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Loi néi dau

ISO (T6 chirc Tiéu chuin hoa Qudc té€) 1a mot lién
doan toan cau gom cac t6 chirc tiéu chudn quoc gia
(c&c td chirc thanh vién cda ISO). Céng viéc soan
théo cac tiéu chuin quoc té thuwong dwoc tién hanh
thdng qua cac ban ky thuat cta ISO. Méi t& chirc
thanh vién quan tAm dén mot linh vwec ma ban ky
thut da dwoc thanh 14p déu c6 quyén dwoc dai
dién trong ban ky thuit d6. Cac to6 chirc qudc té,
chinh phu va phi chinh ph, c6 lién hé véi ISO cling
tham gia vao cong viéc nay. ISO hgp tac chat ché
v6i Uy ban Ky thuat dién Quéc té (IEC) trong moi
van dé vé tiéu chuin hoa ky thuit dién.

Cac thu tuc dwoc st dung dé xay dung tai liéu nay
va cac thu tuc du kién dung cho viéc duy tri tai liéu
nay vé sau dwoc néu trong Chi thi ISO/IEC, Phan 1.
DPic biét can lwu y cac tiéu chi phé duyét khac nhau
can thiét d6i véi cac loai tai liéu ISO khac nhau. Tai
liéu nay dwoc soan thao theo cac quy tic bién soan
Chi thi ISO/IEC, Phin 2 (xem
www.iso.org/directives).

clua

ISO lwu y rang viéc thuc hién tai liéu nay c6 thé lién
quan dén viéc sir dung mot hodc nhiéu bang sang
ché. ISO khong c6 quan diém vé bang chirng, hiéu
lwc hay kha nang 4p dung cta bat ky quyén sang
ché nao dwoc tuyén bd c6 lién quan. Tai thoi diém
c6ng bé tai liéu nay, ISO chwa nhin dwoc théng bao
vé (cac) bang sang ché c6 thé can thiét d& thwc hién
tai liéu nay. Tuy nhién, nhitng ngwoi thuc hién
duwogc lwu y rang thong tin nay co thé chwa phai la
thong tin m&i nhat, thong tin méi nhat 6 thé dwoc
ldy tr co s& dir litu bang sing ché tai
www.iso.org/patents. ISO khong chiu trach nhiém
xac dinh bat ky hodc tit ca cac quyén sang ché nhw
vay.

Moi tén thwong mai dwgc st dung trong tai liéu
nay 1a thong tin nham tao thuin tién cho ngudi st
dung va khéng ciu thanh sy xac nhén, chirng thuec.

DE c6 giai thich vé tinh chit tw nguyén cta cac tiéu
chun, y nghia ctia cac thuat ngir va cach dién dat
riéng cua ISO lién quan dén danh gia sw phu hop,
cling nhw thong tin vé viéc ISO tuin thu cac nguyén
tdc ctia T6 chitc Thwong mai Thé gi¢i (WTO) vé
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Foreword

ISO (the International Organization for
Standardization) is a worldwide federation of
national standards bodies (ISO member bodies).
The work of preparing International Standards is
normally carried out through ISO technical
committees. Each member body interested in a
subject for which a technical committee has been
established has the right to be represented on that
committee. International organizations,
governmental and non-governmental, in liaison
with ISO, also take part in the work. ISO
collaborates closely with the International
Electrotechnical Commission (IEC) on all matters

of electrotechnical standardization.

The procedures used to develop this document
and those intended for its further maintenance are
described in the ISO/IEC Directives, Part 1. In
particular, the different approval criteria needed
for the different types of ISO document should be
noted. This document was drafted in accordance
with the editorial rules of the ISO/IEC Directives,
Part 2 (see www.iso.org/directives).

ISO draws attention to the possibility that the
implementation of this document may involve the
use of (a) patent(s). ISO takes no position
concerning the evidence, validity or applicability
of any claimed patent rights in respect thereof. As
of the date of publication of this document, ISO had
not received notice of (a) patent(s) which may be
required to implement this document. However,
implementers are cautioned that this may not
represent the latest information, which may be
obtained from the patent database available at
www.iso.org/patents. ISO shall not be held
responsible for identifying any or all such patent
rights.

Any trade name used in this document is
information given for the convenience of users and
does not constitute an endorsement.

For an explanation of the voluntary nature of
standards, the meaning of ISO specific terms and
expressions related to conformity assessment, as
well as information about ISO’s adherence to the
World Trade Organization (WTO) principles in the
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Rao can ky thuit doi véi thwong mai (TBT), xem
www.iso.org/iso/foreword.html.

Tai liéu nay do Ban ky thuat ISO/TC 176 Quan 1y
chat lwgng va dam bao chit lwong, Tiéu ban SC 2
Cac hé thong chit lwong, bién soan véi su hop tac
ctia Uy ban Tiéu chuin héa Chau Au (CEN), theo
Théa thudn hop tac ky thuat gitra ISO va CEN (Thoéa
thudn Vienna).

Phién ban I4n thi su nay huy bo va thay thé phién
ban Ian thir ndm (IS0 9001:2015), da dwoc soat xét
vé mit ky thuat. Tiéu chuin nay cling bao gom ca
Stra d6i IS0 9001:2015/Amd 1:2024.

Nhitng thay déi chinh nhw sau:

— Dwa vao cac thuat ngit va dinh nghia co ban
cta hé thong quan ly ISO: Diéu 3 cia tai liéu
nay hién bao gom mot sé han ché cac thuét
ngtt va dinh nghia. ISO 9000 van 12 tai liéu
vién dAn mang tinh quy chuin d6i véi tat ca
cac thult ngir va dinh nghia vé quan ly chat
lwong.

Pwa vao van héa chat lwong va hanh vi dao
drc: Van hoa chit lwong va hanh vi dao dirc
hién dwoc dé cap trong cac yéu cau, dac biét
lién quan dén sw lanh dao, nhan thirc va moi
truedng cho viéc thwe hién cac qua trinh.

Tach biét rdi ro va co hoéi: Ridi ro va co hoi
dwoc phan biét rd rang hon, véi viéc xem xét
riéng biét cidc hanh dong giai quyét tirng loai.

Tang cwong quan ly sw thay do6i: Cac yéu cau
lién quan dén nhitng thay do6i déi voi hé
théng quan ly chat lwong da dwoc cing c6 dé
ho tro viéc dat dwoc cac két qua du kién.

Tang cwong ndi dung giai thich trong Phu luc
A: Phu luc A d3 dwoc soat xét dé l1am ré hon
ciu tric, thult ngir va y dinh cta cac yéu cau
dwéi dang van ban tham khao, ma khong dwa
thém cac yéu cau bd sung.

Loai bé Phu luc B: Phu luc B truéc day cung
cip théng tin vé cac tiéu chuin khac cua
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Technical Barriers to Trade
www.iso.org/iso/foreword.html.

(TBT), see

This document was prepared by Technical
Committee ISO/TC 176, Quality management and
quality assurance, Subcommittee SC 2, Quality
systems, in collaboration with the European
Committee for Standardization (CEN), in
accordance with the Agreement on technical
cooperation between ISO and CEN (Vienna
Agreement).

This sixth edition cancels and replaces the fifth
edition (ISO 9001:2015), which has been
technically revised. It also incorporates the
Amendment ISO 9001:2015/Amd 1:2024.

The main changes are as follows:

Inclusion of core ISO management system
Clause 3 of the
document now includes a limited number of

terms and definitions:

terms and definitions. ISO 9000 remains the
normative all quality
management terms and definitions.

reference for

Introduction of quality culture and ethical
behaviour: Quality
behaviour are now addressed within the

culture and ethical

requirements, particularly in relation to
leadership, awareness and the environment
for the operation of processes.

Separation of risks and opportunities: Risks
and opportunities clearly
distinguished, with separate consideration of

are more

actions to address each.

Strengthened management of change:
Requirements related to changes to the
quality management system have been
reinforced to support the achievement of
intended results.

Enhanced explanatory content in Annex A: It
has been revised to provide enhanced
clarification of the structure, terminology
of the
text, without

and intent requirements as

informative
additional requirements.

introducing

Removal of Annex B: It previously provided
information on other ISO/TC 176 standards.
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ISO/TC 176. Cac vién din t&i nhitng tiéu
chuin nay hién dwoc néu trong Phu luc A va
trén trang web ctia ISO/TC 176.

References to these standards are now
included in Annex A and on the ISO/TC 176
website.

Moi y kién phan hoi hodc ciu hoéi vé tailiéu nay cdin Any feedback or questions on this document
dworc gli téi td chire tiéu chuin qudc gia cha ngwoi  should be directed to the user’s national standards
st dung. Danh sach day du cac té chirc nay cé thé body. A complete listing of these bodies can be
xem tai www.iso.org/members.html. found at www.iso.org/members.html.
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Lol gidi thiéu
0.1 Khai quat

Viéc thiét 14p va thwc hién mot hé théng quan ly
chatlwongla quyét dinh chién lwgc d6i vdi to chire,
ho tro cai tién két qua thwc hién, nang cao su théa
man cda khach hang va tao co s& cho thanh céng
bén virng va cac sang kién phat trién bén virng.

Loi ich tiém tang déi véi to chire tir viéc thye hién
hé théng quan ly chat lwgng dwa trén cac yéu ciu
cua tai liéu nay la:

a) kha nang cung cdp mot cach On dinh cac san
phidm va dich vu dap &ng yéu ciu cua khach
hang, yéu cau luiat dinh va ché dinh hién
hanh;

b) tao thudn lgi cho cac co hdi nang cao sy théa

man cia khach hang;
c) gidi quyét ridi ro va co héi lién quan dén bai
canh va muc tiéu cla td chirc;

d) Kkhanangchirngtd sy phtihgp véi cac yéu cau

quy dinh ctia hé théng quan ly chat lwgng.
Tai liéu nay c6 thé dwoc st dung ndi bo va bai bén
ngoai.
Tai liéu nay khong ham y nhu cau doéi véi:
— suw dong nhit vé ciu truc cta cac hé théng
quan ly chat lwgng khac nhau;

viéc sdp x€p hé thong tai liéu theo ciu truc
cac diéu cua tai liéu nay;

viéc st dung cac thuit ngir cu thé cta tai liéu
nay trong to chirc.

Cac yéu cau déi véi hé thdng quan ly chat lwong
dwoc quy dinh trong tai liéu nay b6 sung cho cac
yéu cau doi véi san phdm va dich vu.

Viéc dap rng mot cach 6n dinh cac yéu ciu va giai
quyét cac nhu ciu va mong doi trong twong lai caa
khach hang va cac bén quan tam lién quan khac dat
ra thach thic cho cac té chirc trong mot moi
tredng ngay cang ning dong va phirc tap. bé dat
dwoc muc tiéu nay, to chirc c6 thé theo dudi cai tién
lién tuc theo nhiéu cach khac nhau, nhw thay doi
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Introduction

0.1 General

Establishing and implementing a
management system is a strategic decision for an
organization that supports improved
performance, enhances customer satisfaction, and
provides a foundation for sustained success and

sustainable development initiatives.

quality

The potential benefits to an organization of
implementing a quality management system based
on the requirements in this document are:

a) the ability to consistently provide products
and services that meet customer and

applicable  statutory and regulatory
requirements;

b) facilitating opportunities to enhance
customer satisfaction;

c) addressing risks and  opportunities

associated with its context and objectives;

the ability to demonstrate conformity to
quality management system requirements.

d)

This document can be used by internal and
external parties.

This document does not imply the need for:

uniformity in the structure of different
quality management systems;

alignment of documentation to the clause
structure of this document;

the use of the specific terminology of this
document within the organization.

The quality management system requirements in

this document are complementary to
requirements for products and services.
Consistently  meeting  requirements  and

addressing future needs and expectations of
customers and other relevant interested parties
poses a challenge for organizations in an
increasingly dynamic and complex environment.
To achieve this objective, the organization can

pursue continual improvement in various ways,

.Trang 7
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tirng bwérc hodc thay déi dot pha, d6i méi hodc cac
sang kién t6 chirc lai.

Phu luc A cung c4p théng tin va 1am ré nhim hé tro
viéc hiéu ciu truc, thuit ngtr va cac diéu cda tai liéu
nay. Phu luc A khong bao gbm bat ky yéu cau bd
sung nao.

D& c6 hwdng dan vé viéc 4p dung tit ca cac diéu clia
tai lidu nay, xem 1SO 9002 [1].

0.2 Cacnguyén tac quan ly chat
lwong

Tai liéu nay dwa trén cac nguyén tac quan ly chit
lwgng dwgc mé ta trong ISO 9000 [2]. Phdn mo ta
bao gdm ndi dung cua tirng nguyén tic, ly giai vi
sao nguyén tic d6 quan trong ddi vai to chirc, mot
s6 vi du vé lgi ich lién quan t&i nguyén tac va cac vi
du vé nhirng hanh dong dién hinh dé cai tién két
qua thuc hién cua t6 chirc khi 4p dung nguyén tic
do.

Cac nguyén tac quan ly chit lwong la:

huwéng vao khach hang;

sw lanh dao;

sw tham gia cia moi ngudi;

tiép cin theo qua trinh;

cai tién;

quyét dinh dwa trén bang chirng;

quan ly méi quan hé.
0.3 Tiép can theo qua trinh

0.3.1 Khai quat

Tai liéu nay thic diy viéc chip nhan cach tiép cin
theo qua trinh khi thiét 14p, 4p dung va cai tién hiéu
lwc cia hé thdng quén ly chit lwgng nham nang cao
sw théa man ctia khach hang thong qua viéc dap
rng cac yéu cau cua khach hang. Cac yéu ciu cu thé
dworc coi 1a thiét yéu doi vai viéc ap dung cach tiép
can theo qua trinh dwgc néu & 4.4.

Viéc hiéu va quan ly cac qua trinh c6 lién quan 1an
nhau trong mot hé théng sé déng gop cho viéc dat
dwgc mot cach hiéu lwc va hiéu qua cac két qua duw
kién cda t6 chirc. Cach ti€p cin nay giup té chirc
kiém soat méi quan hé va sy phu thudc 1an nhau
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such as incremental or breakthrough change,
innovation or reorganization initiatives.

Annex A provides information and clarifications
that can support understanding of the structure,
terms and clauses of this document. It does not
contain any additional requirements.

For guidance on the application of all clauses in
this document, see ISO 9002 [1].

0.2 Quality management principles

This document is based on the quality
management principles described in ISO 9000 [2].
The descriptions include a statement of each
principle, a rationale of why the principle is
important for the organization, some examples of
benefits associated with the principle and
examples of actions to improve the organization’s
performance when applying the principle.

The quality management principles are:
—  customer focus;

leadership;

engagement of people;

process approach;

improvement;

evidence-based decision-making;

relationship management.
0.3 Process approach

0.3.1 General

This document promotes the adoption of a process
approach when establishing, implementing and
improving the quality
management system, customer
satisfaction by meeting customer requirements.

effectiveness of a

to enhance
Specific requirements considered essential to the
application of a process approach are included in
4.4.

Understanding interrelated
processes
organization’s effectiveness and efficiency in
achieving its intended results. This approach

the organization the

and managing
as a system contributes to the

enables to control

.Trang 8
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gitra cac qua trinh ctia hé thong, do d6 két qua thuc
hién téng thé cda to chirc c6 thé dwoc nang cao.

Cach tiép can theo qua trinh doi hoi viéc xac dinh
va quan ly mét cach hé théng cac qua trinh va sw
twong tac gitra cic qua trinh dé dat dwoc cac két
qua du kién pht hop véi chinh sach chat lwgng va
dinh hwdng chién lwgce ctia to chirc. Viéc quan 1y cac
qué trinh va téng thé hé thong c6 thé dat dwoc
thong qua viéc st dung chu trinh Hoach dinh -
Thwc hién - Kiém tra - Hanh déng (PDCA) (xem
0.3.2) v6i trong tam chung la tw duy dwa trén rui
ro (xem A.6.1.2) nham ngdn nglra cic két qua
khong mong muén, va tw duy dwa trén co hoi (xem
A.6.1.3) nham theo dudi cac két quad mong mudn
bang cach tAn dung cac co hoi.

Viéc 4p dung cach tiép cin theo qua trinh trong hé
théng quan ly chit lwong giup:

a)  hiéu va nhit quan trong viéc dap rng cac yéu
cau;

b) xem xét cac qua trinh vé mit rii ro, co hoi va

gia tri gia tang;

c) dat dwoc két qua thuc hién qua trinh mot
cach hiéu luc;

d) caitién cac qua trinh trén co s& danh gia két
qua cta dir liéu va thong tin.

Hinh 1 biéu dién qua trinh bat ky dwéi dang so dd
va thé hién sy twong tac giira cac yéu to cia qua
trinh. Cac diém kiém tra dé theo doi va do lwong
can thiét cho viéc kiém soat 1a dic thu cho tirng qua
trinh va sé thay doi tly theo cac bwédc cia qua trinh
va cac rui ro lién quan.

For BVQA training purpose only

interrelationships and interdependencies among
the processes of the system, so that the overall
performance of the organization can be enhanced.

The process approach involves the systematic
determination and management of processes, and
their interactions, so as to achieve the intended
results in accordance with the quality policy and
strategic of the organization.
Management of the processes and the system as a
whole can be achieved using the Plan-Do-Check-
Act (PDCA) cycle (see 0.3.2) with an overall focus
on risk-based thinking (see A.6.1.2) aimed at
preventing undesired results, and opportunity-
based thinking (see A.6.1.3) aimed at pursuing
by taking advantage of

direction

desired results

opportunities.

The application of the process approach in a
quality management system enables:

a) understanding and consistency in meeting
requirements;

b) consideration of processes in terms of risk,

opportunity and added value;

c) achievement of effective

performance;

process

d) improvement of processes based on the

results of evaluation of data and information.

Figure 1 gives a schematic representation of any
single process and shows the interaction of its
elements. The monitoring and measuring check
points, which are necessary for control, are
specific to each process and will vary depending on
the process steps and related risks.

.Trang 9



Starting point I

Sources of inputs

PREDECESSOR MATTER,
PROCESSES ENERGY,

from internal or INFORMATION,
external providers, such as
customers, other materials,
relevant interested resources,
parties decisions
\ J L

SN ]
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Activities

End point

Receivers of outputs
MATTER, SUBSEQUENT
ENERGY, PROCESSES
INFORMATION, to internal or
such as external customers,
products, other relevant
services, interested parties
decisions
\ J J

"

' ™
Possible controls and check
points to monitor and
measure performance and

effectiveness

J

Figure 1 — Schematic representation of the elements of a single process

Ngudn dau vao

CAC QUA TRINH VAT CHAT,
TRUGC DO NANG LUQNG,
tif céc nha cung cap THONG TIN,
bén trong hodc bén nhu nguyén vat
ngoai, khach hang, liéu, nguén lye,
cac bén quan tam cac quyét dinh

co lién quan khac

Diém bt dau

Diém két thic

Ngudi tiép nhan
daura
VAT CHAT, CAC QUA TRINH
NANG LUQNG, TIEP THEO
THONG TIN, tdi khach hang bén
nhu san pham, trong hodc bén ngoai,
dich vu, cic bén quan tam
cac quyét dinh co lién quan khac
. J A J

e

(

Cac kiém soat va diém kiém tra
6 thé e6 dé theo doi va do ludng
két qud thye hién va higu lye

Hinh 1 - Biéu dién du¢i dang so dd cac yéu t6 clia mot qua trinh

0.3.2 Chu trinh Hoach dinh - Thwc hién -

Kiém tra - Hanh dong

0.3.2 Plan-Do-Check-Act cycle

Chu trinh PDCA c6 thé dwgc m6 ta tom tat nhw sau: The PDCA cycle can be briefly described as follows:

— Hoach dinh: thiét 14p cidc muc tiéu cta hé —
théng va cac qud trinh cia hé théng, cac
ngudn lyc can thiét dé cho ra két qua phu hop
v&i yéu cau cua khach hang va cac bén quan

tam lién quan khac ciing nhw chinh sach ctia
t6 chirc, dong thoi xac dinh va giai quyét cac

rui ro va co hoi;

—  Thuwc hién: thuc hién nhitng gi da dwgc hoach —

dinh;

For BVQA training purpose only
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Plan: Establish the objectives of the system
and its processes, and the resources needed
to deliver results in accordance with
customer and other relevant interested party
requirements and the organization’s policies,
and determine and address risks and
opportunities.

Do: Implement what was planned.
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—  Kiém tra: theo dai va (khi c6 thé ap dung) do
lworng cac qua trinh va sadn pham, dich vu dat
dwoc theo chinh siach, muc tiéu, yéu ciu va
hoat déng da hoach dinh, va bdo cao két qua;

— Hanh dong: thyc hién cac hanh dong dé cai
tién két qua thwc hién cia hé théng quan ly
chat lwvgng.

Chu trinh PDCA c6 thé dwgc 4p dung cho tit ca cac
qué trinh va tong thé hé thong quan ly chat lwgng.
Hinh 2 minh hoa viéc phadn nhém cac Diéu tir 4 dén
10 trong chu trinh PDCA.

CHU THICH: Cé4c s6 trong ngodc don thé hién s6 diéu ctia
tai liéu nay.

—  Check: Monitor and, as applicable, measure
processes and the resulting products and
services against policies, objectives,
requirements and planned activities, and
report the results.

— Act: Take actions to improve the
performance of the quality management
system.

The PDCA cycle can be applied to all processes and
to the quality management system as a whole.
Figure 2 illustrates how Clause 4 to Clause 10 can
be grouped in relation to the PDCA cycle.

NOTE Numbers in brackets refer to the clauses in this
document.

For BVQA training purpose only .Trang 11
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Figure 2 — Representation of the structure of this document in the PDCA cycle
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Hinh 2 - Biéu dién c4u tric cla tai liéu nay theo chu trinh PDCA

0.4 Modi quan hé véi cac tiéu chuan vé
hé thong quan ly khac

Tai liéu nay ap dung cach ti€ép cin hai hoa nhw
dworc cong bo trong Chi thi ISO/IEC lién quan dén
viéc xiy dung céc tiéu chuin vé hé théng quan ly.
Muc dich 1a nhdm ho tro sy théng nhat va tao thuan
loi cho viéc tich hop cac yéu cau va khuyén nghi

0.4 Relationship with other
management system standards

This document applies the harmonized approach
as published in the ISO/IEC Directives related to
the of
standards. The intention is to support alignment
and facilitate the integration of the requirements

development management system

cia mdt hodc nhiéu tiéu chuin vé hé thdng quanly and recommendations of one or more
vao hé thong quan ly cua t6 chirc.
For BVQA training purpose only .Trang 12
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Dbé c6 thém thong tin, xem
https://www.iso.org/management-system-
standards.html.

Tai liéu nay giup té chirc stt dung cach tiép can theo
qué trinh két hop véi chu trinh PDCA, tw duy dua
trén rii ro va tw duy dwa trén co hoi dé€ théng nhit
hodc tich hgp hé théng quan ly chit lwong cua
minh véi cac yéu ciu cua tiéu chuin vé hé thong
quan ly khac.

Tai liéu nay lién quan dén cac tiéu chuin sau:

— IS0 9000 [2] cung cap cac khai niém co ban
va tir vung thiét yéu cho viéc hiéu cac yéu ciu

cua tai liéu nay;

ISO 9002 [1] dwa ra hwéng dan vé viéc ap
dung cc yéu cau cua tai liéu nay;

ISO 9004 [3] dwa ra hwéng dan vé viéc nang
cao chit lwong cda to chirc va kha ning dat
dwoc thanh cong bén virng cla td chirc.

Tai liéu nay khéng bao gbm cac yéu cau cu thé ddi
v&i cac hé thong quan ly khdc nhw quan ly moi
treong, quan ly an toan va sirc khde nghé nghiép
hodc quan ly tai san.

Cac tiéu chuln vé hé thong quan ly chit lwong cho
linh vuc cu thé cia ISO dwa trén cac yéu ciu cua tai
liéu nay da dwoc xay dung. Mot so tiéu chudn nay
quy dinh cic yéu ciu b6 sung ddi véi hé thong quan
ly chat lwgng, trong khi sé6 khac chi gi¢i han & viéc
dwa ra hwdng dan cho viéc 4p dung tai liéu nay
trong linh vuc cu thé.

For BVQA training purpose only

management system standards into an
organization’s management system.

For more information, see
https://www.iso.org/management-system-
standards.html.

This document provides a basis for an

organization to apply the process approach,
coupled with the PDCA cycle, risk-based thinking
and opportunity-based thinking, in order to align
or integrate its quality management system with
the requirements of other management system
standards.

This document relates to the following standards:

ISO 9000 [2] provides the fundamental

concepts and vocabulary essential for
understanding the requirements of this
document;

ISO 9002 [1] provides guidance on the
application of the requirements of this
document;

IS0 9004 [3] provides guidance on enhancing
the quality of an organization and its ability
to achieve sustained success.

This document does not include requirements
specific to other management systems, such as
those for management,
occupational health and safety management, or
asset management.

environmental

Sector-specific ISO quality management system
standards based on the requirements of this
document have been developed. Some of these
standards specify additional quality management
system requirements, while others are limited to
providing guidance to the application of this
document within the particular sector.

.Trang 13


https://www.iso.org/management-system-standards.html
https://www.iso.org/management-system-standards.html
https://www.iso.org/management-system-standards.html
https://www.iso.org/management-system-standards.html

IS0 9001:2026

Hé thong quan ly chat lwong -
Cacyéu cau
1 Pham vi ap dung

Tai liéu nay quy dinh cac yéu cau doi véi hé thdng

quan ly chit lwgng khi mét to chirc:

a)  canchirng to kha ning cung cdp mot cach 6n
dinh cac san pham va dich vu dap tng yéu
ciu cda khach hang ciing nhw yéu ciu cua
luat dinh va ché dinh hién hanh; va

b) mudn ning cao sw thda man ctua khach hang
thong qua viéc ap dung c6 hiéu lwc hé théng,
bao gdbm ca cic qua trinh d€ cai tién hé théng
va ddm bao sw phu hop véi cic yéu ciu cia
khach hang, yéu cau luat dinh va ché dinh
hién hanh.

Téat ca cac yéu cau cia tai liéu nay mang tinh khai
quat.

Tai liéu nay ap dung cho moi t6 chirc, khong phin
biét loai hinh, quy m6 hodc san phadm va dich vu
ma to chirc cung cip.

CHU THICH 1: Trong ti liéu nay, thuat ngit "san phdm"
hodc "dich vu" chi 4p dung cho cac san phim, dich vu
duw kién cung cdp cho khach hang hodc dwoc khach
hang yéu cau.

CHU THICH 2: Cac yéu cau luat dinh va ché dinh c6 thé
dwoc thé hién 1a cac yéu cau phép ly.

2 Tai liéu vién dan

C4c tai liéu vién din sau diy dwgc néu trong van
ban theo caich ma mot phan hodc toan bé ndi dung
cta ching ciu thanh cac yéu ciu cua tai liéu nay.
Ddi v6i cac tai liéu vién dan ghi ndm coéng bd thi
ap dung ban dwoc néu. Doi vdi cac tai liéu vién
dan khong ghi nam cong bé thi 4p dung ban méi
nhat, bao gdm ca cac stra doi.

ISO 9000, Hé thong quan ly chit lwong - Co sé va
tlr vung

3 Thuat ngir va dinh nghia

Tai liéu nay st dung cac thuat ngit va dinh nghia
néu trong ISO 9000 va cac thuit ngit, dinh nghia
duwéi day.

For BVQA training purpose only

Quality management systems —
Requirements

1 Scope

This document specifies requirements for a quality
management system when an organization:

a) needs to demonstrate its ability to
consistently provide products and services
that meet customer and applicable statutory

and regulatory requirements;

aims to enhance customer satisfaction
through the effective application of the
system, including processes for improvement
of the system and the assurance of conformity
to customer and applicable statutory and

regulatory requirements.

All the requirements of this document are generic.

This document is applicable to any organization,
regardless of its type or size, or the products and
services it provides.

NOTE 1 In this document, the terms “product” or
“service” only apply to products and services intended
for, or required by, a customer.

NOTE 2 Statutory and regulatory requirements can be
expressed as legal requirements.

2 Normative references

The following documents are referred to in the text
in such a way that some or all of their content
constitutes requirements of this document. For
dated references, only the edition cited applies. For
undated references, the latest edition of the
referenced document (including any amendments)
applies.

ISO 9000, Quality management — Fundamentals
and vocabulary

3 Terms and definitions

For the purposes of this document, the terms and
definitions given in ISO 9000 and the following

apply.

.Trang 14
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ISO va IEC duy tri cac co s& dir liéu thuat ngtr dé
st dung trong tiéu chuin hoéa tai cic dia chi sau:

Nén tang duyét truwc tuyén cta ISO: 6 tai
https://www.iso.org/obp

IEC Electropedia: c6 tai
https://www.electropedia.org

3.1

to chirc

nguwoi hodc nhdm nguwoi vai chire nang riéng cua
minh c6 trach nhiém, quyén han va méi quan hé
dé dat dwoc cac muc tiéu (3.6) cia minh

CHU THICH 1: Khai niém t6 chtrc bao gom nhung
khong gi¢i han & thwong nhin ddc quyén, cong ty, tip
doan, hdng, xi nghiép, co quan quan ly, quan hé déi tac,
td chic tlr thién hay vién, hay mot phan hodc sw két
hop cta nhirng loai hinh trén du cé dwoc hop nhit hay
khong va 1a t6 chirc cong hay tu.

CHU THICH 2: Néu t6 chirc 1a mot phan cia mot thuc
thé 1én hon, thi thuit ngi "td chc" chi dé cip dén
phén cta thyc thé 16n hon d6 ndm trong pham vi clia
hé thong quan ly chat lwong (3.4.1).

3.2

bén quan tam

bén lién quan

canhan hodc td chirc (3.1) ¢6 thé dnh hwdng, chiu

anh hwdng hodc tw cdm thiy bi d&nh hwdng badi
mot quyét dinh hay hoat dong

Vi DU: Khach hang, chd sé& hitu, nhin s cda té chire,
nha cung cip, ngin hang, co quan quan ly, lién minh,
ddi tac hodc xa hoi, c6 thé bao gbm ca ddi tha canh
tranh hodc cac nhém déi 1ap giy ap luec.

3.3

lanh dao cao nhat

nguwoi hodc nhém ngudi dinh hwdng va kiém soat
t6 chic (3.1) & cip cao nhit

CHU THICH 1: Lanh dao cao nhét c6 quyén Gy quyén va
cung cip nguodn lwc trong pham vi t chirc.

CHU THICH 2: Néu pham vi ctia hé théng quan ly (3.4)
chi bao gdm mot phén cla t6 chirc, thi 1anh dao cao
nhit chi nhirng ngwdi dinh hwéng va kiém soat phan
d6 ctia td chirc.

For BVQA training purpose only

ISO and IEC maintain terminology databases for use
in standardization at the following addresses:

ISO Online browsing platform: available at
https://www.iso.org/obp

IEC Electropedia: available at
https://www.electropedia.org

31
organization

person or group of people that has its own functions
with responsibilities, authorities and relationships
to achieve its objectives (3.6)

Note 1 to entry: The concept of organization includes, but
is not limited to, sole-trader, company, corporation, firm,
enterprise, authority, partnership, charity or institution,
or part or combination thereof, whether incorporated or
not, public or private.

Note 2 to entry: If the organization is part of a larger
entity, the term “organization” refers only to the part of
the larger entity that is within the scope of the quality
management system (3.4.1).

3.2
interested party
stakeholder

person or organization (3.1) that can affect, be
affected by, or perceive itself to be affected by a
decision or activity

EXAMPLE Customers, owners, people in an organization,
providers, bankers, regulatory authorities,
partners or society that can include competitors or
opposing pressure groups.

3.3

unions,

top management

person or group of people who directs and controls
an organization (3.1) at the highest level

Note 1 to entry: Top management has the power to
delegate authority and provide resources within the
organization.

Note 2 to entry: If the scope of the management system
(3.4) covers only part of an organization, then top
management refers to those who direct and control that
part of the organization.
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3.4
hé théng quan ly

tap hop cac y&u td c6 lién quan hoidc twong taclan
nhau cua td chic (3.1) dé thiét l4p chinh sach
(3.5) va muc tiéu (3.6) cling nhw cac qua trinh
(3.8) dé dat dwoc cdc muc tiéu dé

CHU THICH 1: M6t hé thong quan 1y c6 thé giai quyét
mot hay nhiéu linh vuec.

CHU THICH 2: Cac yéu t8 ctia hé théng quan 1y bao gom
co ciu, vai tro va trach nhiém, viéc hoach dinh va van
hanh cta t6 chirc.

CHU THICH 3: Cac yéu t6 ctia hé théng quan ly c6 thé
bao gdm chinh sach, thwc hanh, quy tic va niém tin ciia
td chirc.

CHU THICH 4: T6 chitc quan 1y cac yé&u t6 c6 lién quan
1an nhau ctia minh mot cach cé trat tw dé dat dworc cac
muc tiéu cda minh.

CHU THICH 5: Pham vi ctia hé théng quan 1y cé thé bao
gbm toan bo td chitc, cac chirc nang cu thé dwoc nhan
biét trong t8 chirc, cAc bd phan cu thé dwoc nhin biét
cta td chirc, hodc mét hay nhiéu chirc ndng xuyén sudt
mot nhém td chikc.

34.1

hé thong quan ly chit lwong

phén cta hé thong quan ly (3.4) tong thé cia mot
td chirc (3.1) lién quan dén chit lwong

3.5
chinh sach

cac dw dinh va dinh hwéng cia mét t6 chire (3.1)
dworc 1anh dao cao nhét (3.3) cta t6 chirc cong bd
mot cach chinh thirc

3.5.1

chinh sach chit lwong

chinh sich (3.5) lién quan dén chit lwong
CHU THICH 1: Chinh sach chat lwong:

thwong nhat quan véi chinh sach chung cda
t6 chie (3.1);

c6 thé thong nhit v&i tAm nhin va st ménh
cua té chieg;

dwa ra khuén khé cho viéc 1ap cac muc tiéu
chat lvong.

For BVQA training purpose only

3.4
management system

set of interrelated or interacting elements of an
organization (3.1) to establish policies (3.5) and
objectives (3.6), as well as processes (3.8) to
achieve those objectives

Note 1 to entry: A management system can address a
single discipline or several disciplines.

Note 2 to entry: The management system elements
include the organization’s structure, roles and
responsibilities, planning and operation.

Note 3 to entry: The management system elements can
include the organization’s policies, practices, rules and
beliefs.

Note 4 to entry: An organization manages its interrelated
elements in an orderly manner to achieve its objectives.

Note 5 to entry: The scope of a management system can
include the whole of the organization, specific and
identified functions of the organization, specific and
identified sections of the organization, or one or more
functions across a group of organizations.

3.4.1
quality management system

part of the overall management system (3.4) of an
organization (3.1) related to quality

3.5
policy

intentions and direction of an organization (3.1) as
formally expressed by its top management (3.3)

3.5.1

quality policy

policy (3.5) related to quality
Note 1 to entry: The quality policy:

is generally consistent with the overall policy
of the organization (3.1);

can be aligned with the organization’s vision
and mission;

provides a framework for the setting of quality
objectives.
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CHU THICH 2: Cac nguyén tic quan ly chat lwong néu
trong 1SO 9000 [2] c6 thé hinh thanh co s& cho viéc
thiét 14p chinh sach chit lwong.

3.6
muc tiéu
két qua can dat dwoc

CHU THICH 1: Muc tiéu c6 thé mang tinh chién lworc,
chién thuit hoic tac nghiép.

CHU THICH 2: Cac muc tiéu c6 thé lién quan dén cac
linh viwc khac nhau (nhuw tai chinh, sttc khée va an toan,
mdi trieong). Cac muc tiéu cé thé, vi du, 4p dung cho
toan bd t6 chirc hodc cu thé cho mét dw &n, sdn phim,
dich vu hay qua trinh (3.8).

CHU THICH 3: Muc tiéu c6 thé thé hién theo nhitng
cach khac nhau nhw két qua dw kién, muc dich, chuin
muc tic nghiép, muc tiéu chit lwong (3.6.1) hay st
dung nhitrng tir khac c6 y nghia twong tw (vi du muc
dich, muyc tiéu hwdng tdi, hay chi tiéu).

CHU THICH 4: Trong béi cadnh hé théng quan ly chat
lwgng (3.4.1), cdc muc tiéu chit lwong (3.6.1) dwoc t6
chirc (3.1) 14p ra, nhit quan véi chinh sach chit lwong
(3.5.1), nhdm dat dwoc cac két qua cu thé.

3.6.1

muc tiéu chit lwgng

muc tiéu (3.6) lién quan téi chat lwong

CHU THICH 1: Muc tiéu chét lwong thudng dua trén
chinh sach chit lwgng (3.5.1) ctia t6 chirc (3.1).

CHU THICH 2: Muc tiéu chit lwong thuong dwoc xac
dinh cho cac chrc ning, cac cip va cac qua trinh (3.8)
thich hgp trong té chikc.

3.7

rui ro

tac dong cua sw khong chic chan

CHU THICH 1: Tac dong 1a mdt sai léch so v&i duw kién
- tich cwc hoac tiéu cuec.

CHU THICH 2: Sw khong chic chin 1a tinh trang, tham
chi 1a mot phén, thiéu hut thong tin lién quan téi viéc
hiéu hoic nhan thirc vé mot sw kién, hé qua ctia sw kién
do, hodc kha nang xay ra cua no.

CHU THICH 3: Rui ro thwdng dic trung béi sy dan
chiéu dén cac sw kién va hé qua tiém 4n, hodc sw két
hop gitra ching.

For BVQA training purpose only

Note 2 to entry: The quality management principles
presented in ISO 9000 [2] can form a basis for the
establishment of a quality policy.

3.6
objective
result to be achieved

Note 1 to entry: An objective can be strategic, tactical or
operational.

Note 2 to entry: Objectives can relate to different
disciplines (e.g. finance, health and safety, environment).
They can be, for example, organization-wide or specific
to a project, product, service or process (3.8).

Note 3 to entry: An objective can be expressed in other
ways, such as an intended result, as a purpose, as an
operational criterion, as a quality objective (3.6.1) or by
the use of other words with similar meaning (e.g. aim,
goal, target).

Note 4 to entry: In the context of quality management
systems (3.4.1), quality objectives (3.6.1) are set by the
organization (3.1), consistent with the quality policy
(3.5.1), to achieve specific results.

3.6.1
quality objective
objective (3.6) related to quality

Note 1 to entry: Quality objectives are generally based on
the organization’s (3.1) quality policy (3.5.1).

Note 2 to entry: Quality objectives are generally specified
for relevant functions, levels and processes (3.8) in the
organization.

3.7
risk
effect of uncertainty

Note 1 to entry: An effect is a deviation from the expected
— positive or negative.

Note 2 to entry: Uncertainty is the state, even partial, of
deficiency of information related to, understanding or
knowledge of, an event, its consequence, or likelihood.

Note 3 to entry: Risk is often characterized by reference
to potential events and consequences, or a combination
of these.
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CHU THICH 4: Rdi ro thwdng thé hién theo cach két
hop cac hé qua ciia mot sw kién (bao gdbm ca nhirng
thay d6i vé hoan canh) va kha nang xay ra kém theo.

CHU THICH 5: Tir "rti ro" d6i khi dwoc st dung chi khi
c6 kha nang xay ra hé qua tiéu cwec.

3.8
qua trinh

tap hop cac hoat ddng cé lién quan hodc twong tac
1an nhau, stt dung hoic bién d6i dau vao dé chora
mot két qua

CHU THICH 1: "Két qua" ctia mét qua trinh dwoc goi la
dau ra, san phdm hay dich vu tuy thudc vao bdi canh
dwoc dé cap.

CHU THICH 2: Pau vao clia mdt qua trinh thwong 1a
dAu ra cta cac qué trinh khac va dau ra cia mot qua
trinh thwong 13 dau vao cho cac qua trinh khéc.

CHU THICH 3: Hai hay nhi&u qua trinh c6 méi quan hé
va twong tac 1An nhau trong chudi qua trinh ciing c6
thé dwoc coi 1a mét "qua trinh".

CHU THICH 4: Cac qua trinh trong t6 chitc (3.1) thudng
dwogc hoach dinh va thwc hién dwdi nhirng diéu kién
dwoc kiém soat nham dam bao dat dwoc cac két qua
du kién.

CHU THICH 5: Mgt qua trinh trong dé sw phu hop
(3.15) chia két qua dAu ra khong thé xac nhan gia tri st
dung mot cach dé dang hodc mét cach kinh té thi
thwong dwoc coi la "qua trinh dac biét".

3.9

nang lwc

kha ndng ap dung kién thirc va kj nang dé dat
dwoc két qua du kién

3.10

thong tin dang van ban/tai liéu

thong tin can dwoc to chire (3.1) kiém soat va duy
tri va phwong tién chira dwng thong tin

CHU THICH 1: Théng tin dang vin ban cé thé & dinh
dang va phuwong tién bat ky va tir ngudn bat ky.

CHU THICH 2: Thong tin dang van ban cé thé d&é cap
toi:
—  hé théng quan 1y (3.4), gobm ca cac qua trinh
(3.8) lién quan;
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Note 4 to entry: Risk is often expressed in terms of a
combination of the consequences of an event (including
changes in circumstances) and the associated likelihood
of occurrence.

Note 5 to entry: The word “risk” is sometimes used when
there is the possibility of only negative consequences.

3.8
process

set of interrelated or interacting activities that uses
or transforms inputs to deliver a result

Note 1 to entry: Whether the result of a process is called
an output, a product or a service depends on the context
of the reference.

Note 2 to entry: Inputs to a process are generally the
outputs of other processes and outputs of a process are
generally the inputs to other processes.

Note 3 to entry: Two or more interrelated and interacting
processes in series can also be referred to as a “process”.

Note 4 to entry: Processes in an organization (3.1) are
generally planned and carried out under controlled
conditions to ensure that intended results can be
achieved.

Note 5 to entry: A process where the conformity (3.15) of
the resulting output cannot be readily or economically
validated is frequently referred to as a “special process”.

3.9
competence

ability to apply knowledge and skills to achieve
intended results

3.10
documented information

information required to be controlled and
maintained by an organization (3.1) and the

medium on which it is contained

Note 1 to entry: Documented information can be in any
format and media and from any source.

Note 2 to entry: Documented information can refer to:

the management system (3.4), including
related processes (3.8);
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thong tin dwoc tao ra cho viéc van hanh cia
t6 chirc (hé théng tai liéu);

bang chirng cla cac két qua dat dugc (ho
so).

3.11

két qua thwc hién

két qua c6 thé do dwoc

CHU THICH 1: Két qua thwc hién c6 thé lién quan dén
ca cac phat hién dinh lwong hodc dinh tinh.

CHU THICH 2: Két qua thwc hién c6 thé lién quan dén
viéc quan ly cac hoat dong, qué trinh (3.8), san phim,
dich vy, hé thdng hodc t6 chirc (3.1).

3.12

cai tién lién tuc

hoat déng 13p lai d€ nang cao két qua thuc hién
(3.11)

3.13
hiéu lwc

murc do theo d6 cac hoat dong da hoach dinh dwoc
thwc hién va dat dwoc cac két qua da hoach dinh
3.14

yéu ciu

nhu ciu hodc mong doi dwgc tuyén bo, ngdm hiéu
chung hoic bat budc

CHU THICH 1: "Ngam hiéu chung" nghia 1a déi véi t&
chirc (3.1) va cac bén quan tdm (3.2) nhu ciu hoic
mong doi dwoc xem xét dwoc coi 1a ngdm hiéu mang
tinh thong 1€ hodc thwe hanh chung.

CHU THICH 2: Yéu ciu dwoc quy dinh 1a yéu cau da
dwoc cong bé, vi du trong théng tin dang vdn ban
(3.10).

CHU THICH 3: Mot dinh ngit c6 thé dwoc st dung dé
bi€u thi mot loai yéu ciu cu thé, vi du yéu cau doi vai
san pham, yéu ciu ddi véi dich vu, yéu cau ddi véi quan
1y chit lwong, yéu ciu ctia khach hang, yéu ciu chit
lwong.

CHU THICH 4: Yéu cau c6 thé do cac bén quan tam khac
nhau hoic do chinh t6 chic dé ra.

CHU THICH 5: Cian dat dwoc su théa man cia khach
hang & mirc d6 cao c6 thé can dap *ng mong doi cia
khach hang ngay ca khi n6 khéng dwoc cong b6, khdng
dwgc ngdm hiéu chung hay bat budc.
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information created in order for the

organization to operate (documentation);

evidence of results achieved (records).

3.11
performance
measurable result

Note 1 to entry: Performance can relate either to
quantitative or qualitative findings.

Note 2 to entry: Performance can relate to managing
activities, processes (3.8), products, services, systems or
organizations (3.1).

3.12
continual improvement

recurring activity to enhance performance (3.11)

3.13
effectiveness

extent to which planned activities are realized and
planned results are achieved

3.14
requirement

need or expectation that is stated, generally implied
or obligatory

Note 1 to entry: “Generally implied” means that it is
custom or common practice for the organization (3.1)
and interested parties (3.2) that the need or expectation
under consideration is implied.

Note 2 to entry: A specified requirement is one that is
stated, e.g. in documented information (3.10).

Note 3 to entry: A qualifier can be used to denote a
specific type of requirement, e.g. product requirement,
service requirement, quality management requirement,
customer requirement, quality requirement.

Note 4 to entry: Requirements can be generated by
different interested parties or by the organization itself.

Note 5 to entry: It can be necessary for achieving high
customer satisfaction to fulfil an expectation of a
customer even if it is neither stated nor generally implied
or obligatory.
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3.15

sw phu hop

viéc dap rng mot yéu cau (3.14)

CHU THICH 1: Thuat ngit "conformance” (trong tiéng

Anh) ddng nghia nhwng khong dwgc khuyén khich st
dung.

3.16

sw khong phu hop

sw khéng dap rng mot yéu cau (3.14)
3.17

hanh dong khac phuc

hanh ddng nhim loai bé nguyén nhan cia sw
khong pht hop (3.16) va ngin ngira viéc tai dién

CHU THICH 1: Hanh déng khic phuc dwoc thuwc hién
nham ngin ngira viéc tai dién trong khi hanh ddong
phong ngira dwoc thuc hién nhidm ngin ngira viéc xay
ra.

3.18

danh gia

qué trinh (3.8) c6 hé thong va doc 1ap dé thu dworc
bang chirng va xem xét danh gia bang ching dé
mot cach khach quan dé xac dinh mirc do thuc
hién cac chuidn muc danh gia

CHU THICH 1: Panh gia c6 thé 1a danh gia noi bo (bén
th nhat) hodc danh gia bén ngoai (bén th hai hodc
bén thir ba) va cé thé 1a mot danh gid két hop (két hop
hai hay nhiéu linh vuec).

CHU THICH 2: Panh gia ndi bd do chinh t& chikc (3.1)
tién hanh hodc do mot bén bén ngoai thwc hién thay
mat td chirc.

CHU THICH 3: "Bing chitng danh gia" va "chuin muc
danh gid" dwoc dinh nghia trong ISO 19011 [4].

CHU THICH 4: Cac y&u t6 co ban ctia mot cudc danh gia
bao gom viéc xac dinh sw phtt hgp (3.15) ctia mét doi
tuwong theo mot thu tuc dwoc thwc hién bédi nhitng
nguodi dwoc lwa chon dé ddm bdo tinh vo tw va tinh
khach quan ctia qua trinh danh gia.

CHU THICH 5: Panh gia ndi bé dwoc tién hanh nham
phuc vu xem xét cia lanh dao va cac muc dich néi bo
khac va c6 thé tao co s& cho viéc cong bé sw phu hop
cla t6é chirc. Tinh doc 14p c6 thé dwoc ching to thong
qua sw doc 14p vé trach nhiém ddi véi hoat ddng dwoc
danh gia.
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3.15
conformity
fulfilment of a requirement (3.14)

Note 1 to entry: The term “conformance” is synonymous
but deprecated.

3.16

nonconformity

non-fulfilment of a requirement (3.14)
3.17

corrective action

action to eliminate the cause(s) of a nonconformity
(3.16) and to prevent recurrence

Note 1 to entry: Corrective action is taken to prevent
recurrence whereas preventive action is taken to prevent
occurrence.

3.18
audit

systematic and independent process (3.8) for
obtaining evidence and evaluating it objectively to
determine the extent to which the audit criteria are
fulfilled

Note 1 to entry: An audit can be an internal audit (first
party) or an external audit (second party or third party),
and it can be a combined audit (combining two or more
disciplines).

Note 2 to entry: An internal audit is conducted by the
organization (3.1) itself, or by an external party on its
behalf.

Note 3 to entry: “Audit evidence” and “audit criteria” are
defined in ISO 19011 [4].

Note 4 to entry: The fundamental elements of an audit
include the determination of the conformity (3.15) of an
object according to a procedure carried out by people
selected to ensure impartiality and objectivity of the
audit process.

Note 5 to entry: Internal audits are conducted for
management review and other internal purposes and can
form the basis for an organization’s declaration of
conformity. Independence can be demonstrated by the
freedom from responsibility for the activity being
audited.
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CHU THICH 6: Panh gia bén thit hai dwoc tién hanh béi
cacbén quan tim t&i t6 chirc, nhw khach hang, hodc béi
nguwdi khac thay mat ho. Panh gid bén thi ba dwgc tién
hanh bdi cac t6 chirc danh gid doc 1ap bén ngoai, nhw
td chirc cung cdp viéc chitng nhan hodc dang ky sw phu
hop hodc cac co quan quan ly.

CHU THICH 7: Mét cudc danh gia ciing c6 thé la dong
danh gia do hai hay nhiéu td chirc danh gia tién hanh.

3.19

do lwong

qua trinh (3.8) xac dinh mot gia tri

CHU THICH 1: Theo ISO 3534-2:2006 [5], 3.2.1, gia tri
dwoc xac dinh thwong la gia tri cia mot dai lwong.
3.20

theo do6i

xac dinh tinh trang cia mot hé thong, mot qua
trinh (3.8) hay mot hoat dong

CHU THICH 1: P& xac dinh tinh trang cé thé cin kiém
tra, giam sat hay quan tric chit ché.

CHU THICH 2: Viéc theo dbi ciing c6 thé xac dinh tinh
trang cia mdt sdn pham hodc dich vu.

CHU THICH 3: Theo dbi thwong 1a viéc xac dinh tinh
trang ciia mot doi twong, dwoc thuwe hién & nhirng giai
doan khac nhau hay thoi diém khac nhau.

4 Boi canh cua to chirc

4.1 Hiéu td chirc va bdi canh caa to
chirc

T6 chire phai xac dinh cac vin dé bén ngoai va ndi

bo lién quan dén muc dich va dinh hwéng chién

lwge cia minh va anh hwdng dén kha nang cia td

chirc trong viéc dat dwgc (cac) két qua dy kién

cda hé thong quan ly chat lwong.

T6 chirc phai xac dinh liéu bién d6i khi hau c6 phai

la mot van dé lién quan hay khong.

T6 chirc phai theo ddi va xem xét thong tin vé

nhirng vin dé bén ngoai va ndi bo nay.

CHU THICH 1: Cac van d@ c6 thé bao gdm nhitng yéu t&
hoac diéu kién tich cwc va tiéu cwc cho viéc xem xét.

CHU THICH 2: Hiéu b&i canh bén ngoai c6 thé dwoc hd
tro théng qua viéc xem xét cac vin dé nay sinh tir moi
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Note 6 to entry: Second-party audits are conducted by
parties having an interest in the organization, such as
customers, or by other persons on their behalf. Third-
party audits are conducted by external, independent
auditing organizations providing
certification  or conformity or

such as those

registration of
governmental agencies.

Note 7 to entry: An audit can also be a joint audit
conducted by two or more auditing organizations.

3.19
measurement
process (3.8) to determine a value

Note 1 to entry: According to ISO 3534-2:2006 [5], 3.2.1,
the value determined is generally the value of a quantity.

3.20
monitoring

determining the status of a system, a process (3.8)
or an activity

Note 1 to entry: To determine the status, there can be a
need to check, supervise or critically observe.

Note 2 to entry: Monitoring can also determine the status
of a product or a service.

Note 3 to entry: Monitoring is generally a determination
of the status of an object, carried out at different stages
or at different times.

4 Context of the organization

4.1 Understanding the organization
and its context

The organization shall determine external and
internal issues that are relevant to its purpose and
its strategic direction and that affect its ability to
achieve the intended result(s) of its quality
management system.

The organization shall determine whether climate
change is a relevant issue.

The organization shall monitor and review
information about these external and internal

issues.

NOTE 1 Issues can include positive and negative factors
or conditions for consideration.

NOTE 2 Understanding the external context can be

facilitated by considering legal, technological,
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trwong phap ly, cong nghé, canh tranh, thi treéng, van
héa, chinh tri, x4 hoi, kinh té va méi treong & cdp qudc
té, quoc gia, khu vwc hay dia phwong.

CHU THICH 3: Hiéu bdi canh noi bo c6 thé dwoc hd tro

thong qua viéc xem xét cic van dé lién quan dén dinh

hwéng chién lwgc, cac gia tri, van hda, ngudn lwec, tri

thirc va két qua thwe hién cta t6 chic.

4.2 Hiéu nhu ciu va mong doi cia

cac bén quan tam

T6 chirc phai xac dinh:

a) cac bén quan tdm c6 lién quan téi hé théng
quan ly chat lvgng;

b) cacyéu cau lién quan cta cic bén quan tim

nay;

c) nhitng yéu cau nao trong sé nay sé dwoc giai
quyét thong qua hé thong quan ly chat
lwong.

T6 chirc phai theo ddi va xem xét thong tin vé cac

bén quan tAm nay va cac yéu ciu lién quan cua ho.

CHU THICH: Cac bén quan tam lién quan c6 thé cé cac

yéu cau lién quan dén bién doéi khi hiu.

4.3 Xac dinh pham vi ctiia hé théng
quan ly chat lwong

T6 chirc phai xac dinh ranh gi¢i va kha nang ap

dung cua hé théng quan ly chat lwgng dé thiét lap

pham vi ctia hé thong.

Khi x4c dinh pham vi nay, t6 chirc phai xem xét:
a) cacvan dé bén ngoai va noi bo dé cap & 4.1;
b) cacyéu cau dé cip & 4.2;

c) sanphim va dich vu cta td chirc.

T6 chirc phai 4p dung tit ca cac yéu ciu cua tai
liéu nay néu nhitng yéu cau d6 ap dung dwoc
trong pham vi da xac dinh ctia hé thong quan ly
chat luvgng.

Pham vi phai néu loai san phdm va dich vu dwoc
bao trum.

Pham vi phai dwa ra ly giai cho bat ky yéu ciu nao
cda tai liéu nay ma to chirc xac dinh 1a khong thé
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competitive, market, cultural, political, social, economic
and environmental issues at the international, national,
regional or local level.

NOTE 3 Understanding the internal context can be
facilitated by considering related to the
organization’s strategic direction, values,
resources, knowledge and performance.

issues
culture,

4.2 Understanding the needs and
expectations of interested parties
The organization shall determine:

a) the interested parties that are relevant to the
quality management system;

b) the relevant requirements of these interested
parties;

c) which of these requirements will be
addressed through the quality management
system.

The organization shall monitor and review

information about these interested parties and
their relevant requirements.

NOTE Relevant interested parties can have requirements
related to climate change.

4.3 Determining the scope of the
quality management system

The organization shall determine the boundaries
and applicability of the quality management system
to establish its scope.

When determining this scope, the organization shall
consider:

a) the external and internal issues referred to in
4.1;

b) therequirements referred to in 4.2;

c) the products and services of the organization.

The organization shall apply all the requirements of
this document if they are applicable within the
determined scope of its quality management
system.

The scope shall state the types of products and
services covered.

The scope shall include justification for any
requirement of this document that the organization
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minh.

Pham vi phai sin c6 dwéi dang thong tin dang vin

ban.

Sw phu hop véi tai liéu nay chi c6 thé dwoc cong
bd khi cac yéu cau dwoc xac dinh la khéng thé ap
dung dwgc khong lam anh hwéng tédi kha nang
hay trach nhiém cta t6 chirc trong viéc dam bao
sw phu hop ctia san phdm va dich vu cta té chirc
va nang cao sy thda man cia khach hang.

4.4

Hé thong quan ly chit lwong

4.4.1 T6 chirc phai thiét14p, 4p dung, duy tri va cai
tién lién tuc hé thong quan ly chit lwong, bao gom
cac qua trinh cin thiét va su twong tac gitra cac
quaé trinh, phtt hgp v&i cac yéu ciu cida tai liéu nay.

T6 chirc phai:

a)

b)

d)

g)

h)
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xac dinh cac qué trinh cin thiét do6i véi hé
théng quan ly chit lwong va viéc ap dung cac
qué trinh nay trong toan b to chic;

xac dinh dau vao can thiét va dau ra mong
mudn cda cic qua trinh nay;

xac dinh trinh ty va sy twong tac giira cac
qua trinh;

xac dinh va 4p dung cac tiéu chi va phuwong
phap (bao gom theo ddi, do lwong va chi sé
két qua thuc hién c6 lién quan) can thiét dé
dam bao thuc hién va kiém soat cé hiéu luwc
cac qua trinh nay;

xac dinh nguoén lwc cin thiét cho cic qua
trinh nay va ddm bao sdn c6 cac ngudn luc
do;

phén céng trach nhiém va quyén han doi véi
cac qua trinh nay;

gidi quyét cac rii ro va co hoi dwgc xac dinh
theo cac yéu ciu cuia 6.1;

danh gia cac qua trinh nay va thyc hién moi
thay déi can thiét d€ ddm bdo cac qua trinh
nay dat dwoc két qua dw kién cua no;

cai tién cac qua trinh va hé thong quan ly
chat lvong.

is not applicable to its quality

management system.

The scope shall be available as documented
information.

Conformity to this document can only be claimed if
the requirements not being
applicable do not affect the organization’s ability or
responsibility to ensure the conformity of its
products and services and the enhancement of
customer satisfaction.

determined as

4.4 Quality management system

4.4.1 The organization shall establish, implement,
maintain and continually improve a quality
management system, including the processes
needed and their interactions, in accordance with
the requirements of this document.

The organization shall:

a) determine the processes needed for the
quality management system and their

application throughout the organization;

b) determine the inputs required and the outputs

expected from these processes;

determine the sequence and interaction of
these processes;

d) determine and apply the criteria and methods
needed (including monitoring, measurements
and related performance indicators) to ensure
the effective operation and control of these

processes;

determine the resources needed for these
processes and ensure their availability;

f)  assign the responsibilities and authorities for
these processes;

g) address the risks and opportunities as
determined in accordance with the
requirements of 6.1;

h) evaluate these processes and implement any

changes needed to ensure that these

processes achieve their intended results;

i) improve the processes and the quality
management system.
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Thong tin dang vin ban phai sin c6 & mirc

do can thiét:

4.4.2 Documented information shall be available to
the extent necessary:

a) déhod tro viéc thwc hién cic qua trinh ciaté a)  to support the operation of the organization’s
chirc; processes;

b) lam bing chirng rang cic qué trinh dugc b) as evidence that the processes are being
thwc hién nhw da hoach dinh. carried out as planned.

5 Sw lanh dao 5 Leadership

5.1 Swlinh dao va cam két 5.1 Leadership and commitment

5.1.1 Khai quat 5.1.1 General

Lanh dao cao nhat phai chirng t6 sy lanh dao va Top management shall demonstrate leadership and

cam két doi véi hé thong quan ly chiatlwong thong commitment with  respect to the quality

qua viéc: management system by:

a)  dam bdo rang chinh sach chitlwongvamuc a) ensuring that the quality policy and quality
tiéu chit lwong dwoc thiét 1ap va twong objectives are established and are compatible
thich v&i dinh hwéng chién lwoc ctia té chire; with the strategic direction of the

organization;

b)  dam bao tich hop cic yéu ciu cia hé thong b) ensuring the integration of the quality
quan ly chit lwgng vao cac qua trinh hoat management system requirements into the
déng chu chot cda td chikc; organization’s business processes;

c) dam bdo sin c6 cac ngudn luc cin thiét cho c¢)  ensuring that the resources needed for the
hé théng quan ly chat lwong; quality management system are available;

d) trao doi thong tin vé tAm quan trong cia d) communicating the importance of effective
quan ly chit lwong co hiéu lwc va ctia sy phu quality management and of conforming to the
hop véi cic yéu cau ctiia hé thong quan ly quality management system requirements;
chat luvong;

e) dam bao hé théng quan ly chat lwong dat e) ensuring that the quality management system
duoc cac két qua du kién; achieves its intended result(s);

f)  16i cudn sy tham gia, dinh hwéng va hé tro f)  directing and supporting persons to
nhan sw cung dong gop cho hiéu lyc cia hé contribute to the effectiveness of the quality
théng quan ly chit lvong; management system;

g)  thuc diy cai tién lién tuc; g) promoting continual improvement;

h)  hod trg cac vi tri lién quan khac chitng td sw h)  supporting other relevant roles to
1anh dao cia ho khi ap dung cho cac linh vic demonstrate their leadership, as it applies to
ho chiu trach nhiém; their areas of responsibility;

i)  thic day van hoa chit lwong va hanh vi dao i) promoting quality culture and ethical
dtrc; behaviour;

j)  thuc diy viéc sit dung cach tiép cdntheoqua j)  promoting the use of the process approach;
trinh;

k)  thuc day tw duy dwa trén rdi ro va tw duy k)  promoting risk-based thinking and
dwa trén co hoi; opportunity-based thinking;
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1) chiu trach nhiém giai trinh déi véi hiéu luc
cta hé thong quan ly chit lwong.

CHU THICH 1: Tir "hoat déng chii chét” dwoc nhic dén
trong tailiéu nay c6 thé dwoc dién giai theo nghia rong
gbm cac hoat déng c6t 16i trong muc dich ton tai cia té
chirc, du 1a t6 chirc cong hay tw, lgi nhuén hay phi loi
nhuin.

CHU THICH 2: Van héa chat lwong va hanh vi dao ditc
cta té chirc dwoc phan anh trong cac gia tri, thai do,
thwe hanh va hanh dong chung cta td chirc.

5.1.2 Hwéng vao khach hang

Lanh dao cao nhat phai chirng to sw lanh dao va
cam két doi v&i ndi dung hwdng vao khach hang
théng qua viéc ddm bao rang:

a) cac yéu cau ctia khach hang, yéu cau luét
dinh va ché dinh hién hanh dwoc xac dinh,
hiéu ro va dap &ng mot cach nhat quan;

b)  cacruiro vaco hdicé thé anh huwdng dén sw

phu hop ctia sdn phim, dich vu va kha nang

nang cao sy thoa man ctia khach hang dwoc
xac dinh va giai quyét;

c) duy tri viéc tap trung vao nang cao su thda
man cua khach hang.

5.2 Chinh sach chitlwgng

5.2.1 Lanh dao cao nhit phai thiét 14p chinh sach
chat lvong:

a) phuhop véi muc dich cta to chire;

b)  dwara khudn kho cho viéc thiét 1ap cac muc

tiéu chat lwong;

c) bao gom viéc cam két thda man cac yéu cau
dwoc ap dung;

d) bao gébm viéc cam két cai tién lién tuc hé

théng quan ly chat lwong;

e)  tinh dén bdi canh clia td chirc va hd tro dinh
huwdng chién lwoc cia td chirc.

5.2.2 Chinh sach chat lwgng phai:
a)  san c6 dwdi dang thong tin dang van ban;
b) dwoc truyén dat trong to chirc;
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1)  taking accountability for the effectiveness of
the quality management system.

NOTE 1 Reference to “business” in this document can be
interpreted broadly to mean those activities that are core
to the purposes of the organization’s existence.

NOTE 2 An organization’s quality culture and ethical
behaviour are reflected in its shared values, attitudes,
practices and actions.

5.1.2 Customer focus

Top management shall demonstrate leadership and
commitment with respect to customer focus by
ensuring that:

a) customer and applicable statutory and
regulatory requirements are determined,
understood and consistently met;

b) the risks and opportunities that can affect
conformity of products and services and the
ability to enhance customer satisfaction are

determined and addressed;

c) the focus on enhancing customer satisfaction
is maintained.

5.2 Quality policy

5.2.1 Top management shall establish a quality
policy that:

a) is appropriate to the purpose of the
organization;
b) provides a framework for setting quality

objectives;

c) includes a commitment to meet applicable

requirements;

d) includes a commitment to continual
improvement of the quality management
system,;

e) takes into account the context of the
organization and supports its strategic
direction.

5.2.2 The quality policy shall:
a) beavailable as documented information;

b) be communicated within the organization;
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c) san co cho cac bén quan tim lién quan, khi
thich hop;

d)  dwoc thwce hién, thau hiéu va 4p dung trong

t6 chirc.

5.3 Vai tro, trach nhiém va quyén
han trong to6 chikrc

Lanh dao cao nh4t phai ddm bao rang trach nhiém
va quyeén han cta cac vai tro thich hop dwgc phan
céng va truyén dat trong t6 chirc.

Lanh dao cao nhat phai phan cong trach nhiém va
quyén han dé:

a) dam bao rang hé théng quan ly chit lwong
phu hop véi cac yéu ciu cia tai liéu nay;

b)  bdo cdo vé két qua thuc hién cta hé thong

quan ly chat lwgng cho lanh dao cao nhat;

c) dam bdo rang cac qua trinh mang lai dau ra

du kién;

dam bao thuc day viéc hwéng vao khach

hang trong toan b to chirc;

e) bdo cao vé cac co hdi cai tién cho lanh dao
cao nhit;

f)  dam bao duy tri dwoc tinh toan ven cda hé
théng quan ly chit lwong, ké ca khi nhirng
thay doi doi véi hé thong quan 1y chat lwong
dwoc hoach dinh va thuc hién.

6 Hoach dinh

6.1 Hanh dong giai quyét rii ro va
co’ hoi

6.1.1 Xac dinh rii ro va co hoi

Khi hoach dinh hé thong quan ly chit lvgng, to
chirc phai xem xét cac van dé dé cip & 4.1 va cac
yéu cau dé cip & 4.2 va xac dinh cac rii ro va co
hdi can giai quyét nham:

a) mang lai sw ddm bao rang hé thdng quan ly
chat lwong c6 thé dat dwoc (cac) két qua dw
kién;
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c) be available to interested parties, as
appropriate;
d) be implemented, understood and applied

within the organization.

5.3 Roles, responsibilities and
authorities

Top management shall that the
responsibilities and authorities for relevant roles
are assigned and communicated within the
organization.

ensure

Top management shall assign the responsibility and
authority for:

a) ensuring that the quality management system
conforms to the requirements of this

document;

b) reporting on the performance of the quality

management system to top management;

c) ensuring that the processes are delivering
their intended results;

ensuring the promotion of customer focus
throughout the organization;

e) reporting on opportunities for improvement
to top management;

f)  ensuring that the integrity of the quality
management system is maintained, including
when changes to the quality management
system are planned and implemented.

6 Planning

6.1 Actions to address risks and
opportunities

6.1.1 Determining risks and opportunities

When planning for the quality management system,
the organization shall consider the issues referred
toin 4.1 and the requirements referred to in 4.2 and
determine the risks and opportunities that need to
be addressed to:

a) give assurance that the quality management
system can achieve its intended result(s);
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b) ngdn nglra hodc gidm bdt nhitng tic dong

khong mong muén;
c) datdwoec caitién lién tuc;
d)
6.1.2

nang cao nhirng tic dong mong mudn.
Hanh dong giai quyét rui ro

T6 chirc phai nhan dién/xac dinh, phan tich va so

sanh/dinh gid/danh gid cac rai ro c6 thé cé tac

dong khéng mong muédn t&i kha nang cta to chirc

trong viéc cung cip lién tuc va én dinh cac san

pham va dich vu phu hgp va nang cao sy théa mén

cua khach hang.

T6 chirc phai hoach dinh:

a)  cachanh dong gidi quyét nhirng rii ro nay;

b)  cach thic dé:

1) tich hop va thuc hién cac hanh dong
vao cac qua trinh cta hé thdng quan ly
chat lwvong;

2) xem xét danh gia hiéu lwc cia nhirng

hanh dong nay.

Hanh ddng dwogc thuce hién phai twong rng véi tac
dong tiém an cua cac rui ro tdi két qua dw kién cua
hé théng quan ly chat lwong.

CHU THICH 1: Cac rti ro dwgc xac dinh c6 thé bao gobm
céc rii ro lién quan dén kha ning cung cip san phim
va dich vu phu hop trong va sau khi xdy ra sy gian
doan.

CHU THICH 2: Cac phwong an gidi quyét rii ro c6 thé
bao gdbm tranh rui ro, chp nhan rii ro dé theo dudi co
hoi, loai bé ngudn rii ro, thay d6i kha ning xay ra hoic
hé qua, chia sé rui ro hodc duy tri rai ro bing quyét
dinh dwoc thong tin.

6.1.3 Hanh dong giai quyét co hoi

T6 chirc phai nhan dién/xac dinh, phan tich va so
sanh/dinh gia/danh gia cac co héi cé thé co tac
dong mong mudn téi kha nang cha té chire trong
viéc cung cép lién tuc va 6n dinh cac san pham va
dich vu phu hop va nang cao sy théa man cda
khach hang.

T6 chirc phai hoach dinh:

a) cac hanh dong gidi quyét nhirng co hoi nay;

b)  cach thic dé:
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b) prevent, or reduce, undesired effects;

c) achieve continual improvement;
d)
6.1.2

enhance desired effects.
Actions to address risks

The organization shall determine, analyse and
evaluate risks that can have an undesired effect on
its ability to continually and consistently provide
conforming products and services and enhance
customer satisfaction.

The organization shall plan:

a) actions to address these risks;

b) how to:
1) integrate and implement the actions into
its quality management system
processes;

evaluate the effectiveness of these
actions.

2)

Actions taken shall be proportionate to the
potential impact of the risks on the intended results
of the quality management system.

NOTE 1 Determined risks can include risks related to the
ability to provide conforming products and services
during and after a disruption.

NOTE 2 Actions to address risks can include avoiding
risk, taking risk in order to pursue an opportunity,
eliminating the risk source, changing the likelihood or
consequences, sharing the risk or retaining risk by
informed decision.

6.1.3 Actions to address opportunities

The organization shall determine, analyse and
evaluate opportunities that can have a desired
effect on its ability to continually and consistently
provide conforming products and services and
enhance customer satisfaction.

The organization shall plan:
a) actions to address these opportunities;

b) howto:
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1) tich hop va thyc hién cdc hanh dong
vao cac qua trinh ctia hé thong quan ly

chat lwvong;

2) xem xét danh gia hiéu lwc cia nhirng

hanh dong nay.

Hanh dong dwoc thuwe hién dé giai quyét cac co hoi
phai thich hop véi bdi canh cda té chirc va ho tro

viéc dat dwoc cac két qua mong muén.

CHU THICH: Hanh dong giai quyét co hdi c6 thé bao
gbm viéc chdp nhan thwc hanh méi, tung ra sdn phim
hoic dich vu m&i, tao dwng quan hé d6i tic méi, tAn
dung cac cong nghé mai ndi, thuc hién cac sdng kién va
cac hanh doéng khac nhim giai quyét cac nhu ciu va
mong doi hién tai va dang thay ddi ctia khach hang va

cac bén quan tAm lién quan khac cua td chirc.

6.2 Muc tiéu chit lwong va hoach
dinh dé dat dwo'c muc tiéu

6.2.1 TO chirc phai thiét l4p cidc muc tiéu chit
lwgng & cac cip va bo phan chirc ning thich hop

va cac qua trinh.

Cac muc tiéu chit lwong phai:

a) nhit quan v&i chinh sach chat lwgng;
b) do duworc;

c) tinh dén cac yéu ciu dwoc ap dung;
d) dwoc theo doi;

e) dwogctruyén dat;

f)  dwoc cap nhat khi thich hop;

g)  san c6 dwdi dang thong tin dang van ban;

h)  lién quan dén sw phu hop cia sdn phim va
dich vu va nang cao sy théa man cua khach

hang.

6.2.2 Khi hoach dinh cach thc dat dwoc cac muc
tiéu chit lwgng cia minh, t6 chirc phai xac dinh:

a) viécgisé dwoc thuc hién;

b)  nguon lwc nao 1a cin thiét;
c) ailanguwoi chiu trach nhiém;
d) Kkhinao sé hoan thanh;

e) kétqua sé dwoc danh gia nhw thé nao.
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1) integrate and implement the actions into

its quality management system

processes;

2) evaluate the effectiveness of these
actions.

Actions taken to address opportunities shall be
appropriate to the organization’s context and
support the achievement of desired results.

NOTE Actions to address opportunities can include
adopting new practices, launching new products or
services, creating new partnerships, leveraging emerging
technologies, implementing initiatives, and other actions
to address the current and changing needs and
expectations of an organization’s customers and other
relevant interested parties.

6.2 Quality objectives and planning to
achieve them

6.2.1 The organization shall establish quality
objectives at relevant functions, levels and
processes.

The quality objectives shall:

a) be consistent with the quality policy;

b) be measurable;

c) takeinto account applicable requirements;
d) be monitored;

e) be communicated;

f)  beupdated as appropriate;

g) be available as documented information;

h)  be relevant to the conformity of products and
services and the ability to enhance customer
satisfaction.

6.2.2 When planning how to achieve its quality
objectives, the organization shall determine:

a) what will be done;

b)  what resources will be required;
c) who will be responsible;

d) when it will be completed;

e) how the results will be evaluated.
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6.3 Hoach dinh cac thay doi

Khi t6 chirc xac dinh nhu cau thay déi déi véi hé
thong quan 1y chit lwong, thi nhirng thay déi nay
phai dwoc thwc hién theo cach thirc da hoach
dinh.

bé ddm bdo cac thay doi dwoc thuwe hién mot cach

hiéu lwc nham dat dwoc cac két qua du kién, t&

chirc phai xem xét:

a) muc dich cta nhirng thay d6i va hé qua tiém
4n cta chung;

b)

tac dong tiém an doi vai tinh toan ven cia
hé théng quan ly chat lwvong;

c)  swsdn co clia cac ngudn luc va thong tin;

d) viéc phan cong va phan céng lai trach nhiém

va quyén han;
e) viéc trao doi thong tin vé nhirng thay doi;

f)  cach thic theo doi va danh gia hiéu lwc cta

nhirng thay doi;

g) cach thirc xem xét két qua cta nhirng thay
doi.

7 HO tro

7.1 Nguon lwc
7.1.1 Khai quat

T6 chirc phai xac dinh va cung cip nguén lwc cin
thiét cho viéc thiét 14p, 4p dung, duy tri va cai tién
lién tuc hé thong quan ly chat lwgng.

T6 chirc phai xem xét:

a) kha nang va nhirng han ché ctia cic nguon
lwc ndi bo hién co;

b)  nhitng ngudn lwc ndo can cé dwgce tir cic nha
cung cap bén ngoai.
7.1.2 Con nguwoi

T6 chirc phai xac dinh va cung cdp nhin sy cin
thiét cho viéc ap dung c6 hiéu lwc hé théng quan
ly chat lwgng va cho viéc thwe hién va kiém soat
cac qua trinh cia minh.
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6.3 Planning of changes

When the organization determines the need for
changes to the quality management system, the
changes shall be carried out in a planned manner.

To ensure changes are implemented effectively to
achieve intended results, the organization shall
consider:

a) the purpose of the changes and their potential
consequences;

b) the potential impact on the integrity of the

quality management system;
c) the availability of resources and information;

d) the allocation  or  reallocation of

responsibilities and authorities;
e) the communication of the changes;

f)  how the effectiveness of the changes will be
monitored and evaluated;

g) how the results of the changes will be
reviewed.

7 Support
7.1 Resources

7.1.1 General

The organization shall determine and provide the
resources needed for the establishment,
implementation, maintenance and continual
improvement of the quality management system.

The organization shall consider:

a) the capabilities of, and constraints on, existing
internal resources;

b) what needs to be obtained from external
providers.
7.1.2 People

The organization shall determine and provide the
persons necessary for the effective implementation
of its quality management system and for the
operation and control of its processes.

.Trang 29



IS0 9001:2026

7.1.3  Co sé hating

T6 chirc phai xac dinh, cung cip va duy tri co s&
ha tang can thiét cho viéc thuc hién cic qua trinh
ciia minh va dé€ dat dwoc sy phu hop cta san
pham va dich vu.

CHU THICH: D&i véi moi loai hinh cong viéc (vi du tai
chd, tir xa hodc két hop ca hai), co sé ha ting c6 thé bao
gom:

a) nha ctra va cac phwong tién kém theo;

b)  trangthiétbi, bao gobm cad phan cirng va phin

mém;
c) nguodn lwc van chuyén;
d)
7.1.4

céng nghé thong tin va truyén thong.

Moi trrong cho viéc thwe hién cac
qua trinh

T6 chic phai xac dinh, cung cip va duy tri moi
trueong can thiét cho viéc thuce hién cac qua trinh
clia minh va dé dat dwoc sw phu hop cta san
pham va dich vu.

CHU THICH: M6i truedng phtt hop c6 thé 1a sw két hop
cla cac yéu t6, cac yéu t6 nay co thé rat khac nhau tuy
thudc vao sdn phadm va dich vu cung cip. Cac yéu té lién
quan c6 thé bao gom:

a) x4 hoi (vi du khéng phan biét d6i xt¥, yén 6n,
khong doi dau);

b) tam ly (vi du giam ap lwc, ngan ngira kiét

strc, bao vé cam xuc);

c) vatly (vi du nhiét d6, hoi néng, d6 4m, anh

sang, dong khong khi, vé sinh, tiéng on).
Mot s6 yéu to ¢ thé chiu dnh hwdng cta vin hoa
chat lwgng va hanh vi dao dirc cta to chirc.

7.1.5 Nguon lyc theo doéi va do lwong

7.1.5.1 Khai quat

T6 chirc phai xac dinh va cung cap ngudn lwc cin
thiét d€ ddm bao két qua ddng va tin ciy khi viéc
theo doi hodc do lwong dwoc str dung dé kiém tra
xac nhin sy phu ho’p ctia san phiam va dich vu
véi cac yéu ciu.

T& chirc phai ddm bao ring cic ngudn luc duoc
cung cap:
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7.1.3 Infrastructure

The organization shall determine, provide and
maintain the infrastructure necessary for the
operation of its processes and to achieve conformity
of products and services.

NOTE For all types of work (e.g. on site, remote or a
combination thereof) infrastructure can include:

a) buildings and associated utilities;

b) equipment, including hardware and software;

c) transportation resources;
d)
7.1.4

information and communication technology.

Environment for the operation of
processes

The organization shall determine, provide and
maintain the environment necessary for the
operation of its processes and to achieve conformity
of products and services.

NOTE A suitable environment can include a combination
of factors, which can differ depending on the products
and services provided. Relevant factors can include:

a) social (e.g. non-discriminatory, calm, non-
confrontational);

b) psychological (e.g. stress-reducing, burnout

prevention, emotionally protective);

c) physical (e.g. temperature, heat, humidity,
light, airflow, hygiene, noise).

Some factors can be influenced by the
organizational quality culture and ethical
behaviour.

7.1.5 Monitoring and measuring resources

7.1.5.1 General

The organization shall determine and provide the
resources needed to ensure valid and reliable
results when monitoring or measuring is used to
verify the conformity of products and services to
requirements.

The organization shall ensure that the resources
provided:
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a) thich hop véi loai hinh hoat dong theo doi
va do lwong cu thé dwoc thuce hién;

b)  dwoc duy tri d€ ddm bao sw phu hop lién tuc

véi muc dich cia ching.

Thong tin dang van ban thich hgp phai sén c6 1am
bang chirng vé sw phu hop v&i muc dich cda cac
nguon lwc theo doi va do lwong.

7.1.5.2 Lién két chuin két qua do lwong

Khi viéc lién két chudn do lwdong 1a mot yéu cau
hodc dwgc té chirc coi 1a mot phan thiét yéu trong
viéc mang lai sv tin cdy vé tinh ding dan cta két
qua do, thi thiét bi do phai:

a) dwoc hiéu chuin hoic kiém tra xac nhén,
hodc ca hai theo cac khoang thoi gian quy
dinh hodc trudc khi str dung, dwa trén cac
chuin do lwong c6 kha nang lién két tdi
chuin do lwong qudc gia hodc qudc té; khi
khong cé cac chudn nay, thi cin ci dé hiéu
chuin hoic kiém tra xac nhan phai sdn cé
dwéi dang thong tin dang van ban;

b) dwgc nhan biét nham xac dinh tinh trang

hiéu chuin hodc kiém tra xac nhan;

c) dwoec gitt gin tranh bi hiéu chinh, hw héng
hodc suy gidam chit lwgng c6 thé lam mat
tinh dung dan cua két qua do.

Khi thiét bi do dwoc phat hién khéng phu hop véi
muc dich dw kién, t6 chirc phai xac dinh tinh ding
dan cua cac két qua do trwdc dob co bi anh hwéng
bat loi hay khéng va phai thwc hién hanh dong
thich hop khi can.

7.1.6 Tri thitc caa té chirc

T6 chirc phai xac dinh tri thirc can thiét cho viéc
thwc hién cic qua trinh ctia minh va dé dat dwoc
cac két qua dy kién ctia hé thdng quan ly chat
lwrong.

Tri thirc nay phai dwgc lwu gitt, 4p dung va chia sé
& murc do can thiét.

Khi gidi quyét nhirng nhu cau va xu hwéng thay
dai, to0 chirc phai xem xét tri thirc hién tai cia
minh va xac dinh cach thirc dé thu dwoc hoic tiép
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a) are suitable for the specific type of monitoring
and activities being
undertaken;

measurement

b) are maintained to ensure their continuing

fitness for their purpose.

Appropriate documented information shall be
available as evidence of fitness for purpose of the
monitoring and measurement resources.

7.1.5.2 Traceability of measurement results

When traceability of measurement results is a
requirement, or is considered by the organization to
be an essential part of providing confidence in the
validity of measurement results,
equipment shall be:

measuring

a) calibrated or verified, or both, at specified

intervals, or prior to use, against
measurement standards traceable to
international or national measurement
standards; when no such measurement

standards exist, the basis used for calibration
or verification shall be available as
documented information;

b) identified in order to determine its calibration

or verification status;

c) safeguarded from adjustments, damage or
deterioration that can invalidate
measurement results.

When measuring equipment is found to be unfit for
its intended purpose, the organization shall
determine whether the wvalidity of previous
measurement results has been adversely affected
and shall take appropriate action as necessary.

7.1.6 Organizational knowledge

The organization shall determine the knowledge
necessary for the operation of its processes and to
results of its quality

achieve the intended

management system.

This knowledge shall be retained, applied and
shared to the extent necessary.

When addressing changing needs and trends, the
organization shall consider its current knowledge
and determine how to acquire or access any
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cin tri thiec bé sung va théng tin cip nhét can
thiét.

CHU THICH: Tri thtrc clia t6 chic c6 thé cé cac dang
khéc nhau, nhu:

—  tri thirc dwa trén kinh nghiém do con nguw&i
nam git;

tri thirc thu dwoc théong qua gido duc, dao
tao va hoc héi tir ngwoi kKhac;

tri thirc duwoc gan két trong cac phuong
phép, qua trinh va sdn phim;

tri thirc dwoc thé hién trong thong tin dang
van ban, cic hé thdng ky thuit sé va cac
phwong tién khac.

7.2 Nangluc

T6 chirc phai:

a) xac dinh nang lwc can thiét ctia (nhitng)
nguwoi thwe hién cong viéc dwdi sw kiém soat

cda to chirc c6 dnh hwdng tdi két qua thuc
hién cta hé thong quan ly chit lwong;

b)  dam bao rang nhitng ngwdi nay cé niang luc
trén co s& gido duc, dao tao hodc kinh

nghiém thich hop;

c)  khi c6 thé, thuc hién cidc hanh dong dé dat
dwoc nang lwc can thiét va danh gia hiéu luc
cta nhitng hanh dong dwoc thwc hién.

Thong tin dang van ban thich hop phai sdn c6 lam
bang chirng vé nang luc.

CHU THICH: Hanh dong thich hop cé thé bao gom, vi
du: cung cip dao tao, kém cdp hodc phan céng lai nhin
sw dang duoc st dung; hay thué hodc ky hop dong véi
nhan sy cé nang luec.

7.3 Nhan thirc

T8 chirc phai ddm bdo rang ngudi thuc hién cong
viéc duwdi sw kiém soat cua t6 chirc nhan thirc
duoc vé:

a)  chinh sach chit lwong;

b) doéng gbp cia ho cho hiéu lwc cua hé thong

quan ly chat lwong, bao gobm ca loi ich cta
két qua thwc hién dwoc ci tién;

c) hiu qua cta viéc khdng tudn thi cic yéu cau
cda hé thong quan ly chit lwong;
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necessary additional knowledge and required
updates.

NOTE Organizational knowledge can take different
forms, such as:

experience-based knowledge held by people;

knowledge acquired through education,

training and learning from others;

knowledge embedded in methods, processes
and products;

knowledge represented in documented

information, digital systems and other media.

7.2 Competence

The organization shall:

a) determine the necessary competence of
person(s) doing work under its control that
affects its
performance;

quality management system

b) ensure that these persons are competent on
the basis of appropriate education, training or

experience;

c) where applicable, take actions to acquire the
necessary competence, and evaluate the
effectiveness of the actions taken.

Appropriate documented information shall be
available as evidence of competence.

NOTE Applicable actions can include, for example: the
provision of training to, the mentoring of or the re-
assignment of currently employed persons; or the hiring
or contracting of competent persons.

7.3 Awareness

The organization shall ensure that persons doing
work under the organization’s control are aware of:

a) the quality policy;

b) their contribution to the effectiveness of the
quality management system, including the

benefits of improved performance;

c) the implications of not conforming to the
quality management system requirements;
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d) cicmuc tiéu chit lwong lién quan; d) relevant quality objectives;

e) van hda chit lwong va hanh vi dao dirc cia e)  the organizational quality culture and ethical
t6 chirc. behaviour.

7.4 Trao doi thong tin 7.4 Communication

T6 chirc phai xac dinh hoat dong trao doi thong The organization shall determine the internal and
tin ndi bd va bén ngoai thich hop véi hé thdng external communications relevant to the quality

quan ly chat lwong, bao gom: management system, including:

a) trao ddi thong tin gi; a) on what it will communicate;

b) trao doi thong tin khi nao; b)  when to communicate;

c) trao ddithéng tin véi ai; c) with whom to communicate;

d) trao dé6i théng tin nhw thé nao; d) how to communicate;

e) nguoithwe hién trao d6i thong tin. e) who communicates.

7.5 Thoéng tin dang van ban 7.5 Documented information
7.5.1 Khai quat 7.5.1 General

Hé thong quan ly chat lwong cda td chirc phdi bao The organization’s quality management system
gom: shall include:

a) thong tin dang van ban theo yéu ciu cdatai a) documented information required by this
liéu nay; document;

b) thong tin dang van ban dwgc té chirc xdc b) documented information determined by the

dinh 1a can thiét dé dam bao tinh hiéu lwc organization as being necessary for the
cta hé thong quan ly chit lwong. effectiveness of the quality management
system.

CHU THICH: Mttc do thong tin dang vin ban ddi véihé NOTE The extent of documented information for a
théng quan 1y chit lwgng c6 thé khac nhau giita cAc t6 quality management system can differ from one

chtrc do: organization to another due to:

— quy mo cta t6 chirc va loai hinh hoat dong, — the size of organization and its type of
qué trinh, sdn phidm va dich vu cua té chic; activities, processes, products and services;

— mic do phtc tap clia cac qua trinh va sy — the complexity of processes and their
twong tac gitta cac qua trinh; interactions;

— nang lyc ctia nhan sw. — the competence of persons.

7.5.2 Tao lap va cap nhit thong tin dang 7.5.2 Creating and updating documented
van ban information

Khi tao 1ap va cip nhit thong tin dang vian ban, t6 When creating and updating documented
chirc phai ddm bao sw thich hop cua: information, the organization shall ensure
appropriate:
a) viéc nhin biét va mé ta (vi du tiéu dé, thoi a)  identification and description (e.g. a title, date,
gian, tac gid hodc s6 tham chiéu); author, reference number);
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b) dinh dang (vi du ngdén ngit, phién ban phin

mém, do thi) va phwong tién truyén théng

(ban gidy, ban dién t);

c) viéc xem xét va phé duyét sy phu hop va
thoa dang.

7.5.3  Kiém soat thong tin dang vin ban

7.5.3.1 Thong tin dang van ban theo yéu ciu cua
hé thong quan ly chit lwong va cta tai liéu nay
phai dwoc kiém soat nham dam bao:

a)  san c6 va phu hop dé sir dung tai noi va khi
can;

b) dwocbdo vé mét cach théa dang (tranh mit

tinh bao mét, st dung sai muc dich hodc mit

tinh toan ven).

7.5.3.2 D€ kiém soat thong tin dang van ban, t6
chirc phai giai quyét cac hoat déng sau, khi thich
hop:

a)  phan phdi, ti€p cin, khbi phuc va st dung;

b) lwu trir va bdo quan, bao gdbm ca gitr gin dé

c6 thé doc dwoc;

c) kiém soat cac thay do6i (vi du kiém soat
phién ban);

d) lwugilr va hay bo.

Thong tin dang van ban c6 ngudén goc bén ngoai

dwoc td chirc xac dinh 13 can thiét cho viéc hoach

dinh va thwc hién hé théng quan ly chit lwong

phai dwoc xac dinh/nhén biét khi thich hop va

dwoc kiém soat.

Thong tin dang van ban san c6 1am bang chirng vé

sw phu hop phéi dwoc bao vé khéi viéc stra ddi

ngoai du kién.

CHU THICH: Tiép cin c6 thé ham y mdt quyét dinh vé
viéc chi cho phép xem thong tin dang van ban hoac cho
phép va giao quyén xem va thay déi thong tin dang vian
ban.

8 Thwc hién

8.1 Hoach dinh va kiém soat viéc
thwc hién

T6 chirc phai hoach dinh, thwc hién va kiém soat
cac qua trinh can thiét dé dap rng cac yéu ciu doi
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b) format (e.g. language, software version,

graphics) and media (e.g. paper, electronic);

c) review and approval for suitability and
adequacy.

7.5.3 Control of documented information

7.5.3.1 Documented information required by the
quality management system and by this document
shall be controlled to ensure:

a) itis available and suitable for use, where and
when it is needed;

it is adequately protected (e.g. from loss of
confidentiality, improper use or loss of
integrity).

b)

7.5.3.2 For the control of documented information,
the organization shall address the following
activities, as applicable:

a) distribution, access, retrieval and use;

b) storage and  preservation, including

preservation of legibility;

c) control of changes (e.g. version control);

retention and disposition.

of origin
determined by the organization to be necessary for
the planning and operation of the quality
management shall be identified as
appropriate and controlled.

d)

Documented information external

system

Documented information available as evidence of
conformity shall be protected from unintended
alterations.

NOTE Access can imply a decision regarding the
permission to view the documented information only, or
the permission and authority to view and change the
documented information.

8 Operation

8.1 Operational planning and control

The organization shall plan, implement and control
the processes needed to meet requirements for the
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v&i viéc cung cip san pham va dich vu va dé thuc

hién cac hanh dong xac dinh tai Diéu 6, théng qua:

a) xac dinh cac yéu ciu déi véi sdn phidm va
dich vu (xem 8.2);

b)  thiétlap tiéu chi doi v&i viéc chip nhén san

phdm va dich vy;

c)  thiétlap tiéu chi déi véi cac qua trinh;

d) thuwc hién viéc kiém soat cac qua trinh theo

cac tiéu chi nay;

e) xacdinh cac ngudn lwc can thiét d€ dat duoc
sw phthop véi cac yéu cau doi védi sdn phadm
va dich vu.

Thong tin dang van ban phai sdn c6 & mic do can

thiét dé co su tin twdng rang cac qua trinh da

dworc thwe hién nhw da hoach dinh.

T6 chic phai kiém soat nhirng thay déi theo
hoach dinh va xem xét cac hé qua ctia nhirng thay
doi ngoai du kién, thwc hién hanh dong dé gidm
nhe moi tac déng bat loi khi can.

T& chirc phai ddm bdo rang cic qua trinh, san
pham hodc dich vu do bén ngoai cung cip c6 lién
quan dén hé thdng quan ly chit lwong déu dwoc
kiém soat (xem 8.4).

Thong tin dang vin ban phai sin c6 & mirc d6 can
thiét lam bing chirng vé s phit hop ctia sdn pham
va dich vu.

8.2 Yéu cau d6i véi san pham va
dich vu

8.2.1  Trao d0i thong tin v&i khach hang

Trao d6i théng tin véi khach hang phai bao gbm

viéc:

a)  cung cip thong tin lién quan dén san phim
va dich vu;

b)  xwrlycacyéu ciu, hop donghodc dat hang ké

ca cac thay doi;

c) thunhin théng tin phan ho6i ctia khach hang
lién quan dén san phadm va dich vy, bao gobm
ca khiéu nai cia khach hang;

d) x&lyhodckiém soat tai sdn ctua khach hang;
e) cung cip thong tin lién quan dén cac hanh
dong rng pho véi tinh huéng bit ngo, khi
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provision of products and services, and to

implement the actions determined in Clause 6, by:

a) determining the requirements for products
and services (see 8.2);

b) establishing criteria for the acceptance of

products and services;
c) establishing criteria for the processes;

d) implementing control of the processes in

accordance with the criteria;

e) determining the resources needed to achieve
conformity to the product and service
requirements.

Documented information shall be available to the
extent necessary to have confidence that the
processes have been carried out as planned.

The organization shall control planned changes and
review the consequences of unintended changes,
taking action to mitigate any adverse effects, as
necessary.

The organization shall ensure that externally
provided processes, products or services that are
relevant to the quality management system are
controlled (see 8.4).

Documented information shall be available to the
extent necessary as evidence of the conformity of
products and services.

8.2 Requirements for products and
services

8.2.1 Customer communication

Communication with customers shall include:

a) providing information relating to products
and services;

b) handling enquiries, contracts or orders,

including changes;

c) obtaining customer feedback relating to
products and services, including customer
complaints;

handling or controlling customer property;

e) providing information related to contingency
actions, when relevant, including any related
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thich hop, bao gom ca cac hanh dong lién
quan dén sy gian doan trong viéc cung cap
san pham hodc dich vu.
CHU THICH: Trao d6i thong tin v&i khach hang c6 thé
bao géom lién hé truc tiép théng qua cac cudc hop, thw
dién tir va trao ddi tai liéu hoic gian tiép thong qua noi
dung trang web, cdc 4n phdm, mang xa hdi, cac ciu tra
101 cho nhivng cau héi thwong gap va dao tao.

8.2.2 Xac dinh cac yéu ciu doi véi san

pham va dich vu
Khi xac dinh cac yéu cau déi véi san phdm va dich
vu cung cip cho khach hang, t6 chirc phai ddm bao
rang:
a) cac yéu ciu déi voi san phdm va dich vu
dwoc dinh rd, bao gom:

1)  moi yéu cau luat dinh va ché dinh hién
hanh;
2) cac yéu cau duoc to chirc cho 1a cin
thiét;
b)  t6 chirc c6 thé dap ng nhitng cong bd doi
v&i san phadm va dich vu minh cung cép.
8.2.3  Xem xét yéu cau doi véi san pham va

dich vu

8.2.3.1 T8 chirc phai ddm bao riang minh cé kha
nang dap &ng cac yéu cau doi véi san phim va
dich vu cung cdp cho khach hang. Té chirc phai
tién hanh xem xét trwdrc khi cam két cung rng san
phdm va dich vu cho khach hang, dé€ tinh dén:

a) cacyeéu ciudo khach hang quy dinh bao gom
cac yéu cau doi voi hoat dong giao hang va
sau giao hang, khi cé thé ap dung;

b)  cac yéu cau khéng dwoc khach hang néu ra
nhwng can thiét cho viéc st dung xac dinh

hodc dw kién, néu di biét;
c) cacyéu cau do td chirc quy dinh;

cac yéu cau luat dinh va ché dinh ap dung
d6i voi san pham va dich vy;

e) cac yéu cau cua hop déng hoidc don hang
khac véi nhitng yéu cau da thé hién trwdc
do.

For BVQA training purpose only

to disruptions to the provision of products or
services.

NOTE Customer communication can include direct
contacts through meetings, emails and document

exchange or indirectly through website content,

publications, social media, responses to frequently asked
questions and training.

8.2.2 Determining requirements for

products and services

When determining the requirements for the
products and services to be offered to customers,
the organization shall ensure that:

a) the requirements for the products and
services are defined, including:

1) any applicable statutory and regulatory
requirements;
2) those considered necessary by the
organization;
b) it can meet the claims for the products and
services it offers.
8.2.3 Review of requirements for products

and services

8.2.3.1 The organization shall ensure that it has the
ability to meet the requirements for the products
and services to be offered to customers. Before
committing to supply products and services to a
customer, the organization shall conduct a review
that includes:

a) requirements defined by the customer,
including requirements for delivery and post-

delivery activities when applicable;

b) requirements not defined by the customer,
but necessary for the specified or intended

use, when known;
c) requirements specified by the organization;

statutory and regulatory
applicable to the products and services;

requirements

e) contract or order requirements differing from
those previously expressed.
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T& chirc phai ddm bao rang cac yéu ciu cta hop
dong hodc don hang khac véi yéu cau da dwoc xac
dinh trwéc dé déu dwoc giai quyét.

Khi khach hang khong dwa ra tuyén bd bang van
ban vé cac yéu cau cua minh, t6 chirc phai xac
nhén cac yéu ciu cua khach hang truéc khi chip
nhan.

CHU THICH: Trong mdt sé trudng hop, nhw ban hang
qua mang, viéc xem xét chinh thirc cho tirng don hang
1a khéng thuc té. Thay vao dé, viéc xem xét nay c6 thé
bao trium théng tin thich hop vé sdn phdm hodic dich vu
nhuw la cac trang web hodc cac ban ca-ta-16.

8.2.3.2 Thong tin dang van ban phai s&n c6, khi
thich hop, 1am bang chirng vé:

a) két qua cua viéc xem xét;

b)  moiyéu ciu méi hodc dwoc thay doi doi vai
san pham va dich vu.
8.2.4  Thay d6i yéu ciu déi véi san pham

va dich vu

Khi cic yéu ciu doi véi san phadm va dich vu thay
déi, t& chirc phai ddm bao rang thong tin dang van
ban c6 lién quan dwoc cip nhat va truyén dat téi
cac bén quan tam lién quan.

8.3 Thiét ké va phat trién san pham
va dich vu

8.3.1 Khai quat

T6 chirc phai thiét lap, thuc hién va duy tri qua
trinh thiét k& va phat trién thich hop dé dam bao
viéc cung cip san pham va dich vu sau dé.

CHU THICH: Qua trinh thiét ké va phat trién cé thé bao
gbm cac chu ky xem xét, kiém tra xac nhén, xac nhin
gia tri sit dung va phan hoi, cho phép ap dung cach tiép
cin ldp lai xuyén suét cac giai doan thiét ké va phat
trién.

8.3.2 Hoach dinh thiét ké va phat trién

Khi xac dinh cac giai doan va ndi dung kiém soat
thiét ké va phat trién, t6 chirc phai xem xét:

a)  tinh chit, khoang thoi gian va mirc d6 phirc
tap cua hoat dong thiét ké va phat trién;
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The organization shall ensure that contract or order
requirements differing from those previously
defined are resolved.

When the customer does not provide a documented
statement of their requirements, the organization
shall confirm the customer requirements before
acceptance.

NOTE In some situations, such as internet sales, a formal
review is impractical for each order. Instead, the review
can cover relevant product or service information, such
as websites or catalogues.

8.2.3.2 Documented information shall be available,
as applicable, as evidence of:

a) theresults of the review;

b) any new or changed requirements for the
products and services.
8.2.4 Changes to requirements for products

and services

When requirements for products and services are
changed, the organization shall ensure that the
relevant documented information is updated and
communicated to the relevant interested parties.

8.3 Design and development of
products and services

8.3.1 General

The organization shall establish, implement and
maintain a design and development process that is
appropriate to ensure the subsequent provision of
products and services.

NOTE The design and development process can include
cycles of review, verification, validation and feedback,
allowing for an iterative approach throughout the design
and development stages.

8.3.2 Design and development planning

In determining the stages and controls for design
and development, the organization shall consider:

a) the nature, duration and complexity of the
design and development activities;
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b)  cacgiai doan can thiét ciia qua trinh, gom ca
viéc xem xét mot cach thich hop thiét ké va
phat trién;

c) hoat dongkiém tra xac nhin va xac nhin gia
tri s dung can thiét cta thiét ké va phat
trién;

d) trach nhiém va quyén han lién quan trong
qua trinh thiét ké va phat trién;

e) nhuciuveé nguodn lwc ndi bd va bén ngoai doi
véi thiét k€ va phat trién san pham va dich
vy;

f)  nhu ciu kiém soat su twong giao giira cac
nhin sy tham gia vao qua trinh thiét ké va
phat trién;

g) nhu ciu d6i véi sy tham gia cda khach hang
va cac bén quan tdm lién quan khac vao qua
trinh thiét ké va phat trién;

h)  yéu cau déi v&i viéc cung cip san phidm va
dich vu sau do;

i) mic dd kiém soat mong mudn cua khach
hang va cac bén quan tAm lién quan khac déi
v&i qua trinh thiét ké va phat trién;

j)  thdéngtindang vinban can thiét d€1am bang
chirng rang cac yéu cau thiét ké va phat trién
dwoc dap trng.

8.3.3  DAauvao cua thiét ké va phat trién

T6 chirc phai xac dinh cac yéu cau thiét yéu doi

v&i loai san phdm va dich vu cu thé dwoec thiét ké

va phat trién. T6 chirc phai xem xét:

a)  yéu ciu vé chirc ndng va cong dung;

b)  thong tin tir cAc hoat dong thiét ké va phat
trién twong tu trude do;

c)  yéu cau luit dinh va ché dinh;

d) tiéu chuin hodc quy tic thuc hanh ma td
chirc cam két 4p dung;

e) héquatiém 4n cuasaildi do dic tinh clia sin
phdm va dich vu.

DPau vao phai day du, ro rang va pht hop cho muc

dich thiét ké va phat trién.

b) the required process stages, including
applicable design and development reviews;

c) the required design and development
verification and validation activities;

d) the responsibilities and authorities involved
in the design and development process;

e) the internal and external resource needs for
the design and development of products and
services;

f) the need to control interfaces between
persons involved in the design and
development process;

g) the need for involvement of customers and
other relevant interested parties in the design
and development process;

h) the requirements for the subsequent
provision of products and services;

i)  thelevel of control expected for the design and
development process by customers and other
relevant interested parties;

j)  the documented information needed as
evidence that design and development
requirements have been met.

8.3.3 Design and development inputs

The organization shall determine the requirements
essential for the specific types of products and
services to be designed and developed. The
organization shall consider:

a) functional and performance requirements;

b) information derived from previous similar
design and development activities;

c) statutory and regulatory requirements;

d) standards or codes of practice that it has
committed to implement;

e) the potential consequences of failure due to
the nature of the products and services.

Inputs shall be complete, unambiguous and
adequate for design and development purposes.
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Cac dau vao cua thiét ké va phat trién mau thuin
véi nhau déu phai dwoc giai quyét.

Thoéng tin dang vin ban phai sin c6 1am biang
chirng vé diu vao cda thiét ké va phat trién.

CHU THICH: Cac dau vao cla thiét k& va phat trién
khong phai luén dwgc xac dinh hodc hiéu biét day du
ngay tir dau. Thay vao d6, ching c6 thé phat trién dan
cung v&i tién trinh thiét ké, thong qua cac chu ky hoat
dong phat trién lap lai.

8.3.4  Kiém soat thiét ké va phat trién

T6 chirc phai 4p dung cac kiém soat déi véoi qua
trinh thiét ké va phat trién dé€ ddm bao rang:

a) cackét qua can dat dwoc dwoc xac dinh;

b)  cacxem xét dwgc thwe hién d€ danh gia kha
nang két qua thiét ké va phat trién dap ting
cac yéu cau;

c) hoat dongkiém tra xac nhan dwoc thwe hién
dé dam bao dau ra cta thiét ké va phat trién
dap &ng cac yéu cau dau vao;

d) hoat dong xac nhdn gia tri st dung dwoc

thwc hién d€ ddm bao san phdm va dich vu

tao ra dap rng cac yéu ciu doi voi ing dung
xac dinh hodc viéc st dung du Kién;

e) cac hanh dong can thiét dwoc thyc hién doi
véi nhitng van dé dwoc xac dinh trong qua
trinh xem xét hoac trong hoat dong kiém tra
xac nhan va xac nhan gia tri s& dung;

f)  thong tin dang vin ban sin c6 lam bing
chirng vé nhirng hoat dong nay.

CHU THICH: Xem xét, kiém tra xac nhan, xac nhan gia

tri str dung thiét k& va phat trién c6 nhirng muc dich

khéc biét. Cac hoat dong nay cé thé dwoc thuc hién

riéng biét hoic két hop sao cho thich hop véi san phdm

va dich vu cua t& chirc.

8.3.5  DAiura cta thiét ké va phat trién

T8 chirc phai ddm bao rang dau ra cua thiét ké va

phat trién:

a) dap rng cac yéu cau dau vao cuia thiét ké va

Conflicting design and development inputs shall be
resolved.

Documented information shall be available as
evidence of design and development inputs.

NOTE Design and development inputs are not always
fully defined or known initially. Instead, they can evolve
as the design progresses, through repeated cycles of
development activity.

8.34 Design and development controls

The organization shall apply controls to the design
and development process to ensure that:

a) theresults to be achieved are defined;

b) reviews are conducted to evaluate the ability
of the results of design and development to

meet requirements;

c) verification activities are conducted to ensure
that the design and development outputs meet
the input requirements;

validation activities are conducted to ensure
that the resulting products and services meet
the requirements for the specified application
or intended use;

d)

e) necessary actions are taken to address
problems determined during the reviews, or
verification and validation activities;

f)  documented information is available as

evidence of these activities.

NOTE Design and development reviews, verification and
validation have distinct purposes. They can be conducted
separately or in any combination, as is suitable for the
products and services of the organization.

8.3.5 Design and development outputs

The organization shall ensure that design and
development outputs:

a) meet the input requirements;

phét trién;
b)  diy dud cho cac qua trinh sau d6 dé cung cdp b)  are adequate for the subsequent processes for
san pham va dich vuy; the provision of products and services;
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c) bao gdbm hoic vién dan t&i cac yéu cau theo
do6i va do lwong khi thich hop va cac chuan
muc chip nhén;

d) quy dinh cac dac tinh cia san phadm va dich
vy, va thoéng tin vé san phdm va dich vy, la
c6t yéu cho muc dich dw kién va sw an toan
va viéc cung cip thich hop cia sdn phdm va

dich vu.

Thong tin dang vin ban phai sin c6 lam bang
chirng vé dau ra cua thiét ké va phat trién.

8.3.6  Thay ddi thiét ké va phat trién

T6 chirc phai nhian biét, xem xét va kiém soat
nhirng thay doi tao ra trong hodc sau thiét ké va
phat trién san pham va dich vu, & mirc o can thiét
dé dam bdo rang khong c6 tac dong bat loi toi su
phu hop véi cac yéu ciu.

Théng tin dang van ban phai sdn c6 1am bang
chirng vé:

a) nhirngthay do6i doi voi thiét ké va phat trién;

b)  két qua xem xét;

c)  viéccho phép thay doi;

d) hanh déng dwoc thuc hién dé ngin ngira

nhirng tac dong bat loi.

8.4 Kiém soat qua trinh, sin pham
va dich vu do bén ngoai cung ciap

8.4.1 Khai quat

T6 chitc phai ddm bdo rang cic qua trinh, san
phdm va dich vu do bén ngoai cung cip phu hop
v&i cac yéu cau.

T6 chirc phai xac dinh cac kiém soat dwgc ap dung
déi v&i qua trinh, san phim, dich vu do bén ngoai
cung cap khi:

a)  san pham va dich vu ctia nha cung cip bén
ngoai dwoc dung dé€ hop thanh san phim va
dich vu cta chinh té chic;

b)  san phdm va dich vu dwoc nha cung cip bén
ngoai cung cip truc ti€p cho khach hang véi

danh nghia cta t6 chirc;

¢) qua trinh hodc mot phan ctia qua trinh do
nha cung cip bén ngoai cung cap.
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c) include or reference monitoring and
measuring requirements, as appropriate, and

acceptance criteria;

d) specify the characteristics of the products and
services, and the information on the products
and services, that are essential for their
intended purpose including their safe and

proper provision.

Documented information shall be available as

evidence of design and development outputs.

8.3.6 Design and development changes

The organization shall determine, review and
control changes made during, or subsequent to, the
design and development of products and services,
to the extent necessary to ensure that there is no
adverse impact on conformity to requirements.

Documented information shall be available as
evidence of:

a) design and development changes;

b) results of reviews;

c) authorization of the changes;

d) actions taken to prevent adverse impacts.

8.4 Control of externally provided
processes, products and services

8.4.1 General

The organization shall ensure that externally
provided processes, products and services conform
to requirements.

The organization shall determine the controls to be
applied to externally provided processes, products
and services when:

a) products and services from external providers
incorporation into the
organization’s own products and services;

are intended for

b) products and services are provided directly to
customers by external providers on behalf of

the organization;

c) aprocess, or part of a process, is provided by
an external provider.
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T6 chirc phai xac dinh va ap dung céc tiéu chi cho
viéc danh gi4, lwa chon, theo doi két qua thuc hién
va danh gia lai nha cung cip bén ngoai, trén co sé&
kha nang cua ho trong viéc cung cip cac qua trinh
hodc san pham, dich vu phu hop véi cac yéu cau.

Thoéng tin dang vin ban phai sin c6 1am bang
chirng vé cac hoat dong nay va moi hanh déng can
thiét nay sinh tir viéc danh gia.

8.4.2 Loai hinh va mirc dd kiém soat

T6 chic phdi ddm bao rang cic qua trinh, san
pham va dich vu do bén ngoai cung cip khéng anh
hwdng batlgi dén kha nang cua té chirc trong viéc
cung cip 6n dinh san pham va dich vu phu hop
cho khach hang ctia minh. T6 chirc phai:

a) dam bao rang cac qua trinh do bén ngoai
cung cip chiu sw kiém soat cua hé théng
quan ly chat lwgng cia to chirc;

b)  xac dinh ca cac kiém soat t6 chirc mudn ap
dung cho cac nha cung cap bén ngoai va cac

kiém soat muon ap dung cho két qua dau ra;
c) tinh dén:

1) tac ddngtiém 4n clia cic qua trinh, san
phdm va dich vu do bén ngoai cung cip
t&i khd nang cia to chire trong viéc dap
rng mot cach 6n dinh cac yéu ciu cia
khach hang, yéu cau luét dinh va ché

dinh hién hanh;
2)  hiéu luc cta cac kiém soat dwgc nha

cung cap bén ngoai ap dung;

d) xac dinh viéc kiém tra xac nhin hoic cac
hoat dong khac cin thiét dé dam bao rang
qua trinh, san phdm va dich vu do bén ngoai
cung cap dap trng cac yéu cau.

8.4.3 Thong tin cho nha cung cip bén

ngoai
T6 chirc phai dam bdo sy théa dang cua cic yéu
ciu trwde khi trao ddi théng tin véi nha cung cap
bén ngoai.
T6 chirc phai trao d6i thong tin véi nha cung cap
bén ngoai vé cac yéu cau cia minh, khi thich hop,
déi voi:
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The organization shall determine and apply criteria
for the evaluation, selection, monitoring of
performance, re-evaluation of
providers, based on their ability to provide
processes, products or services in accordance with
requirements.

and external

Documented information shall be available as
evidence of these activities and any necessary
actions arising from the evaluations.

8.4.2 Type and extent of control

The organization shall ensure that externally
provided processes, products and services do not
adversely affect the organization’s ability to
consistently deliver conforming products and
services to its customers. The organization shall:

a) ensure that externally provided processes are
within the control of its quality management
system,;

define both the controls that it intends to
apply to an external provider and those it
intends to apply to the resulting output;

b)

c) takeinto account:

1) the potential impact of the externally
provided processes, products
services on the organization’s ability to

and

consistently meet customer and
applicable statutory and regulatory
requirements;

2) the effectiveness of the controls applied

by the external provider;

d) determine the verification, or other activities,
necessary to ensure that the externally
provided processes, products and services
meet the requirements.

8.4.3 Information for external providers

The organization shall ensure the adequacy of
requirements prior to their communication to the
external provider.

The shall
requirements to external providers, as appropriate,
for:

organization communicate  its
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a) qua trinh, san phdm va dich vu dwgc cung
cap;

b) viéc phé duyét:

1)

2)

3)

san phdm va dich vuy;
phwong phap, qua trinh va thiét bi;
viéc thong qua san pham va dich vy;

c) nangluc, bao gobm trinh d6 chuyén mon cin
thiét ciia nhén su;

d) sw twong tac gitra nha cung cip bén ngoai
v&i té chive va, khi ¢6 thé ap dung, véi khach
hang va cac bén quan tam lién quan khac ctia

t6 chirc;

e) viéckiém soat va theo doi két qua thuwc hién
cda nha cung cap bén ngoai dworc to chirc ap
dung;

f)  hoat dongkiém tra xac nhin va xac nhan gia
tri st dung ma t6 chirc hoic khach hang cia
t0 chirc dw kién thwc hién tai co s& cia nha
cung cip bén ngoai hoac dia diém khac.

8.5 San xuitva cung cap dich vu

8.5.1 Kiém soat san xuit va cung cip dich

vu

T6 chirc phai thyc hién viéc san xuit va cung cip

dich vu dwéi cac diéu kién dwoc kiém soat.

Khi c6 thé 4p dung, cic diéu kién dwoc kiém soat

phai bao gbm:

a) swsancdvaviécsir dung thong tin dang van
ban xac dinh:

1)  dic truwng cia san phdm hoac dich vuy;
2) cachoat dong can thuc hién;
3) kétqua cin dat duoc;

b)  swsdn c6 va viéc st dung cic ngudn luc theo

doi va do lwong thich hop;

c) viéc thyc hién hoat dong theo doi va do
lwdng & cac giai doan thich hop dé kiém tra
xac nhan rang chuin muc kiém soat qua
trinh hodc dau ra va chuin mwc chip nhan
san phidm va dich vu déu dwoc dap ng;
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a) the processes, products and services to be
provided;

b) the approval of:

1)

2)

3)

products and services;
methods, processes and equipment;
the release of products and services;

c) competence,
qualifications;

including any required

d) the external providers’ interactions with the
organization and, as applicable, its customers

and other relevant interested parties;

e) the control and monitoring it applies to the
performance of its external providers;

f)  verification or validation activities that the
organization, or its customer, intends to
perform at the external providers’ premises or
other location.

8.5 Production and service provision

8.5.1 Control of production and service

provision

The organization shall implement production and
service provision under controlled conditions.

The controlled conditions shall include,

applicable:

as

a) the availability and use of documented
information that defines:

1) the characteristics of the products or
services;

2)  the activities to be performed;

3) theresults to be achieved;

b) the availability and use of suitable monitoring

and measuring resources;

c) the
measurement activities at appropriate stages
to verify that criteria for control of processes
or their outputs, and acceptance criteria for
products and services, have been met;

implementation of monitoring and
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d) st dung co s& ha ting va moi trueong thich

hop cho viéc van hanh cac qua trinh;

e) phan cong nhin sy c6 ndng lwc, gom ca trinh
dd chuyén mén can thiét;

f)  xac nhan gia tri st dung va xac nhan lai gia
tri st dung dinh ky ctia kha nang dat dwoc
két qua hoach dinh cta qua trinh d6i véi
viéc san xuit va cung cip dich vu, khi két
qua dau ra khong thé kiém tra xac nhin
dugc bang viéc theo ddi va do lwdng sau do;

g) thuc hién cac hanh dong nham ngan nglra
sai 16i ctia con nguwoi;

h) thuwc hién cic hoat dong thong qua, giao

hang va sau giao hang.

8.5.2 Nhan biét va truy xuat ngudn goc

T6 chirc phai:

a) st dung cac phwong tién thich hop dé nhin
biét dau ra néu cin thiét cho viéc ddm bao
sw phu hop cia san phdm va dich vu;

b) nhéin biét tinh trang cta diu ra lién quan
dén cac yéu ciu theo doi va do lwong trong
toan bd qua trinh san xuit va cung cap dich

vu;

c)  kiém soat viéc nhan biét duy nhat dau ra khi
viéc truy xuat nguon géc la mot yéu cau;

d) dam bdo rang thong tin dang vin ban cin
thiét dé€ c6 thé truy xuit ngudn gbc san cod
1am bing chirng.

8.5.3 Tai san cia khach hang hoac nha

cung cap bén ngoai
T6 chirc phai gilr gin tai san cua khach hang hoic
cda nha cung cip bén ngoai khi ching thudc sw
kiém soat cta to chirc hay dang dwoc t6 chirc st
dung.

T6 chirc phai nhan biét, kiém tra xac nhin, bao vé,
bao dam an toan cho tai san ctia khach hang hoac
nha cung cip bén ngoai cung cap dé str dung hoic
dé€ hop thanh san phdm va dich vu.

Khi tai sdn cia khach hang hodc nha cung cip bén
ngoai bi mat mat, hw hong hodc dwgc phat hién
khong phu hop véi viéc st dung, t6 chic phai
thong bao viéc nay cho khach hang hodc nha cung
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the wuse of suitable infrastructure and

environment for the operation of processes;

d)

e) the appointment of competent persons,
including any required qualifications;

f)  the validation, and periodic revalidation, of
the ability to achieve planned results of the
processes for production and
provision, where the resulting output cannot
be verified by subsequent monitoring or
measurement;

service

g) the implementation of actions to prevent
human error;

h) the implementation of release, delivery and
post-delivery activities.
8.5.2 Identification and traceability

The organization shall:

a) usesuitable means to identify outputs when it
is necessary to ensure the conformity of
products and services;

b) identify the status of outputs with respect to
monitoring and measurement requirements

throughout production and service provision;

c) control the unique identification of the
outputs when traceability is a requirement;

d) ensure that documented information
necessary to enable traceability is available as
evidence.

8.5.3 Property belonging to customers or

external providers

The organization shall exercise care with property
belonging to customers or external providers while
it is under the organization’s control or being used
by the organization.

The organization shall identify, verify, protect and
safeguard property belonging to customers or
external providers that is provided for use or
incorporation into the products and services.

When the property belonging to a customer or
external provider is lost, damaged or otherwise
found to be unsuitable for use, the organization
shall report this to the customer or external
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c4p bén ngoai. Thong tin dang van ban phai sén c6
lam bang chitng vé cac van dé da xay ra.

CHU THICH: Tai san ctia khach hang hoic nha cung cip
bén ngoai c6 thé bao gdbm nguyén vat liéu, bo phan ciu
thanh, dung cu va thiét bi, nha xwéng, quyén sé hiru tri
tué va dir liéu ca nhan.

8.5.4 Bao toan

T6 chirc phai bao toan dau ra trong sudt qua trinh
san xudt va cung cip dich vu & mirc d6 cin thiét
dé dam bao sw phu hop véi cac yéu cau.

CHU THICH: Bao toan c6 thé bao gom viéc nhan biét,
x€p d&, kiém soadt nhiém ban, bao gbi, bao quan,
chuyén giao hoic vin chuyén va bao vé.

8.5.5 Hoat dong sau giao hang

T6 chirc phai dap rng cac yéu ciu déi véi hoat
dong sau giao hang lién quan dén san phim va
dich vu.

Khi xac dinh m&c d6 can thiét cia hoat déng sau
giao hang, té chirc phai xem xét:

a)  cacyéu cau luat dinh va ché dinh;

b) cac hé qua tiém an khéng mong mudn lién

quan dén san pham va dich vu;

c) tinh chit, viéc str dung va tudi tho dw kién
cta sdn pham va dich vy;

d) yéu ciu ctia khach hang;

e) phan héi ctia khach hang.

CHU THICH: Hoat dong sau giao hang c6 thé bao gobm
cac hanh déng theo diéu kién bao hanh, nghia vu theo
hop ddng nhw dich vu bao tri va dich vu b6 sung nhw
tai ché hodc hiy bé cudi cung.

8.5.6  Kiém soat thay doi

T6 chirc phai xem xét va kiém soat nhirng thay doi
déi vdi san xudt hodc cung cdp dich vu & mirc do
can thiét d€ dam bao duy tri sw phu hop véi cac
yéu cau.

Thoéng tin dang vin ban phai sin c6 1am bang
chirng vé két qua xem xét thay doi, (nhirng) nguwdi
cho phép thay d6i va moi hanh déng can thiét nay
sinh tlr viéc xem xét.

8.6 Thong qua san pham va dich vu

T6 chirc phai thwc hién cac sip dat theo hoach
dinh & nhitng giai doan thich hop dé kiém tra xac
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provider. Documented information shall be

available as evidence of what has occurred.

NOTE Property belonging to a customer or external
provider can include materials, components, tools and
equipment, premises, intellectual property and personal
data.

8.5.4 Preservation

The organization shall preserve the outputs during
production and service provision, to the extent
necessary to ensure conformity to requirements.

NOTE Preservation can include identification, handling,
contamination control, packaging, storage, transmission
or transportation, and protection.

8.5.5 Post-delivery activities

The organization shall meet the requirements for
post-delivery activities associated with the
products and services.

In determining the extent of post-delivery activities
that are required, the organization shall consider:

a) statutory and regulatory requirements;

b) the potential undesired

associated with its products and services;

consequences

c) the nature, use and intended lifetime of its
products and services;

d) customer requirements;

e) customer feedback.

NOTE Post-delivery activities can include actions under
warranty provisions, contractual obligations such as
maintenance services, and supplementary services such
as recycling or final disposal.

8.5.6 Control of changes

The organization shall review and control changes
for production or service provision, to the extent
necessary to ensure continuing conformity to
requirements.

Documented information shall be available as
evidence of the results of the review of changes, the
person(s)
necessary actions arising from the review.

authorizing the change and any

8.6 Release of products and services

The organization shall implement planned
arrangements, at appropriate stages, to verify that
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nhan rang cac yéu ciu déi véi san phdm va dich
vu da duoc dap ng.

Viéc thong qua san phdm va dich vu cho khach
hang chi dwgc tién hanh sau khi da hoan thanh
théa dang cac sap dit theo hoach dinh, néu khong
thi phai dwoc sw phé duyét cta ngudi cé thim
quyén va, néu c6 thé, cia khach hang.

Thoéng tin dang vin ban phai sin c6 1am bang
chirng vé viéc théng qua san phdm va dich vu.
Thong tin dang van ban phai bao gom:

a) bang chirng vé sy phu hop véi chuidn muc
chip nhén;

b)  Kkha nidng truy xuit dén (nhirng) nguoi cho

phép théng qua.
8.7 Kiém soat diu ra khong phu hop

8.7.1 T8 chirc phai ddm bao rang dau ra khong
phtt hgp véi cac yéu cadu dwgce nhan biét va kiém
soat nham ngan nglra viéc st dung hoic chuyén
giao ngoai dv kién.

T6 chirc phai thwe hién cac hanh dong thich hop
dwa theo ban chit ctia sw khong phu hop va tac
ddng cda nd tdi sw phit hop cua san phdm va dich
vu. Diéu nay bao géom ca cac sy khong phu hop
dwoc phat hién sau khi chuyén giao san phim,
trong hodc sau khi cung cip dich vu.

T6 chivc phai xr 1y dau ra khong phtt hgp theo mot
hoac cac cach sau:
a) khic phuc;

b) tach riéng, ngan chan, thu héi hodc tam

dirng viéc cung cap san phidm va dich vy;

c) thongbao cho khach hang;

d) 6 dwoc sw cho phép chdp nhidn cé nhan

nhuong.

Khi dau ra khong phu hop duwgc khic phuc, t8
chirc phai kiém tra xac nhan sy phu hop véi cac
yéu cau.

8.7.2 Thong tin dang van ban phai sin ¢4 lam bang
chirng vé:

a)  ban chat cia sy khong phu hop;

b) cachanh dong dwoc thyc hién;
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the product and service requirements have been
met.

The release of products and services to the
customer shall not proceed until the planned
arrangements have been satisfactorily completed,
unless otherwise approved by a relevant authority
and, as applicable, by the customer.

Documented information shall be available as
evidence of the release of products and services.
The documented information shall include:

a) evidence of conformity to the acceptance
criteria;

b) traceability to the person(s) authorizing the

release.
8.7 Control of nonconforming outputs

8.7.1 The organization shall ensure that outputs
that do not conform to requirements are identified
and controlled to prevent their unintended use or
delivery.

The organization shall take appropriate action
based on the nature of the nonconformity and its
effect on the conformity of products and services.
This detected after
product delivery or during or after service
provision.

includes nonconformities

The organization shall deal with nonconforming
outputs in one or more of the following ways:

a) correction;

b) segregation, containment, return or
suspension of provision of products and

services;
c) informing the customer;

d) obtaining authorization for acceptance under

concession.

When nonconforming outputs are corrected, the
organization shall verify conformity to the
requirements.

8.7.2 Documented information shall be available as
evidence of:

a) the nature of the nonconformity;

b)  the actions taken;
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c)  moi sy nhan nhwong dat dworc;

d) thidm quyén quyét dinh hanh dong doi véi

s khong phu hop.
9 Panh gia két qua thwc hién

9.1 Theo doi, do lwong, phan tich va
danh gia

9.1.1 Khai quat

T6 chirc phai xac dinh:

a) nhirng gi cin duwoc theo doi va do lwong;

b) phwong phap theo doi, do lwdng, phan tich
va danh gid, khi co6 thé ap dung, d€ dam bao
két qua c6 gia tri;

c¢) khinao phadi thyc hién theo déi va do lwong;

d) khi nao cic két qua theo doéi va do lwong

phai dwoc phan tich va danh gia.
T6 chirc phai danh gia két qua thuc hién va hiéu
lwc cia hé thong quan ly chat lwgng.

Thoéng tin dang vin ban phai sin c6 1am bang
chirng vé cac két qua nay.

9.1.2 Sw théa man ctia khach hang

T6 chirc phai theo doi sw théa man ctia khach
hang. Té chirc phai xac dinh phwong phap dé thu
dwoc, theo doi va xem xét théng tin vé sy thda
man cda khach hang.

CHU THICH: Cac ngudn théng tin hd tro viéc hidu sw
thoa min cla khach hang c6 thé bao gom khao sat
khach hang, thong tin phan hoi ctia khach hang vé san
phdm va dich vu dwoc giao, hoi nghi khach hang, phin
tich thi phan, 1o1 khen ngoi, khiéu nai, yéu ciu bao
hanh, bao cdo ctia nha phan phoi hodc mang xa hoi.
9.1.3 Phan tich va danh gia

T6 chirc phai phan tich va danh gia dir liéu va
thong tin thich hgp phat sinh tir theo doi va do
lwong.

Két qua phan tich phai dwoc sir dung dé danh gia:
a) suw phu hop cla sdn phdm va dich vy;

b) mirc do thda man clia khach hang;
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c) any concessions obtained;

d) the authority deciding the action in respect of
the nonconformity.
9 Performance evaluation

9.1 Monitoring, measurement,
analysis and evaluation

9.1.1 General

The organization shall determine:

a) whatneeds to be monitored and measured;

b) the methods for monitoring, measurement,
analysis and evaluation, as applicable, to

ensure valid results;

c) when the monitoring and measuring shall be
performed;

d) when the results from monitoring and

measurement shall be analysed and evaluated.

The organization shall evaluate the performance
and the effectiveness of the quality management
system.

Documented information shall be available as
evidence of the results.

Customer satisfaction

The shall monitor
satisfaction. The organization shall determine the
methods for obtaining, monitoring and reviewing
customer satisfaction information.

9.1.2

organization customer

NOTE Sources of information to support understanding
of customer satisfaction can include customer surveys,
customer feedback on delivered products and services,
with
compliments,

meetings customers, market-share analysis,

complaints, warranty claims, dealer

reports or social media.

9.1.3 Analysis and evaluation

The organization shall analyse and evaluate
relevant data and
monitoring and measurement.

information arising from

The results of analysis shall be used to evaluate:
a) the conformity of products and services;

b) customer satisfaction;
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c) két qua thuc hién va hiéu lyc cia hé thong
quan ly chat lwvong;

hiéu lwc cia viéc thwe hién hoach dinh;

e) hiéu lyc cua nhitng hanh dong dwoc thuc
hién dé giadi quyét rui ro;

f)  hiéu lwc cia nhitng hanh dong dwoc thuc
hién dé giai quyét co hoi;

g) Kkét qua thwc hién cta nha cung cip bén

ngoai;

h)  nhu ciu cai tién hé thdng quan ly chat lwong.

CHU THICH: Phwong phap phan tich dir liéu c6 thé bao
gbm cac ky thuit thdng ké.
9.2 Panhgiangibo
9.2.1  Khai quat
T6 chirc phai tién hanh cac cudc danh gia noi bo
theo nhirng khoang thoi gian dwoc hoach dinh dé
cung cip thoéng tin vé viéc hé thdng quan ly chit
lwong cé hay khong:
a) phuhopvéi:

1)  céc yéu ciu cua chinh t6 chirc d6i véi

hé théng quan ly chat lwgng clia minh;

2)  cacyéu ciu cia tai liéu nay;
b) dwoc thwc hién va duy tri mét cach hiéu lwec.
9.2.2 Chwong trinh danh gia néi bo

T6 chirc phai hoach dinh, thiét 1ap, thwc hién va
duy tri (cac) chwong trinh danh gia bao gbm tin
sult, phwong phap, trach nhiém, cic yéu ciu
hoach dinh va viéc bao cao.

Khi thiét 14p (cac) chwong trinh danh gia noi bo,
t6 chirc phai xem xét tim quan trong cta cic qua
trinh lién quan, két qua cia cac cudc danh gia
tre¢c d6 va nhitng thay d6i anh huwdng téi to
chirc.

T6 chirc phai:

a)  xac dinh muc tiéu, chudn muc danh gia va
pham vi cda tirng cudc danh gia;

c) the performance and effectiveness of the
quality management system;

d) the effectiveness of planning implementation;

e) the effectiveness of actions taken to address
risks;

f)  the effectiveness of actions taken to address
opportunities;

g) the performance of external providers;

h) the need for improvements to the quality

management system.

NOTE Methods to analyse data can include statistical
techniques.

9.2 Internal audit

9.2.1 General

The organization shall conduct internal audits at
planned intervals to provide
whether the quality management system:

information on

a) conforms to:

1) the organization’s own requirements for
its quality management system;

2) the requirements of this document;
b) is effectively implemented and maintained.
9.2.2 Internal audit programme

The organization shall plan, establish, implement
and maintain (an) audit programme(s), including
the frequency, methods, responsibilities, planning
requirements and reporting.

When establishing  the internal audit
programme(s), the organization shall consider the
importance of the processes concerned, the results
of previous audits and changes affecting the

organization.
The organization shall:

a) define the audit objectives, criteria and scope
for each audit;

b) lwa chon chuyén gia danh gia va tién hanh b)  select auditors and conduct audits to ensure
cac cudc danh gia dé dam bao tinh khach objectivity and the impartiality of the audit
quan va tinh vo tw cia qua trinh danh gia; process;
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c) dambao rang két qua danh gia dwoc bao cao
téi cac cip quan ly thich hop;

d) thuwc hién khong cham tré viéc khic phuc va
hanh dong khic phuc thich hop.

Thong tin dang van ban phai sdn c6 lam bang
chirng vé viéc thyc hién (cac) chwong trinh danh
gia va két qua danh gia.

CHU THICH: Xem hwéng dan vé danh gia hé thong
quan ly trong ISO 19011 [4].

9.3 Xem xét cia lanh dao

9.3.1 Khai quat

Lanh dao cao nhit phai xem xét hé thong quan ly
chat lwgng cda td chirc theo nhitng khodng thoi
gian dwoc hoach dinh dé ddm bao no luén thich
hop, théa dang, cé hiéu lwc va phu hop véi dinh
hwéng chién lwgce cla td chirc.

9.3.2 Piu vao xem xét cua linh dao
Xem xét cua lanh dao phai bao gom:

a) tinh trang cta cac hanh ddng tir cac cudc
xem xét cda lanh dao truéec do;

b) nhirng thay déi trong cac van dé ndi bd va
bén ngoai lién quan dén hé thdng quan ly
chat lwong;

c) nhirng thay déi vé nhu ciu va mong doi cua
cac bén quan tdm lién quan dén hé théng
quan ly chat lvgng;

d) thong tin vé két qua thuwc hién ctia hé théng
quan ly chat lwong, bao gom cac xu hwdng
ve:

1)  sw khong phu hop va hanh dong khac
phuc;

2)  két quatheo doi va do lwong;

3) kétqua danh gia;

4) sy théa man ctia khach hang va thong
tin phan hoi tir cAc bén quan tim lién
quan;

5) mi&c do thwc hién cic muc tiéu chit
lwong;

6)  két qua thuwc hién qua trinh va sy phu
hop ctia san pham va dich vuy;

c) ensure that the results of audits are reported
to relevant managers;

d) take appropriate correction and corrective
actions without undue delay.

Documented information shall be available as
evidence of the implementation of the audit
programme(s) and the audit results.

NOTE See ISO 19011 [4] for guidance on auditing
management systems.

9.3 Management review

9.3.1 General

Top management shall review the organization’s
quality management system, at planned intervals,
to ensure its continuing suitability, adequacy,
effectiveness and alignment with the strategic
direction of the organization.

9.3.2 Management review inputs
The management review shall include:

a) the status of actions from previous
management reviews;

b) changes in external and internal issues that
are relevant to the quality management
system,;

c) changes in needs and expectations of
interested parties that are relevant to the
quality management system;

d) information on the quality management
system performance, including trends in:

1) nonconformities and corrective actions;

2)  monitoring and measurement results;
3) auditresults;

4)  customer satisfaction and feedback from
relevant interested parties;

5) the extent to which quality objectives
have been met;

6) process performance and conformity of
products and services;

For BVQA training purpose only . Trang 48



IS0 9001:2026

7)  két qua thuc hién cta nha cung cip

bén ngoai;
e)  cac co hoi cai tién;
f)  swday du ciia nguon luc;

g)  hiéu lwc cta hanh dong thwc hién dé giai
quyét rui ro (xem 6.1.2);

h)  hiéu lwc cia hanh déng thwc hién dé giai
quyét co hoi (xem 6.1.3).
9.3.3 Két qua xem xét cua lanh dao

Két qua xem xét cia lanh dao phai bao géom cac
quyét dinh lién quan dén cac co hoi ci tién lién
tuc va moi nhu cau thay doi hé thong quan ly chit
lwgng va nhu ciu vé nguodn luec.

Thoéng tin dang vin ban phai sin c6 1am bang
chirng vé cac két qua xem xét cta lanh dao.

10 Caitién

10.1 Cai tién lién tuc

T6 chirc phai cai tién lién tuc sw thich hop, thda
dang va hiéu lwc ctia hé thong quan ly chit lwong.

T6 chirc phai xem xét két qua theo doi, do lwong,
phén tich va danh gia dir liéu va thong tin, va két
qua xem xét ctia lanh dao, dé xac dinh cac co hoi.
T6 chirc phai gidi quyét nhirng co hdi nay nhw mot
phén cua cai tién lién tuc.

Cac hanh dong phai bao gom:
a)  caitién cic qua trinh, sdn phdm va dich vy;

b) giai quyét cac nhu ciu va mong doi trong

twong lai;

c)  khic phuc, ngin ngira hodc gidm bét cac tac
déng khong mong mudn.

CHU THICH: Cai tién c6 thé dat dwoc thong qua thay
d6i tirng bwdre hodc thay d6i dot pha, d6i méi hodc cac
sang kién td chixc lai.

10.2 Sw khong phu hop va hanh dong
khic phuc

10.2.1 Khi xay ra sw khéng phu hop, t6 chirc phai:
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7) the performance of external providers;

e) opportunities for improvement;
f)  the adequacy of resources;

g) the effectiveness of actions taken to address
risks (see 6.1.2);

h) the effectiveness of actions taken to address
opportunities (see 6.1.3).
9.3.3 Management review results

The results of the management review shall include
decisions related to
opportunities and any need for changes to the
quality management system and resource needs.

continual improvement

Documented information shall be available as

evidence of the results of management reviews.

10 Improvement

10.1 Continual improvement

The organization shall continually improve the
suitability, adequacy and effectiveness of the
quality management system.

The organization shall consider the results of
monitoring, measurement, analysis and evaluation
of data and information, and the results of
management review, to determine opportunities.
The organization shall address these opportunities
as part of continual improvement.

Actions shall include:
a) improving processes, products and services;

b) addressing future needs and expectations;

c) correcting, preventing or reducing undesired
effects.

NOTE be
incremental or breakthrough change, innovation or

Improvement can achieved through

reorganization initiatives.

10.2 Nonconformity and corrective
action

10.2.1 When a
organization shall:

nonconformity occurs, the
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ng phé véi sy khong phu hop va, khi thich

hop:

1) thwc hién hanh dong dé kiém soat va
khic phuc sw khéng phu hop;

2) xwly cac hé qu3;

danh gia nhu ciu d6i véi hanh dong nhim

loai bé (cac) nguyén nhan din dén sw khong

phu hop dé khong tai dién hoic xay ra & noi
khéc bang viéc:

1) xem xét sw khong phu hop;

2) xac dinh nguyén nhan cta sw khong
phu hop;

3) xac dinh liéu sy khong phu hop twong
tw c6 ton tai hodc c6 kha nang xay ra
hay khong;

thwc hién moi hanh déng can thiét;

xem xét hiéu lwc ciia moi hanh ddng khac

phuc dwoc thye hién;

cap nhatruiro va co hdi dwoc xac dinh trong

qua trinh hoach dinh, néu can;

thwc hién nhirng thay do6i d6i véi hé thong

quan ly chat lwong néu can.

Hanh dong khic phuc phai twong (ng véi tac
dong cda s khong phu hop gap phai.

CHU THICH: Khiéu nai ctia khach hang c6 thé 1a ngudn
cua cac sw khong phu hop.

10.2.2 Thong tin dang vin ban phai s&n c6 lam
bang chirng vé:

a)

b)

react to the nonconformity, and as applicable:

1) take action to control and correct it;

2) deal with the consequences;

evaluate the need for action to eliminate the
cause(s) of the nonconformity, in order that it
does not recur or occur elsewhere, by:

1) reviewing the nonconformity;

2) determining the causes of the

nonconformity;

3) determining if similar nonconformities
exist, or can potentially occur;

implement any action needed;

review the effectiveness of any corrective
action taken;

update the risks and opportunities

determined during planning, if necessary;

make changes to the quality management
system, if necessary.

Corrective actions shall be appropriate to the effects
of the nonconformities encountered.

NOTE Customer complaints can be a source of
nonconformities.

10.2.2 Documented information shall be available

as evidence of:

a)  ban chat cua cac sw khong phu hop va moi a)
hanh dong dwogc thyc hién sau do;

b)  két qua ctia moi hanh dong khic phuc. b)
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the nature of the nonconformities and any
subsequent actions taken;

the results of any corrective action.
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Phu luc A
(tham khao)
Lam roé cau tric, thuit ngir va
cac diéu

A.1  Khai quat

Phu luc nay cung c4p sw 1am ré nham hé tro ngudi
st dung hiéu cac yéu ciu trong tai liéu nay. Théng
tin nay nhat quan vai cac yéu cau dé va khong bo
sung, bét di hodc thay ddi cac yéu cau theo bat ky
cach nao.

Phu luc nay khéng dwa ra hwéng dan thuc hién
cac yéu cau; hwéng dan nay c6 trong 1SO 9002 [1],
S6 tay ISO 9001 danh cho doanh nghiép nho [6]
hoic cac tiéu chuidn khac dwoc vién dan trong cac
cht thich cta cac doan lién quan cta phu luc nay.

Cac yéu ciu trong tai liéu ndy nham dwoc xem xét
tlr goc d6 hé thong thay vi riéng 18, vi c¢6 sw lién
quan l4n nhau giita cic yéu cu trong mot diéu véi
cac yéu ciu trong cac diéu khac.

A.2  Cau truc va thuit ngir

CAu truc cac diéu cia cac yéu cau trong tai liéu nay
khong nham 1am mé hinh d€1ap van ban cac chinh
sach, muc tiéu hodc qud trinh cta té chirc. Cu
tric va ndi dung cua thong tin dang van ban lién
quan dén hé thong quan ly chat lwgng cta to chirc
sé phu hop hon véi ngudi st dung khi phan anh
cac thuit ngtr va qua trinh dwoc str dung trong té
chirc.

Cac danh muc trong cac diéu dwgc dwa ra dé ro
rang va dé tham chiéu. Viéc danh s§ cdc muc trong
nhitng danh muc nay chi nham hd tr¢' nhan biét
va trich dan. Trir khi dwoc néu rd, thit tw clia cac
muc trong mot danh muc khong chi ra batky trinh
tw, mirc dd wu tién hay tim quan trong twong doi
nao dwoc quy dinh. T4t ca cic muc dwoc liét ké
déu 4p dung nhw di néu, bat ké vi tri cia chung.

DE€ tranh hiéu 1am, y nghia cta cac tir sau dwoc
lam ro:

Annex A
(informative)

Clarification of structure,
terminology and clauses

A.1 General

This annex provides clarification to assist users in
understanding the requirements in this document.
This with
requirements, and does not add to, subtract from or
in any way modify them.

information is consistent these

This annex does not provide guidance for the
implementation of requirements, which is available
in ISO 9002 [1], the ISO 9001 Handbook for small
enterprises [6] or the other standards referenced in
the notes to the relevant paragraphs of this annex.

The requirements in this document are intended to
be considered from a systems perspective rather
than in isolation, as there are interrelationships
between the requirements in one clause with the
requirements in other clauses.

A.2  Structure and terminology

The clause structure of the requirements in this
document
documenting an organization’s policies, objectives
or processes. The structure and content of
documented information related to an
organization’s quality management system is more
relevant to its users when it reflects the terms and
processes used within the organization.

is not intended as a model for

Lists within clauses are provided for clarity and
ease of reference. The numbering of items in these
lists is intended solely to support identification and
citation. Unless expressly stated, the order of items
in a list does not indicate any prescribed sequence,
priority or relative importance. All listed items
apply as written, regardless of their position.

To prevent misunderstanding, the meanings of the
following words are clarified:

a) "Thich hop" (appropriate) va "4p dung a) “Appropriate” and “applicable” are not
dwoc" (applicable) khong thé thay thé cho interchangeable. “Appropriate” means
nhau. "Thich hop" nghia 1a phu hop véi béi suitable for the organization’s context and
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canh cda td chitc va doi héi sw can nhac
trong viéc xac dinh diéu gi dap &rng yéu ciu.
"Ap dung dwoc" nghia 1a néu yéu cau dwoc
xac dinh la c6 lién quan hodc kha thi thi yéu
ciu dé ap dung cho t6 chirc. "Khi c6 thé ap
dung" (as applicable) nghia la mot yéu cau,
ngay ca khi thwong ap dung dwoc theo 4.3,
van c6 thé duogc xac dinh 1a khong 4p dung
dwoc trong mot sé tinh huéng.

"Xem xét/consider" nghia 1a t6 chic suy b)

nghi vé van dé dé xac dinh xem cé dwa vao
cac quyét dinh hoac hanh dong hay khong.
"Tinh dén/take into account" nghia la suy
nghi vé mot vin dé va dwa vao cic quyét
dinh hodc hanh dong.

"Lién tuc/continual” chi khodng thoi gian
dién ra trong moét giai doan nhung c6 nhitng
quang gidn doan. Thuat ngit "lién tuc khong
gidn doan/ continuous" khong xuit hién
trong tai liéu nay nhung chi khoang thoi
gian khong bi gian doan. Sy khac biét nay la
nguon hiéu lAm thwong gap. "Lién tuc/
continual” 1a tir thich hop dé sir dung khi dé
cip dén cai tién trong boi canh quan ly chit
lwgng.

"Pam bdo/ensure” nghia la c¢6 trach nhiém
lam cho mot két qua xac dinh ton tai hodc
xay ra. Tir nay dé cip dén trach nhiém giai
trinh déi véi két qua, chie khéng phai viéc
truc ti€p thwe hién moi hoat déng lién quan.
Cac hanh dong c6 thé dwoc iy quyén va do
nhitng nguwdi thudc sy ki€ém soat cia to chirc
thwc hién.

"Phai sdn c6 duédi dang thong tin dang van
ban" dé cap dén su sdn c6 cua thong tin ma
td chirc thu dwoc, st dung hoac cung cip.
"Thong tin dang van ban phai sdn c6 1am
bang chirng vé" dé cap dén viéc lwu git bang
chitng khach quan. "Lam bang chitng vé"
khong ham y cac yéu ciu vé chirng ct phap
Iy.

"Dinh hwéng chién lwoc" dé cip dén cac
quyét dinh, ké hoach va hanh dong dwoc
ph&i hop nhim din dat t6 chirc dat dugc cac
muc tiéu cda minh.

c)

d)
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involves judgement in determining what
meets the requirement. “Applicable” means
that if the requirement is determined to be
relevant or possible, it applies to the
organization. “As applicable” means that a
requirement, even if generally applicable
under 4.3, can be determined as not applicable
in some situations.

“Consider” means the organization thinks
about the topic to determine if it will be
included in decisions or actions. “Take into
account” means thinking about a topic and
including it in decisions or actions.

“Continual” indicates duration that occurs
over a period of time, but with intervals of
interruption. The term “continuous” does not
appear
duration without interruption. This difference
is a common source of misunderstanding.
“Continual” is the appropriate word to use
when referring to improvement in the context
of quality management.

in this document but indicates

“Ensure” means that there is a responsibility
for making a specified result exist or occur. It
refers to accountability for the result, and not
to performing every related activity directly.
Actions can be delegated and carried out by
persons under the organization’s control.

“Shall be
information”

documented
availability  of
information obtained, used or provided by the

available as
refers to

organization. “Documented information shall
be available as evidence of’ refers to the
retention of objective evidence. “As evidence
of” does imply legal

not evidential

requirements.

“Strategic direction” refers to coordinated
decisions, plans and actions that guide the
organization towards achieving its objectives.
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CHU THICH 1: Xem ISO 10013 [7] dé c6 huéng dan vé
thong tin dang van ban.
CHU THICH 2: Xem Bang chu giai thuat ngit cta ISO
9000 [8] dé c6 thém théng tin vé thuit nglt dwoc st
dung trong tai liéu nay.

A.3 Kha nang ap dung

Mot yéu cau chi cé thé dwoc xac dinh 1a khong thé
ap dung cho hé théng quan ly chat lwgng khi viéc
nay khong anh hwéng téi kha ning cta to chire
trong viéc dam bao sw phu hop ctia san phadm va
dich vy, nang cao sy théda man ctia khach hang
hodc thuc hién cac nghia vu luit dinh va ché dinh
hién hanh. Thuat ng "khéng ap dung dwoc” phan
anh viéc t6 chirc da xem xét yéu cau va xac dinh,
c6 ly gidi, rang yéu cau do khong 4p dung trong
boi canh hé théng quan ly chit lwong ciia minh.

Xem 4.3 vé cic yéu cau déi véi kha nang ap dung
va pham vi.

A.4 B6icanh cua té chirc

A4.1  Hiéu to chirc va bdi canh cta td chirc
Cac van dé bén ngoai va ndi bo 1a mot phin caa
bdi canh cta t6 chirc. Cac van dé nay cé thé phat
sinh tir nhitng yéu t6 anh hwdng dén muc dich,
dinh hwéng chién lwoc hoac cac diéu kién ma t6é
chtrc van hanh. Hiéu cac vin dé nay c6 thé ho trg
cach thirc thiét1ap va duy tri hé thong quan ly chat
lwgng dé dat dwoc cac két qua du kién mot cach
on dinh.

Cac van dé bén ngoai va noi bo thay déi theo thoi
gian. Nhan thirc vé nhirng thay d&i c6 thé ho tro
viéc duy tri hiéu lwc cta hé théng quan ly chit
lwong.

A.4.2  Hiéu nhu ciu va mong d¢i ciia cac

bén quan tam

Hiéu nhu cdu va mong doi cla cic bén quan tim
bao gom viéc xac dinh cic bén quan tim nao cé
lién quan dén hé théng quan ly chat lwgng va xac
dinh cac yéu ciu lién quan cta ho. Khi t6 chirc coi
cac yéu cau nay la c6 lién quan, chung dwoc dwa
vao trong ranh gi¢i cua hé thdng quan ly chat
lwong. Khi cac qua trinh, san phdm va dich vu do
bén ngoai cung cap la c6 lién quan, cic yéu cau cia
nha cung cip bén ngoai ciing c6 thé ap dung.
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NOTE 1 See ISO 10013 [7] for guidance on documented
information.

NOTE 2 See the ISO 9000 Glossary [8] for further
information on the terminology used in this document.

A.3 Applicability

A requirement can be determined as not applicable
to the quality management system only if this does
not affect the organization’s ability to ensure
conformity of products and services, enhance
customer satisfaction or fulfil applicable statutory
and regulatory obligations. The term “not
applicable” reflects that the organization has
considered the requirement and determined, with
justification, that it does not apply in the context of
its quality management system.

See 4.3 for requirements for applicability and scope.

A.4 Context of the organization

A4.1 Understanding the organization and

its context

External and internal issues form part of the
organization’s context. They can arise from factors
that influence the organization’s purpose, strategic
direction or conditions under which it operates.
Understanding these issues can support how the
quality management system is established and
maintained to consistently achieve its intended
results.

External and internal issues change over time.
Awareness of changes can support maintaining the
effectiveness of the quality management system.

A4.2 Understanding the needs and

expectations of interested parties

Understanding the needs and expectations of
interested parties involves determining which
interested parties are relevant to the quality
management system and determining their
relevant requirements. When these requirements
are considered relevant by the organization, they
are included within the boundaries of the quality

management system. Where externally provided
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Cac bén quan tdm va yéu ciu cta ho cé thé thay
dai theo thoi gian, do d6 nhan thirc vé nhirng thay
ddi nay 1a mot phan cua viéc duy tri hiéu lwc cia
hé thong quan ly chat lwong.

Cac mong doi lién quan dén bién do6i khi hiu co6
thé anh hwdng t&i cac yéu ciu cia bén quan tim
trong cac linh virc nhw tuén tha ché dinh, yéu cau
cda khach hang va cic cam két cta to chirc. Khi
nhitng mong doi nay cé lién quan, ching la mot
phin cua bdi canh cho viéc hoach dinh va vin
hanh hé thong quan 1y chit lwong.

A4.3 Xac dinh pham vi ciia hé théng quan

ly chit lwong

Dé c6 thé xac dinh ro rang, pham vi cia hé thong
quan ly chit lwgng xac dinh cac loai hoat déng,
san phidm va dich vu dwgc bao trum va cac dia
diém lién quan noi cic hoat dong nay dwoc thuc
hién, lwu y rang tirng dia diém riéng 1é c6 thé c6
pham vi cu thé néu c6 thé ap dung.

Ranh gi®i cia hé théng quan ly chat lwong c6 thé
chiu dnh hwéng cia cac yéu ciu cu thé cta khach
hang.

Néu t6 chirc 1a mot phan cia mot thuwc thé 16n
hon, ranh giéi t6 chirc ciia hé théng c6 thé dwoc
xac dinh. Nhitng ranh gi¢i nay c6 thé anh hudng
dén hé thong quan ly chat lwgng.

A.4.4  Hé thong quan ly chat lwgng

Muc 4.4 gin véi nguyén tic quan ly chat lwong
"ti€p cdn theo qua trinh", bao gom chu trinh
PDCA, tw duy dwa trén rudi ro va tw duy dwa trén
co hoi.

Cac qua trinh dwoc dé cip & 4.4 bao gom tit ca cac
qué trinh cin thiét d€ hinh thanh moét hé thdng
quan ly chit lwong chat ché va théng nhéit, dap
rng cac yéu cau cua tai liéu nay.

Mobi qua trinh c6 dau vao, dau ra dw kién, trach
nhiém va quyén han dwgc xac dinh. Hiéu trinh tw
va sy twong tac cua cac qua trinh cua hé théng
quan ly chitlwong c6 thé ho tro sw théng nhat véi
cac qua trinh khac cda to chirc.

Viéc danh gid cic qua trinh dé cip dén sy thich
hop, théa dang va hiéu lwc lién tuc cda cac qua
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processes, products and services are relevant,
requirements of external providers can also apply.

Interested parties and their requirements can
change over time, so awareness of these changes is
part of maintaining the effectiveness of the quality
management system.

Expectations relating to climate change can
influence interested party requirements in areas
such regulatory  compliance,
requirements and organizational commitments.
Where these expectations are relevant, they form
part of the context for planning and operating the
quality management system.

as customer

A.4.3 Determining the scope of the quality

management system

To enable clear determination, the scope of the
quality management system defines the types of
activities, products and services covered and
related sites where these activities are performed,
noting that individual sites can have specific scopes
if applicable.

The boundaries of the quality management system
be influenced by specific
requirements.

can customer

If the organization is part of a larger entity, the
organizational boundaries of the system can be
defined. These boundaries can affect the quality
management system.

A4.4 Quality management system

Subclause 4.4 is linked to the quality management
principle of “process approach” which incorporates
the PDCA cycle, risk-based
opportunity-based thinking.

thinking and

The processes referred to in 4.4 include all
processes necessary to form a coherent and aligned
the

quality management system that fulfils

requirements of this document.

Each process has defined inputs, expected outputs,
responsibilities and authorities. Understanding the
sequence and interaction of quality management
system processes can support alignment with other
organizational processes.

Evaluation of processes addresses their continuing
suitability, adequacy and effectiveness, which can
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trinh, nhitrng yéu t6 nay c6 thé chiu anh hwéng bai
nhitng thay do6i vé muc tiéu hodc hoan canh ndi bo
va bén ngoai.

Cac qua trinh va sy twong tac ctia ching c6 thé
dwoc diéu chinh mot cach c6 kiém soat dé duy tri
va cai tién hiéu lwc cta hé théng quan ly chat
lwong.

Bang chirng rang cac qua trinh van hanh nhu dvw
kién c6 thé dwoc chirng té thong qua théng tin
dang van ban, mac du viéc lap van ban nhw vay
khong phai lic nao ciing can thiét dé chirng té sw
phu hgp. Té chirc xac dinh qua trinh nao cin
théng tin dang van ban va mirc do chi tiét.

A.5 Swlanh dao

A5.1 Sw linh dao va cam két

Sw hd tro, tham gia va cam két rd rang ctia lanh
dao cao nhit cia t6 chirc thé hién mikc do wu tién
cua td chirc d6i voi chat lwong va hé tro viéc ap
dung c6 hiéu lwc hé thong quan ly chat lwong.

Lanh dao cao nhat dong vai tro then chét trong
viéc thic ddy van héa chit lwong va nhan thic vé
hé théng quan ly chit lwgng trong toan bd td
chitrc.

Hanh vi dao dtc c6 thé hd tro sw tin cay vao kha
nang cla to chic trong viéc dap rng cac nhu ciu
va mong dgi ciia cac bén quan tam lién quan.

Hanh vi dao dirc trong cac quyét dinh, hanh déng
va twong tac c6 thé tac dong dén moi khia canh
cda chit lwgng.

Duy tri viéc hwéng vao khach hang, theo yéu cau
& 5.1.2, nghia la ddm bao nhén thirc va hiéu cac
yéu ciu cda khach hang va hé thong quan ly chit
lwong ho tro t6 chirc dap trng mot cach dn dinh
cac yéu cau d6 va nang cao sy théa mén ctia khach
hang.

CHU THICH: Xem ISO 10010 [9] dé c6 hwéng dan vé
van hoa chit lwong.

A.5.2  Chinh sach chit lwong

Chinh sach chit lwong thé hién cach ti€p cin cta
td chirc d6i v&i chat lwong va c6 thé phan anh van
héa chit lwgng va mong doi clia té chivc vé hanh
vi dao dirc, phti hop v&i b6i canh cua té chirc.
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be influenced by changes in objectives or internal
and external circumstances.

Processes and their interactions can be modified in
a controlled manner to maintain and improve
quality management system effectiveness.

Evidence that processes operate as intended can be
demonstrated through documented information,
although such documentation is not always
necessary to demonstrate conformity. The
organization determines which processes require
documented information and the level of detail.

A.5 Leadership

A.5.1 Leadership and commitment

Visible support, involvement and commitment from
the organization’s top management demonstrate
the organization’s priority for quality and support
the effective implementation of the quality
management system.

Top management plays a key role in promoting
quality culture and awareness of the quality
management system across the organization.

Ethical behaviour can support confidence in the
organization’s ability to meet the needs and
expectations of relevant interested parties.

Ethical behaviour in decisions, actions and

interactions can impact all aspects of quality.

Maintaining customer focus, as required in 5.1.2,
means ensuring awareness and understanding of
customer requirements and that the quality
management system supports the organization in
consistently meeting those requirements and
enhancing customer satisfaction.

NOTE See ISO 10010 [9] for guidance on quality culture.

A.5.2 Quality policy

The quality policy expresses the organization’s
approach to quality and can reflect its quality
culture and expectations for ethical behaviour, as
appropriate to its context.
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Viéc truyén dat, thau hiéu va ap dung chinh sach
chit lwong béi moi nguwdi & tit ca cic cap cia tb
chtrc ho tro nhan thixc vé y dinh cta t6 chitc trong
viéc dap &ng mot cach 6n dinh cac yéu ciu chat
lwgng va dat dwgc cdc muc tiéu chat lwgng va cai
tién lién tuc.

Viéc trao do6i théng tin vé chinh sach chat lvgng
véi cac bén quan tAm lién quan, bao gobm khach
hang va nha cung cip bén ngoai, giip dam bao sw
th4u hiéu y dinh ctia chinh sach.

A.5.3  Vai tro, trach nhiém va quyén han

trong to chirc

Trach nhiém va quyén han dwoc phan cong dé
dam bao hé thong quan ly chitlwgng dat dwoc cac
muc tiéu cta minh. Nhitng trach nhiém va quyén
han nay c6 thé dwoc phin b6 cho mot hoac nhiéu
vai tro dé phan anh cach thic to chirc dwoc cdu
truc.

Viéc bao cdo vé két qua thwc hién cia hé thong
quan ly chit lwong c6 thé cung cip théng tin hiru
ich khi xem xét cac hanh dong duy tri hiéu lyc cia
hé thong khi c6 thay déi xay ra.

Khi cac thay d6i doi véi hé thong quan ly chit
lwong dwoc hoach dinh hodc thyc hién, viéc phan
cong trach nhiém mot cach hiéu lwc c6 thé ho trg
viéc nhan biét, ngan ngira hodc quan ly cac hé qua
ngoai dw kién hodc sw thiéu nhit quan trong hé
théng.

Khi cdng nghé dugc stt dung dé hd tro viéc quan
1y hé théng quan ly chit lwong, sw tin cdy vao tinh
toan ven lién tuc cia hé théng quan ly chit lwgng
dwoc hd tro béi:

sw sdn c6 cua thong tin tin cay 1am co' sé cho
cac quyét dinh;

suw ro rang vé trach nhiém va quyén han doi
véi cac quyét dinh do.

A.6 Hoach dinh

A.6.1  Hanh ddng giai quyét rui ro va co’
hoi

A.6.1.1 Xac dinh rii ro va co hoi

Trong quan ly chat lwong, rai ro thwong dwoc
hiéu 1a &nh hwéng ctia sw khong chic chin co thé
c6 tac doéng tiéu cuc dén kha nang cua hé théng

For BVQA training purpose only

The communication, understanding and application
of the quality policy by people at all levels of the
organization of the
organization’s intent to consistently meet quality
requirements and achieve its quality objectives and
continual improvement.

supports awareness

Communicating the quality policy to relevant
interested parties including customers and external
providers helps ensure understanding of its intent.

A.5.3 Roles, responsibilities and authorities

Responsibilities and authorities are assigned to
ensure that the quality management system
achieves its objectives. These responsibilities and
authorities can be distributed across one or more
roles to reflect how the organization is structured.

Reporting on the performance of the quality
management system can provide information that
is useful when considering actions that preserve its
effectiveness when changes occur.

When changes to the quality management system
planned or implemented, the
assignment of responsibilities can support the
identification, prevention or management of
unintended consequences or inconsistencies within
the system.

are effective

Where technologies are used to support the
management of the quality management system,
confidence in the ongoing integrity of the quality
management system is supported by:

the availability of reliable information on
which decisions are based;

clarity regarding responsibilities and

authorities for those decisions.
A.6 Planning

A.6.1 Actions to address risks and

opportunities
A.6.1.1 Determining risks and opportunities

In quality management, risk is frequently
understood as the effect of uncertainty that can

have a negative impact on the ability of the quality
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quan ly chatlwgng trong viéc dat dwoc cac két qua
dw kién, trong khi co' hoi dwgc hi€u la nhirng hoan
canh gitp cé thé dat dworc cac tac dong co loi doi
véi két qua thuce hién cia hé thong quan ly chat
lwong.

Tw duy dwa trén rdi ro va tw duy dwa trén co hoi
12 cac khai niém c6 thé hd tro cach thirc t chitrc
xem xét cic yéu t6 dnh hwdng dén hé thong quan
1y chit lwgng.

Khi cac khai niém nay dwoc str dung trong hoach
dinh va ra quyét dinh, chiing c6 thé ho tro sy nhat
quan cua hé thong quan ly chit lwong & cac cap
chién lwoc, chién thuét va tac nghiép.

Rui ro va co hoi la khac biét nhau; ching c6 thé
dwoc xac dinh va giai quyét thong qua cac qua
trinh riéng biét.

CHU THICH: Xem ISO 31000 [10] d& c6 hwéng dan vé
quan ly rii ro.

A.6.1.2 Hanh ddng giai quyét rii ro

Khi hoach dinh va thwc hién cac hanh dong giai
quyét rui ro, viéc ap dung tw duy dwa trén rii ro
ho tro cac quyét dinh vé cach thitc cac qua trinh
cta hé théng quan ly chat lwong dwgc hoach dinh,
thwc hién va kiém soat.

Tw duy dwa trén rui ro hd tro td chirc duy tri mot
hé théng quan ly chat lwong ludn dat dworc cac két
qua dv kién mot cach 6n dinh, ké ca trong cac sw
c6 gidn doan, thong qua viéc xac dinh va thwc hién
cac hanh déng thich hop. Cac sw c6 gidn doan la
nhitng sw c6 c6 tac déng tiéu cwc dén viéc cung
cip san pham va dich vu theo hoach dinh.

Viéc ap dung tw duy dwa trén rui ro khong ham y
viéc s dung cac phwong phap quan ly rai ro
chinh thtrc hodc mot qua trinh quan ly rii ro dang
van ban.

Cac t0 chirc cb thé lya chon ap dung cic phwong
phap quan ly rii ro mé rong hon, vi du thong qua
viéc 4p dung cac hwdng din hoic tiéu chuin khac.
CHU THICH: Xem ISO 31000 [10] dé c6 hwéng dan vé
quan ly rui ro.

A.6.1.3 Hanh dong giai quyét co hoi

Cac co hoi c6 thé dwoc xac dinh thong qua viéc
danh gia boi canh bén ngoai va ndi bd cha té chire,
bao gbm nhu ciu va mong dgi cia cic bén quan
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management system to achieve its intended results,
while opportunity is understood as circumstances
that make it possible to achieve beneficial effects on
the performance of the quality management system.

Risk-based thinking and opportunity-based
thinking are concepts that can support how the
organization considers factors that influence the

quality management system.

When these concepts are used in planning and
decision-making, they can support consistency in
the quality management system at strategic, tactical
and operational levels.

Risks and opportunities are distinct; they can be
determined and addressed through separate
processes.

NOTE See ISO 31000 [10] for guidance on risk
management.

A.6.1.2 Actions to address risks

When planning and implementing actions to
address risks, the application of risk-based thinking
supports decisions on how quality management
system processes are planned, implemented and
controlled.

Risk-based thinking supports the organization in
maintaining a quality management system that
consistently achieves intended results, even during
disruptive by determining and
implementing appropriate actions. Disruptive
occurrences are incidents that negatively impact
the planned provision of products and services.

occurrences,

The application of risk-based thinking does not
imply the use of formal risk management
approaches or a documented risk management
process.

Organizations can choose to adopt more extensive
risk management approaches, for example, through
the application of other guidance or standards.

NOTE See ISO 31000 [10] for guidance on risk
management.

A.6.1.3 Actions to address opportunities

Opportunities can be determined through

assessment of the organization’s external and

internal context, including the needs and
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tam, kha ndng, ndng suit va nang lwc cua té chir,
cung két qua cta cac hoat dong theo doi va do
lwong va cac chi sé két qua thwc hién lién quan.
Tw duy dwa trén co hdi c6 thé ho tro viéc xem xét
cac yéu to co thé tac dong tich cuc dén cac két qua
du kién cta hé thong quan ly chat lwong va c6 thé
giup t6 chirc nhan ra noi tén tai cac co hoi co thé
mang lai tic ddng cé loi cho két qua thuc hién cia
hé théng quan ly chit lwong va cac két qua dw
kién ctia hé théng.

Cac co hoi c6 thé dén tir nhiéu ngudén khic nhau
nhu thay déi cac diéu kién thi tredng, cong nghé
ma&i noéi hodc cac yéu ciu ché dinh. Nhirng hoan
canh nay c6 thé giup t6 chirc cai tién két qua thuc
hién cia hé thong quan ly chit lwong.

A.6.2 Muc tiéu chit lwong va hoach dinh

dé dat dworc muc tiéu

Cac muc tiéu chit lwong la mot phan ctia cac muc
tiéu tong thé cda t6 chirc va nhat quan véi chinh
sach chit lwong. Cac muc tiéu c6 thé dwoc thiét
1ap & cac cap chién lwoec, chién thuit va tic nghiép
va c6 thé dwoc thé hién dudi dang dinh lwong
hodc cac dang thich hop khac.

Cac muc tiéu do dworc, dwoc 1ap thanh van ban cé
thé gitp r6 rang va nhit quan trong cach cac muc
tiéu dwoc truyén dat, hi€u va bao cao.

Viéc trao d6i thong tin vé cac muc tiéu téi nhirng
nguoi chiu trach nhiém dat dwoc ching, va téi cac
bén quan tAm lién quan khi thich hop, cé thé gitp
duy tri nhan thirc va hiéu biét vé hé thong quan ly
chat lwvong.

Khi cac muc tiéu dwoc lién két véi cdc muc tiéu
ctia hé théng quan ly khac, viéc tich hop cac hé
thong quan ly c6 thé tao thuin lgi cho tinh chat
ché trong hoach dinh va ra quyét dinh.

A.6.3  Hoach dinh cac thay doi

Nhitng thay d6i do6i véi to chirc, bao gobm nhitng
thay doi doi véi hé thong quan ly chat lwong, ¢
thé anh hwdng dén t6 chirc theo nhiéu cach khac
nhau, mét so c6 thé tac dong bit loi dén kha nang
dat dwoc cdc muc tiéu cia to chirc, va mot sé co
thé chi ra mot co hoi tiém 4n cé thé thuc day cac
cai tién.
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expectations of interested parties, organizational
capability, capacity and competence, and the results
of monitoring and measurement activities and
related performance indicators. Opportunity-based
thinking can support consideration of factors that
can positively influence the intended results of the
quality management system and can help the
organization recognize where opportunities exist
that can have a beneficial effect on the performance
of the quality management system and its intended
results.

Opportunities can come from various sources such
as changes in market conditions, emerging
technologies or regulatory requirements. These
circumstances can enable the organization to

improve its quality management system
performance.
A.6.2 Quality objectives and planning to

achieve them

Quality objectives are part of the organization’s
overall objectives and are aligned with the quality
policy. Objectives can be established at strategic,
tactical and operational levels and can be expressed
in quantitative or other suitable forms.

Measurable, documented objectives can aid clarity
and objectives  are
communicated, understood and reported.

consistency in how
Communication of objectives to those responsible
for achieving them, and to relevant interested
parties where appropriate, can help maintain
awareness and understanding of the quality
management system.

When objectives are linked to other management
system objectives, the integration of management
systems can facilitate coherence in planning and
decision-making.

A.6.3 Planning of changes

Changes to the organization, including changes to
its quality management system, can affect the
organization in different ways, some of which can
adversely impact its ability to achieve its objectives,
and some of which can indicate a potential
opportunity that can drive improvements.
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Nhirng thay doi c6 thé phat sinh tir cac vin dé bén
ngoai hodc noi bo, cac quyét dinh do té chirc dwa
ra hodc nhirng thay déi trong cac hé théng quan
1y khéc.

Khi nhu cau thay d6i d6i véi hé thdng quan ly chit
lwgng da dwoc xac dinh, cac cach tiép cin hoach
dinh c6 thé khac nhau tuy thuéc vao ly do thay déi,
mirc d6 phirc tap cia nhirng thay do6i can thuc
hién va tAm quan trong tiém an cta cac tac dong
phat sinh.

CHU THICH: Xem ISO/TS 10020 [11] d& c6 hwéng dan
vé cach quan ly thay dai.

A7 Hbtro

A.7.1  Nguoén luc

A.7.1.1 Khai quat

Viéc xac dinh va cung cip nguon lwc lién quan dén
nhirng gi can thiét va thich hop dé dat dwoc cac
két qua dw kién ctia hé thong quan ly chit lwong.
Diéu nay c6 thé bao gom viéc xem xét sw twong
tac gitra cAc nguon luc va cac qua trinh.

A.7.1.2 Con nguwoi

T6 chitc xac dinh nhan s can thiét d€ van hanh
hé théng quan ly chit lwong mét cach hiéu lwc.

Nhan s c6 thé 1a ndi bd hodc bén ngoai to chikc,
c6 moi quan hé lau dai hodc tam thoi.

Khi cdng nghé dwoc st dung dé hd tro nhan sy &
céc vai tro lién quan, diéu nay c6 thé dan dén cac
rui ro va co hdi lién quan dén hé théng quan ly
chat lwong.

CHU THICH: Xem ISO 30201 [12] d& biét thong tin vé
cac hé thong quan Iy ngudn nhan lwc.

A.7.1.3 Co sé ha ting

Co s& ha ting bao gom cac nguon lwc vat chit va
phin mém can thiét cho viéc vin hanh cic qua
trinh cta to chirc. Co s& ha ting twong tac véi cac
nguodn lwc va qua trinh khac; sw thich hop cta co
s& ha ting c6 thé anh huwdng dén két qua thyc hién
qua trinh va sy théa man cda khach hang.

Viéc bdo tri co s& ha ting gitip dam bao sy phu

Changes can arise from external or internal issues,
decisions taken by the organization or changes in
other management systems.

Once the need for changes to the quality
management system is determined, planning
approaches can differ depending on the reasons for
change, the complexity of the changes to be made
and the potential significance of resulting impacts.

NOTE See ISO/TS 10020 [11] for guidance on how to
manage change.

A.7 Support

A71 Resources

A.7.1.1 General

Determining and providing resources relates to
what is necessary and appropriate for achieving the
intended results of the quality management system.
This can
between resources and processes.

include consideration of interactions

A.7.1.2 People

The organization determines the people needed to
operate the quality management system effectively.

People can be internal or external to the
organization, with a permanent or temporary
relationship.

When technologies are used to support people in
relevant roles,
opportunities relevant to the quality management
system.

this can result in risks and

NOTE See ISO 30201 [12] for information on human
resources management systems.

A.7.1.3 Infrastructure

Infrastructure includes physical resources and
the operation of the
organization’s processes. Infrastructure interacts
with other resources and processes; its suitability
can affect process performance and customer

software needed for

satisfaction.

Infrastructure maintenance helps to ensure that

hop véi cac yéu ciu ludon dat dwoc mot cach 6n conformity to requirements is consistently
dinh. achieved.
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Lam viéc két hop va tir xa, cling nhw cac cong nghé
md&i néi, co thé dwa ra cac rai ro va co hoi doi voi
viéc quan ly va kiém soat co s& ha tang.

Khach hang va cac bén quan tam lién quan khac
c6 thé co cac yéu ciu cu thé doi vai viéc quan ly
co s& ha ting, bao gom ca viéc thai bo hodc tai ché
co s ha tang.

Viéc quan ly co s& ha ting c6 thé doi hoi sy tich
hop véi cac hé thong quan ly khac, nhw quan ly
modi treong, quan ly an toan va stirc khée nghé
nghiép hoac quan ly tai san.

A.7.1.4 Moi trwong cho viéc thwe hién cac
qua trinh

M6éi treong cho viéc thuc hién cac qua trinh bao
gdom cac yéu to anh hwdng dén kha nang cua td
chirc trong viéc dat dwoc sy phu hop véi cac yéu
cau luat dinh va ché dinh hién hanh va niang cao
sw théa man ctia khach hang.

Moi truedrng nay c6 thé thay ddi do nhirng bién doi
nhuw cic cong nghé maéi ndi va phwong thirc 1am
viéc, va viéc quan Iy moi tredrng nay cé thé tré nén
phtrc tap hon khi khéng nam dwdi sw kiém soat
truc tiép cla té chirc. M6i treong nay ciing c6 thé
c6 y nghia then chét tir goc do khach hang va anh
hwéng dén cam nhin vé sy théa man.

Cac yéu cau doi véi méi tredng cho viéc thuwe hién
cac qua trinh theo hé thong quan ly chit lwong c6
thé lién quan dén cac yéu ciu trong cac hé thong
quan ly khac, nhw an toan va sic khde nghé
nghiép hodc quan ly méi tredng. Mac du cac nhu
ciu phat sinh tir cac hé théng quan ly khac khong
dwoc dé cap trong pham vi cia hé théng quan ly
chat lwong, anh hwdng ctia ching déi véi cac qua
trinh ctia hé théng quan ly chat lwong c6 thé la ¢
lién quan.

A.7.1.5 Nguon lwc theo déi va do lwong

Do6i véi nhiéu to chire, cac ngudn lyc theo doi va
do lwdong 13 thiét yéu dé chirng to sw phu hop cla
san phdm va dich vu hoic d€ dam bao kiém soat
cac qua trinh nham dat dwoc cac két qua du kién.
Cac yéu ciu & 7.1.5 nham dam bao rang cic ngudn
lwc mang lai két qua c6 gia tri.

Theo doi xac dinh tinh trang ciia mot déi twong va
c6 thé bao gobm quan sat, gidm sat hodc thwong
xuyén xem xét, ddc biét dé khang dinh su ki€ém
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Hybrid and remote work, as well as emerging
technologies, can introduce risks and opportunities
for infrastructure management and control.

Customers and other relevant interested parties
can have specific requirements for infrastructure
management, including its disposal or recycling.

Infrastructure management can require integration
with other management systems, such as those for
environmental management, occupational health
and safety management, or asset management.

A.7.1.4 Environment for the operation of
processes

The environment for the operation of processes
comprises factors that influence the ability of the
organization to achieve conformity to applicable
statutory and regulatory requirements and enhance
customer satisfaction.

This environment can evolve due to changes such as
emerging technologies and working practices, and
its management can become more complex when
not under the organization’s direct control. It can
also be critical from the customer perspective and
affect the perception of satisfaction.

Requirements for the environment for the
operation of processes under a quality management
system can be related to those in other management
systems, such as for occupational health and safety
or environmental management. While the needs
arising from other management systems are not
addressed within the scope of the quality
management system, their influence on quality
management system processes can be relevant.

A.7.1.5 Monitoring and measuring resources

For many organizations, monitoring and measuring
resources are essential to demonstrate conformity
of their products and services or to ensure control
of their processes to achieve intended results.
Requirements in 7.1.5 are intended to ensure that
the resources provide valid results.

Monitoring determines the status of something and
can involve observing, supervising or keeping
under review, especially to confirm control and the
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soat va tinh trang phu hop. Po lwong la qua trinh
xac dinh gia tri cia mét dic tinh hodc thong sé xac
dinh va c6 thé dwoc dung cho mot dai lwong vat
ly, 6 16n hoic kich thwéc bang cach st dung cac
nguon lwc do lwdong, ddc biét 1a thiét bi. Po lwong
ciing c6 thé ap dung cho cac khia canh it htru hinh
hon, nhw sy théa man cia khach hang hoic két
qua thuc hién qua trinh, bang cach s dung cac
phwong phap va nguon lwc thich hgp, bao gobm cac
hé théng cong nghé thong tin (IT) dé thu thip va
phan tich dit liéu.

Cac nguobn luc theo doéi va do lwong c6 thé bao
godm cac yéu t6 khong phai thiét bi, nhw cac tiéu
chi danh gia dwoc xac dinh hodc nang luc cia
nhitng ngudi tham gia vao hoat déng theo doi
hoac do lwong.

Tuy theo hoan canh cu thé, thiét bi theo doi hoadc
do lwong cé thé dwoc st dung cho muc dich chi
thi, theo doi hodc do lwong. Trong moét s treong
hop, cing mot loai thiét bi c6 thé dwoc st dung
cho bat ky hoac ca ba chirc nang.

Mirc d6 va pham vi kiém soat ap dung cho cac
nguoén lwc theo doi va do lwong phu thudc vao
muc dich st dung dw kién cua ching va cé thé
thay dai tuy theo ban chit ctia cac qua trinh, dau
ra, san pham, dich vu va cac rdi ro lién quan. Viéc
kiém soat c6 thé bao gbm cac hoat dong nhw kiém
tra xac nhan hodc hiéu chuin theo cac khoang
thoi gian phu hop, st dung cach ti€p cin dya trén
rui ro. Lién két chuin két qua do luwong (xem
7.1.5.2) thwong bao gém viéc hiéu chuin hoic
ki€ém tra x4c nhan thiét bi do theo cic chuin hoic
mau chuin dwoc thira nhan khi can thiét. Lién két
chuén c6 thé ap dung cho cac phép do do t6 chire,
nha cung cip bén ngoai cia té chirc thuc hién
hodc do chinh sdn phdm ctia t6 chirc thuwc hién khi
san phdm bao gébm céc chirc ndng do lwong.

CHU THICH: Xem ISO 10012 [13] dé& biét cac yéu cau
dé6i voi hé théng quan ly do luong.

A.7.1.6 Tri thirc cia té chirc

Tri thirc cta to chirc lién quan dén tri thirc dwoc
duy tri va 4p dung dé hé trg viéc thuc hién cac qua
trinh va dat dwoc cac két qua dw kién ctia hé thong
quan ly chat lwong.

Tri thirc cia to chirc mang tinh dong va phat trién
khi b6i canh cta to chirc thay déi va tri thirc dwoc
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status of conformity. Measurement is a process that
determines the value of a specified characteristic or
parameter and can be used for a physical quantity,
magnitude using measuring
resources, especially equipment. It can also apply to
less tangible aspects, such as customer satisfaction
or process performance, appropriate
methods and resources, including information
technology (IT) systems for data collection and
analysis.

or dimension

using

Monitoring and measuring resources can include
non-equipment elements, such as defined criteria
for evaluation or the competence of people involved
in monitoring or measurement activities.

Depending on the specific circumstances,
monitoring or measuring equipment can be used
for indication, monitoring or measuring purposes.
In some cases, the same type of equipment can be

used for any or all three functions.

The level and extent of control applied to
monitoring and measuring resources depend on
their intended use and can vary according to the
nature of processes, their outputs, products,
services and related risks. Control can include
activities such as verification or calibration at
suitable intervals, using a risk-based approach.
Traceability of measurement results (see 7.1.5.2)
typically includes calibration or verification of
measuring equipment against recognized standards
or reference materials when necessary. Traceability
can apply to measurements performed by the
organization, its external providers or by its
products they
functions.

when include measurement

NOTE See ISO 10012 [13] for requirements for
measurement management systems.

A.7.1.6 Organizational knowledge

Organizational knowledge relates to knowledge
maintained and applied to support the operation of
processes and achieve the intended results of the
quality management system.

Organizational knowledge is dynamic and evolves
as the organization’s context changes and
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cap nhat thong qua st dung va kinh nghiém. Viéc
quan ly tri thirc bao gbm cac hoat déng nhw thu
nhan hodc tao ra tri thitrc méi, 4p dung tri thirc
mot cach thich hop, duy tri tri thirc d€ tri thirc
luén c6 gia tri va phu hop, va lwu git tri thirc dé
gidm cac rui ro lién quan dén viéc mat tri thic.
CHU THICH: Xem ISO 30401 [14] dé biét cac yéu cau
ddi voi hé théng quan ly tri thirc.

A.7.2 Nang lwc

Muc 7.2 ap dung cho tit cd nhirng ngwdi ma cong
viéc cia ho dnh hwdng dén két qua thwe hién cia
hé théng quan ly chit lwong, du ho nam trong co
ciu td chirc hay lam viéc dwdi sy kiém soat cia td
chitrc.

Cac yéu cau vé nang luc cé thé thay doi khi boi
canh cta to chirc thay doi va viéc nhan biét diéu
nay hod tro viéc dat dwoc cac két qua du kién cta
hé théng quan ly chit lwong.

Nang lwc c6 thé anh hwdng dén cac rdi ro lién
quan dén két qua thuc hién qua trinh va sw phu
hop ctia sdn phdm va dich vu.

CHU THICH 1: Xem IS0 10015 [15] d& c6 huéng dan vé
quan ly nang lwc va phat trién nhan su.

CHU THICH 2: Xem ISO 19011 [4] d€& c6 thém thong tin
vé nang lwc cia chuyén gia danh gia déi véi cac tiéu
chuén vé hé thong quan ly.

A.7.3 Nhan thirc

Moi ngudi c6 nhan thirc khi ho hiéu trach nhiém
va quyén han ctia minh va cach hanh dong cua ho
déng gop vao viéc dat dwoc chinh sach chat lwong
va muc tiéu cuda t6 chirc.

Nhitng nguwoi thue hién cong viéc dwdi sy kiém
soat cuia t6 chirc c6 thé chirng té nhin thirc trong
cac hoat dong hing ngay cta ho bang cach nhan
biét cong viéc cia minh c6 dap ng cac yéu ciu
lién quan hay khong, va thwc hién hanh dong thich
hop khi cic qué trinh, sdn phdm hoac dich vu
khong dat dwoc cac két qua dw kién.

Nhén thirc cé thé gitp moi nguwoi ng pho thich
hop véi sy khong pht hop va dua tw duy dya trén
rdi ro va tw duy dwa trén co hdi vao cac hoat dong
hang ngay cta ho. Nhan thirc ¢ thé dinh hwéng
cac hanh vi pht hop v&i chinh sach chat lwgng va
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knowledge is updated through use and experience.
Management of knowledge involves activities such
as acquiring or creating new knowledge, applying
knowledge appropriately, maintaining knowledge
so it remains valid and relevant, and retaining
knowledge to reduce risks associated with its loss.

NOTE See ISO 30401 [14] for knowledge management
system requirements.

A.7.2 Competence

Subclause 7.2 applies to all persons whose work
affects the performance of the quality management
system, whether they are within the organizational
structure or working under the organization’s
control.

Competence requirements can evolve as the
organization’s context changes and recognizing this
supports the achievement of intended results of the
quality management system.

Competence can influence risks related to process
performance and conformity of products and
services.

NOTE 1 See ISO 10015 [15] for guidance on competence
management and people development.

NOTE 2 See ISO 19011 [4] for further information on

competence of auditors for management system

standards.

A.7.3 Awareness

People are aware when they understand their
responsibilities and authorities and how their
actions contribute to the achievement of the
organization’s quality policy and objectives.

People doing work under the organization’s control
can demonstrate awareness in their day-to-day
activities by recognizing whether their work meets
relevant requirements, and taking appropriate
action when processes, products or services do not
achieve intended results.

Awareness can help people respond appropriately
to nonconformities and incorporate risk-based
thinking and opportunity-based thinking in their
daily activities. Awareness can inform behaviours
aligned with the quality policy and objectives,
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cac muc tiéu, gép phin vao van héa chat lwong va
hanh vi dao dic cia to chirc.

CHU THICH 1: Xem ISO 10010 [9] d& c6 hwéng din vé
van hoa chit lwong.

CHU THICH 2: Xem IS0 10018 [16] d& c6 hwéng dan vé
sw tham gia cla moi nguwoi.

A.7.4  Trao d6i thong tin

Trao dé6i thong tin lién quan dén hé thong quan ly
chit lwong cé thé lién quan dén cac muc tiéu, dau
vao va diu ra cia qua trinh, trach nhiém, ngu6n
lwc va cac yéu té nhw rii ro, co hoi va théng tin
phén héi tir cic ngudén ndi bd va bén ngoai.

Viéc trao doi thong tin c¢6 thé dwoc hoach dinh va
danh gia hiéu lwc, c6 xem xét cac rui ro va co hoi
anh huwdng dén cac két qua du kién.

Viéc trao doi thong tin c6 thé dién ra gitta con
nguoi hodc thdng qua cac twong tac tw dong giira
cac thiét bi.

A.7.5  Thong tin dang van ban

Yéu cau vé thong tin dang van ban ap dung cho
théng tin dwgc yéu ciu béi tai liéu nay, cling nhw
thong tin dwoc t6 chirc xac dinh 1a can thiét cho
hiéu lwc ctia hé thong quan ly chat lwgng.

Thong tin dang vdn ban c6 thé ton tai trén bat ky
phuwong tién hodc dinh dang nao va cé thé cé
nguodn goc ttr cac ngudn ndi bd hodc bén ngoai.

Thoéng tin dang van ban c6 thé lam bang chirng
rang cac quéa trinh van hanh nhu dw kién va cac
yéu ciu da dwoc dap @ng.

Viéc quan ly thong tin dang van ban cé thé bao
gom nhiéu kiém soat khac nhau d€ ddm bao thong
tin ludn sdn co, st dung dwoc va dugc bao vé
thich hop.

Théng tin dang van ban c6 ngudn goc bén ngoai
dwoc dwa vao khi n6 cé lién quan dén viéc hoach
dinh va thwc hién hé théng quan ly chit lwong.
Thoéng tin dang van ban 16i thoi, néu dwoc lwu gity,
phai chiu cac kiém soat nham ngin ngtra viéc st
dung ngoai du kién.

Thoéng tin dang van ban lam bang chirng vé sw phu
hop dwoc bdo vé khoi viéc stra doi hodc x6a ngoai
du kién hodc trai phép.
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contributing to the organization’s quality culture
and ethical behaviour.

NOTE 1 See ISO 10010 [9] for guidance on quality
culture.

NOTE 2 See ISO 10018 [16] for guidance on people
engagement.

A.7.4 Communication

Communication relevant to a quality management
system can relate to the objectives, process inputs
and outputs, responsibilities, resources and factors
such as risks, opportunities and feedback from
internal and external sources.

Communication can be planned and evaluated for
effectiveness, considering risks and opportunities
that affect intended results.

Communication can occur between people or
through automated interactions between devices.

A.7.5 Documented information

The requirement for documented information
applies to information required by this document,
as information determined by the
organization as necessary for the effectiveness of
the quality management system.

well as

Documented information can exist in any medium
or format and can originate from internal or
external sources.

Documented information can serve as evidence that
processes operate as intended and that
requirements have been fulfilled.

The management of documented information can
include various controls to ensure it remains
available, usable and suitably protected.

Documented information of external origin is
included when it is relevant to the planning and
operation of the quality management system.

Obsolete documented information, if retained, is
subject to controls to prevent unintended use.

Documented information that serves as evidence of
conformity is protected from unintended or
unauthorized alteration or deletion.
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CHU THICH 1: Xem A.2 e) vé thuat ngit lién quan dén

thuat ngtt "thong tin dang van ban".

CHU THICH 2: Xem ISO 10013 [7] dé c6 huéng dan vé
thong tin dang van ban.

A.8 Thuwc hién

A.8.1  Hoach dinh va kiém soat viéc thwc
hién

Viéc hoach dinh va kiém soat viéc thwc hién twong
tac véi hoach dinh (xem Diéu 6) va hd trg (xem
biéu 7) dé ddm bao cic qua trinh dat dwgc cac két
qua du kién.

Cac diéu kién dwoc kiém soat ddi véi cac hoat
dong tac nghiép co6 thé dugc thiét 1ap bang cach
ap dung tw duy dwa trén rdi ro va tw duy dwa trén
co hoi dé nhan biét va giadi quyét cac yéu td co6 thé
anh hwdng dén kha nang cta to chirc trong viéc
dat dwoc cac két qua dw kién. Tiéu chi trong béi
canh nay c6 thé dé cap dén cac diéu kién khach
quan, do dwoc, dwoc st dung d€ khang dinh hiéu
lwc ctia qua trinh va sw phut hgp ctia sdn phdm va
dich vu. Nguon luc cé thé bao gom con nguwoi, co
s& ha ting va thong tin cin thiét cho viéc vidn hanh
qué trinh. Kiém soat cic qua trinh do bén ngoai
cung cap nghia 1a t6 chitc van chiu trach nhiém
gidi trinh vé dau ra, ngay ca khi cac hoat dong
dwoc thué ngoai. Thong tin dang van ban c6 thé
thich hgp lam bidng chirng vé sw phu hop va
chirng té rang cac qua trinh van hanh nhw dw kién
va cac yéu ciu da dwoc dap ing.

CHU THICH 1: Xem ISO 10005 [17] d& c6 hwéng dan vé
cach lap ké hoach chit lwong.

CHU THICH 2: Xem ISO 10007 [18] dé c6 hwéng dan vé
quan ly c4u hinh.

A.8.2  Yéu ciu d6i véi san pham va dich vu

Cac yéu ciu cd thé bat ngudn tir khach hang, cac
co quan luat dinh va ché dinh, hoic cac bén quan
tam lién quan khac.

Cac yéu cau doi véi san phdm va dich vu c6 thé
bao gdm nhitng yéu ciu bit budc va nhirng yéu
cau do td chirc xac dinh.

Trao doi thong tin véi khach hang trong 8.2.1 dé
cap dén viéc trao doi thong tin cin thiét dé xac
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NOTE 1 See Clause A.2 e) for terminology relevant to the
term “documented information”.

NOTE 2 See ISO 10013 [7] for guidance on documented
information.

A.8 Operation

A.8.1 Operational planning and control

Operational planning and controls interact with
planning (see Clause 6) and support (see Clause 7)
to ensure processes achieve intended results.

Controlled conditions for operational activities can
be established by applying risk-based thinking and
opportunity-based thinking to identify and address
factors that can influence the organization’s ability
to achieve intended results. Criteria in this context
can refer to objective, measurable conditions used
to confirm process effectiveness and conformity of
products and services. Resources can include
people, infrastructure and information required for
process operation. Control of externally provided
processes the organization
accountable for outputs, even when activities are
outsourced. Documented information can be
appropriate as evidence of conformity and
demonstrate that processes operate as intended
and that requirements have been fulfilled.

means remains

NOTE 1 See ISO 10005 [17] for guidance on how to
prepare a quality plan.

NOTE 2 See ISO 10007 [18] for guidance on configuration
management.

A.8.2 Requirements for products and
services
Requirements can originate from customers,

statutory and regulatory bodies, or other relevant
interested parties.

Requirements for products and services can include
those that are mandatory and those defined by the
organization.

Communication with the customer within 8.2.1
refers to the exchange of information needed to
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dinh cac yéu cau doi véi sdn phadm va dich vu va
cac nhu ciu va mong doi lién quan.

Trao doi thong tin v&i khach hang cé thé bao gom
thong tin vé kha ndng cua t6 chirc trong viéc dap
rng cac yéu cau da thoa thuin, thong tin lién quan
dén cac hanh déng &ng pho véi tinh hudng bat
ngo khi thich hop, va moi c6ng bé dwoc dwa ra vé
két qua thwc hién hodc dic tinh cta san phim
hoac dich vu.

CHU THICH 1: Xem ISO 10001 [19] dé c6 hwéng dan vé
quy tic tng x cla td chirc lién quan dén viéc trao déi
thong tin v&i khach hang (xem 8.2.1).

CHU THICH 2: Xem IS0 10002 [20] d& c6 hwéng dan vé
xt 1y khiéu nai.

A.8.3  Thiét ké va phat trién san phim va
dich vu

Thiét ké va phat trién san pham va dich vu la tip
hop cac hoat dong chuyén cac yéu cau ban dau doi
v&i san phdm va dich vu thanh cac dac tinh chi
tiét, dwoc xac dinh.

Nhirng dic tinh nay c6 thé bao gdm cac thudc tinh
vat ly, chitc nang hodc thudc tinh khac lién quan
dén viéc dap &ng nhu cau va mong do¢i cia khach
hang.

Cach tiép cin thiét ké va phat trién c6 thé khac
nhau tuy thudc vao viéc dau ra 1a dich vy, sdn
phim vat ly hay sw két hop cia ca hai.

Cac kiém soat 4p dung cho qua trinh thiét ké va
phat trién c6 thé bao gbm xem xét, ki€ém tra xac
nhén va xac nhan gia tri st dung. Cac kiém soat
nay c6 nhitng muc dich khac biét trong viéc khang
dinh kha nang cuta thiét ké va phat trién dap ng
cac yéu cau, sw phu hgp cia dau ra thiét ké va
phét trién véi cac yéu cau dau vao, va sw thich hop
cla cac san phim va dich vu tao ra ddi véi muc
dich st dung hodc rng dung dw kién.

CHU THICH: Xem ISO 10007 [18] dé c6 hwéng dan vé
quan ly cdu hinh lién quan dén cac thay ddi thiét ké va
phét trién (xem 8.3.6).

A.8.4  Kiém soat qua trinh, san pham va
dich vu do bén ngoai cung ciap

Kiém soat trong 8.4 nghia la cic bién phap dwoc
ap dung dé dam bdao cic qua trinh, san pham va

For BVQA training purpose only

determine requirements for products and services
and their associated needs and expectations.

Customer communication can include information
about the organization’s ability to fulfil agreed
requirements, information related to contingency
actions when relevant, and any claims made
regarding product or service performance or
characteristics.

NOTE 1 See ISO 10001 [19] for guidance on codes of
conduct for organizations relevant to customer
communication (see 8.2.1).

NOTE 2 See ISO 10002 [20] for guidance on complaints
handling.

A.8.3 Design and development of products

and services

Design and development of products and services
are the set of activities that transform initial
requirements for products and services into
detailed, defined characteristics.

These characteristics can include physical,
functional or other attributes relevant to meeting
customer needs and expectations.

The approach to design and development can differ
depending on whether the outputs are services,
physical products or a combination of both.

Controls applied to the design and development
process can include review, verification and
validation. These controls have distinct purposes in
confirming the ability of design and development to
meet requirements, the conformity of design and
development outputs with input requirements, and
the suitability of resulting products and services for
their intended use or application.

NOTE See I1SO 10007 [18] for guidance on configuration
management relevant to design and development
changes (see 8.3.6).

A.8.4 Control of externally provided

processes, products and services

Control in 8.4 means measures applied to ensure
externally provided processes, products and
services conform to agreed requirements.
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dich vu do bén ngoai cung cip phu hop véi cac
yéu ciu da théa thuén.

Cac qua trinh, sdn phdm va dich vu do bén ngoai
cung cip dé cap dén cac hoat dong hodc daura do
mot nha cung cip khéng ndm trong pham vi hé
thong quan ly chit lwgng cua té chirc cung cip.
biéu nay bao gbm sdn phdm hodc dich vu mua
vao, sw sap dat véi mot td chire lién két, hodc cac
qua trinh dwoc thyc hién tai noi twong giao gitra
nha cung cap va té chirc hodc khach hang.

Trach nhiém giai trinh vé sy pht hop van thudc
veé t6 chirc, ngay ca khi viéc cung cip dwoc thué
ngoai.

D061 véi cac qua trinh, sdn phdm va dich vu do bén
ngoai cung cip, cac yéu cau vé nang luc cta tbé
chirc c6 thé bao gbm trinh d6 chuyén mon cu thé,
dworc trao doi véi cac nha cung cip bén ngoai khi
c6 lién quan.

CHU THICH: Xem ISO 37500 [21] d& c6 hwéng dan vé
thué ngoai.

A.8.5  San xuitva cung cip dich vu

Cac diéu kién dwoc kiém soat déi véi san xult va
cung cip dich vu c6 thé phu thudc vao mirc d6 ma
céc yé&u t6 ho tro clia hé théng quan ly chit lwong
lién quan dén san xuit va cung cip dich vu da
dwoc thiét1ap va cé hiéu lwc. Khi dau ra khong thé
dwoc ki€ém tra xac nhan day du bang viéc theo doi
hodc do lwong chinh dau ra d6, viéc xac nhan gia
tri st dung qua trinh cé thé mang lai sw tin twéng
rang dau ra sé& phu hop véi cac yéu cau. Viéc xac
nhén gia tri st dung c6 thé dwoc lap lai khi cac
diéu kién thay déi.

Nhan biét va truy xudt nguén goc c6 lién quan
chat ché véi nhau vi truy xuit ngudn géc doi hoi
dau ra phai dwoc nhan biét duy nhat khi can xac
dinh cac giai doan xt ly trwérc d6 hoac tinh trang
sau giao hang.

Viéc nhan biét c6 thé cho thiy tinh trang kiém
soat cia dau ra & tirng giai doan, nhw liéu cac kiém
tra theo hoach dinh da hoan thanh hay chwa hoac
liéu c6 con can hanh dong hay khong.

Kha nang truy xuat nguon goc cé thé do to chikc,
khach hang hodc cac yéu cau luat dinh va ché dinh
yéu cau.
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Externally provided processes, products and
services refer to activities or outputs supplied by a
provider that is not included within the scope of the
organization’s quality management system. This
includes purchased products or
arrangements with an associate organization, or
processes performed at the interface between the

provider and the organization or customer.

services,

Accountability for conformity remains with the
organization, even when provision is outsourced.

For externally provided processes, products and
services, the organization’s competence
requirements can include specific qualifications,
which are communicated to external providers
when relevant.

NOTE See ISO 37500 [21] for guidance on outsourcing.

A.8.5 Production and service provision

Controlled conditions for production and service
provision can depend on the extent to which
supporting elements of the quality management
system relevant to production and
provision are already established and effective.
When outputs cannot be fully verified by
monitoring or measurement of the output itself,
process validation can provide confidence that the
output will conform to requirements. Validation can
be repeated when conditions change.

service

Identification and traceability are closely related
because traceability requires outputs to be uniquely
identified when it is necessary to determine
previous stages of processing or post-delivery
status.

Identification can show the status of control of
outputs at each stage, such as whether planned
checks have been completed or whether action is
still required.

Traceability can be required by the organization,
customers statutory regulatory
requirements.

or and
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Kha ndng truy xuit nguén géc cé thé cho phép xac
dinh cac giai doan x ly trweérc dé hodc tinh trang
sau giao hang va théng bao cho cac bén quan tam
lién quan khi dwgc yéu cau.

Viéc cung cdp san pham hodc dich vu c6 thé lién
quan dén viéc sir dung tai san cua khach hang
hodc nha cung cip bén ngoai nhw nguyén vt liéu,
théng tin, dung cu hodc dia diém.

Bao toan lién quan dén viéc duy tri sw phu hop
cda san phiam va dich vu trong qua trinh san xuét,
cung cip dich vu va giao hang, va 4p dung cho ca
cac doi twong htru hinh va vé hinh.

Hoat dong sau giao hang c6 thé lién quan dén cac
yéu cau phat sinh tir ludt phap, cic thoa thudn hop
dong hodc nhu cau va mong doi ctia khach hang
va c6 thé bao gbm cac hoat dong duy tri sw phu
hop cta sadn phdm hodc dich vu sau khi giao hang.

Nhitng thay déi d6i voi cac sdp dat theo hoach
dinh c6 thé xay ra do cac hoan canh mai, cac yéu
cau hodc cac rui ro va co hdi da dwoc xac dinh.

Thong tin dang van ban cé thé gitp truy xuit cac
quyét dinh va trach nhiém va c6 thé hd tro viéc
quan ly cac hé qua.

A.8.6 Thong qua san pham va dich vu

Cac kiém soat ddi v&i viéc thong qua sdn phidm va
dich vu lién quan dén viéc khang dinh rang san
pham hoac dich vu dap ng cac yéu cau trudc khi
giao hang. Viéc khiang dinh ndy c6 thé dién ra
trong qua trinh san xuit hodc cung cip dich vu
cling nhw truwdc khi thong qua va cé thé lién quan
dén cac diéu kién ma san phdm hodc dich vu dwoc
giao. Viéc khang dinh c6 thé dién ra & cac giai
doan khac nhau dé cho phép chuyén sang giai
doan tiép theo.

A.8.7  Kiém soat diau ra khong phu hop

Ngay ca khi cac qua trinh van hanh nhw da hoach
dinh, dau ra van c6 thé khong dap trng cac yéu cau.

Dbau ra khong phu hop cé thé lién quan dén san
phdm cudi cung hoidc dich vu di cung cip, ciing
nhw nhirng dau ra dwgc phat hién & cac giai doan
trung gian cta san xudt va cung cip dich vu.
Chung c6 thé dwoc phat hién trong cac kiém soat
theo hoach dinh, khi xay ra cic sw kién ngiu
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Traceability can enable previous stages of
processing or post-delivery status to be determined
and communicated to relevant interested parties

when required.

Provision of products or services can involve the
use of property belonging to the customer or
external provider such as materials, information,
tools or places.

Preservation relates to maintaining conformity of
products and services during production, service
provision and delivery, and applies to tangible and
intangible items.

Post-delivery activities can relate to requirements
arising from laws, contractual arrangements or
customer needs and expectations and can include
activities that maintain the conformity of products
or services after delivery.

Changes to planned arrangements can occur due to
new circumstances, requests or identified risks and
opportunities.

Documented information can enable decisions and
responsibilities to be traced and can support the
management of consequences.

A.8.6 Release of products and services

Controls for the release of products and services
relate to confirming that the product or service
meets before This
confirmation can take place during production or
service provision as well as prior to release and can
relate to the conditions under which the product or
service is delivered. Confirmation can occur at
different stages to enable progression to the next
stage.

requirements delivery.

A.8.7 Control of nonconforming outputs

Even when processes operate as planned, outputs
can still fail to meet requirements.

Nonconforming outputs can relate to the final
product or provided service, as well as those found
during intermediate stages of production and
service provision. They can be detected during
planned controls, when accidental events occur, or
when reported by customers or other interested
parties.
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nhién, hodc khi dwgc khach hang hodc cac bén
quan tdm khac bao cdo.

A.9 Danh gia két qua thwc hién

A9.1 Theo doi, do lwong, phan tich va
danh gia

Theo doi va do lwong cung cip dir liéu va thong
tin c6 thé dwoc str dung cho phan tich va danh gia.

Cach tiép can theo doi va do lwdong cé thé chiu anh
hwéng cia nhitng thay déi trong cac van dé bén
ngoai va ndi bo, yéu ciu cua cic bén quan tim va
dinh hwéng chién lwoc cda té chie.

Sw théa man cta khach hang, nhw dwoc dé cap &
9.1, lién quan dén cach khach hang cdm nhéin vé
kha ning cta t6 chirc trong viéc dap &ng nhu ciu
vamong doi ctia ho. Thong tin vé sw thoa min cla
khach hang dwoc str dung lam dau vao cho cac
hanh ddng cai tién va hd tro muc dich cia hé
théng quan ly chat lvong.

CHU THICH 1: Xem ISO 10004 [22] d& c6 huéng dan vé
theo do6i va do lwong sw thoa méan cia khach hang.
CHU THICH 2: Xem IS0 10003 [23] d& c6 huéng dan vé
giai quyét tranh chap bén ngoai td chirc.

CHU THICH 3: Xem ISO 10009 [24] d& c6 hwéng dan vé
cac cong cu chat lwgng va viéc ap dung ching.

CHU THICH 4: Xem IS0 10017 [25] d& c6 huéng dan vé
cac ky thuat théng ké.

A.9.2 Panh gia néi bo

Panh gia ndi bo, nhw dwgce dé cap ¢ 9.2, bao gom
mot chwong trinh théng qua dé t6 chirc danh gia
tinh trang cla cac qua trinh ciia minh va dong gop
cuia chung vao viéc dat dwgc cac muc tiéu cta hé
théng quan ly chat lwong. Danh gia n6i b ap dung
cho tit ca cac qua trinh trong hé théng quan ly
chat lwvong.

Viéc xac dinh tan suit va pham vi danh gia chiu
anh hwong cda viéc to chirc danh gia cac rai ro
lién quan va nhirng thay doi trong cac van dé bén
ngoai va ndi bd. Panh gid ndi bd ¢ thé cung cap
thong tin vé hiéu lwc ctia hé théng quan ly chit
lwong.

Panh gid ndi bo ¢ thé 1am néi bat cac khia canh
cta hé thdng quan ly chit lwgng can khic phuc
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A.9 Performance evaluation

A9.1 Monitoring, measurement, analysis

and evaluation

Monitoring and measurement provide data and
information that can be used for analysis and
evaluation.

The approach to monitoring and measurement can
be influenced by changes in external and internal
issues, interested party requirements and the
organization’s strategic direction.

Customer satisfaction, as referenced in 9.1, relates
to how customers perceive the organization’s
ability to meet their needs and expectations.
Information about customer satisfaction is used as
input for improvement actions and supports the
purpose of the quality management system.

NOTE 1 See ISO 10004 [22] for guidance on monitoring
and measuring customer satisfaction.

NOTE 2 See ISO 10003 [23] for guidance on dispute
resolution external to organizations.

NOTE 3 See ISO 10009 [24] for guidance for quality tools
and their application.

NOTE 4 See ISO 10017 [25] for guidance on statistical
techniques.

A.9.2 Internal audit

Internal audit, as referenced in 9.2, involves a
programme through which the organization
evaluates the status of its processes and their
contribution to achieving the objectives of the
quality management system. Internal audit applies
to all processes within the quality management
system.

The determination of audit frequency and scope is
influenced by the organization’s evaluation of
relevant risks and changes in external and internal
issues. Internal audits can provide information
about the effectiveness of the quality management
system.

Internal audit can highlight aspects of the quality
management system that require correction or
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hodc cai tién va c6 thé nhan biét cac co hoi. Két
qua danh gia noi bé6 dwoc lanh dao cao nhiat xem
xét khi dwa ra cac quyét dinh lién quan dén hé
thong quan ly chat lwong.

CHU THICH 1: Xem ISO 19011 [4] dé c6 huéng dan vé
danh gia hé théng quan ly.

CHU THICH 2: Xem Nhém Thuc hanh Panh gia 1SO
9001 [26] dé c6 huéng dan.

A9.3 Xem xét caa ldnh dao

Xem xét cda lanh dao la mét qua trinh thong qua
dé lanh dao cao nhat thu dwoc thong tin vé tinh
trang ctia hé théng quan ly chat lwong va xem xét
théng tin nay khi dwa ra cac quyét dinh.

Cac xu hwéng vé két qua danh gia dé cap dén tat
ca cac cudc danh gia, bao gobm danh gia bén th
nhit, bén thi hai va bén thit ba d6i véi hé théng
quan ly chit lwgng cta to chirc.

Khoang thoi gian gitra cac 1an xem xét clia lanh
dao do tb chirc xac dinh va c6 thé chiu anh hwdng
cda cac rui ro, co hdi va nhirng thay déi trong boi
canh bén ngoai va néi bo.

Xem xét cta lanh dao dwoc 1anh dao cao nhat st
dung dé hé trg viéc ra quyét dinh dwa trén bang
chirng lién quan dén hé thong quan ly chat lwong,
bao gom nhu cdu vé nguodn luc va cac co hoi cai
tién.

A.10 Caitién

A.10.1 Cai tién lién tuc

Cai tién lién tuc nham nang cao két qua thuc hién
cta t6 chirc va hiéu lwc cia hé thong quan ly chat
lwong.

Cai tién c6 thé 1a két qua cua nhirng thay doi vé
bdi canh, rui ro hodc co hdi, hodc viéc ap dung cac
cong nghé.

Ban chat va mkc d cda cai tién c6 thé chiu anh
hwéng clia cac dién bién nhuw sw phu thudc ngay
cang tang vao dir liéu va viéc tich hop cac cong
nghé trong noi bo va gitra cac t6 chirc.

Cac hoat dong cai tién c6 thé bao gom viéc diéu
chinh cac qua trinh, tri thic va nguon lwc dé ng
phé véi nhirng thay déi ndi bd va bén ngoai.
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improvement and can identify opportunities.
Internal audit results are considered by top
management when making decisions related to the
quality management system.

NOTE 1 See ISO 19011 [4] for guidance on auditing
management systems.

NOTE 2 See the ISO 9001 Auditing Practices Group [26]
for guidance.

A9.3 Management review

Management review is a process through which top
management obtains information on the status of
the quality management system and considers this
information when making decisions.

Trends in audit results refer to all audits, including
first-, second- and third-party audits of the
organization’s quality management system.

The intervals between management reviews are
determined by the organization and can be
influenced by risks, opportunities and changes in
the external and internal context.

Management review is used by top management to
support evidence-based decision-making related to
the quality management system, including resource
needs and improvement opportunities.

A.10 Improvement

A.10.1 Continual improvement

Continual improvement aims to enhance the
organization’s performance and the effectiveness of
its quality management system.

Improvement can result from changes in context,

risks or opportunities, or the adoption of

technologies.

The nature and extent of improvement can be
influenced by developments such as increased
reliance on data and the integration of technologies
within and between organizations.

Improvement activities
processes, knowledge and resources in response to
internal and external changes.

can involve adapting
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A.10.2 Sw khong phu hg’p va hanh dong
khic phuc

Cac yéu cau vé sy khong phu hop va hanh déng
khic phuc dé cip dén cach td chirc tng phé voi
cac dau ra khong phu hop va cac sw khéng phu
hop khac dwgc nhan biét trong hé thdng quan ly
chit lwvong.

T6 chirc xac dinh cach tiép cin dé giai quyét cac
sw khéng phu hop, bao gom mic d6 diéu tra va
cac phwong phap dwoc str dung, dwa trén boi canh
va nhu ciu cia minh.

T& chirc xem xét kha ning tai dién, tic dong tiém
an hodc thuc té, va cac yéu ciu ctia khach hang va
cac bén quan tam lién quan khac khi quyét dinh
c6 4p dung hanh dong khic phuc hay khong.

CHU THICH: Xem ISO 10002 [20] d& c6 hwéng dan vé
xtr 1y khiéu nai.
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A.10.2 Nonconformity and corrective action

The requirements for nonconformity and corrective
action address how the organization responds to
nonconforming outputs and other nonconformities
identified within the quality management system.

The organization determines the approach to
address nonconformities, including the extent of
investigation and the methods used, based on its
context and needs.

The organization considers risk of recurrence,
potential or actual impact, and requirements of
customers and other relevant interested parties
when deciding if corrective action will be applied.

NOTE See ISO 10002 [20] for guidance on complaints
handling.
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