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The following requirements are mentioned in ANNEX III of Low Voltage Directive 2014/35/EU.

MODULE A
Internal production control
Internal production control is the conformity assessment procedure whereby the manufacturer fulfils the
obligations laid down in points 2, 3 and 4, and ensures and declares on his sole responsibility that the
electrical equipment concerned satisfy the requirements of this Directive that apply to it.

Technical documentation

The manufacturer shall establish the technical documentation. The documentation shall make it possible
to assess the electrical equipment’s conformity to the relevant requirements, and shall include an
adequate analysis and assessment of the risk(s). The technical documentation shall specify the
applicable requirements and cover, as far as relevant for the assessment, the design, manufacture and
operation of the electrical equipment. The technical documentation shall, where applicable, contain at
least the following elements: .....
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The following requirements are mentioned in ANNEX IV _of Low Voltage Directive 2006/95/EC.

ANNEX IV
Internal Production Control

1. Internal production control is the procedure whereby the manufacturer or his authorized representative

established within the Community, who carries out the obligations laid down in point 2, ensures and
declares that the electrical equipment satisfies the requirements of this Directive that apply to it. The
manufacturer or his authorized representative established within the Community must affix the CE
marking to each product and draw up a written declaration of conformity.

2. The manufacturer must establish the technical documentation described in point 3 and he or his

authorized representative established within the Community must keep it on Community territory at the
disposal of the relevant national authorities for inspection purposes for a period ending at least 10 years
after the last product has been manufactured.

Where neither the manufacturer nor his authorised representative is established within the Community,
this obligation is the responsibility of the person who places the electrical equipment on the Community
market.

3. Technical documentation must enable the conformity of the electrical equipment to the requirements of this
Directive to be assessed. It must, as far as relevant for such assessment, cover the design, manufacture
and operation of the electrical equipment. It must include:

— a general description of the electrical equipment,

—conceptual design and manufacturing drawings and schemes of components, sub-assemblies, circuits,
etc.,

—descriptions and explanations necessary for the understanding of said drawings and schemes and the
operation of the electrical equipment,

— a list of the standards applied in full or in part, and descriptions of the solutions adopted to satisfy the
safety aspects of this Directive where standards have not been applied,

— results of design calculations made, examinations carried out, etc.,

— test reports.

4. The manufacturer or his authorised representative must keep a copy of the declaration of conformity with
the technical documentation.

5. The manufacturer must take all measures necessary in order that the manufacturing process shall ensure
compliance of the manufactured products with the technical documentation referred to in point 2 and with
the requirements of this Directive that apply to them.
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DRAFT GUIDANCE DOCUMENT
ON THE LOW VOLTAGE DIRECTIVE TRANSITION

FROM 2006/95/EC TO 2014/35/EU
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FREQUENTLY ASKED QUESTIONS ON LVD 2014/35/EU
%1 LVD2014/35/EU ~DFEATD FAQ ¥V AZ 7 AR MCBEET 5HE OH R

TOPIC QUESTION REPLY
NV B [ %

Article 6.8 The Directive requires that where the The acceptable level of risk for a product is
electrical equipment presents a risk, determined by the compliance with the essential
manufacturers shall immediately inform | requirements. The essential requirements of the
the competent national authorities. LVD have not been changed and therefore the
Which is the threshold of unacceptable | previous thresholds for assessing the risks would
risk above which authorities have to be | continue to apply.
informed?
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Harmonised | List of harmonised standards What The LVD mandate requests CENELEC to provide

standards would happen with the list of LVD the list of harmonized standards two months

Article 12 harmonized standards if in the date of before the date of applicability of the new
applicability of the new Directive new Directive. If the list of harmonised standards
standards are not published? referring to the new Directive is not published in

time, the mandate and Article 27 of the new LVD
state that the references to the repealed Directive
shall be construed as references to the new
Directive. Therefore, references to the existing
LVD would give presumption of conformity with




the safety objectives of the new Directive
2014/35/EU, because they remain the same.
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Harmonised | Are LVD harmonized standards going to | The LVD mandate request CENELEC to include
standards content an Annex ZA indicating the the Annex ZA only in new or revised standards,
Article 12 safety objectives covered by the 12 months after the date of application of the new
standard? Directive.
The annex ZA template will be unified for all New
Legislative Framework Directives and ESOs
taking into consideration the Directives
particularities.
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Equipment What is the purpose of Article 19 which | Article 19 describes the procedure for products
presenting a | describes the procedure to deal with presenting a risk. If upon request of the market
risk electrical equipment presenting a risk at | surveillance authority (MSA), the economic
Article 19 national level? operator agrees to take the necessary corrective

action (voluntary measures by the operator), the
procedure ends here. In this case, if the MSA
consider that the risk goes beyond the national
territory, they will inform the Commission and
other Member States (MS) of the results of the




evaluation and the actions the economic operator
intends to take.

However, if the economic operator does not take
corrective action as requested by the MSA, the
MSA shall take appropriate measures against the
product (compulsory measures). In this case, the
national authorities notify the measure to the
Commission and other MS, who have the
possibility to object to it during a 3-month period.
If no objection is raised, the measure is deemed
to be justified. In this case all Member States are
obliged to take appropriate action against the
product on their territories.

If objections are raised, the Commission needs to
take a decision to determine whether the measure
should be considered as justified or not (Union
safeguard procedure in Article 20). The purpose
is that restrictive measures against the product
are not an unjustified restriction of the free
movement of goods. Additionally, is an
information-sharing tool between MSAs.

This exchange of information, although
non-compulsory in the phase of voluntary
corrective actions, is also expected to be
submitted by the MSA to other MS.

The safeguard clause procedure has not changed
and must be applied in limited cases where there
is an EU problem and no agreement among MS
due to the nature of the risk, the non-compliance
or how to deal with that appropriate action.
Article 19 must be read in conjunction with
Regulation 765/2008, in which Article 20 allows
withdrawing a product from the market in case of
urgency, for products presenting a serious risk.
*MSA: Member State Authority
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Compliant What is the meaning of Article 217? The procedure of Article 21 has to be seen as an

electrical exceptional case. In principle the requirements of
equipment the LVD 2014/34/EU are performance based
which and technology neutral. However, the Directive
presents takes into account the state of the art when was
a risk drafted and usually the internal market Directives
Article 21 have essential requirements more detailed than

the LVD. It is possible that with the evolution of
time, new technologies and the state of the art,
the requirements do not cover all risks,

in particular related to new products presenting
risks that were not foreseen by the Directive. This
is the case envisaged by Article 21. In this case a
product may formally comply with the essential
requirements but nevertheless present a risk.
Authorities must have to possibility to take
restrictive measures against the product and this

procedure allows them to do so. The difference to

the "normal" safequard procedure is that Article

21 deals with "compliant products", while Article

19 deals with products presenting a risk for not

complying with the applicable requirements.

For the LVD this option will probably never be

used due to the broad nature of the safety

objectives.
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Technical
documentati
on

Annex II1.2
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Directive 2014/35/EU Annex II1.2
requires from the manufacturer to
include an appropriate risk analyses and
evaluation in the technical
documentation without

providing any further details.

What should be the form and
requirements of the risk analyses and

how the risk evaluation should be done?
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Any conformity assessment procedure would
require the manufacturer to start a risk analysis of
the specific risks of the product to address them in
order to comply with the essential requirements of
the Directive because not all products present the
same risks. There can be several methods
toaddress these risks, such as with the
harmonised standards.

Diagram in § 4.1.2.2 of the Blue Guide explains

clearly the principle.
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The new "Blue Guide" explains that if
harmonized standards are met, that
were created on the basis of a risk
analysis, no additional risk assessment
must be carried out and no additional
documentation must be created.

How can we know whether a standard is
developed on the basis of a risk

analysis?
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The Blue Guide statement presupposes a good
evaluation of the risks of the product and match
between the risks analyses and risks covered by
the standards. The fact that harmonised
standards are chosen to address the product
risks, does not mean that additional risk
assessment is not necessary. On the contrary, an
analysis of the risks presented by a product by the
manufacturer is indispensable. Any conformity
assessment procedure requires the manufacturer
to start a risk analysis of the specific risks of the
product to address them in order to comply with
the essential health and safety requirements
because not all products present the same risks.
This part of the analysis has to be distinguished
from part referred to in the Blue Guide: Once
these risks are identified and the manufacturer is
determining the measures to address those risks
in order to comply with the essential requirements
he can choose to apply the harmonized

standards.

TN—TA FOFRIZ, "EORBWY X7 5%
AfEL LTRY., URAZ M EHIREIZE > TN
—SNDH VA7 LOMTEE LTS, EEBK
WD Y AT 2T 5 L HIT@RIRS D & v
D HEEIL, MRV R TRAA L EHBAMET

NI EEERTDHHD TR,

EHRHSWTHEASNID D) ?

W, WEERICL o TRETRESND Y A5

Priz, AAIRTH 5,

FTRTCOBMERECY 27085 H5 L 09 bl Tl
WD T, BEXR N EOVEEREEICES T
DI FNL BT R ORED Y AT D

YRAZ 5iltahad 2 &2, EA LSV F

JETY, BUEEFICERT S,

U A 75D ZDOENE T IN—HA RTERT 5




oy & KB L2 iEe b7,

INSDU R MRS, WG DS LHER
FIRICHEAE T 2720120 A7 0BT 5 HiE 2 Uk
ET D556, BERKEERTSZ L2BRTx
o




[&#43] i EMC $85(2014/30/EU) & A0 T T

The following requirements are mentioned in ANNEX 1I of EMC Directive 2014/30/EU.

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, 4 and 5 of this Annex, and ensures and declares on his sole
responsibility that the apparatus concerned satisfy the requirements of this Directive that apply to
it.

2. Electromagnetic compatibility assessment

The manufacturer shall perform an_electromagnetic compatibility assessment of the apparatus,
on the basis of the relevant phenomena, with a view to meeting the essential requirements set out
in point 1 of Annex |.

The electromagnetic compatibility assessment shall take into account all normal intended operating
conditions. Where the apparatus is capable of taking different configurations, the electromagnetic
compatibility assessment shall confirm whether the apparatus meets the essential requirements set
out in point 1 of Annex | in all the possible configurations identified by the manufacturer as
representative of its intended use.
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ANNEX | ESSENTIAL REQUIREMENTS

1. General requirements
Equipment shall be so designed and manufactured, having regard to the state of the art, as to
ensure that:

(a) the electromagnetic disturbance generated does not exceed the level above which radio and
telecommunications equipment or other equipment cannot operate as intended;

(b) it has a level of immunity to the electromagnetic disturbance to be expected in its intended use
which allows it to operate without unacceptable degradation of its intended use.

2. Specific requirements for fixed installations
Installation and intended use of components
A fixed installation shall be installed applying good engineering practices and respecting the
information on the intended use of its components, with a view to meeting the essential
requirements set out in point 1.

3. Technical documentation
The manufacturer shall establish the technical documentation. The documentation shall make it
possible to assess the apparatus conformity to the relevant requirements, and shall include an
adequate analysis and assessment of the risk(s).
The technical documentation shall specify the applicable requirements and cover, as far as relevant
for the assessment, the design, manufacture and operation of the apparatus. The technical
documentation shall, wherever applicable, contain at least the following elements:
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|[H EMC #5453 (2006/95/EC)

The following requirements are mentioned in ANNEX 1I of EMC Directive 2006/95/EC

ANNEX II
CONFORMITY ASSESSMENT PROCEDURE REFERRED TO IN ARTICLE 7
(internal production control)

1.The manufacturer shall perform an electromagnetic compatibility assessment of the apparatus,
on the basis of the relevant phenomena, with a view to meeting the protection requirements
set out in Annex I, point 1. The correct application of all the relevant harmonised standards whose
references have been published in the Official Journal of the European Union shall be equivalent to
the carrying out of the electromagnetic compatibility assessment.

2.The electromagnetic compatibility assessment shall take into account all nhormal intended operating
conditions. Where the apparatus is capable of taking different configurations, the
electromagnetic compatibility assessment shall confirm whether the apparatus meets the protection
requirements set out in Annex I, point 1, in all the possible configurations identified by the
manufacturer as representative of its intended use.
In accordance with the provisions set out in Annex 1V, the manufacturer shall draw up technical
documentation providing evidence of the conformity of the apparatus with the essential requirements
of this Directive.

3.The manufacturer or his authorised representative in the Community shall hold the technical
documentation at the disposal of the competent authorities for at least ten years after the date on
which such apparatus was last manufactured.

4.The compliance of apparatus with all relevant essential requirements shall be attested by an EC
declaration of conformity issued by the manufacturer or his authorised representative in the
Community.

5.The manufacturer or his authorised representative in the Community shall hold the EC declaration of
conformity at the disposal of the competent authorities for a period of at least ten years after the
date on which such apparatus was last manufactured.

6.1f neither the manufacturer nor his authorised representative is established within the Community, the
obligation to hold the EC declaration of conformity and the technical documentation at the disposal
of the competent authorities shall lie with the person who places the apparatus on the Community
market.

7.The manufacturer must take all measures necessary to ensure that the products are manufactured
in accordance with the technical documentation referred to in point 3 and with the provisions of this
Directive that apply to them.

8.The technical documentation and the EC declaration of conformity shall be drawn up in accordance
with the provisions set out in Annex IV.
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Safety of machinery -- Safety-related parts of control systems -- Part 1. General principles for design
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. ISO 12100:2010 *Safety of machinery — General principles for design — RA and risk reduction

Mans: FUJISAFETY
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RISK ASSESSMENT
{The eriteria of risk assessment)
1. Definition of risk
Risk = Severity (Degree of damage) * Probability of the cccurrence of  an injury or damage

L e e e

2. Severity of assessment

[Assessment point] [against person] [against property]
1t Minor damage * e TS s inspection only
(to perform normal function) exJbruise ex_protection devices operate

2: Light damage — # first aid only e repair only

(influence on function) exJsprained finger exnasty smell from produet
3 : Moderate damage — #medical treatment regularly  #exchange for a new article

(normally reversible) exJeracked bone ex Jsmoke from product
4 : Bevere damage + #in hospital, #house's damage

(normally irreversible) and remain a sequela ex.)a small fire

exeomplicated fracture of a bone
B : Fatal or Catastrophic damage — #death # house's raze
ex.the heart of injury ordamage  ex Mire
by fracture of a bone

3 Dhrbahiliter ftha
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The assessment point is decided by the frequency of occurring hazards and the method of working the devi
[Assessment paint]
1: unthinkable, it ean be assumed oceurrence may not be experienced. (in life of an item)
2 unlikely. it is possible that occurrence may not be experienced. (n life of an item)

3 : likely to oceur at times
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Bl SO 14971:2007 *Medical device — Application of risk management to medical devices

Risk
analysis

Risk
evaluation

Risk

control

Overall residual
risk evaluation

A

Y

Intended use
|dentify characteristics (4.2)

Identify known or foreseeable hazards (4.3)

T

Y

Estimate risk(s) for hazardous situation(s) (4.4)

No Is risk
reduction necessary?

(5)

‘. Yes

Identify appropriate risk control measure(s),
record risk control requirements (6.2)

Is the risk

No

?
reductible? _—

(62
Y

Implement, record and verify appropriate measures (6.3)

Is the residual
risk acceptable?
(6.4)

Yes

Do medical
benefits outweigh the

Are
new hazards or
hazardous situations
introduced or exiting risks
affected?
(6.6)

Are all
identified hazards
considered?
(6.7)

Is overall
residual risk acceptable?
(Clause 7)

benefits outweigh the
overall residual risk?

residual risk?
(6.5)

No

Do medical

(Clause 7)

Yes

Prepare risk management report (Clause 8)

Yes

HiHE 1 1SO 14971:2007
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