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Foreword

ISO (the International Organization for Standardization) and IEC (the International Electrotechnical
Commission) form the specialized system for worldwide standardization. National bodies that are members of
ISO or IEC participate in the development of International Standards through technical committees
establisfied by the respective organization to deal with particular fields of technical activity. ISO and IEG
technicgl committees collaborate in fields of mutual interest. Other international organizations, governpientd|
and non-governmental, in liaison with ISO and IEC, also take part in the work. In the field of conformit
assessment, the ISO Committee on conformity assessment (CASCO) is responsible for the development of

Internatipnal Standards and Guides.

Internatipnal Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.

Draft Gyides adopted by the responsible Committee or Group are circulated to the member bodies for voting,
Publicatjon as a Guide requires approval by at least 75 % of the member bodies castifng a vote.

ISO/IEC Guide 28 was prepared by the ISO Committee on conformity assessnient (CASCO).

This second edition cancels and replaces the first edition (ISO/IEC Guide 28:1982), which has been
technically revised.

iv © ISO 2004 — All rights reserved
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Introduction

This Guide serves to provide a model for a third-party certification system for products, but does not

exclude

the existence of other useful models for third-party conformity assessment systems. There are many types of

possible systems depending on the type of product requiring certification.

he usefulness of ISO/IEC Guide 28:1982 as a model third-party certification system for produc¢ts has been

ell recognized. This revision confirms the status of this Guide as an authoritative and reliable; thgugh not
xclusive, model of a product certification system.
© 1SO 2004 - All rights reserved A
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Conformity assessment — Guidance on a third-party
certification system for products

| Scope

This Guide gives general guidelines for a specific product certification system.

It is applicable to a third-party product certification system for determining the conformity of a prod
pecified requirements through initial testing of samples of the product, assessment and surveilland

involved quality system, and surveillance by testing of product samples taken from the factory or f
arket, or both. This Guide addresses conditions for use of a mark of conformity and conditions for g

ertificate of conformity.

This system corresponds to system 5 product certification system as‘described in ISO/IEC Guide 67.

A\ model checklist of requirements for a third-party certification system is given in Annex A.

2 Normative references

The following referenced documents are indispensable for the application of this document. F
:Leferences, only the edition cited applies. FEGb undated references, the latest edition of the ref
ocument (including any amendments) applies.

ISO/IEC 17000:2004, Conformity assessment — Vocabulary and general principles

I[SO/IEC Guide 65:1996, General.requirements for bodies operating product certification systems

B Terms and definitions

For the purposes of'this document, the terms and definitions given in ISO/IEC 17000 apply.

4 Application for certification

Theapplication is made on a special form obtainable from the certification body. An example of such

uct with
e of the
he open
anting a

r dated
erenced

b form is

gPiven in Annex B.

The application relates to the specific product or group of products for which certification is requeste
applicant and as determined by the product certification scheme.

On acceptance of a completed application form and receipt of the deposit, if required, the certificati

d by the

on body

provides the applicant with an estimate of the time required for conduct of the initial evaluation, and any

further information necessary for the processing of the application.

© 1SO 2004 - All rights reserved
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5 Initial assessment

5.1 General

To operate this model product certification system, the certification body shall comply with the requirements of
ISO/IEC Guide 65.

After confirmation of the acceptance of the application, the certification body should make the necessary
arrangements with the applicant for the initial assessment in accordance with the product certification scheme.

The cerification body is responsible for all actions included in the particular certification scheme, incladin
sampling, testing, assessment of the production process or quality system, and surveillance of the (cetrtifie
product.| The certification body may accept existing conformity assessment results in accordance with th
product certification scheme.

The cerfification body should inform the applicant of the results of the initial assessment and tésting.

If the certification body is not satisfied that all the requirements have been fulfilled, )it should inform the
applicant of those aspects which do not comply with applicable requirements.

If the applicant can show that corrective action has been taken to meet all the feguirements within a specified
time limit, the certification body should repeat only the necessary parts of the«initial assessment and testing.

Where a cost limit is specified by a certification body as part of its application procedure, the filing of a ney
application or an extension of the cost limit may be required.

=

Repeat of the assessment may not be needed for subsequent submittals of the same product.

5.2 Assessment of production process and quality system

Assessment of the applicant's production process or quality system forms part of the initial assessment in
accordance with the product certification scheme:

A model of facility assessment is given in Arnex C.

All records produced from implementation of the quality system related to certification should be readil
availablg for assessment by the certification body.

The applicant should ensure that the question of responsibility to the certification body for the quality system is$
clearly defined. This could“be by appointing a designated person who is independent of the production
management as far as.the technical performance of this function is concerned, and who is qualified to
maintair| contact with the certification body.

5.3 Inifitial testing")

5.3.1 ampling

The sampling for tests and examination is based on the product certification scheme.

Samples should be representative of the entire line or group of products to be certified, and should be made
using components and sub-assemblies identical to those used in production, made from production tools and
assembled using methods established for the production run.

1) As used herein, “initial testing” refers to testing carried out by the certification body before granting or extending a
licence. It is sometimes called “type testing”.

2 © ISO 2004 - All rights reserved
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Where testing is based on prototype samples, confirmation tests or examination, as appropriate, should be
made on production samples.

5.3.2 Conduct of initial testing

The initial testing should be carried out in accordance with the applicable standard(s) or requirement(s) and
with the product certification scheme.

5.3.3 Use of test data produced by other than the certification body

here the certification body chooses to use test data produced by others (including supplier(laboratories
nder certain conditions), the body should ensure that the requirements for the suitability and-compsgtence of
the party conducting the testing, as specified in ISO/IEC 17025, are met.

Evaluation (review)

he evaluation should be carried out by determining if the results of the initiahassessment of the prpduction
process or quality system and initial testing meet the specified requirements;

Decision

hen the evaluation (review) has been completed, a decision‘on conformity should be made. The sfatement
of conformity as the result of the decision may take thexform of a report, a declaration, a certificate (see
Annex D for an example) or a mark, and conveys the assurance that the specified requirements hgve been
fulfilled.

Licensing

hen the certification decision (attestation) has been made, the certification body should priovide a
¢ertification decision to the applicant;«and should submit a licensing agreement to the applicant for signature.
hen the licence agreement has been signed, the certification body should issue a licence. An example of
such an agreement and a licenge are included in Annexes E and F.

OTE If the provisions~addressed by the licensing agreement are incorporated in the application then [licensing
agreement” may not be necessary.

he agreement should address conditions under which the mark or certificate is to be used, and should
establish rules inthe case of misuse.

Extension of the scope of certification

; I|censee W|sh|ng to extend the scope of certlflcatlon to addltlonal types or models of products, to the same
y to the
certlﬁcatlon body using the application form (Annex B) In such cases the certlflcatlon body may decide not to
carry out an assessment of production process or quality system but to require test samples of the additional
types of products to determine that they comply with the specified requirements. If the tests are successful,
the scope of certification should be extended and the licence agreement may be modified.

If the licensee wishes to apply the certification to additional types of products, but to different specified
requirements, or if the licensee wishes to apply for certification to be used in an additional facility that is not
covered by the earlier license, it will be necessary to carry out those parts of the original application procedure
which do not cover the new circumstances.

© 1SO 2004 - All rights reserved 3
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10 Surveillance

The certification body should exercise surveillance of the products on the basis of the requirements of the
relevant standard and on the basis of the elements or requirements of the product certification scheme. The
certification body should exercise surveillance of the production process or quality system on the basis of the
requirements relevant to the product certification scheme. The certification body may accept existing
conformity assessment results according to the product certification scheme.

In some cases it may not be necessary to base survelllance on a repetltlon of all the eIements of the initial
conformyty i

where the initial testlng is very compllcated or where the samples are very expensive. In such cases,. thg
surveilldhce may be based on examination only, or combined with more simple identification tests(whic
ensure that the product is in conformity with the tested sample. Such identification tests should be described
in the prpduct certification scheme.

The licepsee should be informed about the results of the surveillance.

The licehsee should inform the certification body about any intended modification to the “product, productio
process| or quality system which may affect the conformity of the product. The (£ertification body shoulg
determine whether the announced changes require another initial testing and asseSsment or other furthe
investigations. In such cases, the licensee should not be permitted to releasg- products resulting from suc
changeg until the certification body has notified the licensee accordingly.

The licepsee should keep a record of any complaints and their disposal felative to the products covered by the
licence, fand make these available to the certification body on request:

11 Usg of a certificate or mark of conformity

11.1 Certificate or mark of conformity

ISO/IEC Guide 23 and ISO/IEC 17030 should be«€onsidered. Such a certificate or mark of conformity shouldl
be distir|ctive and should at least

— be proprietary in nature, with legal protection as regards composition and control of use,

— be $0 coded or otherwise designed as to aid in the detection of counterfeiting or other forms of misuséd,
and

— be non-transferable from”one product to another.

il

A mark pf conformity,should be directly applied to each individual product except where the physical size o
the unit|or the typetefproduct does not permit this, in which case the mark may be applied to the smalleg
packagg in which‘the unit is marketed.

—

11.2 Mlarking

In certain circumstances, it may be appropriate to use other marking in association with the certificate or mark
of conformity, such as

— the name or trademark of the certification body where such cannot be determined from the certificate or
mark of conformity used,

— the name of the product classification where such is not completely obvious, and
— identification of the relevant standard(s).

Such certificate or marking should be in accordance with the product certification scheme.

4 © ISO 2004 - All rights reserved
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In the event of revision of a standard on which a certification scheme has been based, it is important

that the

marking, or related information, clearly indicates the appropriate edition of the standard in question or a date
code marking where applicable, so that the user is informed correctly of the requirements laid down for the

product.

12 Publicity by licensees

A licensee should have the right to publish the fact that it has been authorized to issue a certificate of

In every case the licensee should take sufficient care of its publications and advertising that.ho ¢
rises between certified and non-certified products.

he licensee should not specify any function or make any claim or the like in user information that cg
urchasers to believe that performance of the product or its use is covered by the gertification whe|
hey are not. Instruction books or other user information accompanying the product and relate
ertification scheme should be approved by the certification body if so required by the product cer
cheme.

3 Confidentiality
he certification body should be responsible for ensuring that ¢onfidentiality of information is maintain

mployees and those of its subcontractors concerning all information obtained as a result of their
vith the licensee.

14 Misuse of a certificate or mark of conformity

The certification body should take action when unauthorized, incorrect, or misleading use of the certif
marks of conformity is found.

Incorrect references to the certification system or misleading use of certificates or the mark 1

advertisements, catalogues, etc., 'should be dealt with by suitable actions, which could include
torrective action or publication of the transgression.

see ISO/IEC Guide 27).

15 Suspension of a licence for a product

The applicability of the licence to a specific product may be suspended for a limited period, for examp
following-cases:

bnfusion

uld lead
n in fact
1 to the
tification

ed by its
contacts

cates or

ound in
legal or

In cases of misuse of ceftificates or the mark of conformity by licensees, corrective action should e taken

le in the

hdrawal

+ ~if the surveillance shows nnnr‘nnfnrmify with the requirements of such a nature that immediate wi
is not necessary;

— if a case of improper use of the certificate or the mark (e.g. misleading publications or advertisement) is

not solved by suitable retractions and appropriate corrective actions by the licensee;

— if there has been any other contravention of the product certification scheme or the procedures of the

certification body.

The licensee should be prohibited from identifying as certified any product that has been produced under a
suspension of the licence as applicable to that product.
© 1SO 2004 — Al rights reserved 5
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A licence may also be suspended after mutual agreement between the certification body and the licensee for
a limited period of non-production or for other reasons.

An official suspension of a licence should be confirmed by the certification body in a registered letter to the
licensee (or by equivalent means).

The certification body should indicate under which conditions the suspension should be removed, such as for
example corrective action taken in accordance with Clause 14.

At the end-of-the-suspension-period.-the certification-bodv should-investigate whether the indicated conditions
P g T J >

for re-ingtituting the licence have been fulfilled.

On fulfilment of these conditions, the suspension should be removed by notifying the licensee.

16 Withdrawal

16.1 Apart from the suspension of a licence, a licence should be withdrawn in the following cases:

— if the surveillance shows that the nonconformity is of a serious nature;

— if the licensee fails to comply with the due settlement of financial obligatiens;

— if there is any other contravention of the licensing agreement;

— ifinpdequate measures are taken by the licensee in the case of\suspension.

In the gbove cases, the certification body should have the fight to withdraw the licence by informing thx
licensed in writing. Concerning the specification of a.time limit, see Article 10 of the model licensin

agreement (Annex E).

The licehsee may give notice of appeal, and the,cértification body when considering the appeal may or ma
not (depending on the nature of the case) decide.to proceed with its decision to withdraw the licence.

Prior to |withdrawal of a licence, the certification body should decide upon the consequences in relation to
productg certified under the licence, whether the mark of conformity should be removed from all products in
stock, ahd perhaps even, if practicable, from products already sold, or whether a clearance of the stock of
marked products should be allowed; within a short period of time, and if other actions are required.

16.2 Furrthermore, the licenCe may be withdrawn in the following cases:
— if the licensee does.not wish to prolong the licence;

— if thle standard"or rules are changed and the licensee either will not or cannot ensure conformity with the
new requirements (see Clause 15);

— if the‘product is no longer made or the licensee goes out of business;

— on the grounds of other provisions certified in the licensing agreement.

16.3 Withdrawal of a licence may be published by the certification body.

17 Implementation of modifications of a standard

There are a number of factors that should be considered when establishing the date on which product
requirements in a revised standard will come into force (effective date), where the previous edition of the
standard has formed the basis of the certification.

6 © ISO 2004 - All rights reserved
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NOTE Also see Article 11 of Annex E.

The effective date of changes to a standard should be communicated by the certification body to all applicable
licensees to allow them adequate time for resubmission.

The factors to be considered when choosing the effective date should include, but are not necessarily
restricted to, the following:

— the urgency of complying with revised health, safety, or environmental requirements;

-+ the length of time and financial costs for retooling and manufacturing a product complying with the revised
requirements;

1+ the extent of stock on hand and whether it can be reworked to meet the revised requirements;
+- avoidance of unintentional commercial advantage given to a particular manufacture-or design;

+ operational problems of the certification body.

18 Liability
(Vhere questions of product liability are involved, they should be’ dealt with on the basis of the relevant legal

system(s).

19 Appeals

In cases of appeals, the appeal procedure of the certification body may be brought into action.

20 Fees

The fees for the operation of a product certification scheme should be decided by the certification pody for
¢ach scheme.

© 1SO 2004 - All rights reserved 7
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Annex A
(informative)

Model checklist of requirements

For each product certification scheme, a set of specific rules should be established, taking into account the

producti
In estab
be cons
a) Full
b) Red
1)
2)
3)
4)
5)
6)
7)
8)

9)

10)
11)
12)
c) Red
1)
2)

bn methods and the kind of product or group of products to be covered by the scheme (see Clause 51
ishing specific rules for a scheme, the following checklist may be used to indicate items which shoul
dered among others.

identification of the products and relevant standard(s) to which the scheme applies.
uirements for initial testing and assessment, such as

selection of items to be assessed and tested (this may include product design(decuments),
sampling procedure,

initial product testing and test methods,

evaluation of the test results,

initial assessment of the production process?),

evaluation of the assessment result,

evaluation of the facility's quality system (see Annex C),

evaluation of the competence of staff of the facility,

evaluation of measuring and testing equipment used by the manufacturer, including calibratiof
equipment,

marking of product (related to‘mark of conformity),

checklist for possible instructions (e.g. for installation or use), and
certificate of conformity (content of the document).

uirements for-surveillance procedure, such as

check product testing and check assessment of the production process,

evaluation of the results of the checks, and

3)

d) Fee

£ L H- AY £ |y le t ' <l L. 1 +
IMCTYUUTTIC Y (IirrmarTT ) UT CIHTUN T oy alfu UINCTUN dooT ool TITTIL.

and cost structure of the scheme.

e) Details of the contract to be established between the certification body and the licensee.

f)  If applicable, the format of the test report.

2) This includes assessment upon receipt of incoming supplies to verify that they comply with contract requirements, and
storage and internal transport of raw materials, parts and end products.

© ISO 2004 - All rights reserved
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Annex B
(informative)

Model form for application for product certification
Model of form for

PPLICATION for PRODUCT CERTIFICATION
BY USE OF CERTIFICATES OR MARK OF CONFORMITY

TODE SENELO e e e s (certificatipn body)
\ddress:

Information regarding the applicant:

[The applicant's name and address of registered|Phone and fax numbets:
office:

Place of manufacture or production of the product:

Name and title of person responsible for the quality
management system:

Business address:

Phone and fax numbers:

E-mail address:

Designation of product for which canformity certification is requested

Relevant standard(s) Relevant specific rules
Description of products, in¢luding catalogue number, | Number: Number:
type designation or other\descriptive identifiers Title: Title:

Date of issue: Date of issue:
$tatement:3) We herewith declare that we will settle the costs related to this application.
Btatement: We herewith declare to be willing, on a positive result of the initial testing and assgssment,

to conclude within a specified time an agreement related to the certification of the products
mentioned above.

£ IH 'y
| e LA~ O e | 9 O L 07c | | R e

Name and title of person authorized to sign on behalf of the applicant:

3) Examples only.

© 1SO 2004 - All rights reserved 9
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NOTE

Annex C
(informative)

Model questionnaire for facility assessment

This model was selected from a current national practice; no attempt was made to harmonize the wording with

the main

This qud
prelimin
conform

This dog
or facilit

Supplements may be included where it is necessary to expand any statements.

A separ
facilities

The statements should relate to the facilities available at the date of completion of this form.

The info
Informat
— On

—  Will

— If prototype, when is production scheduled?

— Hag
— Urg
INDEX
1 - Faci

2 — Mats
3 — Prog
4 — Qua

part of this Guide. I'he model can be adapted In accordance with the actual situation tor a given scheme.
Annex to application ..........cccccvvviiiiimmiedonn.

stionnaire should be filled in and returned together with the application form. It is intended o provid

bry information relative to the applicant and its capability to control the quality .and continuin$

ty of its products to the requirements of relevant specifications.

ument will be used by the certification body's assessment staff during preliminary-visits to the facilit
es involved as a part of the initial assessment.

ate document should be completed for each production process<involved, or variations between
clearly indicated.

rmation given in this document will be treated in the strictest confidence.
ion on the following subjects will furthermore facilitate the treatment of the application.

what date will the sample be available for evaluation?

this be a production or prototype sample?

the product been tested to, orassessed against the standard? (If so please attach report)

ency of application.

ity organization
rials, components and services

uction

ity.system and testing

5 — Records and documentation

6 — Appl

ication of indications of conformity

10
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1 Facility organization

1.1 Procedures
Please give the following information on the basic system.
a) Do you produce against orders or for stock?

b) Do you issue a works order or equivalent?

t) I so, does this identify a batch as a separate entity?
d) Do products or containers carry works order identification in production?
€) If not, how does the system allow for products to be isolated in case of doubtful quality?

f) Please give any other relevant information on the basic system.

.2 Quality system and assessment staff

Please give the following information on quality system staff organization-

a) Who is head of quality assurance?

b) Reporting to whom?

t) Is there a separate quality system or assessment department?

If so, indicate

1) chief inspector if different from a), and

2) if staff are aware of the tests of,;method of assessment in the relevant standard(s).
¢d) Are storeperson or production operators responsible for assessment and test on
1) materials?

2) in-process operations?

3) final preduct?

¢) If so, arerthey monitored by quality system staff?

f)  Arequality audit checks carried out, and by whom?

@) —Please give any other information on quality system staff organization.

2 Materials, components and services

2.1 Purchase specifications and materials quality assurance
Please detail main materials purchased, specification used and major suppliers involved.

Please also give quality assurance methods adopted on receipt of materials, components or services,
indicating action taken on rejects.

© 1SO 2004 — Al rights reserved 1
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3 Production

3.1 System

Please detail various steps in production (a production schedule and/or supplement in chart form showing
stages may be advantageous).

3.2 Maintenance system plant and equipment

What maintenance system is in operation?

4 Quality system and testing

41 System

Please dletail the quality system, including sampling system, followed, with particular, reference to the tests i
the releyant standard. A quality system schedule or supplement cross-referenced {0<dhe chart required in 3.
is advantageous.

Please attach any quality system manual or instructions on quality system issued to staff.

4.2 Measurement and test equipment

Please detail test equipment used, including the name of the manhufacturer and the designation, and indicat¢
the systém and frequency of checking, and if certificates are ayailable.

5 Rerords and documentation

5.1 General

Please indicate the form of master specification, i.e. drawings, product parts schedule, reference sample. Als
indicate |other general records available.

o

Please indicate the system used t6 amend the design or specification.

5.2 Conformity — Specification

Please indicate the level’of nonconforming product found in the past six months. If tests in accordance with
the releyant standard(s) have already been carried out, attach copies of summary of test results if available.

Please [|ndicate\the level of claims/complaints made under warranty and/or otherwise, and give also as @
percentage’of total output.

Have independent tests been made on products against the standard? By whom? Please attach copies if
available.

6 Application of indications of conformity

6.1 Mark of conformity

Please attach an illustration, if available, and indicate the method (e.g. special label, embossing) which will be
used to show the mark of conformity. Please indicate at which stage of manufacture the mark of conformity
will be applied.
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6.2 Certificate of conformity

Please attach an illustration of the proposed format and indicate at which stage of manufacture or shipment
the certificate is issued. A model certificate is reproduced in Annex D.
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Annex D
(informative)

Model of a certificate of conformity

The ....

(hereinafter called the firm) has complied with the published general and specific rules number ................... iI

respect
attached

These r

for examination and testing by the certification body to the standards referred\te’in the schedule. Additionall

the scheg
a) top
b) to a

indq

This cer
body] w

The firn
schedul
certificat

Certificate of conformity
Certificate No. . . . . . .

................................... [name of certification body] hereby certifies that ... (i)

Of a certification scheme for the manufacture of ..............ccccccciis [name of-product] shown in th
schedule.

Iles have, among other things, necessitated the submission of samples.of the scheduled product(s

me requires the firm
ermit their facility(ies) situated at .............. to be periodically inspected by the certification body, and
llow samples of the scheduled product(s) to be selected' from production, or from the market, for

bpendent testing and examination for assurance that continuity of conformity is being maintained.
lificate is granted with the authority of the certification committee of the .............. [name of certificatiof
nose terms of reference are defined in documentNo. .............. of i 20..... [date].

hereby agrees with the certification bodyto duly observe and comply with the requirements of thI
pd standards, the general and specific rules and with any regulations for the scheme that th
ion body may establish.

Signed for the certification body:
Director
Date .o 20
Signed for the firm;
.......................................................................................... Date ..o, 20
NOTE The rules of a third-party certification system may also specify additional information to be included.
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