/53/EU.
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Date; Day Month, Year
Prepared by;

(Responsible person)
(Title)

Engineering Dept.
(Company)

(Address)

http://fujisafety.jp/
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