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CE Marking

�

�

�

CE marking 
responsible body 

(applicable
European Directive) .
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CE Marking

�

�

8

CE Marking

� " (Essential Health and 
Safety requirement)"

� " "

� " "

�
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CE Marking

�

�

� (EU + EEA) 32

�

�

10

CE Marking

�

�

�
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12

� "New Approach" Directives (Community Law)
(essential requirements)

� EU 

�
(European harmonised (EN) standards 

provide detailed technical information enabling manufacturers to meet the essential
requirements )

� Directive
(Directives explain how manufacturers are 

able to demonstrate conformity with the essential requirements)

� CE EU

Directives ?
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13

Directive Directive 

2014/35/EU Low Voltage 
2006/42/EC Machinery 
2014/30/EU Electromagnetic compatibility (EMC) 

2014/53/EU Radio Equipment and Telecommunications Terminal Equipment 
(R&TT)

305/2011/EU Construction products Regulation (CPR) 

2009/48/EC Safety of toys 

89/686/EEC Personal protective equipment (PPE)  (Regulation (EU) 2016/425)

2014/29/EU Simple Pressure Vessels 

2014/31/EU Non-automatic weighing instruments 
90/385/EEC Active implantable medical devices 
209/142/EC Appliances burning gaseous fuels 

New Approach CE Marking Directive

14

Directive Directive 

92/42/EEC Efficiency requirements for new hot-water boilers fired with liquid or 
gaseous fuels 

2014/28/EU Explosives for civil uses 
93/42/EEC Medical devices 

2014/34/EU Equipment explosive atmospheres (ATEX) 

2013/53/EU Recreational craft 

2014/33/EU Lifts 

2014/68/EU Pressure equipment 

98/79/EC In vitro diagnostic medical devices 

2000/9/EC Cableway installations designed to carry persons 
2014/32/EU Measuring instruments 
2013/29/EU Pyrotechnic articles
2000/14/EC Noise Emissions

New Approach CE Marking Directive

- 17 -
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“CE marking ....”

Directive Directive 

2001/95/EC General Product Safety Directive (GPSD)

2002/96/EC Waste from Electrical and Electronic Equipment (WEEE)

2006/66/EU Batteries & Accumulators 

76/768/EEC Cosmetic Products
2010/35/EU Transportable Pressure Equipment

Directive

16

8 Modules

A: (Internal control of production)
B: EC (EC type-examination)
C: (Conformity to type)
D: (Production quality assurance)
E: (Product quality assurance)
F: (Product vertification)
G: (Unit verification)
H: (Full quality assurance)
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8 Modules

18

Module
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The CE marking 
CE

CE marking 

CE Marking
5mm …(

)

CE Marking
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CE Marking Process

22

-
-

-

-

- (TF)
/ /

- (DoC)

-CE

CE Marking 
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� (DoC)
� (General Description)
�
�
� / /
�
� (Block Diagram Circuit Diagram)
�
�
� CE 
Spec Sheet 

Technical Files ( )

24

EU DECLARATION OF CONFORMITY

Date of Issue: Date of DoC

Reference Number: Serial Number for this DoC

Directive: Relevant Directive's

Conforming Apparatus: Equipment Title, Part Number (and 
Serial Numbers as applicable)

Manufacturer:

Authorised Representative:

Harmonised Standards
Referenced or Applied:

Relevant standards, amendments and 
dates of issues

Specifications with which 
Conformity is Declared:

If Harmonised Standards are not used 
then insert standards used and reference 
number of Notified Body Certificate.

xxxxLtd hereby declare that the equipment named has been designed
(alternative:) tested and found to comply with the relevant sections of
the above referenced specifications. The unit complies with all
essential requirements of the Directives.

Signed:

Name:

Position:

DoC

- 22 -
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Declaration of Conformity

26
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27

Personal Protective Equipment

� Directive 89/686/EEC & Regulation (EU) 
2016/425 

�

� “Any device or appliance 
designed to be worn or held 

by an individual for 
protection against one or 

more safety hazards”

28

� Specifically for armed forces, polices etc ( , )

� Self defence e.g. personal deterrent weapons ( )

� Domestic use against adverse weather, damp, water and heat  e.g. 
overcoats, boots, umbrellas, oven gloves  ( )

� Protection or rescue of people on vessels or aircraft not worn all the time 
e.g. aircraft lifejackets ( )

� Motorcycle helmets and visors ( )

� Samples not intended for use ( )

� Sold and used exclusively outside the EC

� Second-hand PPE not remanufactured
PPE

- 24 -
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PPE Directive (Timescales)

30

PPE Directive (Timescales)

� PPE Directive 89/686/EEC 2018 4 21

� PPE Regulation (EU) 2016/425 2018 4 21

� 2019 4 21 PPE Directive 89/686/EEC
Marking

� Directive 89/686/EEC  EC type-examination 
certificates 2023 4 21

- 25 -



31

PPE

I
Category 1( )

II
Category 2( )

III
Category 3( )

32

( Category I )

) , , ,

- 26 -
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( Category II )

89/686/EEC Regulation (EU) 
2016/425

) , , ,

34

( Category III )

) , , ,
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� Solids & liquid aerosols, dangerous, toxic or radiotoxic         
e.g. respiratory including filtering devices & breathing or diving 

apparatus

Category III - Respiratory

36

Category III - Clothing
� Dangerous chemicals & ionizing radiation

e.g. gloves, disposable clothing, gas-tight suits, x-ray aprons

- 28 -
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� High-temperature environments the 
effects of which are comparable to 

those of an air temperature of �100 C 
and which may or may not be 

characterized by the presence of 
infra-red radiation, flames or the 

projection of large amounts of molten 
material 

e.g. firemen's clothing, foundry boots 
and gloves

Category III - Clothing

38

� Cold equivalent to air temperature �-50 C e.g. clothing

Category III - Clothing
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� Electrical risks and high voltages
e.g. insulating gloves and footwear

Category III - Clothing

40

� Falls from height
e.g. harnesses, descenders, fall-arrest systems

Category III - Falls
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Manufacturer Type of 
Product

Technical File 
(Annex III)

� Category 1 – Annex I PPE
EU (D.O.C)

� Category II - Category I III
PPE EU

EU

� Category III – Annex I PPE
EU Mod. C2 Mod. D

EU

Flow chart for Assessment conformity

42

� Notified Body
� Manufacturer requires ( )

� Testing ( )
� Technical file ( )

� EU Declaration of Conformity
� Module A (Annex IV) Manufacturers self declaration

Manufacturer’s 
EU Declaration  
of Conformity

Simple  
Category I

Product marking

Flow Chart - Category I 

- 31 -
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� Manufacturer requires ( )
� Testing ( )
� Technical file ( ) 

� Article 19 certification from Notified Body

� Initial Product approval ( )

� Module B (Annex V) EU Type Examination

Article 19

Certification

Intermediate  
Category II

Manufacturer’s 
EU Declaration  
of Conformity

Flow Chart - Category II 

44

� Manufacturer requires ( )
� Testing ( )
� Technical file ( )

� Module C2 (Annex VII) certification from Notified Body
� On-going surveillance through testing

� Module D (Annex VIII) certification from Notified Body
� On-going surveillance through factory auditing ( )
� Annual audits 

Manufacturer’s 
EU Declaration  
of Conformity

Complex  
Category III

Article 19 
Certification

Annex VII or 
VIII 

Certification

Notified Body Number

Flow Chart - Category III 
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PPE modules
Module B – EU Type Examination (Annex V)

� EU type-examination NB 
, PPE , 

� EU Type examination 5

� Notified Body(NB) 5

� The manufacturer( ) PPE 
10

� State-of-the-art Upadted

46

PPE modules
Module C2 – (Annex VII)

� NB
� 1

Module D – (Annex VIII)

� NB
� , 

� NB

- 33 -
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g

Category I
Simple
Design

Category II

g

Category III
Complex
Design

Quality assurance of 
the production System 
(Mod. D, Annex VIII)

Technical File

EU Type Examination (Mod. B,  Annex V)

EU Quality Control System. 
Product checks at 
random interval

(Mod. C2, Annex VII)

EU Declaration of Conformity

0120

PPE modules

Internal
Production control 
(Mod. A, Annex IV)

Internal
Production control 
(Mod. C, Annex VI)

48

PPE Regulation (EU ) 2016/425

� The manufacturer shall either provide the EU declaration of 
conformity with the PPE or include in the products user 
instructions and information or web link as to where EU 
declaration of conformity can be accessed 

� PPE Regulation (EU) 2016/425 
� distributors and importers 
� Module name 

(Article 10, 11A & 11B � Module B, C2 & D)
� category : life jacket & hearing to Category III
� DoC (or Web link) 
� 2018 4 5 EU Type Examination Certificates 

- 34 -
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Directives, Guidance & Harmonized Standards

http://ec.europa.eu/growth/single-market/ce-marking/index_en.htm

50
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Product Testing

� Category I,II,III product testing
� In house testing – based mainly in Far East             footwear, 

gloves, clothing, helmets, sunglasses
� Sub contracted to other ISO 17025 / Notified Body labs
� Contact Stephanie.Mackenzie@sgs.com 

� Some SGS companies do offer a Technical File writing 
service as well as testing

52

Contacts

� General PPE enquiries and certification
sgsprodcert@sgs.com  

Kelvin Shepherd Tel. +44 (0)1934 529254
Peter Downs       Tel. +44 (0)1934 529263

� Testing 
Stephanie.Mackenzie@sgs.com 

Units 41 & 43,The Listerhills Park of Science and Commerce, 
UKCampus Road, Bradford BD7 1HR, UK

Tel. +44(0)1274 367987

- 36 -
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