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Economic Operators
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placing on the market

putting into service / first use

2nd User
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Risk analysis

Manufacturer

v

Identification of relevant directives

'

Determination of the limits
of the product

Identification of the hazards/ < Essential

relevant _pi1enomena Req uirement:

Risk estimation

B

v

All risks of the product are
completely covered

v

The product bears risks that are

by harmonized standards
(including all boundary conditions)

v
Proof of compliance Detailed risk assessment and
with harmonized standards implementation of measures for
(Test reports, measurement records) risk reduction including
presumption of conformity Evaluation of effectiveness

not covered by
harmonized standards
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Product labeling
User information

|

Technical documentation —l

notified
body

v

EU Decl. of Conformity
CE marking

Placing on the market/
Putting into service
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Determination of the limits

v

Identification of the hazards/

relevant phenomena » Essential requirements
i of the related directive

Risk analysis

Risk estimation

Risk evaluation

Is the risk

tolerable? documentation ——> finished

Risk reduction
(in 3 steps)

from: EN ISO 12100,
CENELEC Guide 32
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*According to General Product Safety Directive (GPSD), 2001/95/EC, Article 3

example local single market implementation Germany: ProdSG (Product Safety Law)
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Energy EMC and Radio

Product Safety Environment Efficiency communication

ROHS
REAChH
WEEE

LVD

EMC

MD

PED

BattD

Hazards typically concern different aspects:
Example: the Directives relating to Electromagnetic Compatibility (EMC) and Pressure Equipment (PED) cover
phenomena not covered by the Directives relating to Low-voltage Equipment (LVD) or Machinery(MD)).

A product has to be designed and manufactured in accordance with all applicable Union harmonization legislation,
as well as to undergo the conformity assessment procedures according to all applicable legislation.

11 6/19/2023

©

SAFEGUARD



FEUR-Lex

Access to European Union law English E Guest ()

Q  QUICK SEARCH ﬂ

Need more search options? Use the Advanced search

LIROPA BEURLex home > Access to the Official Joumal -

? = «§ Share

Access to the Official Journal

Legally binding print editions

Special edition > Direct access to the Official Journal

> Access by year

Recent issues

Results 1- 15 of 15 1

Date L (Legislation) C (Information and Notices)

21/10/2019 L267 C356 C357
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http://eur-lex.europa.eu/JOIndex.do?ihmlang=en
http://ec.europa.eu/enterprise/policies/european-standards/harmonised-standards/low-voltage/index_en.htm
http://ec.europa.eu/enterprise/policies/european-standards/harmonised-standards/toys/index_en.htm
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Directives Verify Need for notified Check conformity Technical Affix CE marking
requirements body? documentation
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http://ec.europa.eu/growth/single-market/ce-marking/manufacturers/directives/index_en.htm

CEf&ET
CEfRmRAYEK

= BE: NMEF5mm;
= FEIAFIERESEENATNREE,; HE
ENmIA=.

©

14 6/19/2023 SAFEGUARD



CER

https://ec.europa.eu/info/index_en

f | An official website of the European Union How do you know? v

European | English Search
m Commission @ 9 | |

Safe COVID-19 vaccines for
Europeans

Find out more >

What we do Who we are
EU strategy, its role in setting priorities, and its implementation through EU Organisation, departments, roles and responsibilities, governing principles,
policy. and how to visit and get involved.

6 Commission priorities for 2019-24 The European Commission's political leadership
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Welcome Contact Us

Contact@guard-safety.cn
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