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L&i n6i dau

TCVN ISO/IEC 17000 : 2007 hoan toan tuong duong vGi
ISO/IEC 17000 : 2004;

TCVN ISO/IEC 17000 : 2007 do Ban ky thuat tiéu chuén
TCVN/TC 176, Quan ly chat lugng va dam bao chét Iugng bién
soan, Téng cuc Tiéu chudn Po ludng Chat luong dé nghi, Bo

Khoa hoc va Céng nghé coéng bg;

TCVN ISO/IEC 17000 : 2007 thay thé& cac diéu 12 dén 17 cla
TCVN 6450 (ISO/IEC Guide 2).
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L&i giGi thidu

0.1 Cac thuat ngir va dinh nghia dugc ap dung
trong danh gia su phu hop

Céac Huéng dan cua ISO va ISO/IEC va nhat 13
cac tiéu chuadn quéc t& dudc ban hanh trong
nhirng nam gan day lién quan dén cac hoat déng
danh gia su phu hgp néi chung nhu: th& nghiém,
thanh tra va cac phuong thiic ching nhan khac
déu do cac nhdém cong tac clia Ban Danh gia su
phu hop cla ISO (CASCO) bién soan. Trong
nhiéu nam, TCVN 6450:1998 (ISO/IEC Guide
2:1996) da quy dinh t&r vung co ban vé danh gia
su phu hop dugc xac lap trén co sé mot sé it thuat
nglt va dinh nghia dudc tap hop so bé nham gitup
cho viéc trao d8i thong tin va théng hiéu vé chiing
nhan san phdm dua trén tiéu chudn d6i véi nhiing
mat hang ché tao truyén théng.

Nam 2000, CASCO da quyét dinh tach phan thuét
nglr va dinh nghia vé danh gia su phu hop (diéu
12 dén diéu 17) ra khéi ndi dung clia ISO/IEC
Guide 2 va bién soan mét khung tir vung riéng dé
s dung hon trong khudn khé Bo tiéu chuén
ISO/IEC 17000 da dudc hoach dinh xay dung va
bién soan du thdo hodc soat xét cac huéng dan
lién quan. Do d6, Nném cong tac s6 5 "Cac dinh
nghia" ctia CASCO, véi su tro gilp clia cac nhom
cobng tac khac, da bién soan tiéu chudn nay véi
muc dich dua ra mét khung t&r vung nhat quan,
trong do6 cac khai niém cu thé dugc dinh nghia mot
cach thich hop va dudc biéu thi bing cac thuat
ng thich hop nhat. Cac thuat nglr khac dung cho
nhiing khai niém don nhét cla cac hoat déng cu
thé thuoc linh vuc danh gia su pht hop nhu: cong
nhan, ching nhan chuyén gia va dau phu hap,
dudc quy dinh trong tiéu chuan hodc huéng dan
lién quan. Cac khai niém nhu vay khdéng dugc quy

Introduction

0.1 Terms and definitions applicable to
conformity assessment

ISO and ISO/IEC Guides and, more recently,
International Standards relating generically to
conformity assessment activities such as testing,
inspection and various forms of certification are
the 1SO

Committee on conformity assessment (CASCO).

prepared by working groups of

For many years, ISO/IEC Guide 2, last revised in
1996, has

conformity assessment, built up from a small

included a core vocabulary for

number of terms and definitions first compiled to

facilitate communication and understanding
about product certification based on standards

for traditional manufactured goods.

In 2000, CASCO decided to take conformity
assessment terminology (Clauses 12 to 17) out
of ISO/IEC Guide 2 and provide instead a self-
contained vocabulary more readily applicable
within the planned ISO/IEC 17000 series of
standards and in the drafting or revision of
CASCO Working Group 5,
this

International Standard in consultation with other

related guides.

Definitions, has accordingly prepared
active CASCO working groups, as a consistent
framework within which more specific concepts
may be defined appropriately and denoted by the
most appropriate terms. Extra terms for concepts
unique to particular activities within conformity
assessment, such as accreditation, certification
of persons and marks of conformity, are found in
the International Standard or Guide related to
that activity. Such concepts are not included in

this International Standard.



dinh trong tiéu chuan nay.

Cho dén khi cac tiéu chudn va huéng dan cia
CASCO da dugc ban hanh con chua dugc soat xét
ho&c thay thé thi ndi dung thuéat nglr va dinh nghia
dudc quy dinh trong nhimg tai liéu d6 van con hiéu
luc d6i v6i pham vi ap dung c6 lién quan. Khéng
thé ap dung tiéu chudn nay dé thay thé cac tiéu
chuén dé6 dudc.

Panh gia su phti hdp c6 méi quan hé tac déng 1an nhau
véi cac linh vuc khac nhu: hé théng quén ly, do ludng,
tiéu chudn hda va théng ké. Tiéu chudn nay khéng xac
dinh cac ranh gidi clia hoat dong danh gia su phu hop
ma xem xét chting mét cach linh hoat va mém déo.

0.2 Cac thuat ngir va dinh nghia dugc ap dung
trong thuong mai

Diéu 7 bao gbm mét s6 thuat nglr va dinh nghia, chi
yéu dudc gilr lai ttr cac diéu da duoc thay thé clia TCVN
6450:1998 (ISO/IEC Guide 2:1996), dugc quy dinh cho
mét vai khai niém cb nghia rdng hon. Muc dich cla viéc
lam nay & khong chi nhdm tiéu chudn héa cac khai
niém dé6 dé phuc vu cho cong déng danh gia su’ phu
hop st dung ma con tao thuan Igi cho cac nha hoach
dinh chinh séach vé xuc tién thuong mai trong khuén khd
ché dinh va hiép dinh quéc té.

0.3 Tiép can chirc nang ddi véi danh gia su
phu hgp

Cac thuat nglr va dinh nghia quy dinh trong tiéu
chuédn nay, dic biét trong Diéu 4 va biéu 5, thé
hién viéc chdp nhadn cla CASCO vao thang
11/2001 d6i vGi cach tiép can theo chlc nang da
dugc khuyén nghi truGc d6 va néu trong bao cao
cubi cia Nhém cong tac phdi hop cia Ban ky
thuat 1 cia CASCO-CEN/CENELEC.

D& hiéu rd hon vé cac khai niém xac dinh d6, su
lién két theo nhdm va méi quan hé cla ching, md
t4 vé ti€p can theo chlic nang dudc néu & Phu luc
A dé tham khao.
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Until

revised,

pre-existing CASCO publications
the

documents remains valid in

are

terminology used in those
its context; this
International Standard is not intended to be

applied retrospectively.

Conformity assessment interacts with other fields

such as management systems, metrology,
standardization and statistics. This International
Standard does not define the boundaries of
conformity assessment. These remain elastic.

0.2 Terms and definitions applicable to trade
policy

Clause 7 includes some terms and definitions,
drawn mainly from the superseded clauses of
ISO/IEC Guide 2, for several broader concepts.
These are intended not only to standardize
within  the assessment

usage conformity

community, but also to help policy makers
concerned with the facilitation of trade within
regulatory and international treaty frameworks.

0.3 A functional approach to conformity

assessment
The terms and definitions specified in this
International  Standard, particularly  under

Clauses 4 and 5, reflect the adoption by CASCO
in November 2001 of the functional approach
recommended earlier that year in the final report
of a CASCO-CEN/CENELEC TC 1 joint working
group.

To provide a better understanding of the defined
concepts, their grouping and their relationships, a
description of the functional approach is included

in Annex A for information.
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0.4 Lua chon thuat ngir va dinh nghia

Mot s6 thuat ngir quy dinh trong tiéu chudn nay
lién quan dén cac khai niém dudc cho la nhat thiét
phai dudc dinh nghia rd. Mot sé khac can dudc
giai thich thém. Nhiéu thuat nglr chung dudc st
dung dé phan biét cac khai niém cla danh gia su
phl hop dudc thé hién bang ngdn ngit théng dung
vGi nglr nghia réng hon hodc da nghia. Mot s6
thuat nglr khac con cb trong cac bang tir vung clia
tiéu chuan khac véi nhilng dinh nghia cu thé phu
hop véi linh vuc ap dung c6 lién quan.

Céc bang tra theo chi céi liét ké nhiing thuat nglr dudc
dinh nghia trong tiéu chudn nay. Cac tiéu chudn quy
dinh dinh nghia cho cac thuat ngr khac co lién quan
duoc néu G Phu luc B ciing Vi cac bang tra theo chir
cai riéng. TruGc hét 1a cac thuat nglr 4p dung cho nhiing
khia canh cu thé clia linh vuc danh gia su pht hop, dudc
dinh nghta trong cAc tiéu chudn khac clia B tiéu chuan
TCVN ISO/IEC 17000. Sau d6 la cac thuat nglr co cac
dinh nghia dugc néu & TCVN 6165:1996 (VIM:1993),
Do Iung hoc - Thuét ngit chung va co bén hoac TCVN
ISO 9000 dugc ap dung chung trong nhiing nglr canh
clia hoat dong danh gia su phi hop. D6i véi hai thuét
ngl "thd tuc/quy trinh" va "san pham" dudc st dung
thudng xuyén trong cac dinh nghia khac, cac dinh nghia
clia hai thuat ngr nay néu 6 TCVN ISO 9000:2007
dudc thay thé bang cac dinh nghia § 3.2 va 3.3.

0.5 Cac thay dai vé thuat ngir hoc

Can dac biét luu y dén nhiing thay déi dang ké
clia cac thuat nglr va dinh nghia so véi cac thuat
nglr va dinh nghia tuong duong da dudc néu &
nhiing diéu da bi thay thé cla TCVN 6450
(ISO/IEC Guide 2).

Tiéu chuan nay khong quy dinh dinh nghia vé "su
phl hop" v6i quan diém cho ring khoéng can thiét
phai 1am diéu nay. "Su phu hop" 1a thuat ngir

khéng c6 mat trong dinh nghia vé "danh gia su

0.4 Selection of terms and definitions

Some of the terms included in this International
Standard relate to concepts it was considered
essential to define. Others it was thought helpful
to explain. Many of the general terms used to
distinguish conformity assessment concepts are
used in common language in a broader sense or
with a wider range of meanings. Some also
appear in other standard vocabularies with
definitions specific to the relevant field of
application.

An alphabetical index lists the terms defined in
this International Standard. Standards defining
other relevant terms are given in Annex B with
separate alphabetical lists. First are terms
applicable to specific aspects of conformity
assessment, as defined in other standards in the
ISO/IEC 17000 series. Second are terms for
the

International vocabulary of basic and general

which the definitions given in either
terms in metrology (VIM) or ISO 9000 are
generally applicable in conformity assessment
the

used extensively in

For terms and
"product”, both
definitions, the ISO 9000:2005 definitions are

reproduced in 3.2 and 3.3.

contexts. "procedure"

other

0.5 Changes in terminology

Attention is drawn to significant changes in the
terms or their definitions from the superseded
clauses of ISO/IEC Guide 2.

This International Standard does not include a
definition of "conformity" on the grounds that it is
not necessary to do so. "Conformity" does not
the definition of

feature in "conformity



phu hgp". Khai niém danh gia su phu hdp lién
quan dén "viéc thuc hién cac yéu cau da quy dinh"
chr khong lién quan dén khai niém "su phu hgp"
theo nghia rong. Dinh nghia clia thuat nglr "yéu
cau da quy dinh" (3.1) c6 trong tiéu chudn nay.
Thuat nglr "tuan th(" dudc st dung dé thé hién
hanh doéng thuc hién diéu dudc yéu cau (vi du: t6
chlic "tuan th(" bang céach lam cho déi tuong nao
d6é phu hdp vGi yéu cau ché dinh hoac thuc hién
yéu cau ché dinh do).

Dinh nghia cia TCVN ISO 9000 vé "san phidm"
(3.3) bao ham cé dich vu va xem dich vu nhu 1a
mot loai hinh san pham, do d6 khong can thiét
phai st dung cd cum tf "san pham va dich vu"
nua.

Thay vi cum ti "san pham, qua trinh hoac dich vu"
dudc s dung trong TCVN 6450:1998 (ISO/IEC
Guide 2:1996) d&i véi "déi tuong tiéu chuén héa",
Chu thich 2 cla 2.1 dua ra cum tUr "d6i tuong danh
gia su phu hop" dé chi san phdm, qua trinh, hé
thdng, chuyén gia hoac t6 chiic dudc danh gia vé
su phu hop. ("Béi tuong", vé mat ngli nghia, dugc
st dung cho t6 chiic thuc hién viéc danh gia sé
hop ly hon.)

Thay vi "dam béo su phu hop", thuat nglr "Xac nhan su
phl hop" (5.2) dugdc st dung dé chi hoat dong thé hién
viéc d@m bao su phu hdp théng qua viéc dua ra "tuyén
bé vé su pht hop".

Trong tiéu chudn nay, thuat nglr "cong nhan" dudc st
dung riéng cho su Xac nhan clia t6 chiic danh gia su
phu hop. Ngudc lai, dinh nghia clia thuat nglr nay néu
trong TCVN 6450:1998 (ISO/IEC Guide 2:1996) con
dugc ap dung cho ca chiing nhan chuyén gia nhu quy
dinh trong ISO/IEC 17024. Do c6 su thay ddi nay nén
cac thuat ngir "t& chiic danh gia su pht hop" (2.5) va "co
quan cong nhan" (2.6) da duoc dinh nghia mét cach

tach biét. Cac thuat nglr chuyén biét lién quan dén hoat

TCVN ISO/IEC 17000 : 2007

assessment". The concept of "conformity
assessment" is concerned with “fulfilment of
specified requirements", not with the wider

concept of "conformity". A definition of the term
(3.1) is

term"compliance" is

"specified requirement" included. In
the
distinguish the action of doing what is required
(e.g.

something conform or by fulfilling a regulatory

English, used to

an organization ‘“complies" by making
requirement).

The ISO 9000 definition of "product" (3.3)
includes services as a product category, so that it
is no longer correct to refer to "products and

services". .

Instead of "product, process or service", the
generic expression used in ISO/IEC Guide 2 for
the "subject of standardization", Note 2 to 2.1
introduces the expression "object of conformity
assessment" as a means of referring to the
product, process, system, person or body to
which conformity assessment is applied. (The
"subject" would more logically be the body doing
the assessment.)

Instead of "assurance of conformity”, the term
"attestation" (5.2) is used for the activity of
conveying assurance through the issue of a
"statement of conformity".

The term "accreditation" is now applicable only to
attestation regarding a conformity assessment
body. The definition in ISO/IEC Guide 2, by
contrast, would have been equally applicable to
the certification of persons,
ISO/IEC 17024. Following this change, the terms
body" (2.5)

"accreditation body" (2.6) are defined separately.

as specified in

"conformity = assessment and

More specific terms relating to accreditation are
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dong cdng nhan dudc quy dinh & TCVN ISO/IEC
17011.

Dé tranh su hiéu nham, thuat ngli "6 chiic" hodc "co
quan" chi dudc stt dung trong tiéu chudn nay khi dé cap
dén "6 chlic danh gia su phl hop" hodc "co quan cong
nhan". Trong cac trudng hop khac, co thé st dung thuat
ngl "6 chiic" véi nghia thong dung nhu da dugdc dinh
nghia trong TCVN ISO 9000. Binh nghia chuyén biét vé
t6 chiic néu trong TCVN 6450 (ISO/IEC Guide 2), trong
dé xem t6 chlc nhu 1a mot tap thé gém nhiéu thanh
vién, khong dudc st dung cho linh vuc hoat ddng danh
gia su phu hop.

10

defined in ISO/IEC 17011.

To avoid ambiguity, the term "body" is used in
this International Standard only when referring to
conformity assessment bodies or accreditation
bodies. Otherwise, the term "organization" is
used in its general meaning, as in the ISO 9000
definition. The more specific ISO/IEC Guide 2
definition of an organization as a body based on
membership is not applicable to the field of

conformity assessment.
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DPanh gia su phu hop — Tir vung va cac nguyén tac chung

Conformity assessment — VVocabulary and general principles

1 Pham vi ap dung

Tiéu chudn nay quy dinh cac thuat ngr va dinh
nghia chung lién quan dén danh gia su phu hap,
bao gém ca cdng nhan cac t8 chic danh gia su
phu hop va st dung danh gia su phl hop nham
thic ddy thuong mai. M6 ta vé cach tiép can theo
chiic nang déi véi danh gia su phu hop dudc néu &
Phu luc A dé ddm bao su thong hiéu gitta nhiing
t6 chiic st dung két qua danh gia su phu hdp, cac
t6 chiic danh gia su pht hdp va cac co quan cong

nhan trong ca moi trudng tu nguyén va ché dinh.

Tiéu chudn nay khéng khéng bao ham tu vung
cho tat ca cac khai niém cé thé can dudc sl dung
dé mo ta cac hoat déng danh gia su phd hdp cu
thé. Cac thuat nglr va dinh nghia chi dudc quy
dinh cho trudng hop khi ma ban than thuat ngii thé
hién bang ngén nglr thdng dung con chua xac
dinh dugc vé mat nglr nghia hodc khi ma dinh
nghia néu trong tiéu chudn hién hanh con chua
dugc chap nhan st dung.

CHU THICH 1: Céac chu thich kém theo mét s6 dinh
nghia dé 1am rd hoac dua ra vi du dé tao su thdng hiéu
vé nhiing khai niém dudc mé ta. Trong mét sé trudng
hop cu thé, cac cha thich ¢ thé c6 su khac biét khi
dugdc thé hién bang cac ngdn nglt khac nhau hoic ¢

thé c6 cac chu thich bd sung.

1 Scope
This International Standard specifies general
terms and definitions relating to conformity

assessment, including the accreditation of
conformity assessment bodies, and to the use of
conformity assessment to facilitate trade. A
description of the functional approach to
conformity assessment is included in Annex A,
as a further aid to understanding among users of
conformity assessment, conformity assessment
bodies and their accreditation bodies, in both
voluntary and regulatory environments.

This International Standard does not set out to
provide a vocabulary for all of the concepts that
may need to be used in describing particular
conformity assessment activities. Terms and
definitions are given only where the concept
defined would not be understandable from the
general language use of the term, or where an

existing standard definition is not applicable.

NOTE 1 The notes appended to certain definitions

offer clarification or examples to facilitate
understanding of the concepts described. In certain
cases, the notes may differ in different languages for

linguistic reasons, or additional notes may be given.

11
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CHU THICH 2: Céc thuat ngit va dinh nghia dudc sdp
x€p theo trat tu mang tinh hé théng cung vdi bang tra
clu theo chir cai. Thuat nglr s& dung trong dinh nghia
hodc chu thich xac dinh trong muc tir khac dugdc thé
hién bang chir dam sau d6 |a sé hiéu clia muc tur tuong
{ing dat trong ngoac don. Cac thuat nglr nhu vay c6 thé
dugc thay bang nhiing dinh nghia day dd tuong (ng.

2 Cac thuat ngir vé danh gia su phu hgp néi
chung

21

banh gia su phu hop

Su chiing minh vé viéc cac yéu cau quy dinh
(3.1) lién quan dé&n san pham (3.3), qua trinh, hé
thdng, chuyén gia hoac t& chiic dudc thuc hién
CHU THICH 1: Pham vi cu thé cla danh gia su phu
hop bao gém cac hoat déng dudc xac dinh trong tiéu
chudn nay nhu: thir nghiém (4.2), kiém tra (4.3) va
chirng nhan (5.5) cling nhu cong nhan (5.6) clia cac
t& chirc danh gia su phit hop (2.5).

CHU THICH 2: Cum tir "d8i tugng danh gia su phu
hop" ho&c "d8i tuong" dudc sl dung trong tiéu chudn
nay dé thé hién vat liéu, san pham, I8p dat, qua trinh,
hé théng, chuyén gia ho#c t6 chiic dudc danh gia vé su
pht hgp. Pinh nghia vé san pham bao ham c& dich vu
(xem CHU THICH 1 ctia 3.3).

2.2

Hoat dong danh gia su phu hdp ciia bén tha
nhat

Hoat déng danh gia su phu hop dudc thuc hién bdi

ca nhan ho#c t6 chiic ¢ ddi tuong dudc danh gia

CHU THICH: Céc tir khéa: bén thif nhat, bén thi hai va
bén tht ba dudc st dung dé biéu thi hoat dong danh
gia su phu hgp d6i véi doi tugng dudc danh gia va
khoéng dudc nhdm 1an vdi phap nhan ciia cac bén lién
quan cla hgp déng.

23
Hoat dong danh gia su phu hgp cuta bén thir hai

12

NOTE 2 The terms and definitions are laid out in a
systematic order, with an alphabetical index. A term in
a definition or note that is defined in another entry is
indicated by bold- face followed by its entry number in
parentheses. Such terms may be replaced by their

complete definition.

2 Terms relating to conformity assessment in
general

21

conformity assessment

demonstration that specified requirements (3.1)
relating to a product (3.3), process, system,
person or body are fulfilled

NOTE 1 The subject field of conformity assessment includes
activities defined elsewhere in this Intemational Standard,
such as testing (4.2), inspection (4.3) and certification
(5.5), as well as the accreditation (5.6) of conformity
assessment bodies (2.5).

NOTE 2 The expression "object of conformity assessment”
or "object" is used in this Intemational Standard to
encompass any particular material, product, installation,
process, system, person or body to which conformity
assessment is applied. A service is covered by the definition
of a product (see Note 1 to 3.3).

2.2

first-party conformity assessment activity

conformity assessment activity that is performed
by the person or organization that provides the
object

NOTE The first-, second- and third-party descriptors
used to characterize conformity assessment activities
with respect to a given object are not to be confused
with the legal identification of the relevant parties to a

contract.
2.3

second-party conformity assessment activity



Hoat déng danh gia su phu hop dudc thuc hién bdi
ca nhan hoic t8 chiic quan tam dén viéc st dung

CHU THICH 1: Ca nhan hoac t6 chiic thuc hién hoat
dong danh gia cla bén th( hai bao gbm ngudi mua
hodc ngudi st dung san phdm, khach hang tiém nang
mong mudn ¢c6 dudc su tin cdy vao hé théng quan ly

clia nha cung (ing hoac t6 chiic quan tam.

CHU THICH 2: Xem Chu thich ctia 2.2.

24

Hoat dong danh gia su phu hop cua bén thir ba
Hoat dong danh gia su phli hop dudc thuc hién bdi ca
nhan hoac t& chiic ddc 1ap véi ca nhan va t8 chic 1a chi
thé clia ddi tuong dudc danh gia va ca nhan hoac t6
chiic quan tam dén déi tuong dudc danh gia dudi gbc
do strdung

CHU THICH 1: Cac chuan ci vé su doc lap clia cac t&
chiic danh gia su phu hgp va cd quan cong nhan dugc
néu trong nhiing tiéu chudn va huéng dan ap dung cho
cac hoat dong tuong Ung (Xem Thu muc tai liéu tham
khao).

CHU THICH 2: Xem Chu thich cla 2.2.

2.5

T6 chirc danh gia su phit hop

T8 chic thuc hién cac dich vu danh gia sy phu
hop

CHU THICH: Co quan cdng nhan (2.6) khong phai 1a
t6 chlc danh gia su phu hop.

2.6

Co quan cong nhan

Co quan c6 thd&m quyén thuc hién hoat déng cong
nhan (5.6)

CHU THICH: Thdm quyén clla cd quan cong nhan
thuong dugc chinh phd giao.

2.7

Hé théng danh gia su phu hop

Cac quy tac, tha tuc/quy trinh (3.2) va chi dan

TCVN ISO/IEC 17000 : 2007

conformity assessment activity that is performed
by a person or organization that has a user
interest in the object

NOTE 1

secondparty conformity assessment activities include,

Persons or organizations performing

for example, purchasers or users of products, or
potential customers seeking to rely on a supplier's
management system, or organizations representing

those interests.

NOTE 2 See Noteto 2.2.
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third-party conformity assessment activity
conformity assessment activity that is performed
by a person or body that is independent of the
person or organization that provides the obiject,

and of user interests in that object

NOTE 1 Criteria for the independence of conformity
assessment bodies and accreditation bodies are provided in
the International Standards and Guides applicable to their

activities (see Bibliography).

NOTE 2 See Note to 2.2.
2.5

conformity assessment body

body that performs conformity assessment
services
NOTE An accreditation body (2.6) is not a

conformity assessment body.
2.6
accreditation body

authoritative body that performs accreditation (5.6)

NOTE The authority of an accreditation body is

generally derived from government.
2.7
conformity assessment system

rules, procedures (3.2) and management for

13
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cho viéc tién hanh hoat déng danh gia su phu
hop (2.1)

CHU THICH: Cac hé théng danh gia su phi hop c6 thé
dudc van hanh & cdp dd qudc té, khu vuc, qudc gia
hoac dia phuong.

2.8

Phuong thirc danh gia su phu hgp

Chuong trinh danh gia su phu hgp

Hé théong danh gia su phu hgp (2.7) lién quan
dén cac déi tugng danh gia su phu hop da quy
dinh ciing ap dung nhiing yéu cau quy dinh (3.1),
quy tac va thu tuc/quy trinh (3.2) nhu nhau.

CHU THICH: Céac phuong thic danh gia su phu hop cé
thé dudc van hanh & cap do qudc té&, khu vuc, quéc gia
hoac dia phuong.

2.9

Tiép can

Tiép can véi hé thdng hodc Phuong thirc danh
gia su phu hgp

Kha nang clia ngudi/td chic dé nghi vé viéc dudc
danh gia su phu hgp (2.1) theo cac quy téc cla
hé théng hoac Phuong thirc danh gia su phu hap
2.10

T6 chitc tham gia

T6 chirc tham gia hé thédng hoic phuong thirc
danh gia su phu hop

T& chiic hoat ddng theo cac quy tac hién hanh
nhung khéng c6 kha nang tham gia vao viéc quan
ly hé théng hodc Phuong thiic danh gia su phu
hop

2.1

T8 chirc thanh vién

T6 chirc thanh vién cua hé thdng hodc phuong
thirc danh gia su phu hgp

T6 chiic hoat dong theo cac quy tac hién hanh va cb
kha nang tham gia vao viéc quan ly hé théng hoac
Phuong thic danh gia su phu hop
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carrying out conformity assessment (2.1)

NOTE Conformity assessment systems may be
operated at international, regional, national or sub-

national level.

2.8

conformity assessment scheme

conformity assessment programme
conformity assessment system (2.7) related to
specified objects of conformity assessment, to
which the same specified requirements (3.1),
specific rules and procedures (3.2) apply

NOTE Conformity assessment schemes may be

operated at international, regional, national or sub-

national level.
2.9
Access

Access to a system or scheme

opportunity for an applicant to obtain conformity
assessment (2.1) under the rules of the system
or scheme

210

participant

participant in a system or scheme

body that operates under the applicable rules
without having the opportunity to take part in the

management of the system or scheme

2.1
member

member of a system or scheme

body that operates under the applicable rules
and has the opportunity to take part in the

management of the system or scheme



3 Cac thuat ngir co ban

3.1

Yéu cau quy dinh

Nhu cau hodc mong mudn da dugc an dinh

CHU THICH: Cac yéu cau quy dinh c6 thé dudc &n
dinh trong cac tai liéu quy chudn nhu: quy dinh, tiéu
chuan va yéu cau ky thuat

3.2

Tha tuc/quy trinh

Cach thiic da dudc xac dinh dé tién hanh mot hoat
ddéng hoac mét qua trinh

[TCVN ISO 9000:2007, 3.4.5]

3.3

San pham

K&t qua clia mot qua trinh

[TCVN ISO 9000:2007, 3.4.2]

CHU THICH 1: TCVN ISO 9000:2007 néu ra 4 loai hinh
san pham: dich vu (vi du: van tai); phan mém (vi du:
chuong trinh may tinh, tir dién); phan cimg (vi du: dong
cd, chi tiét co khi); vat liéu da ché bién, x& ly (vi du: dau
nhan). Nhiéu san pham cé cac thanh phan, chi tiét
thudc nhimg loai hinh san phdm chung khac nhau. Do
dé, san pham dudc goi 1a dich vu, phAn mém, phéan
cling hoac vat liéu da ché bién, x{ ly tly thudc vao
thanh phan, chi tiét chinh.

CHU THICH 2: Tuyén bs vé su pht hgp dudc mé ta trong
Chu thich 1 ctia 5.2 ¢6 thé dudc coi 1a san pham clia Xac
nhan (5.2).

4 Cac thuat ngir vé danh gia su phu hop lién
quan dén luva chon va xac dinh

(Xem Hinh A.1)

4.1

Lay mau

Cung cap mau cla déi tuong danh gia su pht hop
theo moét thu tuc/quy trinh (3.2)

4.2

Thi nghiém

Xac dinh mét hay nhiéu dac tinh clia mét déi
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3 Basic terms
3.1
specified requirement

need or expectation that is stated
NOTE Specified

normative documents such as regulations, standards

requirements may be stated in

and technical specifications.

3.2

procedure

procedure specified way to carry out an activity
or a process

[ISO 9000:2005, 3.4.5]

3.3

product

result of a process

[ISO 9000:2005, 3.4.2]

NOTE 1 Four generic product categories are noted in
ISO 9000:2005: services (e.g. transport); software
(e.g. computer program, dictionary); hardware (e.g.

engine, mechanical part); processed materials (e.qg.

lubricant). Many products comprise elements
belonging to different generic product categories.
Whether the product is then called service, software,
hardware or processed material depends on the
dominant element.

NOTE 2 The statement of conformity described in Note 1 to

5.2 can be regarded as a product of attestation (5.2).

4 Conformity assessment terms relating to
selection and determination

(see Figure A.1)

4.1

sampling

provision of a sample of the object of conformity
assessment, according to a procedure (3.2)

4.2

testing

determination of one or more characteristics of

15
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tuong danh gia su phu hop theo mét tha tuc/quy
trinh (3.2)

CHU THICH: "Th{r nghiém" thudng dudc ap dung cho
vat liéu, san pham hoac qua trinh.

4.3

Giam dinh

Xem xét thiét k& san pham, san pham (3.3), qua
trinh hoac thiét tri va xac dinh su phu hdp vdi cac
yéu cau cu thé hoac xac dinh su phu hdp véi cac
yéu cau chung trén co s danh gid cla cac
chuyén gia

CHU THICH: Kiém tra mét qua trinh c6 thé bao gém ca
kiém tra v& con ngudi, phuong tién, cong nghé va
phuong phéap tién hanh.

4.4

Panh gia (audit)

Qua trinh ¢ tinh hé théng, déc lap dudc 1ap thanh
van ban dé thu dudc cac hé so, tuyén bé vé su
viéc hodc cac thong tin lién quan khac va danh gia
chiing mét cach khach quan dé xac dinh mic do
thuc hién cac yéu cau quy dinh (3.1)

CHU THICH: Trong tiéng Anh, "audit" (danh gia) va
"assessment" (danh gid) dudc s dung cho cac nglt
canh khac nhau, cu thé: "audit" (danh gia) dudc sl
dung déi vGi cac hé théng quén ly con "assessment”
(danh gia) duoc st dung déi véi cac t6 chiic danh gia
su phl hdp cling nhu déi véi cac doi tugng khac.

4.5

Panh gia dong dang

Viéc danh gia mot t6 chlc theo cac yéu cau quy
dinh (3.1) dugdc tién hanh bdi cac dai dién hoic
nhitng (ing c(r vién cla cac t6 chiic khac trong

nhém thod thuan.

5 Cac thuat ngir vé danh gia su phu hgp lién
quan dén xem xét va Xac nhan
(Xem Hinh A.1)
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an object of conformity assessment, according to

a procedure (3.2)

NOTE 'Testing" typically applies to materials,
products or processes.

4.3

inspection

examination of a product design, product (3.3),
process or installation and determination of its
conformity with specific requirements or, on the
basis of professional judgement, with general
requirements

NOTE Inspection of a process may include inspection

of persons, facilities, technology and methodology.

4.4

audit

systematic, independent, documented process
for obtaining records, statements of fact or other
relevant information and assessing them
objectively to determine the extent to which
specified requirements (3.1) are fulfilled

NOTE Whilst "audit" applies to management systems,

"assessment" applies to conformity assessment

bodies as well as more generally.

4.5

peer assessment
assessment of a body against specified
requirements (3.1) by representatives of other
bodies in, or candidates for, an agreement

group (7.10).

5 Conformity assessment terms relating to
review and attestation

(see Figure A.1)



5.1

Tham xét

Kiém tra xac nhan su thich hop, tuong duong va
hiéu luc cla cac hoat déng lua chon, xac dinh va
két qua clia cac hoat déng nay vé su thuc hién
cac yéu cau quy dinh (3.1) clGa d6i tugng danh
gia su phu hop

5.2

Xac nhan su phu hop

Dua ra tuyén b6 thé hién viéc d3 thuc hién day da
cac yéu cau quy dinh (3.1) dua trén quyét dinh
dugc xac 1ap sau khi da tién hanh xem xét (5.1)
CHU THICH 1: Trong tiéu chuan nay, tuyén b6 dudc dua ra
dudc goi 1a "tuyén bG vé sur phu hgp"; tuyén bé nay ddm béo
rang cac yéu cau quy dinh da duodc thuc hién day dd. Tuy
nhién, su dam bao nay khong phai la su dam bao mang tinh
khé udc hoac cb tinh phap Iy khac.

CHU THICH 2: Céac hoat dong xac nhan ctia bén thi
nhéat va bén th(r ba dudc phan biét bang cac thuat ngir
5.4 dén 5.6. DGi v6i xac nhan cla bén th( hai, hién
khong cé thuat nglr chuyén biét nao.

5.3

Pham vi xac nhan su phu hop

Pham vi ho&c cac dac tinh cla cac ddi tugng danh
gia su phu hop bao ham bdi xac nhan su phu
hop (5.2)

54

Cong bo

Xac nhan su phu hop (5.2) clia bén th(r nhat

5.5

Chung nhéan

Xac nhan su phu hgp (5.2) cla bén th(r ba doi
véi cac san phadm, qua trinh, hé théng hoic
chuyén gia

CHU THICH 1: Chling nhan hé thdng quan Iy ddi khi
con dudc goi la dang ky.

CHU THICH 2: Chiing nhan ap dung cho tat ca cac ddi
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5.1
review
and

verification of the suitability,

effectiveness of selection and determination activities,

adequacy

and the results of these activities, with regard to
fulfilment of specified requirements (3.1) by an object
of conformity assessment
5.2

attestation

issue of a statement, based on a decision
following review (5.1), that fulfilment of specified
requirements (3.1) has been demonstrated

NOTE 1 The resulting statement, referred to in this
International Standard as a "statement of conformity”,
conveys the assurance that the specified requirements have
been fulfiled. Such an assurance does not, of itself, afford
contractual or other legal guarantees.

NOTE 2 First-party and third-party attestation activities
are distinguished by the terms 5.4 to 5.6. For second-

party attestation, no special term is available.

5.3
scope of attestation
range or characteristics of objects of conformity

assessment covered by attestation (5.2)

5.4

declaration

first-party attestation (5.2)

5.5

certification

third-party attestation (5.2) related to products,

processes, systems or persons

NOTE 1 Certification of a management system is
sometimes also called registration.
NOTE 2 Certification is applicable to all objects of conformity

assessment except for conformity assessment bodies

17
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tugng danh gia su phii hdp ngoai trir cac t& chirc danh
gia su phu hop (2.5) la cac déi tuong clia cdng nhan
(5.6).

5.6

Cong nhan

Xac nhan sy phu hgp (5.2) cla bén thi ba doi
véi t6 chirc danh gia su phu hop (2.5) thé hién
chinh thic ring t6 chiic d6 c6 di nang luc dé tién

hanh cac cong viéc cu thé vé danh gia su phd hop

6 Cac thuat ngir vé danh gia su phu hgp lién
quan dé&n giam sat (Xem Hinh A.1)

6.1

Giam sat

Viéc 13p lai c6 hé théng cac hoat ddng danh gia su
phu hop 1am co s& cho viéc duy tri tinh hiéu luc
cla tuyén bé vé su phu hop

6.2

Dinh chi

Viéc ngiing tam thdi hiéu luc cla tuyén bd vé su
phu hop ddi véi toan bd hodc médt phan pham vi
xac nhan (5.3) da quy dinh

6.3

Hdy bo

Thu héi

Viéc bai bb tuyén b vé su phu hop

6.4

Yéu cau xem xét lai

Yéu cau do nha cung cap d6i tuong danh gia su phl
hop néu ra véi t& chirc danh gia su phit hop (2.5)
ho#c cd quan coéng nhan (2.6) dé dé nghi xem xét lai
quyét dinh do t& chlic/ca quan d6 da dua ra doi véi doi
tuong danh gia su phu hop cb lién quan

6.5

Khiéu nai

Hinh thic dién dat su khéng hai 16ng, khac véi yéu

cau xem xét lai (6.4), cla moét ca nhan hoic t6
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(2.5) themselves, to which accreditation (5.6) is applicable.

5.6

accreditation
third-party attestation (5.2) related to a
conformity assessment body (2.5) conveying
formal demonstration of its competence to carry

out specific conformity assessment tasks

6 Conformity assessment terms relating to
surveillance (see Figure A.1)

6.1

surveillance

systematic iteration of conformity assessment activities
as a basis for maintaining the validity of the statement
of conformity
6.2
suspension
temporary invalidation of the statement of
conformity for all or part of the specified scope of
attestation (5.3)

6.3

withdrawal

revocation

cancellation of the statement of conformity

6.4
appeal
request by the provider of the object of
conformity assessment to the conformity
assessment body (2.5) or accreditation body
(2.6) for reconsideration by that body of a
decision it has made relating to that object

6.5

complaint

expression of dissatisfaction, other than appeal
(6.4),

conformity

by any person or organization to a

assessment body (2.5) or



chiic bat ky vdi t& chirc danh gia su phu hop
(2.5) hoac co quan cong nhan (2.6) lién quan
dén hoat dong cla t6 chlic/cd quan d6 v8i mong

mudn dudc dap lai

7 Cac thuat ngir lién quan dén danh gia
su phi1 hgp va thuc day thuong mai

CHU THICH: Cum tir "két qua danh gia su phu hop"
thuong dudc s dung trong 7.4 dén 7.9 dé chi san
pham (3.3) clia cac hoat dong danh gia su pht hop (vi
du: bao céo hoic chiing chi) va cé thé bao ham ca viéc
phat hién su khéng phu hop.

71

Chap nhan

Viéc cho phép mét san pha‘fm (3.3) hodc qua trinh duoc
ban hoac dugc st dung cho nhiing muc dich xac dinh
hodc trong nhiing diéu kién xac dinh

CHU THICH: Chap thuan c6 thé dua trén viéc thuc hién day
di cac yéu cau quy dinh (3.1) hodc hoan thanh cac thi
tuc/quy trinh (3.2) quy dinh.

7.2

Chi dinh

Su Gy quyén cla chinh phi dé cho phép té chiic
danh gia su phu hop (2.6) tién hanh cac hoat
dong danh gia su phu hdp quy dinh

7.3

Co quan chi dinh c6 tham quyén

Co quan truc thudc chinh phli hodc dugc chinh phi Gy
quyén thuc hién viéc chi dinh cac té chirc danh gia su
phu hgp (2.5), dinh chi, hly bd hodc phuc héi su chi
dinh (7.2)

7.4

Su tuong duong

Su tuong duong cua cac két qua danh gia su
phu hgp

Kha nang cla cac két qua danh gia su phu hop

khac nhau trong viéc dua ra miic d6 dam bao nhu
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accreditation body (2.6), the

activities of that body, where a response is

relating to

expected.

7 Terms relating to conformity

assessment and facilitation of trade
NOTE The

assessment result” is used in 7.4 to 7.9 to mean the

general  expression  "conformity

product (3.3) of any conformity assessment activity
(e.g. a report or certificate) and may include a finding

of nonconformity.

7.1

approval

permission for a product (3.3) or process to be
marketed or used for stated purposes or under
stated conditions

NOTE Approval

specified

can be based on fulfiment of

requirements (3.1) or completion of

specified procedures (3.2).
7.2
designation
governmental authorization of a conformity
assessment body (2.5) to perform specified
conformity assessment activities

7.3

designating authority

body established within government or empowered by
government to designate conformity assessment
bodies (2.5), suspend or withdraw their designation or
remove their suspension from designation (7.2)

7.4
equivalence
equivalence of conformity assessment
results

sufficiency of different conformity assessment

results to provide the same level of assurance of

19
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nhau vé su phu hgdp véi cac yéu cau quy dinh
(3.1) gidng nhau

7.5

Thira nhan

Thira nhan cac két qua danh gia su phu hgp
Viéc cong nhan hiéu luc ctia mét két qua danh gia
su phtl hop do ngudi khac hoac t& chiic khac dua
ra

7.6

Chap thuan

Viéc st dung moét két qua danh gia su phu hop do
ngudi khac hoac té chiic khac dua ra

7.7

Théa thuan don phuong

Thda thudn ma qua d6 moét bén thira nhan hoic
chdp nhan cac két qua danh gia su phu hgp cla
bén khac

7.8

Théa thuan song phudng

Thda thuan ma qua dé hai bén thira nhan hoic
chdp nhan céac két qua danh gia su phu hgp cla
nhau

7.9

Théa thuan da phuong

Théa thudn ma qua dé nhiéu bén (tr ba bén trd
lén) thira nhan ho&c chap nhan 1an nhau cac két
quéa danh gia su phu hop

7.10

Nhém hiép dinh

Cac t8 chic la nhitng bén ky hiép dinh lam can ci
cho viéc dat dugc su théa thuan

7.1

Quan hé tuong hd

M&i quan hé gilta hai bén ma trong d6 ca hai bén
déu cb quyén va nghia vu nhu nhau

CHU THICH 1: Quan hé tuong hd cb thé c6 trong mét thda
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conformity with regard to the same specified
requirements (3.1)

7.5

recognition

recognition of conformity assessment results
acknowledgement of the validity of a conformity
assessment result provided by another person or
body

7.6

acceptance

acceptance of conformity assessment results use
of a conformity assessment result provided by
another person or body

7.7

unilateral arrangement

arrangement whereby one party recognizes or
accepts the conformity assessment results of
another party

7.8

bilateral arrangement

arrangement whereby two parties recognize or accept

each other's conformity assessment results

7.9

multilateral arrangement

arrangement whereby more than two parties
recognize or accept one another's conformity
assessment results

7.10

agreement group

bodies that are signatories to the agreement on
which an arrangement is based

7.1

reciprocity

relationship between two parties where both have the

same rights and obligations towards each other

NOTE 1 Reciprocity can exist within a multilateral



thuan da phuong, trong d6 bao gdbm nhiéu méi quan hé song
phuong mang tinh tuong hd

CHU THICH 2: DU quyén va nghia vu ¢6 nhu nhau thi
cac co hdi ma ching mang lai c6 thé khac nhau; diéu
nay c6 thé dan dén cac mai quan hé khong binh déng
gilta cac bén.

7.12

Dai xtr binh dang

Su d6i x gianh cho cac san pham (3.3) hoic qua
trinh ca mo6t nha cung Gng dudc xem la khong
kém thuan Igi hon so vGi su déi x{ gianh cho cac
san phadm hoac qua trinh tuong tu cla nha cung
éing bat ky ndo khac trong tinh huéng cé thé so
sanh dugc

713

Doi xr qudc gia

Su d6i x gianh cho cac san pham (3.3) hoic qua
trinh c6 xuét x& t cac nudc khac dudc xem la
khong kém thudn Ioi hon so v6i su d6i x& gianh
cho cac san pham hoac qua trinh tuong tu cia
nudc minh trong tinh huéng c6 thé so sanh dudc
714

Dai xtr binh dang giira cac qudc gia

Su d6i x gianh cho cac san pham (3.3) hosc qua trinh
cb xuét x tr cac nudc khac dudc xem 1a khong kém
thuan Igi hon so véi sur déi x gianh cho cac san phdm
ho&c qua trinh tuong tu clia nuGc minh hodc cb xuét x
tlr mot qudc gia bat ky nao khac trong tinh hudng co thé

so sanh dudc
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arrangement comprising a network of bilateral
reciprocal relationships.

NOTE 2 Although rights and obligations are the same,
opportunities emanating from them can differ; this can

lead to unequal relationships between parties.

7.12

equal treatment
treatment accorded to products (3.3) or
processes from one supplier that is no less

favourable than that accorded to like products or

processes from any other supplier, in a
comparable situation

7.13

national treatment

treatment accorded to products (3.3) or
processes originating in other countries that is no

like

products or processes of national origin, in a

less favourable than that accorded to

comparable situation

7.14

equal and national treatment

treatment accorded to products (3.3) or
processes originating in other countries that is no

like

products or processes of national origin, or

less favourable than that accorded to

originating in any other country, in a comparable

situation.
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Phu luc A
(tham kh&o)
Cac nguyén tac danh gia su phu hgp

A.1 Tiép can theo chirc ning

A.1.1 Danh gia su phti hop gdbm ba hoat déng chic nang
duoc thuc hién tuan tu dé thda man yéu cau hodc nhu
cau thé hién viéc thuc hién day dd cac yéu cau quy dinh;
ba hoat ddng chiic nang do la:

- lua chon;

- xac dinh;

- xem xét va xac nhan.

Viéc thé hién d6 co thé lam tang thém su tin tudng vao
su’ tuyén bd xac nhan vé viéc da thuc hién day du cac
yéu cau quy dinh, tao cho ngudi sif dung cd dudc long
tin viing chac hon vao su tuyén bé xac nhan nay. Cac
tiéu chudn thudng dudc st dung nhu 1a nhiing yéu cau
quy dinh do ching la cac tai liéu dugc dong thuan rong
rai vé nhiing van dé can giai quyét trong tinh huéng xac
dinh. K&t qua la danh gia su phti hgp thudng dudc coi la
mot hoat déng c6 lién quan dén tiéu chuén.

A.1.2 Panh gia su phu hdp c6 thé ap dung cho
cac san pham (bao gém ca dich vu), qua trinh, hé
thdng, chuyén gia déng thdi cho ca cac td chic
ti€n hanh cac dich vu danh gia su phu hop. Bé
thuan tién cho viéc ap dung tiéu chuin nay, cum
tir "doi tuong danh gia su phu hop" dudc st dung
dé chi mét loai hinh déi tuong bat ky hoac tat ca
cac loai hinh déi tugng néu trén.

A.1.3 Nhiing ngudi st dung dich vu danh gia su
phu hap khac nhau c6 nhitng nhu cau khac nhau.
K&t qué la co rat nhiéu loai hinh danh gia su phu
hop dudc thuc hién. Tuy nhién, tat ca cac loai hinh
danh gia su phu hdp déu tuan thd phuong phéap
ti€p can chung dugc mé ta & Hinh A.1.

A.1.4 Khéi hinh A trong Hinh A.1 biéu dién mdt hoat déng
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Annex A
(informative)

Principles of Conformity assessment

A.1 Functional approach

A.1.1 Conformity assessment is a series of three
functions that satisfy a need or demand for
demonstration that specified requirements are
fulfilled:

- selection;

- determination; and

- review and attestation.

Such demonstration can add substance or
credibility to claims that specified requirements
are fulfilled, giving users greater confidence in
such claims. Standards are often used as the
specified requirements since they represent a
broad consensus of what is wanted in a given
situation. As a result, conformity assessment is

often viewed as a standardsrelated activity.

A.1.2 Conformity assessment may be applied to
(defined to

processes, systems and persons, and also to

products include  services),
those bodies that perform conformity assessment
this

International Standard, the expression "object of

services. For convenience within

conformity assessment" is used to refer
collectively to any or all of these entities.

A.1.3 Each of the various kinds of users of
conformity assessment has their own specific
needs. As a result, there is much variety in the
different types of conformity assessment
performed. However, all types of conformity
assessment follow the same general approach
as shown in Figure A.1.

A.1.4 Shape A in Figure A.1 represents a



chiic nang clia danh gia su phu hop. Cac hoat dong cu
thé trong tting hoat dong chiic nang cb thé khac biét khi
so sanh cac loai hinh danh gia su phu hop la do su khac
biét vé& nhu cau clia ngudi str dung, ndi dung clia cac yéu
cau quy dinh va déi tuong danh gia su phu hop ¢b lién
quan.

A.1.5 Khéi hinh B trong Hinh A.1 biéu dién d4u ra clia mét
hoat dong chlc nang; dau ra dé chinh la dau vao clia hoat
déng chiic nang tiép theo. Ban chat clia cac dau ra cb su
khac biét do chung phu thubc vao cac loai hinh hoat dong
cu thé da dugc thuic hién.

A.1.6 Cac dudng mdii tén lién trong Hinh A.1 lién két cac
hoat dong chlc nang clia danh gia su phu hdp véi cac
dau ra/dau vao tuong (ng. Cac dudng mi tén ngat
quang thé hién nhiing nhu cau hodc yéu cau cb thé co
d6i véi danh gia su phu hap.

A.1.7 Cac hoat dong danh gia su’ phti hop cb thé duoc
chi rd & hoat déng danh gia su phu hop clia "bén thir
nhét, "bén th(r hai hay "bén thr ba". Nhin chung, déi véi
mbi loai hinh trong s6 3 loai hinh néu trén can luu y
nhiing diéu duGi day:

- cac hoat déng danh gia su phu hop déu chiu su
kiém soat ho#c chi dao clia ngudi hodc t6 chiic
néu trong dinh nghia tuong Ung;

- quyét dinh cudi cung lam can cl cho viéc xac
nhan la do ngudi hodc t6 chiic néu trong dinh

nghia tuong (ng dua ra.
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conformity assessment function. The specific
activities in each function can vary from one type
of conformity assessment to another, based on
the needs of users, the nature of the specified
requirements and the object of conformity
assessment involved.

A.1.5 Shape B in Figure A.1 represents output
from a function and is also the input to the next
function. The nature of the output varies,
depending on the specific activities that have
been undertaken.

A.1.6 The solid arrows in Figure A.1 link the
conformity assessment functions and their
outputs/inputs. The broken arrows express the
possible needs or demands for conformity
assessment.

A.1.7 Conformity assessment activities can be
characterized as "first-party", "second-party" or
"third-party".

categories

Generally, for each of these

- the conformity assessment activities are under
the control or direction of the type of individual or
body stated in the definition, and

- the critical decision on which attestation is
based is made by the type of individual or body

stated in the definition.
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Figure A.1 - Functional approach to conformity assessment
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Hinh A.1 Tiép can chirc nang ddi véi hoat ddng danh gia su phu hop

A.2 Lua chon

A.2.1 Lua chon bao gébm cac hoat déng hoach dinh va
chuén bi nham thu thap hoac tao 1ap toan bd cac théng
tin va dau vao can thiét cho hoat déng chic nang vé
xac dinh tiép sau. Cac hoat déng vé lua chon rat khac
biét vé s6 luong va dd phlc tap. Trong mét s6 trudng

hop, c6 thé chi cAn mét vai hoat ddng vé lua chon.

A.2.2 Can cb su suy xét thich hop khi lua chon d6i tudng
danh gia su phu hgp. Thoéng thuting, déi tuong nay cb
thé 1a hang loat cac vat phdm cling loai; san xuét dang
tién hanh; mot qua trinh lién tuc hodc mét hé thong;
ho&c bao ham nhiéu dia diém. Trong nhiing truding hop
nhu vay, cb thé can suy xét dén viéc 18y mau hodc lua
chon mau th{r & str dung cho cac hoat dong xac dinh.
Vi du: k& hoach 18y mau thlr nuéc song lién quan dé thé
hién viéc thuc hién day di cac yéu cau vé nhiém ban
dudc coi la vi du dién hinh vé& hoat dong Iay mau c6 quy
mo va can thiét. Tuy nhién, doi khi d6i tuong danh gia
su' phil hdp c6 thé 1 toan bd mot tap hop, vi du, khi mot
san pham don chiéc hoc duy nhét 1a ddi tuong danh
gia su phu hap . Ngay ca trong nhiing trudng hop viéc
ldy mau cb thé can thiét cho viéc Iua chon mot bd phan
nao dé clia ddi tuong gém nhiéu bd phan va bd phan
duoc Iua chon la bd phan dai dién cla déi tuong do (vi
du: lua chon cac bd phan quan trong nhét clia moét cay
cau dé xac dinh do bén vat liéu).

A.2.3 Cac yéu cau quy dinh ¢ thé cling can dudc xem
xét. Trong nhiéu trudng hop, tiéu chudn hodc cac yéu
cau khac da co tir trudc hién van con hiéu luc. Tuy
nhién, can Iuu y khi &p dung cac yéu cau da co tir trudc
d6 cho déi tuong danh gia su pht hop. Vi du, c6 thé can
phai can trong khi ap dung tiéu chudn vé& &ng kim loai
cho 6ng chét déo. Trong mét vai trudng hop, chi nhiing

yéu cau rat chung chung méi can dudc ma rong ddi véi

A.2 Selection

A.21 Selection involves planning and

preparation activities in order to collect or
produce all the information and input needed for
the subsequent determination function. Selection
activities vary widely in number and complexity.
In some instances, very little selection activity
may be needed.

A.2.2 Some consideration may need to be given to
selection of the object of conformity assessment.
Frequently, the object may be a large number of
identicalm items; ongoing production; a continuous
process or a system; or involve numerous locations.
In such cases, consideration may need to be given
to sampling, or selection of specimens to be used for
determination activities. For example, the sampling
plan for river water related to a demonstration that
pollution requirements are fulfilled would be anm
example of a sizeable and significant sampling
activity. However, occasionally the object may be
the whole population, for instance when a single,
individual product is the object of conformity
assessment. Even in such cases, sampling may be
necessary to select a part of the entire object that is
representative of the whole (e.g. selection of critical
parts of a bridge for a determination of material
fatigue).

A.2.3 It may also be necessary to consider the
specified requirements. In many cases, a
standard or other pre-existing requirements exist.
However, care should be taken when applying
the preexisting requirements to the specific
object of conformity assessment. For example,
caution might be needed when applying a

standard written for metal pipes to plastic pipes.
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viéc danh gia dé cho ngudi st dung dé hiéu hon va
chap nhan st dung nhiing yéu cau nay. Vi du, mét co
quan 1ap quy clia chinh phti ¢6 thé c6 yéu ciu rang
khong cho phép ¢ nhiing i ro vé an toan khéng chép
nhan dudc (yéu cau chung) déi v8i cac san phdm va
mong muén t8 chiic chihg nhan quy dinh cac yéu cau
cu thé ddi véi nhiing san phdm hoac loai hinh san phdm
riéng biét dudc ching nhan. Hoc, ¢ thé can tap trung
hon su chi y dén cac yéu cau chung déi vGi hé thdng
quan ly mét khi hé théng quan ly dé cap dén viéc thuc

hién ddy dii cac yéu cau cu thé vé trién khai hoat dong.

A.2.4 Lua chon con cb thé bao gdm ca viéc chon cac
thtl tuc/quy trinh thich hop nhat (vi du: cac phuong phap
th( hodc phuong phap kiém tra) duoc st dung cho
nhimg hoat ddng xac dinh. Knhdng hiém cac trudng hop
can phai phat trién nhing phuong phap méi hoic
phuong phap dudc cai tién dé tién hanh cac hoat déng
xac dinh. D& thuc hién viéc xem xét cac phuong phap
d6, c6 thé can phai lua chon cac dia diém, diéu kién
thich hdp hoac nhan su cb nang luc.

A.2.5 Cudi cling, dé tién hanh cac hoat déng xac
dinh moét cach chudn xac, c6 thé can coé nhiing
thong tin bd sung nhdm dam bao thé hién c6 hiéu
luc vé viéc da thuc hién day dd cac yéu cau quy
dinh. Vi du, linh vuc tht nghiém thudéc pham vi
cébng nhan phong thi nghiém can phai dugc nhan
biét trudc khi tién hanh cac hoat déng xac dinh
tuong (ng. Hoac, c6 thé can phai mé td mot dich
vu nao do trudc khi ti€n hanh cac hoat dong xac
dinh tuong Gng. Ngoai ra, mét hoat déng xac dinh
c6 thé don thuan chi l1a hoat dong xem xét théong
tin va théng tin dé6 can phai dudc xac dinh va thu
thap. Vi du, c6 thé can dén ban huéng dan sl

dung san pham ho&c ghi nhan canh bao.
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In some cases, only a very general set of
requirements may exist which must be expanded
for assessment to be meaningful or acceptable to
the users. For example, a government regulator
may require that products pose no unacceptable
safety risks (the general requirement) and expect
body

requirements for individual certified products or

a certification to establish specific
types of products. Or, general management
system requirements may need to be more
the

fulfilment  of

focused when management  system

addresses specific  service
requirements.

A.2.4 Selection may also include choice of the
(for

testing methods or inspection methods) to be

most appropriate procedures example,

used for determination activities. It is not
uncommon that new or modified methods need
to be developed to conduct determination
activities. It may be necessary to select the
proper locations and the proper conditions, or the
individuals to perform the procedure.

A.2.5 Finally,

needed

additional information may be

in order to perform determination
activities  properly so that the demonstration
that specified requirements are fulfilled will be
effective. For example, the scope of testing to be
covered by laboratory accreditation must be
identified before appropriate determination
activities can be performed. Or, a description of a
service may be needed before performing
appropriate determination activities. Also, a
determination activity may be a review of
information alone, and that information must be
identified and collected. For example, a copy of
a product's instructions for use or warning

markings may be needed.



A.2.6 Trong Hinh A.1, toan bé théng tin, mau thi
(néu c6 1dy mau), quyét dinh va dau ra khac cla
hoat déng chiic ning vé Iua chon dudc biéu dién
thanh khoi hinh "thdng tin vé cac déi tugng duoc
lua chon".

A.3 Xac dinh

A.3.1 Céac hoat dong xac dinh dudc tién hanh dé
tao 1ap théng tin day du vé viéc thuc hién cac yéu
cau quy dinh cla déi tuong danh gia su phu hop
hoic mau chudn cla déi tuong d6. Mot s6 loai
hinh hoat déng xac dinh dudc dinh nghia trong
Diéu 4.

A.3.2 Cac thuat ngir thir nghiém (4.2), kiém tra 4.3),
danh gia (4.4) va danh gia ngang bang (4.5) chi dudc
dinh nghia la nhiing loai hinh hoat dong xac dinh va cb
thé duoc st dung cling véi "hé thdng" hodc "so do" dé
mo t& cac hé théng hodc Phuong thiic danh gia su phi
hop bao gém loai hinh hoat déng xac dinh da néu. Vi
vay, "hé théng danh gid ngang bang" a hé théng danh
gid su phi hop bao gém hoat déng danh gid ngang
bang va hoat dong danh gid ngang bang dé chinh 1a
hoat déng xac dinh.

A.3.3 Cac hoat dong xac dinh khac nhau co6 tén goi
hoac ky hiéu riéng khac nhau. Vi du nhu nghién clu
va phan tich tai liéu thiét k& hodc thong tin mé ta khac
lién quan dén cac yéu cau quy dinh. C4c loai hinh
danh gia su phu hop riéng biét (vi du: thd nghiém,
chiing nhan, céng nhan) c6 thé c6 nhiing thuat nglr
dudc quy dinh don nhat cho timg loai hinh d6. Trong
tiéu chudn nay hoc trong thuc tién, khong s dung
thuat ngilr chung nao dé chi tat ca cac hoat dong chic
nang vé xac dinh.

A.3.4 Can luu y dé phan biét that rd rang cac hoat
dong xac dinh dudc biéu thi 1a hoat ddng thir
nghiém ho#c kiém tra.

A.3.5 Trong Hinh A.1, toan bd dau ra clia hoat dong

chlic nang vé xac dinh dudc biéu dién thanh khéi hinh
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A.2.6 In Figure A.1, all the information, samples
(if sampling is used), decisions and other output
from the selection function is represented as

"information on selected items".

A.3 Determination
A.3.1 Determination activities are undertaken to
develop complete information regarding fulfilment
of the specified requirements by the object of
conformity assessment or its sample. Some
types of determination activities are defined in
Clause 4.

A.3.2 The terms testing (4.2), inspection (4.3),
audit (4.4), and peer assessment (4.5), which
are defined as types of determination activities
only, may be used with "system" or "scheme" to
describe conformity assessment systems or
schemes that include the type of determination
activity indicated. Thus, a "peer assessment
system" is a conformity assessment system that
includes peer assessment as the determination
activity.

A.3.3 Various determination activities have no
specific name or designation. An example is the
examination or analysis of a design, or other
descriptive information, in relation to specified
requirements. Individual sub-fields of conformity
assessment (e.g. testing, certification, accreditation)
may have terms defined for determination activities
that are unique to that sub-field. There is no generic
term used in this Intemational Standard or in
practice to represent all determination activities.
A.3.4 Care should be taken to understand clearly the
determination activities characterized as testing or
inspection.

A.3.5 In Figure A.1, all the output from the
determination  function is

represented as
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"thdng tin vé thuc hién day da cac yéu cau quy dinh".
Dau ra nay 1 t6 hop cla tat ca cac théng tin dudc tao
lap théng qua hoat déng xac dinh cling nhu tat ca
dau vao cla hoat déng chiic nang vé xac dinh. Dau
ra nay thudng duodc cau tric sao cho ¢ thé tao thuan

Ioi cho cac hoat déng xem xét va xac nhan.

A.4 Xem xét va xac nhan

A.4.1 Xem xét (5.1) 1a khau kiém tra cudi cling trudc
khi ra quyét dinh quan trong vé viéc déi tuong danh
gia su phl hop cb chimg té dudc hay khong ching té
dudc rang déi tuong dé da thuc hién day dd cac yéu
cau quy dinh. K&t qua clia xac nhan (5.2) 1a ban
"tuyén bd" dudc gli ngay t6i tat cd nhing ngudi st
dung tiém nang. "Tuyén bd vé su phl hop" 1a cum tur
chung nhét dudc st dung bao ham tat ca cac bién
phap truyén théng dé thong bao vé viéc da thuc hién
day dd cac yéu cau quy dinh.

A.4.2 Néu khong thé hién dudc viéc thuc hién day da
cac yéu cau quy dinh thi trong bdo cao phai néu rd
phét hién vé su khéng phl hop.

A.4.3 Cac thuat nglir céng bd (5.4), chiing nhan
(5.5) va cdng nhan (5.6) chi dugc dinh nghia la
nhiing loai hinh xac nhan, c6 thé dudc s dung
cling véi "hé théng" hoic "so d6" dé mo ta cac hé
théng hoac Phuang thiic danh gia su phu hop bao
gdbm loai hinh hoat déng xac nhan dudc xac dinh
rd la budc cudi cung. Do dd, "hé théng chimng
nhan" 1a hé théng danh gia su phu hop bao gém
ca lua chon, xac dinh, xem xét va cudi cung la
chiing nhan dudc coi la hoat ddng xac nhan.

A.4.4 Trong Hinh A.1, toan bd dau ra cla hoat
dong chiic ndng xem xét va xac nhan dudc biéu
di&n thanh kh&i hinh "thé hién viéc thuc hién day
dd cac yéu cau quy dinh".

A.5 Nhu cau giam séat

A.5.1 Banh gia su phi hop co thé két thac khi viéc
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"information on  fulflment of specified
requirements”. The output is a combination of all
the information created through determination
the the

determination function. The output is usually

activity, as well as all input to
structured to facilitate review and attestation
activities.

A.4 Review and attestation

A.41 Review (5.1) constitutes the final stage of
checking before taking the important decision as to
whether or not the object of conformity assessment
has been reliably demonstrated to fulfil the specified
Attestation (5.2)

"statement” in a form that most readily reaches all of

requirements. results in a
the potential users. "Statement of conformity" is a
generic expression used to include all means of
that

requirements has been demonstrated.

communicating fulfilment of specified
A.4.2 If fulfilment of the specified requirements
has not been demonstrated, the finding of
nonconformity may be reported.

A.4.3 The terms declaration (5.4), certification
(5.5) and accreditation (5.6), which are defined
as types of attestation only, may be used with
"system" or "scheme" to describe conformity
assessment systems or schemes that include the
type of attestation activity indicated as the final
"certification is a

step. Thus, a system"

conformity assessment system that includes

selection, determination, review and finally
certification as the attestation activity.

A.4.4 In Figure A.1, all the output from the review and
attestation function is represented as "fulfiment of

specified requirements demonstrated"”.

A.5 Need for surveillance

A.5.1 Conformity assessment can end when



xac nhan da dudc thuc hién. Tuy nhién, trong mét vai
trudng hap, c6 thé can phai thuc hién 1&p lai c6 hé
thong cac hoat dong chiic nang néu trong Hinh A.1
dé duy tri tinh hiéu luc clia tuyén bé xac nhan su' phu
hap. Cac nhu cdu cla ngudi si dung dan téi nhiing
hoat dong dé. Vi du, mét doi tugng danh gia su phu
hop ndo d6 co thé thay ddi theo thdi gian va diéu nay
c6 thé anh hudng téi viéc thuc hién lién tuc cac yéu
cau quy dinh. Ho#c 1a ngudi sir dung c6 thé doi hoi
phai thé hién tiép tuc vé viéc thuc hién day dd cac
yéu cau quy dinh mdt khi san pham dudc san xuét
lién tuc.

A.5.2 C4c hoat dong giam sat dugc hoach dinh nham
dap (ing nhu cAu duy tri hiéu Iuc clia tuyén bd xac nhan
su pht hop. D& thda man nhu cau nay, théng thuding,
khong can thiét phai 18p lai toan bd cudc danh gia ban
d4u khi I&p lai hoat déng giam séat. Do dé, cac hoat déng
clia mdi hoat déng chic nang néu trong Hinh A.1, c6
thé duodc gidm bét hodc thuc hién khac véi nhiing hoat
doéng da duoc thuc hién & cudc danh gia ban dau.

A.5.3 Cac hoat dong Iua chon dién ra 6 c& cudc danh
gia ban dau 1an & giam sat. Tuy nhién, & hoat déng
giam sat, c6 thé lua chon cac hoat ddng hoan toan
khéac. Vi du, & cudc danh gia ban dau co thé da Iua chon
phép thir s&n phdm. Trong qua trinhg giam sat, c6 thé
phai tién hanh hoat déng kiém tra dé xac dinh ring mau
san phdm chinh [a mau da dugdc thd nghiém lic ban
dau. Trén thuc t&, viéc chon cac hoat dong Iua chon cb
thé thay déi theo thdi gian can ¢l vao cac thong tin vé
nhiing hoat déng giam séat [3p lai trudc d6 va nhiing dau
vao khéac. Viéc phan tich rii ro dang tiép dién hodc xem
xét cac thong tin phadn héi clia thi trudng ddi vGi viéc
thuc hién ddy di cac yéu cau quy dinh c6 thé [a mot
phan clia cac hoat ddng Iua chon trong qué trinh giam
séat.

A.5.4 Céac hoat dong vé chon nhiing yéu cau quy dinh
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attestation is performed. However, in some cases
systematic iteration of the functions in Figure A.1
may be needed to maintain the validity of the
statement resulting from attestation. The needs
of users drive such activities. For example, an
object of conformity assessment may change
over time, which could affect its continuing
fulfilment of specified requirements. Or, users
that

specified requirements are fulfilled; for example,

may demand ongoing demonstration

when a product is produced continuously.

A.5.2 The activities undertaken in surveillance are
planned in order to satisfy the need to maintain the
validity of an existing statement resulting from
attestation. A complete repeat of the initial assessment
is usually not necessary in every iteration of
surveillance to satisfy this need. Thus, the activities in
each function in Figure A.1 during surveillance may be
reduced, or different from, the activities undertaken in
the initial assessment.

A.5.3 Selection activities take place in both the
initial assessment and in surveillance. However,
entirely different choices might be made in
surveillance. For example, a test for a product
the

assessment. In surveillance, an inspection might

may have been selected in initial
be selected to determine that a sample of the
product is the same as the sample originally
tested. In fact, the choices in selection may
change from time to time, based on information
from previous iterations of surveillance and other
inputs. Ongoing risk analysis or consideration of
market feedback regarding actual fulfiiment of
specified requirements may be part of selection
activities in surveillance.

A.5.4 Choices about the specified requirements can
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cling c6 thé khac nhau. Vi du, déi véi hoat dong giam
sat 13p lai bat ky, chi co thé Iua chon mét tap hop phu
cac yéu cau quy dinh. Hoac 13, chi c6 thé lua chon mot
cach tuong tu nhu vay mét phan clia doi tuong danh gia
su phti hdp dé tién hanh cac hoat déng xac dinh trong
quéa trinh gidm séat; vi du, chi tién hanh danh gia mot
phan n&o db t& chic chiing nhan dudc cong nhan trong
qua trinh giam sat.

A.5.5 Nhu da néu G trén, cac hoat déng lua chon
khac nhau c6 thé dan t6i nhiing hoat dong xac
dinh khac nhau d6i v6i muc dich giam sat. Tuy
nhién, trong c& danh gia ban dau va giam sat, dau
ra cla khau lua chon sé quyét dinh cac hoat déng
xac dinh va phuong thic ti€n hanh cac hoat dong
nay.

A.5.6 Hoat dong chlc nang vé& xem xét va xac nhan
cling dudc st dung trong ca danh gia ban dau va gidm
sat. Trong giam sat, xem xét toan bd d4u vao va dau ra
trong Hinh A.1 s& dan t6i viéc ra quyét dinh vé viéc
tuyén bo xac nhan su phl hop ¢ tiép tuc con hiéu luc
hay khéng. Trong nhiéu trudng hop, sé khdng cd mét
hoat déng dac biét nao duodc thuc hién néu nhu tuyén
b6 d6 van con hiéu luc. Trong cac trudng hop khéac, vi
du, néu nhu pham vi da dudc md rong thi c6 thé phai
dua ra mét tuyén bd méi vé su phls hop.

A.5.7 Néu quyét dinh rang tuyén bd vé su phu hop
khong con hiéu Iuc thi can phai tién hanh cac hoat déng
thich hop dé thong bao cho ngudi str dung biét; vi du,
théng bao V& viéc pham vi xac nhan da dudc thu hep
hodc tuyén bé vé su phl hop da dudc dinh chi hodc hly
bd.
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be different as well. For example, only a subset of
the specified requirements might be selected in any
given iteration of surveillance. Or, similarly, only a
portion of the object of conformity assessment may
be

surveillance; for example, only a portion of an

selected for determination activities in
accredited certification body may be audited during
surveillance.

A.5.5 As noted above, the different choices in
selection can lead to different determination
activities for surveillance purposes. However, in
both initial assessment and surveillance, the
output from selection defines the determination

activities and how they will be carried out.

A.5.6 The review and attestation function is also
used in both initial assessment and surveillance.
In surveillance, a review of all the inputs and
outputs in Figure A.1 leads to a decision whether
the statement resulting from attestation continues
to be valid. In many cases, no special action is
taken if the statement continues to be valid. In
other cases, for example, if the scope of
attestation has been extended, a new statement
of conformity might be issued.

A.5.7 If the decision is that the statement of
conformity is no longer valid, appropriate
activities are necessary to advise users; for
example, that the scope of attestation has been
that

suspended or withdrawn.

reduced or the statement has been
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Annex B
(informative)

Related terms defined in other

documents
B.1 General terms given specific
meanings in other standards in the

ISO/IEC 17000 series
B.1.1 Compound terms defined for the
purposes of ISO/IEC 17011,

accreditation

relating to

accreditation body logo
accreditation certificate
accreditation symbol
extending accreditation
reducing accreditation
scope of accreditation
suspending accreditation
B.1.2 General terms given specific meanings
for the purposes of ISO/IEC 17024, relating
to certification of persons

competence

evaluation

examiner

qualification

B.1.3 Compound terms defined for the
purposes of ISO/IEC 17030,

marks of conformity

relating to

issuer of a third-party mark of conformity
owner of a third-party mark of conformity

third-party mark of conformity
B.2 Terms defined in standards outside
the ISO/IEC 17000 series

calibration VIM
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Kha nang
Dac tinh
Nang luc
Su phu hgp
Khach hang
Tai liéu
Thoéng tin
Phép do
T6 chiic
Qua trinh
Quy dinh

Nha cung Gng

Hé théng

Xac nhan gia tri st dung

Kiém tra xac nhan
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ISO 9000
ISO 9000
ISO 9000
ISO 9000
ISO 9000
ISO 9000
ISO 9000

VIM
ISO 9000
ISO 9000
ISO 9000
ISO 9000
ISO 9000
ISO 9000
ISO 9000

capability
characteristic
competence
conformity
customer
document
information
measurement
organization
process
specification
supplier
system
validation

verification

ISO 9000
ISO 9000

ISO 9000
ISO 9000
ISO 9000
ISO 9000

ISO 9000

VIM

ISO 9000
ISO 9000
ISO 9000
ISO 9000
ISO 9000
ISO 9000
ISO 9000
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