
Flowchart presentation of conformity assessment procedures as provided for by the directives

New Approach Directives
1. Low voltage equipment (73/23/EEC, amendment 93/68/EEC)
2. Simple pressure vessels (87/404/EEC, amendments 90/488/EEC and 93/68/EEC)
3. Toys (88/378/EEC, amendment 93/68/EEC)
4. Electromagnetic compatibility (89/336/EEC, amendments 92/31/EEC and 93/68/EEC)
5. Machinery (98/37/EC, amendment 98/79/EC)
6. Personal protective equipment (89/686/EEC, amendments 93/68/EEC, 93/95/EEC and 96/58/EC)
7. Non-automatic weighing instruments (90/384/EEC, amendment 93/68/EEC)
8. Active implantable medical devices (90/385/EEC, amendments 93/42/EEC and 93/68/EEC)
9. Gas appliances (90/396/EEC, amendment 93/68/EEC)
10. Hot water boilers (92/42/EEC, amendment 93/68/EEC)
11. Civil explosives (93/15/EEC)
12. Medical devices (93/42/EEC, amendment 98/79/EC)
13. Potentially explosive atmospheres (94/9/EC)
14. Recreational craft (94/25/EC)
15. Lifts (95/16/EC)
16. Refrigeration appliances (96/57/EC)
17. Pressure equipment (97/23/EC)
18. Telecommunications terminal equipment (98/13/EC)
19. In vitro diagnostic medical devices (98/79/EC)
20. Radio and telecommunications terminal equipment (99/5/EC)

Directive based on the principles of the Global Approach, but which does not provide for the CE marking

21. Marine equipment (96/98EC) Provided by EOTC Info-Services [Jul-99]
WWW.EOTC.BE  -  helpdesk@eotc.be



MANUFACTURER

Flowchart for the conformity assessment procedures provided for in
Directive 73/23/EEC on electrical equipment designed for use within certain voltage limits 

Manufacturer ensures and declares
compliance of manufactured products with
technical documentation and with Directive
requirements.
MODULE A 

EC declaration of conformity
(Internal Production Control -  Annex III, B).Technical File (Annex IV, 3)

Manufacturer establishes the 
technical documentation covering 
the design, manufacture and 
operation of the electrical equipment.

  1 

 

Note:  in the event of a challenge the manufacturer may submit a “report by a notified body” on the conformity of the equipment with the safety objectives (art. 8,2).

YES
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MANUFACTURER
     Function

of value PS.V
      (art. 3,2 &

Flowchart for the conformity assessment procedures provided for in the
Directive 87/404/EEC on simple pressure vessels

PS.V >
50 bar.L

PS.V <
50 bar.L Manufacture in

accordance with
sound engineering

No CE
marking

  Com-
pliance with

     standards

Certification of
file adequacy

Yes

No or
partial

choice

 Manu-
    facturer

EC type
examination
(art. 10)

PS.V >
3000 bar.L

50<PS.V<
 3000 bar.L

EC Verification (art. 11)
N.B. verifies and certifies SPV
conformity.  Manufacturers

EC conformity declaration,

plus EC surveillance by NB
if PS.V>200 bar.L (art. 12).

by manufacturers,

Value
of PS.V

 Manu-
    facturer

choice

declare the conformity.
MODULE F (*)

MODULE B (*)
MODULE Cbis2+

by N.B.
MODULE A+ (*)

  2 

8,1)

practice (art. 3,2)

(*)  These procedures were approved before the adoption of the Council Decision 90/683/EEC (as amended by Decision 93/465/EEC) on conformity assessment procedures (modules).
      Their provisions may therefore not be identical to those of the modules.
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MANUFACTURER

Flowchart for the conformity assessment procedures provided for in the
 Directive 88/378/EEC on safety of toys

EC type examination
(Art. 10)

        Compliance
with

         standards

Manufacturer confirms
conformity of production with
type and keeps technical file or
technical report for inspection
(art. 8,2)

Manufacturer keeps technical file
or technical report, ensuring

standards  (art. 8, )

Non compliance,
in whole or in part

Yes

conformity of production to

MODULE A (*)

MODULE B (*)
MODULE C (*)

3

(*)  These procedures were approved before the adoption of the Council Decision 90/683/EEC (as amended by Decision 93/465/EEC) on conformity assessment procedures (modules).
      Their provisions may therefore not be identical to those of the modules.
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MANUFACTURER
        Type
  of product

Flowchart for the conformity assessment procedures provided for in the
Directive 89/336/EEC on electromagnetic compatibility

EC type examination
(art. 10,  5)

Radio-transmitters

Application

   standards

EC Declaration of 
conformity                 with type 
approved

Self-certification (art. 10,1)

MODULE A (*)  

Non application or 
partial application of 
harmonised standards

Full

Technical Construction
File (art. 10, 2) by
manufacturer

Other than
radio transmitters

of harmonized

MODULE C (*)  MODULE B (*)  

  4 

application

EC Declaration of 
conformity
by manufacturer. 

Technical report 
or certificate by a 
Competent Body 
(art. 10, 2)

(*)  These procedures were approved before the adoption of the Council Decision 90/683/EEC (as amended by Decision 93/465/EEC) on conformity assessment procedures (modules).
      Their provisions may therefore not be identical to those of the modules.
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MANUFACTURER
of machine and

       (Annex IV)

Technical Construction
File (Annex V)

Flowchart for the conformity assessment procedures provided for in the
Directive 98/37/EC on machinery

EC type examination
(Annex VI)

Not referred
to in Annex IV

Referred to in Annex IV,
without meeting or 
only partly meeting the 
standards, or if no such 

Referred to
in Annex IV
and complying
with standards

Manufacturer
choice

Technical file (Annex VI)
sent to Notified Body

Technical file (Annex VI)
submitted to N.B. for 
certification of adequacy

EC type examination
(Annex VI)

EC conformity declaration
with essential requirements

Conformity declaration
to type covered by the
EC type examination

MODULE B (*)

MODULE C (*)

MODULE B (*)

MODULE A

  5

safety components

Type

for the file

standards exist

 (1)
- Safety components do
    not bear CE marking
 - All machines and safety
   components must be
   accompanied by the EC
   declaration of 
   conformity
   

(*)  These procedures were approved before the adoption of the Council Decision 90/683/EEC (as amended by Decision 93/465/EEC) on conformity assessment procedures (modules).
      Their provisions may therefore not be identical to those of the modules.

(1)
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MANUFACTURER
Type of
product

Flowchart for the conformity assessment procedures provided for in the
Directive 89/686/EEC on personal protection equipment (PPE)

Technical File
(annex III)

Simple design 
PPE (art. 8, 3)

Other
equipment

       Type
of product

(EC final product quality
 system (art. 11A)).
N.B. carries out product checks

 Manu-

         choice

(EC production quality system
(art. 11B)).
N.B. assesses and monitors
the manufacturer’s quality
system.

EC declaration of conformity
to essential requir. (Art. 12)
MODULE A (*)

Other
equipment

EC type examination

MODULE  C (*)
to type (Art. 12)
EC declaration of conformity

 facturer

MODULE C bis2 (*) 

MODULE D (*)

Complex design
PPE (art. 8, 4a)

MODULE B (*)
(art. 10)

  6 

EC declaration of conformity

EC declaration of conformity

(*)  These procedures were approved before the adoption of the Council Decision 90/683/EEC (as amended by Decision 93/465/EEC) on conformity assessment procedures (modules).
      Their provisions may therefore not be identical to those of the modules.
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MANUFACTURER

Flowchart for the conformity assessment procedures provided for in the
 Directive 90/384/EEC on non-automatic weighing instruments

EC conformity declaration
with type (Production quality

N.B. assesses and monitors the
manufacturer’s quality system.

EC verification (Annex II, 3)
N.B. verifies and certifies that
products conform to type.

EC type examination
(Annex II, 1)

EC unit verification (Annex II, 4)
N.B. verifies and certifies that 
instrument meets the directive
requirements.

 facturer
        choice     

Use of
product

Art. 1.2.b

The product must bear:
* The manufacturer’s
   mark or name
* The maximum capacity.

No CE
marking

Instruments 
art. 8, 1a

assurance - Annex II, 2)

(Annex IV, 2)

Manu-

Manu-
facturer

choice2nd para

MODULE B (*)

MODULE D (*)

MODULE F (*)

MODULE G (*)

Manu-
facturer

choice

Art.
1,2a

  7

(*)  These procedures were approved before the adoption of the Council Decision 90/683/EEC (as amended by Decision 93/465/EEC) on conformity assessment procedures (modules).
      Their provisions may therefore not be identical to those of the modules.
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MANUFACTURER
     Type

of product
      Art. 9

Flowchart for the conformity assessment procedures provided for in the
 Directive 90/385/EEC on active implantable medical devices

Custom made
devices and devices

All other
devices

Manu-

       choice

       choice

EC declaration of conformity
to type (Production quality
assurance). (Annex 5).

N.B. assesses and monitors the
manufacturer’s quality system.

EC Verification (Annex 4)
N.B. - verifies and certifies that
products conform to the type

Manufacturer's declaration
(Annex 6)
+ Technical file

EC declaration of conformity (complete
quality assurance system + product
design file (Annex 2))
N.B. issues an EC design examination
certificate (Annex  2, § 4).
N.B. assesses and monitors the
manufacturer’s quality system.

EC type examination
(Annex 3)

facturer

Manu-
facturer

for clinical investigations

No CE
marking

MODULE Hbis (*)

MODULE B (*)

MODULE D (*)

MODULE F (*)

  8 

(*)  These procedures were approved before the adoption of the Council Decision 90/683/EEC (as amended by Decision 93/465/EEC) on conformity assessment procedures (modules).
      Their provisions may therefore not be identical to those of the modules.
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MANUFACTURER
  Type of

production     

Flowchart for the conformity assessment procedures provided for in the
Directive 90/396/EEC on appliances burning gaseous fuels

EC conformity declaration with
the type (Production quality
assurance, Annex II, 3).
N.B. assesses and monitors the
manufacturer’s quality system

Manu-
facturer
choice

EC verification (Annex II, 5)
N.B. verifies and certifies that
products conform with the type

EC Unit Verification (Annex II, 6)
N.B. - verifies and certifies that the appliance 
meets the directive requirements.
Technical design file (Annex IV) is made
available to the N.B.. 

EC conformity declaration with
the type (Annex II, 2).
N.B. carries out spot checks on
devices.

EC type examination
(Annex II, 1) 

EC conformity declaration with
the type (Product quality
assurance, Annex II, 4).
N.B. assesses and monitors the
manufacturer’s quality system

Unit or small
batch appliances 
production

series production,

MODULE G (*)

MODULE C (*)

MODULE D (*)

MODULE E (*)

MODULE F (*)

MODULE B (*)

Appliances,

and fittings

  9

(1) Fittings do not bear 
     CE marking, but they are
     accompanied by a certificate

(*)  These procedures were approved before the adoption of the Council Decision 90/683/EEC (as amended by Decision 93/465/EEC) on conformity assessment procedures (modules).
      Their provisions may therefore not be identical to those of the modules.

1 (1)
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MANUFACTURER
  Type of

production     

Flowchart for conformity assessment procedures provided for in the
Directive 92/42/EEC on efficiency requirements for new hot-water boilers fired with liquid or gaseous fuel

EC conformity declaration
with type (Production quality

 assurance, Annex IV).
N.B. assesses and monitors
manufacturer’s quality system.

MODULE D

Gas fired boilers are submitted to
conformity assessment procedures
provided for in Directive 90/396/EEC,
appliances burning gaseous fuels
(art. 7, § 2).

EC conformity declaration with
type (Annex IV).
N.B. carries out spot checks on
appliances.
MODULE C bis 2

EC type examination
(Annex III)

EC conformity declaration
with type (Product quality
assurance, Annex IV).
N.B. assesses and monitors
manufacturer’s quality system.

MODULE E

Gas fired boilers

Liquid fired boilers,
series production

MODULE B

Manufacturer
     choice

   10 

Note: the Directive provides for a label system awarding the boilers energy
          performances.  The system is based on the “    “marking  (art.6).
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MANUFACTURER

Flowchart for the conformity assessment procedures provided for in the
 Directive 93/15/EEC on explosives for civil uses

Production quality assurance
(Annex II, 3).

N.B. assesses and monitors the
manufacturer quality system

Manufac-
turer
choice

Product verification 

N.B. verifies and certifies that
products conform to the type.

Unit verification (Annex II, 6)
N.B. - verifies and certifies that the appliance 
meets the directive requirements.
Technical file is made available to the N.B.

Conformity to type
(Annex II, 2).
N.B. carries out products checks
at random intervals.

EC type examination
(Annex II, 1) 

Product quality assurance
(Annex II, 4).
N.B. assesses and monitors the
manufacturer quality system

MODULE G

MODULE Cbis2

MODULE D

MODULE E

MODULE F

MODULE B

Manufacturer
choice

(Annex II, 5)

  11 
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MANUFACTURER

Flowchart for the conformity assessment procedures provided for in the
 Directive 93/42/EC on medical devices

EC Verification (Annex IV)
N.B. verifies and certifies that

MODULE E

MODULE A

products conform with the T.F.
MODULE F

EC declaration of 
 conformity (Annex VII )

Production Quality Assurance
(Annex V)
N.B. assesses and monitors the
manufacturer’s quality system.

MODULE D

MODULE H

Full Quality Assurance System (Annex II)
N.B. assesses and monitors the 
manufacturer’s quality system.

Manu-
facturer
choice

class  I

class IIa

class II

class IIb

MODULE B

Type
of

Products

Products

    NO

Products 
in Annex 

Products

Products

Products

EC declaration of 
conformity (Annex VII)
+ Technical File

Manufacturer declares that
products conform with the T.F.

Product Quality Assurance
(Annex VI)
N.B. assesses and monitors the
manufacturer’s quality system.
Manufacturer declares that
products conform with the T.F.

EC design verification by N.B. (annex II, 4)
not applicable.

Manu-
facturer

choice

(*)

(*)

(*)

(*)  Third party assessment relate  to a) obtention 
      of sterile device, b) metrological aspects.

Manu-
facturer
choice

EC Type Examination
(Annex III)

Manu-
facturer
choice

EC Verification (Annex IV)
N.B. verifies and certifies that
products conform with the type

MODULE F

Production Quality Assurance
(Annex V)
N.B. assesses and monitors the
manufacturer’s quality system.
MODULE D

Product Quality Assurance
(Annex VI)

N.B. assesses and monitors the
manufacturer’s quality system.
MODULE E

Chart 1 of 2

to chart 2

+ Technical File
MODULE A

 12a

VII,5

YES
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EC Verification (Annex IV)
N.B. verifies and certifies that
products conform with the type.
MODULE F

Production Quality Assurance
(Annex V)
N.B. assesses and monitors the
manufacturer’s quality system.

MODULE D

MODULE Hbis

Full Quality Assurance System 

N.B. assesses and monitors the 
manufacturer’s quality system.

Manu-
facturer

choice

class  III

MODULE B
Products

Manufacturer declares that
products conform with the type.

Manu-
facturer

choice

EC Type Examination
(Annex III)

Manu-
facturer
choice

EC Verification (Annex IV)
N.B. verifies and certifies that
products conform with the type

MODULE F

Production Quality Assurance
(Annex V)
N.B. assesses and monitors the
manufacturer’s quality system.
MODULE D

Product Quality Assurance
(Annex VI)

N.B. assesses and monitors the
manufacturer’s quality system.
MODULE E

Chart  2 of 2

from chart 1

         No 
complementary 
 CE marking

N.B. verifies and certifies the
design conformity.

(Annex II)

Devices for clinical
investigations 

custom-made devices
and

Statement concerning devices
for special purposes (Annex VIII).
The manufacturer declares that
products conform with essential
requirements

No  CE
marking

marketed as systems 
or procedure packs
(art. 12)

Manufacturer 
declaration
according to
art. 12, 2

Sterile
devices

YES

NO

  12b

Medical devices,
bearing the CE marking, 

Flowchart for the conformity assessment procedures provided for in the
 Directive 93/42/EC on medical devices

Provided by EOTC Info-Services [Jul-99]
WWW.EOTC.BE  -  helpdesk@eotc.be



MANUFACTURER

Flowchart for the conformity assessment procedures provided for in the
Directive 94/9/EC on equipment and protective systems intended for use in potential explosive atmospheres

Production Quality Assurance

EC type examination

Product  Verification (Annex V)

Conformity to type (Annex VI)

Product  Quality Assurance

EC type examination

Internal control of  production

(Annex IV)

MODULE DManu-
facturer

choice

N.B. assesses and monitors the
manufacturer’s quality system

N.B. verifies and certifies that
products conform with the type
MODULE F

(Annex III)

MODULE B

Products
art. 8,1(a)

Type
of

products
Products

art. 8, 1(b)

Products
art. 8,1(c)

Products
art. 8,1(b)(ii)

Products
art. 8,1(b)(i)

(Annex III)

MODULE B

Manu-
facturer
choice

  Manufacturer declares that
products conform with the type

MODULE Cbis1

(Annex VII)
N.B. assesses and monitors the
manufacturer’s quality system

MODULE E

(Annex VIII)
Manufacturer declares

communicates the technical

MODULE A+

Internal control of  production
(Annex VIII)

MODULE A

conformity to the directive and

file to N.B.

Manufacturer declares
conformity to the directive and
keeps  the technical file

Unit verification  (Annex IX)

Manu-
facturer
choice

N.B. verifies and certifies that products
meet the directive requirements
MODULE G

and art. 8,2

    13 

(*)  All referred procedures shall be applied in respect of components, with the exception of the affixing of the CE marking (art. 8,3).
(**) Manufacturer may follow the “internal control of production” (Annex VIII) procedure with regard to the safety aspects referred to in point 1.2.7 of Annex II of the Directive.

(*) (**)

(1)

(1) no CE marking 
      for components
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MANUFACTURER

Flowchart for the conformity assessment procedures provided for in the
 Directive 94/25/EC on recreational craft 

Conformity to type (Annex VIII)

Product  Verification (Annex X)

EC type examination

Internal Production Control

N.B. verifies and certifies that
products conform with the type
MODULE F

(Annex VII)

MODULE B

  Manufacturer declares that
products conform with the type
MODULE C

(Annex V)

MODULE A

Internal Production Control

MODULE Aa

plus tests  (Annex VI)hull < 12m 

Production Quality Assurance
(Annex IX)
N.B. assesses and monitors the
manufacturer’s quality system
MODULE D

Unit Verification (Annex XI)

MODULE G

N.B. verifies and certifies that
the products meet the directive
requirements

Full Quality Assurance 
(Annex XII)
N.B. assess and monitors the 
manufacturer’s quality system
MODULE H

Internal Production Control
plus tests  (Annex VI)

MODULE Aa

Boat design
cat. A and B

Hull 
length

12m<hull<24m 

Manu-
facturer
choice

Manu-
facturer
choice

Boat design

Boat design

category C

Components 
in Annex II

Hull 
length

12m<hull<24m 

 2.5m<hull<12m 

 2.5m<hull<24m 
category D

Comply
with

standards

YES

NO

Type 
of 

products

  14 

(1)

(1) Partly completed 
       boats are not CE 
      marketed. All products
      must be accompanied
      by the EC declaration
      of conformity.
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  MANUFACTURER
(for safety compon.)

Flowchart for the conformity assessment procedures provided for in the
 Directive 95/16/EC on lifts

Installer
choice

  15

Lifts

INSTALLER (for lifts) Safety
compon.

or lifts

Installer
 choice

  Design
approach

Lift designed in accordance
with a lift having undergone
EC type-examination (Annex V)

Lift designed in accordance
with a model lift having 
undergone EC type-examination
 (Annex V)

Lift designed in accordance
with a lift for which a full quality
assurance system (Annex XIII)
was implemented, supplemented
by a design examination in case
it does not wholly comply with the
harmonized standards 

Final Inspection (Annex VI)
N.B. verifies and certifies that lifts 
meet Directive requirements.
Installer draws up a declaration
of conformity.  

Product Quality Assurance (Annex
XII)
N.B. assess and monitors the
installer’s quality system.
Installer draws up a declaration
of conformity.
MODULE E

Production Quality Assurance
(Annex XIV)
N.B. assess and monitors the
installer’s quality system.
Installer draws up a declaration
of conformity.
MODULE D

Unit Verification (Annex X)
N.B. verifies and certifies that lifts  meet the Directive requirements.
Installer draws up a declaration of conformity.
MODULE G

Full Quality Assurance (Annex XIII)
N.B. assesses and monitors the installer’s quality system.
Installer draws up a declaration of conformity.
N.B. inspects the design where it is not entirely in accordance with
harmonised standards.
MODULE H(bis)

     Safety 
components

Manu-
facturer
choice

EC type-examination 
(Annex V)

MODULE B

Manu-
facturer
choice

Conformity to type with random checking (Annex XI)
N.B. carries out product checks at random intervals.
Manufacturer draws up a declaration of conformity.
MODULE C bis 2

Product Quality Assurance (Annex VIII)
N.B. assesses and monitors manufacturer’s quality system
Manufacturer draws up a declaration of conformity.
MODULE E

Full Quality Assurance (Annex IX)
N.B. assesses and monitors the manufacturer’s quality system.
Manufacturer draws up a declaration of conformity.
MODULE H
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MANUFACTURER
Electric mains-operated refrigerators,
Frozen food storage cabinets,
Food freezers,
 Combinations of 
these

Internal control of production
(Annex II)

MODULE A

Flowchart for the conformity assessment procedures provided for in the
 Directive 96/57/EC on refrigeration appliances

16 Provided by EOTC Info-Services [Jul-99]
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18

Type of  equ ipment Vessels
Pressure accessories 1)

Fired or
otherwise
heated
equ ipment

Piping
Pressure accessories 2)

Safety accessories
(Annex II ,  point  2)

A ssembl ies
« Global  procedure  »
(Art. 10.2)

gaseous liquid gaseous        liquidFluid to be contained
(Art. 9) d  3) n-d  4) d n-d

Steam or
superheated
water

d n-d d  n-d

A n n e x  I I :
Tables    →
specify categories as a
function of  PS,  V or DN

     1     2      3     4         5       6     7       8     9

Category Appl icable  procedures
(For categories I  to  IV,  the manufacturer  must  apply one  of  the  modules  or  one  of  the modul
combinat ions set  out  in  the relevant category)

C E -
mark ing

S E P
(Sound engineering
practice)

See Article 3.3 NO

a) Each i tem making  up
the assembly  :
According  to its category  ;

b) Integration of items  :
According  to the highest
category of  equipment  not
consider ing safety
accessories  ;

I A  ;  A1 ;  D1 ;E1  ; B1+D  ; B1+F  ; B+E  ;  B+C1 ; H  ; B+D  ;  B+F  ; G  ;  H1

II A 1 ;  D1 ;  E1 ; B1+D  ;  B1+F  ; B+E  ;  B+C1 ; H  ; B+D  ; B+F  ; G  ;  H1

III B1+D  ;  B1+F  ; B+E  ;  B+C1 ; H  ; B+D  ; B+F  ; G  ; H1

IV B + D  ;  B+F  ; G  ;  H1

Y E S

In general  :

Category IV

For specific
equ ipment :

Category of  equipment  to
be  protected

c) Protection of assembly  :
Highes t  category of
equipment  to be  protected.

C E -mark ing  5)

1) I f  c lassi f ied on the basis  of  PS and V .  See Annex II ,  point  3.
2) I f  c lassi f ied on the basis  of  PS and DN .  See Annex II ,  point 3.
3) “d” means dangerous f luid.  See Article 9.2.1.
4) “n-d” means non-dangerous f luid.  See Article 9.2.2.
5) Within an assembly,  CE-marking must  not  be aff ixed to  each individual  i tem of  pressure equipment .

17

Flowchart for the conformity assessment procedures provided for in the 
Directive 97/23/EC concerning pressure equipment
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MANUFACTURER

  

     Manufac-
 turer choice

EC type examination 

N.B. examines documentation
and tests products
(Annex I) 

MODULE B

   Manufac-
turer choice

EC conformity declaration with type
(Annex II)

N.B. carries out product checks

MODULE Cbis2

EC conformity declaration with type
(production quality assurance)
(Annex III).
N.B. assesses and monitors
manufacturer's quality system

MODULE D

EC conformity declaration 
(full quality assurance)
(Annex IV)

N.B. assesses and monitors the manufacturer's
quality system

MODULE H

Flowchart for the conformity assessment procedures provided for in the
 Directive 98/13/EC relating to telecommunications terminal equipment and 

satellite earth station equipment 

(*) For specific equipment elements the manufacturer of satellite earth station equipment may use with the internal production control procedure (Module A, Annex IX) as an alternative 
     to the above conformity assessment procedures.
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MANUFACTURER Device covered 
by Annex II

YES

Intended for
performance
evaluation

Referred to in
the list A of
Annex II

Procedure 
according to 
Annex VIII

Statement 
drawn up by 
the manufacturer

Manufacturer
choice

EC declaration of conformity/
full quality assurance+ design
examination + verification of
manufactured products
(Annex IV)
MODULE Hbis+

EC type-examination
(Annex V)
MODULE B

EC declaration of conformity/
production quality assurance/
verification  of manufactured
products (Annex VII)
MODULE D+

Referred to in 
list B of 
Annex II

Manufacturer
choice

EC declaration of 
conformity/full
quality assurance
(Annex IV, except
points 4 and 6)
MODULE H

EC type-examination
(Annex V)
MODULE B

Manufacturer
choice

EC verification 
(Annex VI)
MODULE F

EC declaration of 
conformity/
production quality
assurance (Annex
VII, except point 5)
MODULE D

19a

 Flowchart for the conformity assessment procedures provided for in the
 Directive 98/79/CE on in vitro diagnostic medical devices

Chart  1 of 2
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Intended for
self-testing

NO

YES

NO

Manufacturer
choice

Intended for 
performance
evaluation

EC declaration of conformity +
examination of design
(Annex III)
MODULE A+

EC declaration of conformity 
(Annex III, except point 6)
MODULE A

Procedure according to 
Annex VIII

Statement drawn  up  by
the manufacturer

 Flowchart for the conformity assessment procedures provided for in the
 Directive 98/79/CE on in vitro diagnostic medical devices

19b
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MANUFACTURER

Telecommunications terminal equipment 
which does not make use of the spectrum
allocated to terrestrial/space radio 
communication, receiving parts of radio
equipment.

Other than receiving parts of radio 
equipment

Manufacturer
choice

Internal control of production
(Annex II)

MODULE A

Internal control of production,
specific apparatus tests and
examination of the technical 
construction file (Annex IV)

MODULE Aa+

Full quality assurance
 (Annex V)

MODULE H

Application of 
harmonised 
standards

NO

YES

Internal control of production
and specific apparatus tests
(Annex III)

MODULE Aa

Manufacturer
choice

Manufacturer
choice

At the choice of the manufacturer, compliance with the essential requirements may be demonstrated, as an alternative, using the procedures of the Directives relating to low voltage equipment and
electromagnetic compatibility respectively, where the apparatus is within the scope of these Directives (see tables 1 and 4)

Flowchart for the conformity assessment procedures provided for in the 
Directive 99/5/EC on radio and telecommunications terminal equipment
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MANUFACTURER Marine equipment
Produced individually or  in 
small quantities and not in 
series or in mass

NO

YES

Manufacturer
choice

Manufacturer
choice

Manufacturer
choice

Conformity to type
(Annex B)
MODULE C

Production quality
assurance (Annex B)
MODULE D

Product quality
assurance
(Annex B)
MODULE E

Full quality assurance
and design examination
(Annex B)
MODULE Hbis

EC type-examination
(Annex B)

MODULE B

Unit verification
(Annex B)
MODULE G

Product verification
(Annex B)

MODULE F

Flowchart  for the conformity assessment procedures provided for in the 
Directive 96/98/EC  on marine equipment
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