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L&i gidi thiéu
0.1 Khai quat

Chép nhan ap dung hé thdng quan ly chat lwong la
mot quyét dinh chién lwoc ciia mot td chirc dé co thé
cai tién két qua hoat dong tdng thé va cung cap mot
nén tang virng chac cho cac sang kién phat trién bén
virng.

Nhirng loi ich tiém nang dé té chirc trién khai thuc
hién mot hé théng quan ly chat lwong dwa trén Tiéu
chuén quéc té nay la:

a) kha nang dé luén cung cap san pham va dich vu
dap (rng cac yéu cau khach hang va yéu cau
luat dinh va ché dinh thich hop;

b) tao didu kién cho cac co hdi nang cao sy hai
Iong cua khach hang;

c) gidi quyét cac rui ro va co hoi két hop véi bbi
canh va muc tiéu cla to churc;

d) kha nang dé ching minh sw phu hop véi cac
yéu cau hé théng quan ly chat lwgng quy dinh.

Tiéu chudn quéc té nay co thé duwgc sir dung bdi

cac bén bén trong va bén ngoai tb chirc.

Tiéu chuan quéc té nay khdong nhdm dan dén nhu

cau vé:

— sw dong nhéat trong cdu tric cua cac hé théng

quan ly chat lwong khac nhau;

— sy ddng nhét ctia hé théng tai liéu theo cau tric

diéu khoan cla Tiéu chuan qudc té nay;

— viéc str dung cac thuat ng» cu thé cta Tiéu

chuén quéc té nay trong té chirc.

Céc yéu cau cla hé théng quan ly chat lwong duoc

quy dinh trong Tiéu chuan quéc té nay bd sung cho

cac yéu cau ddi véi cac san pham va dich vu.

Tiéu chuan qudc t& nay st dung cach tiép can qua
trinh, trong do két hop chu trinh Plan- Do-Check-Act
(PDCA) va tw duy dwa trén rui ro.

Cach tiép can qua trinh cho phép td chirc lap ké
hoach cac qua trinh va twong tac clia ching.

Chu trinh PDCA cho phép t6 chirc ddm béo rang cac
qua trinh clia té chirc c6 dl ngudn lwc va dwoc quan

© VNPI v1.2
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Introduction

0.1 General

The adoption of a quality management system is a
strategic decision for an organization that can help to
improve its overall performance and provide a sound
basis for sustainable development initiatives.

The potential benefits to an organization of
implementing a quality management system based
on this International Standard 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;

d) the ability to demonstrate conformity to specified
quality management system requirements.

This International Standard can be used by internal
and external parties.

It is not the intent of this International Standard to
imply the need for:

— uniformity in the structure of different quality
management systems;

— alignment of documentation to the clause
structure of this International Standard:;

— the use of the specific terminology of this
International Standard within the organization.

The quality management system requirements
specified in this International Standard are
complementary to requirements for products and
services.

This International Standard employs the process
approach, which incorporates the Plan-Do-Check-
Act (PDCA) cycle and risk-based thinking.

The process approach enables an organization to
plan its processes and their interactions

The PDCA cycle enables an organization to ensure
that its processes are adequately resourced and
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ly day da, va cac co hdi dé cai tién dwoc xac dinh
va thwe hién.

Tw duy dwa trén rdi ro cho phép t6 chirc xac dinh
céac yéu t6 c6 thé lam cho cac qua trinh cua té chirc
va hé thdng quan ly chéat lwong cuia t chire di chéch
khdi cac két qua dw kién, va dé dwa ra cac bién phap
kiém soat phong nglra nhdm gidm thiéu cac tac
dong tiéu cwc va tan dung tbi da cac co hoi khi
chung xuét hién (xem khoan A.4).

Viéc dap ng mot cach 6n dinh cac yéu cau va
hwéng dén cac nhu cau va mong doi trong twong lai
dat ra mot thach thire ddi véi cac t chire trong mot
moi trwdng ngay cang nang déng va phirc tap. Dé
dat dwoc muc tiéu nay, td chirc cé thé can van d ung
cac hinh thire cai tién, bén canh viéc khac phuc va
cai tién lién tuc, chdng han nhw thay dbi mang tinh
dot pha, ddi méi va tai co cau.

Trong Tiéu chuan quéc té nay, cac mau cau sau
day dwoc slr dung:

— "phai" chi ra mot yéu cau;

— "nén" chi ra mét khuyén nghi;

— "no thé" chi ra mot sw cho phép;

— "c6 thé lam" chi ra mot kha ndng/mét nang luc

Théng tin duoc danh dau "CHU THICH" I3 huéng
dan dé hiéu ho&c 1am rd yéu cau lién quan.

0.2 Cac nguyén tac quan ly chat lwong

Tiéu chuén quédc té nay dwoc dwa trén cac nguyén
tac quan ly chat lwong dwoc md ta trong 1ISO 9000.
Cac mé ta bao gébm moét dién giai ciia mdi nguyén
tac, ly do tai sao cac nguyén tac rat quan trong dbi
Vi td chirc, mot sé vi du vé loi ich gan lién véi cac
nguyén tac va cac vi du dién hinh ctia cac hanh
dong dé nang cao hiéu lwc thwe hién cta td chire khi
ap dung nguyén tac.

Céc nguyén tac quan ly chat lwong la:
— huwdng vao khach hang;

— sy lanh dao;

— s cam két clia moi nguoi;

— tiép can theo qua trinh;

managed, and that opportunities forimprovement are
determined and acted on.

Risk-based thinking enables an organization to
determine the factors that could cause its processes
and its quality management system to deviate from
the planned results, to put in place preventive
controls to minimize negative effects and to make
maximum use of opportunities as they arise (see
Clause A.4).

Consistently meeting requirements and addressing
future needs and expectations poses a challenge for
organizations increasingly dynamic and
complex environment. To achieve this objective, the
organization might find it necessary to adopt various
forms of improvement in addition to correction and
improvement, such as breakthrough
change, innovation and re-organization.

in an

continual

In this International Standard, the following verbal
forms are used:

— “shall” indicates a requirement;

— “should” indicates a recommendation;

- “may” indicates a permission;

— “can” indicates a possibility or a capability.
Information marked as “NOTE” is for guidance in

understanding  or the associated
requirement

clarifying

0.2 Quality management principles

This International Standard is based on the quality
management principles described in ISO 9000. 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 typical actions to
improve the organization’'s performance when
applying the principle.

The quality management principles are:
— customer focus;

— leadership;

— engagement of people;

— process approach;

© VNPI v1.2



— cai tién;

— dwa ra quyét dinh dwa trén bang chirng;
— quan ly mbi quan hé.

0.3 Tiép can theo qua trinh

0.3.1 Khai quat

Tiéu chuan qudc té nay khuyén khich viéc van dung
cach tiép can theo qua trinh khi trién khai, thyc hién
va cai tién tinh hiéu lwc cta hé théng quan ly chét
lwgng, nang cao sy hai long cla khach hang théng
qua dap (ng cac yéu cau cla khach hang. Yéu cau
cu thé dwoc xem la thiét yéu cho viéc ap dung cach
tiép can theo qua trinh dwoc mé ta trong diéu 4.4.
Viéc hiéu rd va quan ly cac qua trinh c6 méi twong
tac v&i nhau nhw mot hé théng goép phan vao tinh
hiéu lwc va hiéu qua cla td chirc trong viéc dat dwoc
céac két qua mong dgi. Cach tiép can nay cho phép
t6 chirc kiém soat cac méi quan hé va sw phu thudc
I&n nhau gitra cac qué trinh trong hé théng, do dé
két qua hoat dong tdng thé clia té chirc c6 thé dwoc
nang cao.

Céach tiép can theo qua trinh bao gém viéc xac dinh
va quan ly mot cach co hé théng cac qua trinh, va
cac mdi twong tac ctia ching, dé dat dwoc két qua
dw dinh phu hop véi cac chinh sach chéat lwong va
dinh hwéng chién lwoc cla td chire.

Quan ly cac qua trinh va hé théng nhw mét téng thé
c6 thé dat dwoc bang cach str dung chu trinh PDCA
(xem 0.3.2) v&i tap trung tdng thé vao tw duy dwa
trén rdi ro (xem 0.3.3) nhdm tan dung co hdi va ngan
nglra cac két qua khéng mong mudn.

Viéc ap dung cach tiép can theo qua trinh trong hé
thdng quan Iy chat lwong cho phép:

a) hiéu rd va nhat quan trong viéc dap (rng cac yéu
cau;

b) viéc xem xét cac qué trinh v& mét gia tri gia tang;

c) dat dwoc két qua hoat déng ctia qua trinh mot
cach hiéu lwc;

d) cai tién cac qua trinh dwa trén viéc danh gia cac
d@ liéu va thong tin.

© VNPI v1.2
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— improvement;
— evidence-based decision making;
— relationship management.

0.3 Process approach
0.3.1 General

This International Standard promotes the adoption of
a process approach when developing, implementing
and improving the effectiveness of a quality
management system, to enhance
satisfaction by meeting customer requirements.
Specific requirements considered essential to the
adoption of a process approach are included in 4.4.

customer

Understanding and managing interrelated processes
as a system contributes to the organization’s
effectiveness and efficiency in achieving its intended
results. This approach enables the organization to
control the 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
definition and management of processes, and their
interactions, so as to achieve the intended results in
accordance with the quality policy and strategic
direction of the organization.

Management of the processes and the system as a
whole can be achieved using the PDCA cycle (see
0.3.2) with an overall focus on risk-based thinking
(see 0.3.3) aimed at taking advantage of
opportunities and preventing undesirable results.

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

a) understanding and consistency
requirements;

b) the consideration of processes in terms of added
value;

c) the
performance;

in meeting

achievement of effective  process
d) improvement of processes based on evaluation

of data and information.
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Hinh 1 cho thay biéu dd cla moi qua trinh va cho
thay sw twong tac clia cac yéu t6 cla qua trinh. Viéc
theo d&i va do lweng cac diém kiém soat, cac diém
can thiét dé kiém soat, cu thé déi véi mbi qua trinh
va sé khac nhau tuy thudc vao cac rai ro lién quan.

Figure 1 gives a schematic representation of any
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 related risks.

I B r ) ~
| Diémbatdau |  IDiémkétthlc
L J

Céachoat

Ngudn dau vao Dau vao dong Daura Béntiépnhan daura
CACQUATRINH VATCHAT VATCHAT CACQUA TRINH
TRUOC NANG LUQNG NANG LUONG SAU

vd: tai bén cung cp THONG TIN THONGTIN vd:taikhachhang

(ndi by hoac bén vd: dudi dang vd: duwdi dang (ndi by hoac bén
ngoai) tai khéach nguyén liéu, san pham, dich ngoai), tai cacbén
hang, tai cac bén ngudnluc, cac vy, quyét dinh quan tam

quan tam yéu cau

Cacdiémkiém tra, kiém
soat kha thi d€'theo doi va
doluongkétqua

Hinh 1 — So’ d6 biéu dién cac yéu té cia moét qua trinh

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

0.3.2 Chu trinh PDCA

Chu trinh PDCA c6 thé ap dung cho tét ca cac
qua trinh va cho tdng thé Hé théng quan ly chat
lwong. Hinh 2 minh hoa cac Diéu khoan tir 4 dén
10 ¢6 thé nhém theo chu trinh PDCA.

Chu trinh PDCA c6 thé md ta ngén gon nhu sau:

0.3.2 Plan-Do-Check-Act cycle

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

The PDCA cycle can be briefly described as
follows:

© VNPI v1.2



— Plan: thiét 1ap cac muc tiéu cia hé théng va
cac qua trinh, va ngudn lwc can dé tao ra cac
két qua phu hop v&i cac yéu cau cla khach
hang va chinh sach cla té chirc; va xac dinh
va giadi quyét cac rui ro va co hoi;

— Do: thyc hién cac hang muc da hoach dinh;

— Check: giam sat va (khi c6 thé) do lwdng cac
qua trinh va cac san pham, dich vu dau ra
theo cac chinh sach, muc tiéu va cac yéu cau
va bao cdo cac két qua;

— Act: thuc hién cac bién phap cai tién két qua
hoat déng khi can thiét.

\ 1 — — — | — — —
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— Plan: establish the objectives of the system and
its processes, and the resources needed to
deliver results in accordance with customers’
requirements and the organization’s policies,

and identify and address risks and
opportunities;

— Do: implement what was planned;

— Check: monitor and (where 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 performance, as
necessary.

 — — — — —,

- Héthong quanly chatlwong (4) ~.
N s ./ \.
T chitc
vabdicanh / \
Ho tro
(4) 7,
N Diéu hanh
\\\\\V\ L4 (8)
v ap ‘A Swthoéaman
== k& hoach Thychi¢n ctia khéch hang
il
Yéuvcﬁu EC\ Hoach dinh Sylanhdao Dljgrlz}(; E:,la b _h/\/:l Ké’t7qué
) cua . —~ (6) ( 5) \/\ cua
khach hang ) 3 \4; HTQLCL
|
\‘l
_ . A San phdm va
e y Hva.n.llldong Kiémtra dichvu
v caitien ’ )
gl
Nhu cau va Cai tién
mong doi (10) ]
cua cacbén \ /
quan tam(4) \. /

s | — — — — — —

+ — — — — —

Hinh 2 - So’ d6 cau truc Tiéu chuan quédc té theo chu trinh PDCA
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Figure 2 - Representation of the structure of this International Standard in the PDCA cycle

0.3.3 Tw duy dwa trén rai ro

Tw duy dwa trén rdi ro (xem muc A.4) 14 thiét yéu
dé dat dwoc tinh hiéu lwc hé thdng quan ly chét
lwong.

Khai niém tw duy dwa trén rdi ro da dwoc ngém
dinh trong cac phién ban trwéc d6 cia Tiéu chuén
quéc t& nay bao gdm, vi duy, thwe hién cac hanh
dong phong ngra dé loai bé sw khéng phu hop
tiém an, phan tich bat ky sw khéng phu hop xay ra,
va hanh déng dé ngén ngira sy tai dién phu hop
v&i cac anh hwéng cliia s khong phu hop.

Dé dap ng cac yéu ciu cla Tiéu chuan qubc té
nay, t6 chirc can lap k& hoach va thuc hién cac
hanh dong dé giai quyét cac rui ro va co hoi. Viéc
gidi quyét ca nhirng rdi ro va co hdi sé tao co s&
dé tang tinh hiéu lwc cha hé thdng quan ly chét
lwong, dat dwoc két qué cai thién va ngan ngira
cac tac dong tiéu cuc.

Co hdi cé thé phat sinh nhw 13 két qua ctia mot tinh
huéng thuan loi dé& dat két quéa mong mudn, vi dy,

0.3.3 Risk-based thinking

Risk-based thinking (see Clause A.4) is essential for
achieving an effective quality management system.

The concept of risk-based thinking has been implicit
in previous editions of this International Standard
including, for example, carrying out preventive action
to eliminate potential nonconformities, analysing any
nonconformities that do occur, and taking action to
prevent recurrence that is appropriate for the effects
of the nonconformity.

To conform to the requirements of this International
Standard, an organization needs to plan and
implement actions to address risks and opportunities.
Addressing both risks and opportunities establishes a
basis for increasing the effectiveness of the quality
management system, achieving improved results and
preventing negative effects.

Opportunities can arise as a result of a situation
favourable to achieving an intended result, for

© VNPI v1.2



hoan canh cho phép cac td chirc dé thu hat khach
hang, phat trién san phdm va dich vu méi, giam
lang phi hoac cai tién ndng suat. Cac hanh déng
dé giai quyét cac co hdi ciling c6 thé bao gébm viéc
xem xét cac rui ro lién quan.

RUi ro 14 anh hudng cta sw khong chéc chan va
cling nhw bat ky sw bat dinh nao ciing cé thé co
nhirng tac dong tich cwc hay tiéu cuc.

Sy chéch hwéng tich cwc phat sinh ttr mét rdi ro
c6 thé cho ra mét co hoi, nhwng khong phai tat ca
cac anh hwéng tich cwc cla rai ro.

0.4 Quan hé vé&i cac tiéu chuan hé thdong quan
ly khéc

Tiéu chuén quéc té nay ap dung khuén khd do td
chirc ISO phat trién dé cai tién sw théng nhat gitra
cac Tiéu chuan qubc té vé cac hé théng quan ly
(xem muc A.1).

Tiéu chuén quédc té nay gitp cac té chirc st dung
cach tiép can theo qua trinh, két hop véi chu trinh
PDCA va tv duy dwa trén rai ro, dé théng nhéat
ho&c tich hop hé thédng quan ly chéat lwong cla td
chirc v&i cac yéu clu clia cac tiéu chuan hé théng
quan ly khac.

Tiéu chuén quéc té nay lién quan dén 1ISO 9000 va
ISO 9004 nhw sau:

— 1SO 9000 Hé théng quén ly chét lvong - Co s&
va ttr vieng, cung cap nén tang cot yéu dé hiéu
dung va ap dung Tiéu chuan quéc té nay;

— 1SO 9004 Quén ly dé thanh céng bén viing cho
t6 chirc — Tiép cén trong quén ly chét lwong,
cung cép cac huéng dan cho té chirc dé lwa
chon céac tién bd vwot ngoai cac yéu ciu cla
Tiéu chuén quéc té nay.

Phu luc B cung cép céc chi tiét ctia cac Tiéu chuén
quéc té khac vé quan ly chét lwong va cac hé
thdng quan ly chat lwgng da dwoc phat trién bai
ISO/ TC 176.

Tiéu chuan quéc t& nay khéng bao gébm cac yéu
cau cu thé déi voi cac hé thdng quan ly khéac, vi du
nhw quan ly méi trwdng, quan ly an toan va slrc
khde nghé nghiép, quan ly tai chinh.
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example, a set of circumstances that allow the
organization to attract customers, develop new
products and services, reduce waste or improve
productivity. Actions to address opportunities can
also include consideration of associated risks.

Risk is the effect of uncertainty and any such
uncertainty can have positive or negative effects.

A positive deviation arising from a risk can provide an
opportunity, but not all positive effects of risk result in
opportunities.

0.4 Relationship with other management system
standards

This International Standard applies the framework
developed by ISO to improve alignment among its
International Standards for management systems
(see Clause A.1).

This International Standard enables an organization
to use the process approach, coupled with the PDCA
cycle and risk-based thinking, to align or integrate its
quality management system with the requirements of
other management system standards.

This International Standard relates to ISO 9000 and
ISO 9004 as follows:

— ISO 9000 Quality management systems -
Fundamentals and vocabulary provides essential
background for the proper understanding and
implementation of this International Standard;

— 1SO 9004 Managing for the sustained success of
an organization — A quality management
approach provides guidance for organizations
that choose to progress beyond the requirements

of this International Standard.

Annex B provides details of other International
Standards on quality management and quality
management systems that have been developed by
ISO/TC 176.

This Standard does not
requirements specific to other management systems,
management,

International include

such as those for environmental

11
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Cac tiéu chuan hé théng quan ly chat lwong cu thé
cho tirng nganh dwa trén cac yéu ciu cla Tiéu
chuan qudc té nay da dwoc phat trién cho mot sé
nganh nghé. Vai tiéu chuan trong sé nay qui dinh
thém cac yéu cau hé théng quan ly chat lwgng, mot
s6 khac chi gi¢i han trong viéc cung cp huwéng
dan &p dung Tiéu chuan quéc té vao cac nganh
dac thu.

M6t ma tran vé sy twong quan gira cac muc cla
phién ban nay va cac phién ban trwdc day (ISO
9001:2008) c6 thé duwoc tim thay trén trang web
clia ISO/TC176/SC2 tai

www.iso.org/tc176/sc02/public

occupational health and safety management, or
financial management.

Sector-specific  quality = management  system
standards based on the requirements of this
International Standard have been developed for a
number of sectors. Some of these standards specify
additional quality management system requirements,
while others are limited to providing guidance to the
application of this International Standard within the
particular sector.

A matrix showing the correlation between the clauses
of this edition of this International Standard and the
previous edition (ISO 9001:2008) can be found on the
ISO/TC 176/SC 2 open access web site at:
www.iso.org/tc176/sc02/public.

© VNPI v1.2
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Hé thong quan ly chat lwong — Cac yéu cau

Quality management systems — Requirements

1 Pham vi ap dung

Tiéu chuan quéc té nay quy dinh cac yéu cau cho
hé thdng quan ly chéat lwong khi td chire:

a) can chirng té khd ndng cung cap mét cach én
dinh san phdm hoac dich vu dap trng cac yéu
cau ctia khach hang ciing nhw cac yéu cau clia
luat phap va ché dinh thich hop, va

muédn nang cao sy thda man cla khach hang
théng qua viéc ap dung mét cach co hiéu lwc hé
théng, bao gdbm ca cac qua trinh dé cai tién hé
théng va dam bao sw phu hop véi cac yéu ciu
clia khach hang, yéu cau luat dinh va ché dinh
dwoc ap dung.

T4t ca cac yéu cau clha Tiéu chuan quéc té nay
mang tinh tdng quat va dv kién ap dung cho moi
td chure, khéng phéan biét loai hinh, quy mb hoac
san pham va dich vu cung cép.

CHU THICH 1: Trong Tiéu chuén quéc té nay, thuat ngi
“San phdm” ho&c “Dich vy’ chi 4p dung cho san pham
va dich vu dw kién cung cap cho khach hang, hoac duoc
yéu clu bdi khach hang.

CHU THICH 2: Cac yéu cu luat dinh va ché dinh c6 thé
duwoc thé hién nhw cac yéu cau phap ly.

2 Tai liéu vién din

Cac tai liéu sau day, toan bd hoac mot phén, dwoc
tham chiéu trong tai liéu nay va khong thé tach roi
khi ap dung hé théng. Déi vai tai liéu ghi ngay thang,
chi ap dung ban dwoc trich. Dbi vai tai liéu tham
khao khéng ghi ngay thang, phién ban méi nhat cia
cac tai liéu tham chiéu (bao gdbm ca cac stra doi)
dwoc ap dung.

ISO 9000:2015, Hé théng quén ly chat luong - Co
SO va tir vung

3 Thuat ngir va dinh nghia
Vi cac muc dich cla tiéu chuan nay, cac thuat ngir

va dinh nghia trong ISO 9000: 2015 dwoc ap dung.

© VNPI v1.2

1 Scope

This International Standard 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, and

b) 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 International Standard
are generic and are intended to be applicable to any
organization, regardless of its type or size, or the
products and services it provides.

NOTE 1 In this International Standard, 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, in whole or in part, are
normatively referenced in this document and are
indispensable for its application. For dated references,
only the edition cited applies. For undated references,
the referenced document
(including any amendments) applies.

latest edition of the

ISO 9000:2015, Quality management systems —
Fundamentals and vocabulary

3 Terms and definitions

For the purposes of this document, the terms and
definitions given in ISO 9000:2015 apply.

13
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4 Bbi canh cua té chirc

4.1 Hiéu té chirc va bdi canh cua té chirc

T chtre phai xac dinh cac van dé bén trong va bén
ngoai c6 lién quan dén muc dich, dinh huwéng chién
lwgc va nhitng van dé anh hudng dén kha nang
cuia tb chirc trong viéc dat dwoc (cac) két qua mong
doi clia hé théng quan ly chat lwong.

T chirc phai theo dai va xem xét théng tin vé cac
van dé& bén ngoai va ndi bo.

CHU THICH 1: Céac van dé cé thé bao gdm céc yéu td
tich cwc va tiéu cuc hoac cac diéu kién cho viéc xem
xét.

CHU THICH 2: C6 thé tao diéu kién cho viéc hiéu ré bdi
canh bén ngoai béng cach xem xét cac van dé phat sinh
tr cac moi trwong phap ly, céng nghé, canh tranh, thj
trwéng, van hda, xa hoi va kinh t&, hodc la quéc té, quéc
gia, khu vwc hoac dia phwong.

CHU THICH 3: C6 thé tao diéu kién cho viéc hiéu rd bdi
canh noi bo bang cach xem xét cac van dé lién quan
dén gia tri, van hoa, kién thirc va hoat dong cla tb chirc.
4.2 Hiéu nhu cau va mong do¢i cta cac bén
quan tam

Do ¢6 tac dong hodc tac dong tiém an téi kha ndng
clia t6 chirc trong viéc cung cAp nhat quan cac san
phdm va dich vu dap &ng cac yéu cau cta khach
hang va cac yéu cau luat dinh va ché dinh thich hop,
td chirc phai xac dinh:

cac bén quan tam c6 lién quan dén hé théng
quan ly chat lvong;

a)

b) cac yéu ciu cla cac bén quan tdm nay lién
quan dén hé théng quan ly chat lvong.

T& chire phai theo dbi va xem xét thong tin vé cac
bén quan tm va cac yéu cau lién quan cla ho.

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

T chirc phai xac dinh cac ranh gi6i va kha ning ap
dung ctia hé théng quan ly chat lwong dé thiét 1ap
pham vi hé théng clia t6 chirc.

Khi xac dinh pham vi nay, td chirc phai xem xét:

a) cac van dé bén ngoai va noi bo néu tai 4.1;

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 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 issues arising from legal,
technological, competitive, market, cultural, social and
economic environments, whether international, national,
regional or local.

NOTE 3 Understanding the internal context can be
facilitated by considering issues related to values, culture,
knowledge and performance of the organization

4.2 Understanding the needs and expectations of
interested parties

Due to their effect or potential effect on the
organization’s ability to consistently provide products
and services that meet customer and applicable
statutory and regulatory requirements, the organization
shall determine:

a) the interested parties that are relevant to the

quality management system;
b) the requirements of these interested parties that

are relevant to the quality management system.

The organization shall monitor and review information
about these interested parties and their relevant
requirements.

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;
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b) cac yéu cau cla cac bén quan tdm lién quan
néu tai 4.2;

c) cac san pham va dich vu cla té churc.

T6 chirc phai ap dung tat ca cac yéu cau cla Tiéu

chuén qudc té nay néu ching ap dung duoc trong

pham vi hé théng quan ly chat lwong ma td chire xac

dinh.

Pham vi clia hé thdng quan ly chat lwong cla td
chirc phai s8n cé va dwoc duy tri & dang thang tin
bang van ban. Pham vi phai néu rd cac loai san
pham va bao gém dich vy, va giai thich cho bét ky
yéu cau nao cla Tiéu chuan qubc t& nay ma té chirc
xac dinh la khéng ap dung trong pham vi ap dung hé
théng quan ly chat lwong cha td chire.

Tuyén bd phu hop véi Tiéu chuan qudc té nay chi
dwoc khéng dinh, néu cac yéu cau duoc xac dinh 1a
khong ap dung trong hé thdng khéng lam &nh
hwéng dén kha nang hoéc trach nhiém cta t6 chirc
trong viéc ddm bao sy phu hop clia san phdm va
dich vu va nang cao s hai long ctia khach hang.
4.4 Hé théng quan ly chat lwong va cac qua
trinh cta hé théng

4.4.1 Tb chire phai thiét 1ap, thwe hién, duy tri va cai
tién lién tuc hé thdng quan ly chatiwong, bao gbm
cac qua trinh can thiét va sw twong tac clia cac qua
trinh, theo céc yéu cau cla Tiéu chuén qudc té nay.

T chirc phai xac dinh cac qua trinh can thiét ctia hé
thdng quan ly chat lwong va viéc 4p dung cac qua
trinh nay trong toan b t chirc, va phai:

a) xac dinh cac yéu t6 dau vao can thiét va két
qua mong dgi tr cac qua trinh nay;

b) xac dinh trinh tw va méi twong tac cla cac
qua trinh nay;

c) xac dinh va ap dung cac tiéu chi va phwong
phap (bao gdm theo ddi, do lwdng va cac chi
sb hoat dong lién quan) can thiét d& dam bao
viéc diéu hanh va kiém soéat cac qua trinh nay
co hiéu luc;

d) xac dinh cac nguén lwc can thiét cho cac qua
trinh nay va dadm bdo tinh sdn cé cla cac
nguén lyc;

© VNPI v1.2
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b) the requirements of relevant interested parties
referred to in 4.2;

c) the products and services of the organization.

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

The scope of the organization’s quality management
system shall be available and be maintained as
documented information. The scope shall state the
types of products and services covered, and provide
justification for any requirement of this International
Standard that the organization determines is not
applicable to the scope of its quality management
system.

Conformity to this International Standard may only be
claimed if the requirements determined as 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.

4.4 Quality management its
processes

system and

441 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 International Standard.

The organization shall determine the processes
needed for the quality management system and their
application throughout the organization, and shall:

a) determine the inputs required and the outputs
expected from these processes;

b) determine the sequence and interaction of these
processes;

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

d) determine the resources needed for these
processes and ensure their availability;
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phan céng trach nhiém va quyén han cho céac
qua trinh nay

e)

f) gidi quyét cac rii ro va co hoi duwoc xac dinh
theo cac yéu cau clia 6.1.

danh gia cac qua trinh nay va thuc hién bat ky
thay ddi nao can thiét d& dam bao rang cac qua
trinh nay dat dwoc két qua nhw mong doi cta
td chirc;

h) cai tién cac qua trinh va hé théng quan ly chat
lwong.

4.4.2 Theo mirc do can thiét, té chirc phai:

a) duy tri théng tin dwoc lap van ban dé hé tro
viéc diéu hanh cac qua trinh;

b) lwu gitr thong tin dwoc 1ap van ban dé khang
dinh réng cac qua trinh dang dwoc tién hanh
theo nhw hoach dinh.

5 Swlanh dao

5.1 Swlanh dao va cam két
5.1.1 Khai quat

Lanh dao cao nhéat phai chirng t3 vai trd 1anh dao va
cam két d6i voi hé thdng quan ly chat lwong qua
viéc:

chiu trach nhiém vé hiéu lwc ctia hé théng quan
ly chat luvong;

a)
b) dam bao chinh sach chét lwong va cac muc tiéu
chét lwong duorc thiét lap cho hé thdng quan ly
chat lwong va phiu hop véi dinh hwéng chién
lwoe va bdi canh clia td chirc;

dam bao su tich hop clia cac yéu cau trong
hé thdng quan ly chét lwong vao cac qua
trinh kinh doanh cuia t6 chirc;

thic day viéc s dung céach tiép can qua trinh
va tw duy dwa trén rai ro;

da&m bao san cé cac ngudn luc can thiét cho
hé théng quan ly chat lvong;

f) truyén dat vé tdm quan trong cta viéc quan ly
chat lweng cd hiéu lwc va phu hop véi cac yéu
cau hé théng quan ly chéat lvong;

dadm bao hé thdng quan ly chat lwong dat
duoc két qua mong doi;

h)

assign the responsibilities and authorities for
these processes;

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

evaluate these processes and implement any
changes needed to ensure that these processes
achieve their intended results;

improve the processes
management system.

and the quality

4.4.2 To the extent necessary, the organization shall:

a)

b)

maintain documented information to support the
operation of its processes;

retain documented information to have
confidence that the processes are being carried
out as planned.

5 Leadership

5.1 Leadership and commitment

5.1.1 General

Top management shall demonstrate leadership and
commitment with respect to the quality management
system by:

a)

b)

taking accountability for the effectiveness of the
quality management system;

ensuring that the quality policy and quality
objectives are established for the quality
management system and are compatible with the
context and strategic direction of the organization;
ensuring the integration of the quality management
system requirements into the organization’s
business processes;

promoting the use of the process approach and
risk-based thinking;

ensuring that the resources needed for the quality
management system are available

communicating the importance of effective quality
management and of conforming to the quality
management system requirements;

ensuring that the quality management system
achieves its intended results;
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h) tham gia, chi dao va hd tro cac ca nhan déng
gop vao tinh hiéu lwc ctia hé théng quan ly
chét lvong:;

i) thuc day sy cai tién;

i) hé tro vai trd quan ly khac cé lién quan dé
chirng té vai trd 1anh dao cla ho khi hé thdng
ap dung trong cac pham vi thuéc trach nhiém.

CHU THICH: Thuat ng “kinh doanh” trong Tiéu chuan

quoc té nay co thé dwoc dién giai theo nghia rong bao

ham tat ca cac hoat d6ng mang tinh cbt 18i cho muc dich

tdn tai cla t6 chirc; bat k& do la td chirc cong lap, tw
nhan, cé muc dich vi lgi nhuén hay phi lgi nhuan.

5.1.2 Hwéng vao khach hang

Lanh dao cao nhét phai chirng té vai trd 1anh dao va

cam két lién quan dén viéc huwéng vao khach hang

bang cach dam bao rang:

a) cac yéu cau khach hang va luat dinh va ché
dinh dwoc xac dinh, thau hiéu va dwoc dap
(rng mot cach nhat quan;

b) nhing ri ro va co hdi cé thé anh hwéng dén
s phu hop ctia san pham va dich vu va kha
nang nang cao s hai long clda khach hang
dwoc xac dinh va dwoc gidi quyét;

c) suwtap trung vao viéc nang cao s hailong cla
khach hang dwoc duy tri.

5.2 Chinh sach chéat lwong

5.2.1 Thiét lap chinh sach chéat lwong

Lanh dao cao nhét phai thiét lap, thuc hién va duy

tri chinh sach chét lwong, dam bao réng:

a) phu hop véi muc dich va bbi canh cta td chire
va ho tro cac dinh hwéng chién lwgce cla td
chure;

b) cung cip khudn khd cho viéc thiét lap cac muc
tiéu chat lvgng;

c) bao gdbm cam két théa man cac yéu cau thich
hop;

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

quén ly chat lwong.

5.2.2 Truyén dat chinh sach chéat lwong

© VNPI v1.2
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h) engaging, directing and supporting persons to
contribute to the effectiveness of the quality
management system;

i) promoting improvement;

j) supporting other relevant management roles to
demonstrate their leadership as it applies to their
areas of responsibility.

NOTE Reference to “business” in this International
Standard can be interpreted broadly to mean those
activities that are core to the purposes of the organization’s
existence, whether the organization is public, private, for
profit or not for profit.

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 Policy

5.2.1 Establishing the quality policy

Top management shall establish, implement and
maintain a quality policy that:

a) is appropriate to the purpose and context of the
organization and supports its strategic direction;

b) provides a framework for

objectives;

setting quality
c) includes a commitment to satisfy applicable

requirements;

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

5.2.2 Communicating the quality policy
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Chinh sach chét lwong phai:
sén coé va duwoc duy tri dwdi dang théng tin
bang van ban;

a)
b) dwoc truyén dat, thau hiéu va dwoc ap dung
trong té churc;

c) san cé cho cac bén lién quan, khi thich hop.

5.3 Vai tro, trach nhiém va quyén han trong
té chirc

Lanh dao cao nhat phai ddm bao rang cac trach
nhiém va quyén han cho cac vai trd thich hop dwoc
phan cong, truyén dat va thau hiéu trong té chirc.
Lanh dao cao nhat phai phan cong trach nhiém va
quyén han dé:

dam bao rang hé théng quan ly chét lwong
phu hop v&i cac yéu cau clia Tiéu chuan Quéc
té nay;

a)

dam bdo rang cac qua trinh dang cung cép
cac két qua dau ra nhw duy kién;

bdo cao vé viéc thwc hién hé théng quan ly
chét lwong va cac co hoi dé cai tién (xem
10.1), bao cao dén lanh dao cao nhét.

dadm bao thuc day viéc huwéng vao khach
hang trong toan bo td chirc;

dam bao rang tinh nhat quan cta hé théng
quan ly chéat lwong dwoc duy tri khi ¢ sw thay
ddi dbéi voi hé thdng quan ly chat lwong duwoc
hoach dinh va thwc hién.

6 Hoach dinh
6.1 Hanh déng giai quyét rai ro va co’ hoi

6.1.1 Khi hoach dinh hé thédng quan ly chét lwong,
td chirc phai xem xét cac van dé dwoc dé cap tai
diém 4.1 va cac yéu cau néu trong muc 4.2 va xac
dinh céc rii ro va co hoi can phai duoc giai quyét
dé:

cung cap su bdo ddm rang hé théng quan ly
chét lvong cé thé dat dwoc (cac) két qua nhw
du kién;

a)

nang cao cac tac dong mong muén:;

The quality policy shall:

be available and be maintained as documented
information;

a)

b) be communicated, understood and applied within

the organization;

be available to relevant interested parties, as
appropriate.

c)

5.3 Organizational roles, responsibilities and
authorities

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

Top management shall assign the responsibility and
authority for:

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

Standard;

ensuring that the processes are delivering their
intended outputs;

reporting on the performance of the quality
management system and on opportunities for
improvement (see 10.1), in particular to top
management;

ensuring the promotion of customer focus
throughout the organization;
ensuring that the integrity of the quality
management system is maintained when
changes to the quality management system are
planned and implemented.

6 Planning

6.1 Actions to address risks and opportunities

6.1.1  When planning for the quality management
system, the organization shall consider the issues
referred to in 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);

b) enhance desirable effects;
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c) ngan nglra, hodc gidm cac tac déng khong
mong muén;

d) dat dwoc sy cai tién.
6.1.2 T chirc phai hoach dinh:

a) cac hanh dong dé giai quyét cac rii ro va co
hoi;
b) lam thé nao dé:
1] tich hop va thuwc hién cac hanh déng vao
trong cac qua trinh ctia hé théng quan ly chéat
lwong clia tb chirc (xem 4.4);
2] danh gia hiéu lyc clia cac hanh dong nay.

Cac hanh dong dwoc thwe hién dé giai quyét cac rai
ro va co hoi phai twong xirng véi tac dong tiém an
dén sy phu hop ctia san pham va dich vu.

CHU THICH 1: Cac lwa chon dé giai quyét nhirng rdi ro
va co hoi c6 thé bao gdm viéc tranh rdi ro, chdp nhan
rdi ro dé theo dudi mét co hdi, loai bd cac ngudn rdi ro,
thay déi kha nang hoac hau qua, chia sé rui ro, hoéc gilr
lai rai ro bang cac quyét dinh khi da cé théng tin.

CHU THICH 2: Cac co hdi c6 thé dan dén viéc chap
nhan cac thirc thuwc hanh mai, tung ra cac sadn pham
m&i, mé& rong thi trwdng méi, tiép can cac khach hang
ma&i, xay dwng quan hé ddi tac, st dung cong nghé méi
va cac kha nang mong muén va kha thi d& dap ng nhu
cau cla td chirc hodc khach hang cla té chirc.

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

6.2.1 T6 chirc phai thiét 1ap cac muc tiéu chéat
lwong tai cac cip, bd phan chirc ndng va cac quéa
trinh can thiét ctia hé théng quan Iy chét lwong.

Muc tiéu chat lwong phai:

a) nhat quan v&i chinh sach chét lwong;

b) do lvong duworc;

c) c6 tinh dén cac yéu cau cé thé ap dung;

d) lién quan dén sw phi hop clia san pham va dich

vu va nang cao sy thda man clia khach hang;
e) dwoc giam sat;
f) dwoc truyén dat;
g) duoc cap nhat khi thich hop.
T chtrc phai duy tri théng tin dang van ban vé cac
muc tiéu chat lvong.
6.2.2 Khi hoach dinh cach thirc dat dwoc cac muc
tiéu chat lwong cla 6 chirc, t6 chire phéi xac dinh:
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c) prevent, or reduce, undesired effects;
d) achieve improvement.

6.1.2 The organization shall plan:

a) actions to address these risks and opportunities;
b) how to:

1] integrate and implement the actions into its
quality management system processes (see
4.4);

2] evaluate the effectiveness of these actions.

Actions taken to address risks and opportunities shall
be proportionate to the potential impact on the
conformity of products and services.

NOTE 1 Options 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.

NOTE 2 Opportunities can lead to the adoption of new
practices, launching new products, opening new markets,
addressing new customers, building partnerships, using
new technology and other desirable and viable possibilities
to address the organization’s or its customers’ needs.

6.2 Quality objectives and planning to achieve
them

6.2.1 The organization shall establish quality
objectives at relevant functions, levels and processes
needed for the quality management system.

The quality objectives shall:

Y

) be consistent with the quality policy;

(=}

) be measurable;

0O

) take into account applicable requirements;
d) be relevant to conformity of products and services

and to enhancement of customer satisfaction;
e) be monitored;
f) be communicated;
g) be updated as appropriate.

The organization
information on the quality objectives.

shall maintain documented

6.2.2 When planning how to achieve its quality
objectives, the organization shall determine:
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a)
b)
c)
d)
e)
6.3 Hoach dinh sw thay doéi

cai gi sé duwoc thyee hién;

nhi*ng ngudn lwc ndo sé dwoc yéu cau;
ai sé chju trach nhiém;

khi nao chung sé dwgc hoan thanh;

két qua sé dwoc danh gia nhu thé nao.

Khi t6 chirc xac dinh nhu ciu cho cac thay dbi dbi
v&i hé thdng quan ly chét lwong, cac thay dbi phai
duoc tién hanh mot cach hé thdng va cé ké hoach
(xem 4.4).

T6 chirc phai xem xét:

a) muc dich cla sy thay ddi va cac hau qua tiém
4n cla s thay ddi;

b) tinh toan ven clia hé théng quan ly chat lvong;

c) swsan cod cac nguén Iwc;

d) viéc phan bd hodc tai phan bd trach nhiém va
quyén han.

7 Hob tro

7.1 Nguén lyc
7.1.1 Khai quat

T chire phai xac dinh va cung cap cac ngudn luc
can thiét cho viéc thiét 1ap, thuc hién, duy tri va cai
tién lién tuc hé théng quan ly chét lvong.

Tb chirc phai xem xét:
kh& n&ng, va nhirng han ché clia cac nguén lyc
ndi bd hién co;

a)
b) nhing gi cAn phéi cung cap tir cac nha cung cip
bén ngoai.

7.1.2 Nhan lyc

Té chtre phai xac dinh va cung cp nhan lyc can
thiét dé viéc thuc hién cé hiéu lwc hé thdng quan ly
chat lwong cua t6 chirc va cho hoat déng va kiém
soat cac qua trinh cla hé thdng.

7.1.3 Co s& ha tang

T chire phai xac dinh, cung cap va duy tri co' sé ha
tang thiét yéu cho viéc van hanh cac qua trinh cla
t6 chirc dé dat dwoc sy phu hop clia san pham va
dich vu.

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.

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 (see
4.4).

The organization shall consider:

the purpose of the changes and their potential
consequences;

the integrity of the quality management system;
the availability of resources;

the allocation or reallocation of responsibilities and
authorities.

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.

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.
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CHU THICH: Co s& ha tang c6 thé bao gébm:

a) Nha xwédng va phwong tién kem theo;

b) Trang thiét bi, gdm ca phan cirng 14n phan mém
c) ngudn lyc van chuyén;

d) cdng nghé thong tin va truyén théng.

7.1.4 Moi trivd'ng cho viéc van hanh cac qua trinh

Té chirc phai xac dinh, cung cép va duy tri méi

trwérng can thiét cho van hanh clia cac qua trinh cia

td chirc va dé dat dwoc sw phu hop ctia san pham

va dich vu.

CHU THICH: Méi trwdng thich hop c6 thé 1a mot sy két

hop cta yéu tb con nguoi va vat chat, chdng han nhuw:

a) xa hoi (vi du nhw khéng phan biét déi x, binh tinh,
khéng doi dau);

b) tamly (vi du nhw gidm cang théng, phong ngwra kiét
strc, bao vé cdm xuc)

o) VatIy (vi du nhu nhiét @6, nong, d6 &m, anh sang,
ludng khéng khi, vé sinh, tiéng on).

Nhirng yéu td nay co thé khac nhau dang ké tuy

thudc vao cac san pham, dich vu cung cép.

7.1.5 Cac ngudn lwc theo dbi va do lwong
7.1.5.1 Khai quat

T chirc phai xac dinh va cung cap cac ngudn lyc
can thiét dé& dadm bao cac két qua xac thuc va dang
tin cay khi s&r dung hoat dong theo ddi hodc do
lwéng dé xa&c nhan sy phu hop cla cac san pham
va dich vu ddi v&i cac yéu cau.

Tb chlrc phai ddm béo rang cac ngudn luc duoc
cung cap:

a) phu hep véi cac loai hinh cu thé clia cac hoat
ddng giam sat va do lwong dang dwoc thyc
hién;

b) dwoc duy tri d& dam bdo chung lién tuc phu
hop vé&i muc dich cla té chirc.

T chirc phai lwu gitr lai cac théng tin dang vén ban

thich hop nhu 1a bang chirng cla sw phu hop voi

muc dich cla cac nguf“)n Iwc theo dbi va do ludng.
7.1.5.2 Kha nang xac dinh nguén géc do lwdng

Khi kha nang xac dinh nguén gbc do lwéong 1a mot

yéu cau, hodc khi td chirc xem xét rang day la mot

phan thiét yéu cla viéc cung cép sw tin cay vé tinh
xac thuc ctia cac két qua do, thi thiét bi do phai:
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NOTE Infrastructure can include:

a) buildings and associated utilities;

b) equipment, including hardware and software;
c) transportation resources;

d) information and communication technology.

7.1.4 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 be a combination of
human and physical factors, such as:

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).

These factors can differ substantially depending on the
products and services provided.

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:

a) are suitable for the specific type of monitoring and
measurement activities being undertaken;

b) are maintained to ensure their continuing fitness
for their purpose.

The organization shall retain appropriate documented
information as evidence of fithess for purpose of the
monitoring and measurement resources.

7.1.5.2 Measurement traceability

When measurement traceability is a requirement, or
is considered by the organization to be an essential
part of providing confidence in the validity of
measurement results, measuring equipment shall
be:
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a) duwoc hiéu chuan hodc kiém tra xac nhan, hoac
cda hai, dinh ky, hoac trwéc khi str dung, dwa
trén tiéu chuan do lvong duoc lién két véi cac
tiéu chuan do lwdng qubc gia hay quéc té; khi
khéng cé cac chuan nay, thi can cir dwoc st
dung dé& hiéu chuan hoac kiém tra xac nhan
phai dwgc lwu gilr thdng tin dang van ban;

b) dwoc nhan biét dé xac dinh tinh trang;

c) gitr gin tranh bi diéu chinh, hw héng hoac
xubng cap cé thé lam mét hiéu lyc cac tinh
trang hiéu chuan va céac két qua tiép do luvdng
sau do.

T4 chire phai xac dinh tinh xac thuc clia cac két qua
do lwéng trwée d6 c6 bi anh hwdng x4u khi cé thiét
bi do lwdng dwgc xac dinh la khéng thich hop voi
muc dich dw kién, va phai c6 hanh dong thich hop
khi can thiét.

7.1.6 Tri thirc ca t6 chirc

Té chirc phai xac dinh tri thirc can thiét cho viéc
van hanh cac qua trinh cla té chirc va dé dat
dwoc sy phu hop cla cac san pham va dich vu.
Tri thirc nay phai dwoc duy tri va phai san co tay
murc do can thiét.

Khi gidi quyét cac nhu ciu va xu hwéng thay dbi,
td chirc phai xem xét tri thirc hién tai cta td chirc
va x&c dinh 1am thé nao dé cé dwoc hodc tiép can
béat ky kién thirc bb sung va cap nhat tri

thirc can thiét.

CHU THICH 1: Tri thiec cla t6 chirc la kién thirc déc
trwng doi v&i t0 chire; dwoc thu thap tw kinh nghiém.

N6 13 théng tin dwoc st dung va chia sé dé dat dwoc
cac muc tiéu cla tb chirc.

CHU THICH 2: Tri thtre ctia tb chire co thé dwa trén:
nguén noi bo (vi du nhw s& hivu tri tué, kién thire thu
duworc tir kinh nghiém; bai hoc kinh nghiém tlr cac dy an
that bai va thanh céng; nam bét va chia sé kinh nghiém
va kién thirc khoéng duwoc 1ap van ban; cac két qua cla
nhirng cai tién trong cac qua trinh, san pham va dich
vu);

Cac ngudn bén ngoai (vi du nhw cac tiéu chuan; hoc
vién; hoi nghi; thu thap kién thire tlr khach hang hoac
cac nha cung cap bén ngoai).
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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
standards exist, the basis used for calibration or
verification shall be retained as documented
information;

b) identified in order to determine their status;

c) safeguarded from adjustments, damage or
deterioration that would invalidate the calibration
status and subsequent measurement results.

The organization shall determine if the validity of
previous measurement results has been adversely
affected when measuring equipment is found to be unfit
for its intended purpose, 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
achieve conformity of products and services.

This knowledge shall be maintained and be made
available 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
necessary additional knowledge and required
updates.

NOTE 1 Organizational knowledge is knowledge specific
to the organization; it is generally gained by experience. It
is information that is used and shared to achieve the
organization’s objectives.

NOTE 2 Organizational knowledge can be based on:

internal sources (e.g. intellectual property; knowledge
gained from experience; lessons learned from failures and
successful projects; capturing and sharing undocumented
knowledge and experience; the results of improvements in
processes, products and services);

external sources (e.g. standards; academia; conferences;
gathering knowledge from customers or external
providers).
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7.2 Nang luc

Té chirc phai:

a) xac dinh nang luc can thiét ctia (nhirng) nguoi
lam viéc dudi sw kiém soat clia td chirc cé anh
hwéng dén két qua hoat ddng va hiéu lwc cla
hé théng quan ly chat lwong:

b) da&m bao rang nhitng ngudi nay cé nang luwc
dwa trén giao duc, dao tao, hoac kinh nghiém
thich hop;

c) khi thich hop, phai c6 nhitng hanh dong dé dat
dwoc cac ndng lwc can thiét, va danh gia tinh
hiéu lwc cliia cac hanh déng nay;

d) duy tri thdong tin dwoc lap van ban thich hop
nhw bang chirng chirng minh nang luc.

CHU THICH: Cac hanh ddng thich hop cé thé bao gém,

vi du, viéc cung cap dao tao, hwéng dan, hodc b tri lai

nhirng ngu i hién dang lam viéc; hoac thué mwén hoac
thué hop déng véi nguwdi cé dd ndng lwc.

7.3 Nhan thiee

T chirc phai ddm bao rang nhirng ngudi lam viéc

dwdi sw kiém soat clia td chirc nhan thirc duworc:

a) chinh sach chat lwong;

b) cac muc tiéu chat lwong lién quan;

c) déng gép cla ho dbi véi hiéu lwc cia hé thdng
quan ly chat lwgng, bao gédm cac loi ich khi két
qua hoat déng chat lwong dwoc cai tién;

d) nhirng tac déng cda sy khéng phu hop véi cac
yéu cau hé théng quan ly chat lvong.

7.4 Trao déi thong tin

T chire phai xac dinh viéc trao doi théng tin ndi bo

va bén ngoai lién quan dén hé théng quan ly chét

lwong, bao gém:

diéu gi té chirc sé truyén dat;

o Q

khi nao phai truyén dat;

o O

)

)

) truyén dat cho ai;
) truyén dat nhuw thé nao;
)

ai truyén dat.

D

7.5 Thong tin dwoc lap van ban
7.5.1 Khai quat

Hé théng quan ly chat lwong cta td chirc phai bao
gom:
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7.2 Competence

The organization shall:

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

d) retain appropriate documented information 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) relevant quality objectives;

c) their contribution to the effectiveness of the
quality management system, including the
benefits of improved performance;

d) the implications of not conforming with the quality
management system requirements.

7.4 Communication
The organization shall determine the internal and

external communications relevant to the quality
management system, including:

V)

on what it will communicate;

(=}

when to communicate;

o O

)
)
) with whom to communicate;
) how to communicate;

)

who communicates.

D

7.5 Documented information

7.5.1 General

The organization’s quality management system shall
include:
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a) cac thong tin dwoc 1ap van ban theoyéu cau
cta Tiéu chuan quéc té nay;

b) céc théng tin dwoc 1ap van ban dwoc té chirc
xac dinh 1a can thiét d& dam bao tinh hiéu lwc
ctia hé thdng quan ly chéat lwong.

CHU THICH: Mc d6 thong tin dwoc 1ap van ban cua
mot hé thong quan ly chat lwong co thé khac nhau gitra
cac té chirc bdi:

— quy mo va loai hinh hpat dong, cac qua trinh, san

pham va dich vu cla to chirc;

— murc d6 phirc tap clia cac qua trinh va sw twong tac
cla chung;

— nang lwc nhan su.

7.5.2 Tao m¢i va cap nhat

Khi tao m&i va cap nhat théng tin duwgce lap van

ban, t& chirc phai dadm bao:

a) viéc nhan biét va mé ta thich hop (vi du: tiéu
dé, ngay, tac gia hodc sé tham chiéu);

b) dinh dang trinh bay thich hop (vi du: ngbn ngi,

phién ban phan mém, hinh &nh) va dang phat

hanh (vi du: gidy, dién to);

c) xem xét va phé duyét cho sy thich hgp va thda

dang

7.5.3 Kiém soat thong tin dwoc 1ap van ban

7.5.3.1 Thong tin dwoc 1ap van ban duoc yéu cau
b&i hé théng quan ly chét lwong va bi Tiéu chuan
quéc té nay phai dwoc kiém soat d& dam bao:

a) nod san co va thich hop cho viéc st dung, bét
ct khi nao va bét civ & dau khi can thiét;

b) né duwgc bdo vé day du (vi du: tranh mét tinh
trang bao mat, str dung sai muc dich, hodc mét
tinh toan ven).

7.5.3.2 Dé kiém soat thong tin dwoc 1ap vén ban,
t6 chire phai gidi quyét cac hoat dong sau, khi thich
hop:

a) phan phdi, truy cap, thu hdi va siv dung;

b) lwu tri, bao quan, bao gébm ca viéc bao quan
murc d6 rd rang;

c) kiém soat sw thay ddi (vi du kiém soat phién
ban);

d) Iwu gilk va hay bé.

Thong tin dwoc 1ap van ban cé ngudn gbc bén

a) documented information required by this
International Standard;
b) documented information determined by the

organization as being necessary for the
effectiveness of the quality management system.
NOTE: The extent of documented information for a quality

management system can differ from one organization to
another due to:

— the size of organization and its type of activities,
processes, products and services;

— the complexity of processes and their interactions;

— the competence of persons.

7.5.2 Creating and updating

When creating and updating documented
information, the organization shall ensure
appropriate:

a) identification and description (e.g. a title, date,

author, or reference number);

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

b) version,

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 International
Standard shall be controlled to ensure:

a) it is available and suitable for use, where and

when it is needed;
b) it is adequately protected (e.g. from loss of

confidentiality, improper use, or loss of integrity).

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

a)
b)

distribution, access, retrieval and use;

storage and preservation, including preservation
of legibility;

c)

d)

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

retention and disposition.

Documented information of external origin
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ngoai duoc td chirc xac dinh |a can thiét cho viéc
hoach dinh va diéu hanh hé thdng quan ly chéat
lwgng phai dwoc nhan biét khi thich hop va
dwoc kiém soat.

Théng tin dwoc 1ap van ban dwoc lwu gilr lai lam
bang chirng cla sw phu hop phai duwoc bdo vé
tranh bi stra d6i ngoai y mudn.

CHU THICH: Truy cap cé thé bao ham mét quyét dinh
lién quan dén viéc chi cho phép xem théng tin dwoc l1ap
van ban, hodc sw cho phép va thdm quyén dé xem va
stra d6i thong tin dwoc 1ap van ban.

8 Diéu hanh
8.1 Hoach dinh va kiém soat diéu hanh

T& chirc phai lap ké hoach, thuwc hién va kiém soat

cac qua trinh can thiét (xem 4.4), d& dap (ng cac

yéu ciu cung cp cac san pham va dich vu, va dé
thwe hién cac hanh déng xac dinh trong diéu 6, bang
cach:

a) xac dinh cac yéu cau déi voi san phadm va dich
v,

b) thiét 1ap chuadn mwc cho:

1] cac qua trinh;
2] viéc chap nhan san pham va dich vy;

c) xac dinh cac ngudn luc can thiét dé dat duwoc
s phu hop véi cac yéu cau clia sé&n phadm va
dich vu;

d) thwc hién viéc kiém soat cac qua trinh theo cac
chuan muec;

e) xac dinh va lwu gilr cac thong tin dwgc 1ap van
ban & mirc do can thiét:

1] dé c6 sw tin twdng rang cac qua trinh da
duwoc thwe hién nhw hoach dinh;

2] dé& chirng minh sy phu hop véi cac yéu
cau clia san pham va dich vu.

Dau ra cda viéc hoach dinh nay phai thich hop voi

cac hoat ddng cua td chirc.

T chire phai kiém soat cac thay di theo ké hoach

va phai xem xét hau qua cuta cac thay déi khong

mong mudn, thywc hién cac hanh déng dé giam
thiéu bat ky anh huéng tiéu cuwc nao, khi can thiét.

Tb chirc phai ddm bao réng cac qué trinh thué

ngoai dugc kiém soat (xem 8.4).
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determined by the organization to be necessary for
the planning and operation of the quality
management system shall be identified as
appropriate, and be controlled.

Documented information retained 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 (see 4.4) needed to meet the requirements
for the provision of products and services, and to
implement the actions determined in Clause 6, by:

a) determining the requirements for the products
and services;

b) establishing criteria for:
1] the processes;
2] the acceptance of products and services;
c) determining the reso2urces needed to achieve

conformity to the product and service
requirements;
d) implementing control of the processes in
accordance with the criteria;
e) determining, maintaining and retaining
documented information to the extent necessary:
1] to have confidence that the processes have
been carried out as planned
2] to demonstrate the conformity of products
and services to their requirements.

The output of this planning shall be suitable for the
organization’s operations.

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 outsourced
processes are controlled (see 8.4).
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8.2 Yéu cau déi v&i san pham va dich vu
8.2.1 Trao dodi thong tin v&i khach hang
Trao ddi thong tin véi khach hang phai bao gom:

cung cap théng tin lién quan dén san pham va
dich vu;

a)
b) x& ly cac yéu cau, hop ddng hodc don dat
hang, bao gébm ca nhirng thay dbi;

thu thap théng tin phan hoi ctia khach hang lién
quan dén cac san pham va dich vu, bao gém
céa cac khiéu nai ctia khach hang;

c)

d)

e)

x® ly ho&c kiém soét tai sén ctia khach hang;
thiét lap cac yéu cau cu thé dbi voi cac hanh
ddng dy phong, khi thich hop.

8.2.2 Xac dinh cac yéu cau lién quan dén san
pham va dich vu

Khi xac dinh cac yéu cau dbi véi cac san pham va
dich vu sé& cung cap cho khach hang, t6 chirc phai
dam bao rang:

cac yéu cau dbi véi cac san pham va dich vu
duwoc xac dinh, bao gom:

cac yéu cau luat dinh va ché dinh thich hop;
nhirng y&u cdu ma té chirc xem xét la can thiét;
t6 chirc c6 kha nang dap (ng cac tuyén bd vé
san pham va dich vu ma t4 chirc cung cép.

8.2.3 Xem xét cac yéu cau lién quan dén san
pham va dich vu

8.2.3.1 T4 chirc phai d&m bao réng t6 chirc c6 kha
ndng dap &ng cac yéu ciu ddi véi cac san pham
va dich vu cung cap cho khach hang. T chirc phai
tién hanh xem xét truéc khi cam két cung cép san
pham va dich vu cho khach hang, bao gém:

cac yéu cau dwa ra bdi khach hang, bao gém
cac yéu cau ddi vdi cac hoat ddong giao hang
va sau giao hang;

a)

cac yéu cau khach hang khéng dua ra, nhung
can thiét cho muc dich sl dung, khi d biét;

cac yéu cau do td chirc xac dinh;

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;

d) handling or controlling customer property;

e) establishing specific requirements for

contingency actions, when relevant.

8.2.2 Determining the 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:

b) any applicable and

requirements;

statutory regulatory

c)

d)

those considered necessary by the organization;

the organization can meet the claims for the
products and services it offers.

8.2.3 Review of the requirements for products and
services

8.2.3.1 The organization shall ensure that it has the
ability to meet the requirements for products and
The
review before

to be offered to customers.
organization shall conduct a
committing to supply products and services to a

customer, to include:

services

a) requirements specified by the customer, including
the requirements for delivery and post- delivery
activities;

b) requirements not stated by the customer, but
necessary for the specified or intended use, when
known;

c) requirements specified by the organization;
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d) cac yéu ciu ché dinh va luat phap ap dung dbi
v&i cac san pham va dich vu;

e) cac yéu cau trong hop dong hodc don dét
hang khéac biét so v&i nhivng yéu ¢ au da dua
ra trwéc do.

T& chirc phai d&m bao réng hop déng hodc don
d&t hang cé cac yéu cau khac biét véi nhirng gi
da dwa ra trwdc do phai dwoc xac dinh va giai
quyét xac dinh ré trwéc dé phai dwoc gidi quyét.

T& chirc phai xac nhan yéu cau cla khach hang
trwdc khi chap nhan, khi khach hang khéng cung
cép yéu cau cla ho bang van ban.

CHU THICH: Trong mét sé truéng hop, nhw ban hang

qua internet, v&i méi 1an dat hang, viéc xem xét chinh

thire 14 khong thuwe té cho méi don hang. Thay vao do,

viéc xem xét co thé thwc hién véi cac théng tinlién quan

vé san pham, nhw tai liéu chao hang.

8.2.3.2 TS chic phai lwu trir cac thong tin duwoc

lap van ban, khi thich hop:

a) vé két qua xem xét;

b) vé bat ky yéu cAu mdi cho cac sédn pham va
dich vu

8.2.4 Cac thay d6i yéu cau déi véi san pham va

dich vu

T chirc phai ddm bado cac thong tin dwoc 1ap van

ban lién quan dwoc hiéu chinh, va cac ca nhan lién

quan nhan thirc dworc cac yéu cau da bi thay ddi,

khi cac yéu cau vé san pham va dich vu thay déi.

8.3 Thiét ké va phat trién san pham va dich
vu

8.3.1 Khai quat

T& chirc phai thiét lap, thwe hién va duy tri qua
trinh thiét ké va phat trién thich hop dé& dam bao
viéc cung cap sdn pham va dich vu sau do.

8.3.2 Hoach dinh thiét ké va phat trién

Khi xac dinh cac giai doan va bién phap kiém soat

thiét ké va phat trién, t& chirc phai xem xét:

a) ban chéat, thoi gian va mirc dd phirc tap cla
cac hoat dong thiét ké va phat trién;
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d) statutory and regulatory requirements applicable
to the products and services;

e) contract or order requirements differing from
those previously expressed.

The organization shall ensure that contract or order
requirements differing from those previously
defined are resolved.

The customer’s requirements shall be confirmed
by the organization before acceptance, when the
customer does not provide a documented statement
of their requirements.

NOTE In some situations, such as internet sales, a
formal review is impractical for each order. Instead, the

review can cover relevant product information, such as
catalogues.

8.2.3.2 The organization shall retain documented
information, as applicable:

a) on the results of the review;

b) on any new requirements for the products and
services.

8.2.4 Changes to requirements for products and
services

The organization shall ensure that relevant
documented information is amended, and that
relevant persons are made aware of the changed
requirements, when the requirements for products

and services are changed.

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.

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) cac giai doan thiét ké can thiét, bao gébm cac
hoat déng xem xét thiét ké va phat trién phu
hop;

c) céac hoatddng xac nhan gia tri st dung va kiém
tra xac nhan thiét ké va phat trién can thiét;

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

e) ngudn lwc ndi bd va bén ngoai can thiét cho
viéc thiét ké va phat trién san pham va dich vuy;

f) nhu cau kiém soat cac mdi twong giao gitva
nhirng ngwdi tham gia vao qua trinh thiét ké va
phat trién;

g) nhu ciu tham gia ctia khach hang va ngudi stv
dung trong qua trinh thiét ké va phat trién;

h) cac yéu ciu dbi v&i viéc cung clp cla san
ph&m va dich vu sau do;

i) mec dd kiém soat duy kién cho qua trinh thiét
ké va phat trién b&i cac khach hang va cac bén
quan tdm khac c6 lién quan;

j) cac théng tin dwoc 1ap van ban can thiét dé
chirng minh réng cac yéu cau thiét ké va phat
trién da dwoc dap ing.

8.3.3 Pau vao cua thiét ké va phat trién

Té chire phai xac dinh cac yéu cau thiét yéu cho
céac loai hinh cu thé ctia san pham va dich vu sé
dwoc thiét ké va phat trién. T chirc phai xem xét:

a) Ccac yéu cau chirc nang va két qua hoat dong;

b) théng tin tlr cac hoat ddng thiét ké va phat trién
twong tw trwde do;

c) cac yéu cau ché dinh va luat dinh;

d) tiéu chuan hodc quy pham thwc hanh ma té
chtrc da cam két thue hién;

e) nhirng hau qua tiém an cla sy that bai do ban
chét ctia cac san pham va dich vu.

DA&u vao phai day dd cho cac muc dich thiét ké va

phat trién, toan ven, va khéng mo hé. Mau thuan

trong dau vao thiét ké va phat trién phai duoc giai

quyét.

Tb chirc phai lwu gitr lai cac thong tin dwoc lap

van ban dau vao thiét ké va phat trién.
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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 users
in the design and development process;

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

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

j) the documented information needed to
demonstrate 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 the

organization has committed to implement;
e) potential consequences of failure due to the
nature of the products and services.

Inputs shall be adequate for design and development
purposes, complete and unambiguous. Conflicting
design and development inputs shall be resolved.

The organization
information on design and development inputs

shall retain documented
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8.3.4 Kiém soat thiét ké va phat trién

T& chirc phai ap dung céac bién phap kiém soat
qua trinh thiét ké va phat trién nham dam bao
rang:

a) cac két qua can dat dwoc xac dinh;

b) cac hoat ddng xem xét duoc tién hanh dé danh
gia cac két qua thiét ké va phat trién nhdm dap
(rng cac yéu cau;

c) cac hoat dong thdm tra xac nhan duoc tién
hanh dé dam bao rang cac két qua dau ra thiét
ké va phat trién dap (rng cac yéu ciu dau vao;

d) cac hoat ddng xac nhan gia tri st dung dwoc
tién hanh dé dadm bao rang cac san phadm va
dich vu sau cung dap (rng cac yéu cau (rng
dung cu thé ho&c s dung dy kién;

e) bétky hanh ddng can thiét nao dwoc thuc hién
dbi véi cac van dé dwoc xac dinh trong qua
trinh xem xét, ho&c cac hoat déng kiém tra xac
nhan va xac nhan gia tri stv dung;

f) thong tin dwoc 1ap van ban cla cac cac hoat
dong nay dwoc lwu gitr.

CHU THICH: Xem xét thiét ké& va phat trién, kiém tra

xac nhan va xac nhan gia tri st dung c6 cac muc dich

riéng biét. Cac viéc nay thé dwoc tién hanh riéng ré
hoac két hop, khi thich hgp cho cac san phém va dich
vu cla té chirc.

8.3.5 Dau ra cla thiét ké va phat trién

Tb chire phai ddm bao rang cac dau ra cua thiét

ké va phat trién:

a) dap &ng cac yéu cau dau vao;

b) day du cho cac qua trinh tiép theo trong viéc
cung cap cac san pham va dich vu;

c) bao gdm hoéc vién dan dén cac yéu cau giam
sat va do lwong, khi thich hop, va cac chuan
muwc chip nhan;

d) xac dinh rd cac dac tinh cGa san pham va dich
vu can thiét cho muc dich st dung va viéc
chuyén giao ching dung cach va an toan.

T& chirc phai lwu gitr cac thong tin dwoc 1ap van
ban vé két qua dau ra cla thiét ké va phat trién.

8.3.6 Thay dbi thiét ké va phat trién

Té chrc phdi nhan biét, xem xét va kiém soat
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8.3.4 Design and development controls

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

a) the results 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;

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

€) any necessary actions are taken on problems
determined during the reviews, or verification and
validation activities;

f) documented information of these activities is
retained.

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;

b) are adequate for the subsequent processes for
the provision of products and services;

¢) include or reference monitoring and measuring
requirements, as appropriate, and acceptance
criteria;

d) specify the characteristics of the products and
services that are essential for their intended
purpose and their safe and proper provision.

The organization shall retain documented

information on design and development outputs.
8.3.6 Design and development changes

The organization shall identify, review and control
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nhirng thay ddi dwoc tao ra trong subt, hodc sau,
viéc thiét ké va phat trién san phadm va dich vy, &
mérc d6 can thiét dé ddm bdo rang khéng cé tac
déng bét loi dén sy phu hop dbi véi cac yéu cau.

Té chire phai lwu gitr lai cac théng tin dwoc lap
van ban ve:

céac thay dbi thiét ké va phat trién;

cac két qua clia viéc xem xét;

quyén han théng qua céac thay dbi;

cac hanh dong dugc thye hién dé ngan chan
nhirng tac dong bat loi.

8.4 Kiém soat cac san pham va dich vu do
bén ngoai cung cap

8.4.1 Khai quat

Tb chirc phai ddm bao cac qua trinh bén ngoai
cung cap san pham, va dich vu phu hop véi cac
yéu cau.

Té chirc phai xac dinh viéc kiém soat dwoc ap
dung cho cac quy trinh, san pham va dich vu dwoc
bén ngoai cung cap khi:

a) cac san pham va dich vu tir cac nha cung cép
bén ngoai dwoc dy kién dwa vao cho viéc cau
thanh cac san phadm va dich vu cta té chirc;
cac san pham va dich vu dwoc cung cép truc
tiép cho (cac) khach hang béi cac nha cung
cap bén ngoai thay mét cho té churc;

mot qua trinh, hay mét phan ctia mét qua trinh,
dwoc cung cap bdi moét nha cung cip bén
ngoai nhu 1a két qua ctia mét quyét dinh cla
t6 churc.

T chire phai xac dinh va ap dung cac chuan muc
danh gia, lwa chon, giam sat két qua hoat déng va
danh gia lai cac nha cung cip bén ngoai, dwa trén
kha nang cung cép cac qua trinh ho&c san pham
va dich vu phu hop vé&i cac yéu cau. T chirc phai
Iwu gilr lai thdng tin dwoc lap van ban clia cac hoat
ddng nay va moi hanh déng can thiét phat sinh tw
cac danh gia.

8.4.2 Loai hinh va mirc do kiém soat

Té chirc phai dam bao rng cac qua trinh, san
phdm va dich vu dwoc cung cip tir bén ngoai

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

The organization shall retain documented information
on:

a) design and development changes;

b) the results of reviews;

c) the authorization of the changes;

d) the 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
are intended for incorporation into the

organization’s own products and services;

products and services are provided directly to the
customer(s) by external providers on behalf of
the organization;

a process, or part of a process, is provided by an
external provider as a result of a decision by the
organization.

The organization shall determine and apply criteria
for the selection, monitoring of
performance, re-evaluation of
providers, based on their ability to provide processes
or products and services in accordance with
requirements. The shall retain
documented information of these activities and any
necessary actions arising from the evaluations.

evaluation,

and external

organization

8.4.2 Type and extent of control

The organization shall that externally
provided processes, products and services do not

ensure
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khoéng anh hwéng xau dén kha nang cla té chirc

trong viéc chuyén giao mét cach 6n dinh san phdm

va dich vu phu hop dén khac hang phuc vu phu
hop cho khach hang cua té chirc.

Té chire phai:

a) dam bao réng cac qua trinh dwoc cung cap tw
bén ngoai ndm trong pham vi kiém soat cta
hé théng quan ly chat lvong;

b) xac dinh cac kiém soat dy dinh ap dung dbi
v&i nha cung cap bén ngoai va cac két qua
dau ra;

c) tién hanh xem xét:

1] céc tac dong tiém an ctia cac qua trinh,
san phadm va dich vu dwoc cung cap twr
bén ngoai dén kha nang cuta té chirc dap
&ng 6n dinhcac yéu cau khach hang va
cac yéu cau luat dinh va ché dinh dwoc ap
dung;

2] hiéu lyc cta cac bién phap kiém soat ap
dung dbi véi cac nha cung cip bén ngoai;

d) xac dinh viéc kiém tra xac nhan, hodc cac hoat
dong khac, can thiét d& ddm bao réng cac quéa
trinh, s&n pham va dich vu bén ngoai cung cép
dap ng cac yéu cau.

8.4.3 Théng tin cho don vi cung cap bén ngoai

T chirc phai dam bao sw day di clia cac yéu cau

trwéde khi truyén dat dén nha cung cap bén ngoai.

T chtre phai trao dbi thong tin vé cac yéu cau cla

t6 chirc v&i cac nha cung cip bén ngoai vé:

a) cac qua trinh, san phém va dich vu sé duwoc
cung cap;

b) sw phé duyét:
1] céac san phdm va dich vu;
2] phwong phap, quy trinh va thiét bi;
3] Chuyén giao cac san pham va dich vy;

c) nang luc, bao gdm bat ky yéu cau vé trinh do
cla nhan luc;

d) cac hoat déng twong tac clia nha cung cap
bén ngoai v&i tO chirc;

e) viéc kiém soat va theo déi két qua hoat déng
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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
remain within the control of its quality
management system;

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

c) take into consideration:

1] the potential impact of the externally
provided processes, products and services
on the organization’s ability to 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
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 organization shall communicate to external
providers its requirements for:
a) the processes, products and services to be
provided;
b) the approval of:
1] products and services;
2] methods, processes and equipment;
3] the release of products and services;
c) competence, including any required qualification
of persons;

d) the external providers’ interactions with the
organization;

e) control and monitoring of the external providers’
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cla cac nha cung cép bén ngoai sé duoc td
chire ap dung;

f) cac hoat dong kiém tra xac nhan hodc xac
nhan gia tri s& dung ma té chirc, hodc khach
hang cla t& chire, dw dinh sé thwce hién tai cac
co s& cla nha cung cap bén ngoai.

8.5 San xuat va cung cap dich vu
8.5.1 Kiém soat san xuat va cung cap dich vu

Tb chire phai thwe hién san xuat va cung tng dich
vu trong cac diéu kién duoc kiém soat.

Khi thich hop, cac diéu kién dwoc kiém soat phai
bao gém:

a) sw san co cla cac thdng tin dwoc 1ap van ban
dinh ro:
1] céc dac tinh cGa s&n phadm duoc san xuét,
céac dich vu dwoc cung cép, hodc cac hoat
dong dwoc thwe hién;

2] cac két qua can dat duoc;

s s&n cé va st dung cac nguén lwc phi hop
cho viéc theo dbéi va do luwdng thich hop;

thwe hién cac hoat déng theo déi va do lwdng
& cac giai doan thich hop dé& xac nhan réng
cac chuan muwc kiém soat cac qua trinh hodc
cac két qua dau ra, va chudn muc chap nhan
cho cac san pham va dich vu, da duwoc dap
rng;

viéc str dung co' s& ha tang va méi trweng phu
hop cho viéc van hanh cac qua trinh;

viéc chi dinh nhan sw cé nang lwc, bao gobm
bét c&» bang cip ndo dwoc yéu ciu;

f) xac nhan gia tri str dung, va tai xac nhan gia tri
st dung dinh ky, kha nang dat dwoc cac két
qua da hoach dinh clia cac qua trinh san xuét
va cung cap dich vu, khi két qua dau ra khéng
thé kiém tra xac nhan dwoc bang sy giam sat
hodc do lwdng tiép theo;

thwe hién cac hanh dong dé ngan ngtra 16i do
con ngudi;

thwc hién viéc phat hanh, giao hang va cac
hoat déng sau giao hang.

8.5.2 Nhan biét va xac dinh nguén géc

performance to be applied by the organization;

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

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.

Controlled conditions shall include, as applicable:

a)

the availability of documented information that
defines:

1] the characteristics of the products to be
produced, the services to be provided, or the
activities to be performed;

2] the results to be achieved;

the availability and use of suitable monitoring and
measuring resources;

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

the of suitable infrastructure
environment for the operation of processes;

use and

the appointment of competent persons, including
any required qualification;

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

results of the

the implementation of actions to prevent human
error;

the implementation of release, delivery and post-
delivery activities.

8.5.2 Identification and traceability
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T& chirc phai str dung céac bién phap thich hop
dé nhan biét dau ra cta qua trinh khi can thiét
nham dam bao sw phu hop ctia sdn pham va dich
vu.

T& chire phai nhan biét tinh trang ctia cac két qua
dau ra dbi v&i cac yéu cau theo dbi va do luwong
trong subt qua trinh cung clp san xuét va dich
vu.

Té chire phai kiém soat viéc nhan dang duy nhat
clia cac két qua dau ra khi viéc truy xét nguén
gbc la mot yéu cau, va phai lwu gitv cac théng tin
dwoc 18p van ban can thiét dé co thé truy xét
dwoc ngudn gbc.

8.5.3 Tai san cua khach hang hoac cua nha
cung cap bén ngoai

T chire phai gin gilr cac tai san thudc vé khach
hang hodc nha cung cdp bén ngoai khi ching
thudc sw kiém soat cha td chirc hay duoc td
chtrc str dung.

Tb chirc phai nhan biét, kiém tra xac nhan, bao
vé va bao quan tai sdn cla nha cung cap bén
ngoai hodc do khach hang cung cép dé str dung
hodc dé hop thanh san pham va dich vu.

Khi tai san ctia khach hang hodc ctia nha cung
cap bén ngoai bi mat, hw hdng hodc dwoc phat
hién khéng phu hop dé st dung, t& chirc phai
b&o cdo cho khach hang hodc nha cung cép bén
ngoai va lwu gilr thong tin dwoc |ap van ban vé
van dé da xay ra

CHU THICH: Tai san cta khach hang hodc nha cung
cap bén ngoai cé thé bao gdbm nguyén vat liéu,cac
thanh phan, cac cong cu va trang thiét bi, co s&, s& hiru
tri tué va dir liéu ca nhan.

8.5.4 Bao toan

T chirc phai bdo toan cac két qua dau ra trong
subt quéa trinh san xuét va cung cép dich vy, &
murc can thiét d& ddm bao sy phu hop véi cac
yéu cau.

CHU THICH: Bao toan c6 thé bao gdm viéc nhan biét,

xép d&, kiém soat truyén nhiém, bao gdéi, luu trir,
chuyén giao hodc van chuyén va bao vé.

8.5.5 Cac hoat dong sau giao hang
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The organization shall use suitable means to
identify outputs when it is necessary to ensure the
conformity of products and services.

The organization shall identify the status of outputs
with respect to monitoring and measurement
requirements throughout production and service
provision.

The organization shall control the unique
identification of the outputs when traceability is a
requirement, and shall retain the documented
information necessary to enable traceability.

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 external providers’
property provided for use or incorporation into the
products and services

customers’ or

When the property of 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 provider and retain
documented information on what has occurred

NOTE A customer’s or external provider's property 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
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Té chire phai dap ng cac yéu cau dbi véi hoat
déng sau giao hang cé lién quan dén cac san
pham va dich vu.

Khi viéc xac dinh mirc d6 cac hoat dong can thiét
sau giao hang, t6 chirc phai xem xét:

a) yéu cau ché dinh va luat dinh;

b) nhitng hau qua tiém an khéng mong mudn
li&n quan v&i cac san pham va dich vu cla té
churc;

c) ban chét, viéc st dung va tudi tho dw kién
cta san pham va dich vu cla té chirc;

d) cac yéu cau khach hang;

e) phan héi ctia khach hang.

CHU THiCH: Chu y cac hoat déng sau giao hang cé thé

bao gom cac hanh dong theo quy dinh bao hanh, nghia

vy hop déng cling nhw dich vu bao tri, va cac dich vu
bd tro nhw tai ché ho&c loai bé cubdi cung.

8.5.6 Kiém soat cac thay doi

Té chirc phai xem xét va kiém soat nhirng thay
ddi dbi voi viéc san xuét hay cung cép dich vu,
véi mire do can thiét d& ddm bao lién tuc sw phu
hop v6&i cac yéu cau.

Té chirc phai lwu gity lai thong tin dwoc 1ap van
ban mo ta cac két qua cla viéc xem xét cac thay
ddi, nhivng nguwdi (s) cho phép thay dbi, va moi
hanh ddng can thiét ndy sinh tir viéc xem xét.

8.6 Chuyén giao san pham va dich vu

Tb chire phai thwe hién cac bd tri dwgc hoach
dinh & cac giai doan thich hop dé xac nhan rang
cac yéu cau san pham va dich vu da dwoc dap
ng.

Viéc chuyén giao cac san pham va dich vu cho
cac khach hang sé khong dwoc tién hanh cho
dén khi cac bb tri dwoc ké hoach dwoc hoan
thanh mét cach théa dang, trir trwdng hop phé
duyét ctia cip cé thdm quyén lién quan va, khi
thich hop, b&i khach hang.

Té chirc phai lwu gity lai thong tin dwoc 1ap van
ban vé& viéc chuyén giao cac san pham va dich
vu.

Céc thong tin dwoc 1ap van ban bao gdm:
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The organization shall meet 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 consequences
associated with its products and services;

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 with
requirements

The organization shall retain documented
information describing the results of the review of
changes, the person(s) authorizing the change, and
any necessary actions arising from the review.

8.6 Release of products and services

The organization shall implement planned
arrangements, at appropriate stages, to verify that
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

The shall retain documented
information on the release of products and services.

organization

The documented information shall include:
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a) bang chirng vé& sy phu hop véi cac chuan
muwc chap nhan;

b) truy xuat ngudn gbc dén (nhirng) ngudi cho
phép chuyén giao.

8.7 Kiém soat dau ra khéng phu hop

8.7.1 T6 chirc phai dam bao rang cac két qua
dau ra khéng phu hop véi yéu cau dwoc nhan
biét va dwoc kiém soat dé ngdn nglra viéc sl
dung hodc viéc chuyén giao khéng mong muén.

Td chirc phai cd hanh ddng thich hop dwa trén
ban chat cta sw khéng phu hop va anh huéng
ctia n6é dén sy phu hop ctia san phdm va dich
vu. Diéu nay ciing phai ap dung dbi v&i cac san
ph&m va dich vu khéng phu hop dwoc phat hién
sau khi chuyén giao san pham, trong hoac sau
khi thwe hién dich vu.

T& chire phai xtr ly cac két qua dau ra khéng phu

hop bang mot hoac cac cach sau:

a) khéc phuc;

b) phéan tach, lwu gilr, tra lai hoac dinh chi viéc
cung cap cac san phém va dich vu;

c) théng tin dén khach hang;

d) dwoc cho phép chap nhan cé nhan nhuong.

Sw phi hop véi cac yéu cau phai dwoc kiém tra
xac nhan khi cac két qua dau ra khéng phu hop
dwoc khac phuc.

8.7.2 T4 chirc phai lwu gilr lai théng tin dwoc lap
van ban:

a) mo ta sw khéng phu hop;

b) mé ta cac hanh dong dwoc tién hanh;

c) md ta tat ca trudng hop nhan nhuong;

d) xac dinh thdm quyén quyét dinh cac hanh

dong lién quan dén sy khéng phu hop.
9 Panh gia két qua hoat dong

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

9.1.1 Khai quat

Tb chire phai xac dinh:
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a) evidence of conformity with 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 their 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 shall also apply to nonconforming products
and services detected after delivery of products,
during or after the provision of services.

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;

¢) informing the customer;
d) obtaining authorization for acceptance under

concession.

Conformity to the requirements shall be verified
when nonconforming outputs are corrected.

8.7.2 The organization shall retain documented
information that:

a) describes the nonconformity;

b) describes the actions taken;

c) describes any concessions obtained;

d) identifies the authority deciding the action in
respect of the nonconformity.

9 Performance evaluation

9.1 Monitoring, measurement,

evaluation

analysis and

9.1.1 General

The organization shall determine:
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a) diéu gi can phai dwoc theo ddi va do lwdng;

b) cac phwong phap theo déi, do lwdng, phan tich
va danh gia can thiét dé dam bao cé dwoc cac
két qua hop lé;

c) khi nao thyc hién theo déi va do lwdng;

d) khi ndo phai phan tich va danh gia cac két qua
tr hoat déng theo ddi va do lvong.

T chirc phai danh gia két qua hoat dong va tinh
hiéu lwc cta hé thdng quan ly chat lwong.

Té chirc phai lwu gilr lai théng tin dwoc 1ap van
ban thich hop nhw 1a bang chirng ctia cac két qua
trén.

9.1.2 Sw théa man cua khach hang

T chirc phai theo ddi cdm nhan cuia khach hang
vé mirc d6 nhu cAu va mong doi cla ho da dwoc
dap wng.T6é chrc phai xac dinh cac phwong
phap cho viéc thu thap, theo dbi va xem xét théng
tin nay.

CHU THICH: Vi du vé hoat ddng theo déi cdm nhan cla
khach hang cé thé bao gdm khao sat khach hang, phan
hdi ctia khach hang vé cac san pham va dich vu cung
cép, cac cudc hop véi khach hang, phan tich thi phan,
tham hai, yéu cau bdo hanh va cac béo céo cua dai ly.

9.1.3 Phan tich va danh gia

Té chire phai phan tich va danh gia cac di liéu

va théng tin thich hgp phat sinh tir hoat dong

theo dbi va do lwdng.

Két qua phan tich phai dwoc sir dung dé danh gia:

a) sw phu hop clia cac sén pham va dich vu;

b) mdrc do hai long clia khach hang;

c) két qua hoat dong va hiéu luc cta hé théng
quan ly chét luvong;

d) liéu rang viéc hoach dinh d& dwoc thyc hién
¢o hiéu luwc;

e) tinh hiéu lyc cla cac hanh déng dwoc thyc
hién dé giai quyét cac rdi ro va co hoi;

f) Két qua hoat déng clia cac nha cung cép bén
ngoai;

g) nhu cau cai tién hé théng quan ly chat lvong.

CHU THICH: Céac phwong phap dé phan tich di liéu cé
thé bao gdm céac ky thuat théng ké.
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a) what needs to be monitored and measured,;

b) the methods for monitoring, measurement,
analysis and evaluation needed 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.

The organization shall retain  appropriate
documented information as evidence of the results.

9.1.2 Customer satisfaction

The organization shall monitor customers’
perceptions of the degree to which their needs and
expectations have been fulfilled. The organization
shall determine the methods for obtaining,
monitoring and reviewing this information.

NOTE Examples of monitoring customer perceptions can
include customer surveys, customer feedback on
delivered products and services, meetings with customers,
market-share analysis, compliments, warranty claims and
dealer reports.

9.1.3 Analysis and evaluation
The organization shall analyse and evaluate

appropriate data and information arising from
monitoring and measurement.

The results of analysis shall be used to evaluate:

a) conformity of products and services;
b) the degree of customer satisfaction;

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

d) if planning has been implemented effectively;

e) the effectiveness of actions taken to address risks
and opportunities;

f) the performance of external providers

g) the need for improvements to the quality
management system.

NOTE Methods to analyse data can include statistical
techniques.
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9.2 Panh gia ndi bo
9.2.1 T6 chirc phai thyc hién viéc danh gia noi

bd dinh ky nhw d& hoach dinh dé cung cép théng
tin v& hé théng quéan ly chat lwong cé:

a) phu hop véi:
1] céc yéu cau cla td chirc dbi véi hé thdng
quan ly chat lwong;
2] cac yéu cau cua Tiéu chuén quéc té nay;

b) dwoc thwe hién va duy tri mét cach cé hiéu lwc;

9.2.2 T6 chirc phai:

a) lap k& hoach, thiét lap, thuc hién va duy tri mot
(c&c) chwong trinh danh gia bao gdm tan suét,
phwong phap, trach nhiém, cac yéu cau hoach
dinh va bao céo, co xem xét dén tAm quan trong
clia cac qua trinh co lién quan, sw thay dbi anh
hwéng dén té chirc, va cac két qua danh gia
trudc do;

b) xac dinh chudn muc va pham vi cho méi 1an
danh gia;

C) viéc lya chon cac danh gia vién va thyc hién
danh gia phai dam bao tinh khach quan va vo tw
clia qua trinh danh gia;

d) ddm bado rang cac kétqud danh gia duwoc
bao céo dén cép quan ly lién quan;

e) tién hanh khéng cham tré viéc khac phuc va
cac hanh dong khac phuc thich hop;

f) lwu gilr lai théng tin dwoc 1ap van ban nhw
bang chirng cla viéc thuc hién cac chuong
trinh danh gia va cac két qua danh gia.

CHU THICH: Xem hwéng dan ISO 19011

9.3 Xem xét cua lanh dao

9.3.1 Khai quat

Lanh dao cao nhéat phai xem xét dinh ky hé théng quan
ly chat lwong clia t chirc dé& dadm bao tinh lién tuc phu
hop, théa dang, hiéu Iyc va lién két v&i dinh huwong
chién lwoc cla tb chirc.

9.3.2 Dau vao clia xem xét lanh dao

Viéc xem xét cla lanh dao phai dwoc 1ap ké hoach
va duwoc thwe hién:
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9.2 Internal audit

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

a) conforms to:
1] the organization’s own requirements for its
quality management system;

2] the requirements of this
Standard;

International

b) is effectively implemented and maintained.
9.2.2 The organization shall:

a) plan, establish, implement and maintain an audit
programme(s) including the frequency, methods,
responsibilites, planning requirements and
reporting, which shall take into consideration the
importance of the processes concerned, changes
affecting the organization, and the results of
previous audits;

b) define the audit criteria and scope for each audit;

c) select auditors and conduct audits to ensure
objectivity and the impartiality of the audit process;

d) ensure that the results of the audits are reported to
relevant management;

e) take appropriate correction and corrective actions
without undue delay;

f) retain documented information as evidence of the
implementation of the audit programme and the
audit results.

NOTE See ISO 19011 for guidance.
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 be planned and
carried out taking into consideration:
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a) tinh trang cla cac hanh dong tir 1an xem xét
trwéec;

b) cac thay d6i bén trong va bén ngoai cé lién
quan dén hé thdng quan ly chat lwong;

c) théng tin v& két quad hoat dong va hiéu luc
cta hé théng quan ly chat lwong, bao gébm
ca cac xu hwéng vé:

1] sw hai léng cla khach hang va phan héi ti
cac bén quan tam;

2] murc dd6 ma cac muc tiéu chat lwong da dat
duwoc;

3] két qua hoat dong va sy phu hop cla san
pham va dich vu;

4] sw khéng phu hop va cac hanh dong khéc
phuc;

5] cac két qua theo ddi va do lwong;

6] cac két qua danh gia;

7] két qua hoat dong clia cac nha cung cép
bén ngoai;

d) sw day du cac ngudn lyc;

e) tinh hiéu lwc clia cac hanh dong dwoc thwe hién
dé giai quyét rti ro va co hoi (xem6.1);

f) cac co hoi cai tién.

9.3.3 Pau ra ctia xem xét lanh dao

Dau ra clia xem xét cla lanh dao phai bao gébm

cac quyét dinh va hanh dong lién quan dén:

a) cac co hoi cai tién;

b) bét ky nhu cau thay dbi nao déi véi hé thdng
quan ly chat luong;

c) cac nhu cau ngudn lyuc.

T& chirc phai lwu gitr thong tin dwoc 1ap van ban

nhw bang chirng vé cac két qua xem xét cla lanh

dao.

10 Caitién
10.1 Khai quat

T6 chire phadi xac dinh va lwa chon cac co hbi
cai tién va thwc hién moi hanh dong can thiét dé
dap (rng cac yéu cau cla khach hang va nang
cao si hai long ctia khach hang.
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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) information on the performance and effectiveness
of the quality management system, including
trends in:

1] customer satisfaction and feedback from
relevant interested parties;

2] the extent to which quality objectives have
been met;

3] process performance and conformity of
products and services;

4] nonconformities and corrective actions;

5] monitoring and measurement results;

6] audit results;

7] the performance of external providers;

d) the adequacy of resources;

e) the effectiveness of actions taken to address risks
and opportunities (see 6.1);

f) opportunities for improvement.

9.3.3 Management review outputs

The outputs of the management review shall include
decisions and actions related to:

a) opportunities for improvement;

b) any need for changes to the quality management
system;
C) resource needs.

The organization shall retain documented information
as evidence of the results of management reviews.

10 Improvement

10.1 General

The organization shall determine and select
opportunities for improvement and implement any
necessary actions to meet customer requirements
and enhance customer satisfaction.
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Céc diéu nay phai bao géom:

a) cai tién cac san phadm va dich vu dé& dap tng
cac yéu cau ciing nhw dé giai quyét nhu ciu va
mong doi trong twong lai;

b) khac phuc, ngén ngtra hodc lam giam cac anh
hwéng khédng mong muén;

c) cai tién két qua hoat dong va hiéu luc cta hé
théng quan ly chat lvong.

CHU THICH: Vi du vé su cai tién c6 thé bao gdm khéc

phuc, hanh déng khac phuc, cai tién lién tuc, thay ddi
mang tinh dét pha, déi méi va tai cau truc té chirc.

10.2 Sw khéng phu hop va hanh déng khac

phuc

10.2.1 Khi sw khong phu hop xay ra, ké ca phat

sinh tlr cac khiéu nai, t6 chirc phai:

a) Khi thich hop, xt ly sy khong phu hop:

1] thwc hién hanh déng dé kiém soat va khéc
phuc sy khéng phu hop;

2] giai quyét cac hau qua;

b) danh gia nhu cau thuc hién hanh déng dé loai
bd (cac) nguyén nhan clia sy khong phu hop,
dé khong tai dién hodc xay ra noi khac, bang
cach:

1] xem xét va phan tich sy khong phu hop;

2] xac dinh cac nguyén nhan cuia sy khoéng
phl hop;

3] xac dinh xem liéu sy khdéng phu hop
twong tw c6 ton tai hay khéng, hoac cé thé
tiém an xay ra;

c) thuc hién bat ky hanh dong nao can thiét;

d) xem xét tinh hiéu lwc ctia bat ky hanh dong khéc
phuc dwoc thuc hién;

e) cap nhatcac riiro va co héi dwoc xac dinh trong
qua trinh hoach dinh, néu can thiét;

f) Tao sy thay dbi déi v&i hé thdng quan ly chat
lwong, néu can thiét.

Hanh déng khac phuc phai twong xwdng véi tac

déng cla cac sy khong phu hop gap phai.

10.2.2 T6 chirc phai lwu gil lai thong tin dwoc lap
van ban nhu bang chirng vé:
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These shall include:

a) improving products and services to meet
requirements as well as to address future needs
and expectations

b) correcting,
effects;

preventing or reducing undesired

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

NOTE Examples of improvement can include correction,
corrective action, continual improvement, breakthrough
change, innovation and re-organization.

10.2 Nonconformity and corrective action

10.2.1 When a nonconformity occurs, including any
arising from complaints, the organization shall:
a) react to the nonconformity and, as applicable:

1] take action to control and correct it;

2] deal with the consequences;

b) 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 and analysing the nonconformity;

2] determining the causes of the
nonconformity;
3] determining if similar nonconformities exist,

or could potentially occur;

c) implement any action needed;

d) review the effectiveness of any corrective action
taken;

e) update risks and opportunities determined during
planning, if necessary;

f) make changes to the quality management
system, if necessary.

Corrective actions shall be appropriate to the effects
of the nonconformities encountered.

10.2.2 The organization shall retain documented
information as evidence of:
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a) ban chét cla sw khong phu hop va bat ky hanh
dong tiép theo duoc thuc hién;
b) cac két qua ctia moi hanh déng khac phuc.

10.3 Cai tién lién tuc

T chirc phai cai tién lién tuc sw phu hop, thda
dang va hiéu lyc cta hé théng quén ly chat lwong.

Tb chirc phai xem xét cac két qua phan tich va
danh gia, va cac két qua dau ra tr xem xét cla
lanh dao, dé xac dinh xem ¢é nhu ciu hay co' hdi
nao phai dwoc gidi quyét nhuw mot phan cia cai
tién lién tuc.

a) the nature of the nonconformities and any
subsequent actions taken;

b) the results of any corrective action.

10.3 Continual improvement

The organization shall continually improve the
suitability, adequacy and effectiveness of the quality
management system.

The organization shall consider the results of
analysis and evaluation, and the outputs from
management review, to determine if there are needs
or opportunities that shall be addressed as part of
continual improvement.
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Phu luc A
(Tham khao)

Giai thich cau truc, thuat ngir va cac khai niem méi

A.1 B6 cuc va thuat ngiv

B cuc cac diéu khoan (VD: trinh tw cac diéu khoan) va mét sb thuat ngir trong phién ban nay cla tiéu chuén,
trong sw so sanh véi phién ban truéc (1ISO 9001:2008), da dwoc thay dbéi dé cai tién su lién két voi cac tiéu
chuén hé théng quan Iy khac.

Khéng cé yéu cau nao cla Tiéu chuan qudc té nay vé viéc cAu tric va thuat nglr ciia né phai dwoc ap dung
ddi v&i cac thong tin bang van ban trong Hé théng quan ly chat lwgng clia mét té chire.

CAu tric cla cac didu khoan trong tiéu chuadn nay nham dwa ra mét sy trinh bay mach lac cac yéu cau, hon
la mdt md hinh van ban héa cac chinh sach, muc tiéu va qua trinh ctia td chirc. CAu trdc va noi dung cla cac
théng tin bang van ban lién quan dén moét hé thdng quan ly chat lwgng thudng lién quan nhidéu hon véi ngudi
st dung néu gan lién vé&i ca cac qua trinh thwe hién béi té chire va théng tin dwoc duy tri cho cac muc dich
khac.

Khong cé yéu cau nao cho viéc cac thuat ngir st dung bdi mét té chirc phai dwoc thay thé bang thuat ngiy
st dung trong tiéu chuan québc té nay dé quy dinh cac yéu cau cta hé thdng quan ly chéat lwong. Céc td chirc
c6 thé lwa chon va sir dung céac tlr ving thich hop véi hoat ddng ctia minh (VD: s dung “hd so”, “tai lieu”
ho&c “dw thdo” hon 1a “thdng tin bang van ban”; hoac “nha cung cap”, “déi tac” hoac “ngudi ban” thay cho
“nha cung cép bén ngoai”). Bang A.1 chi ra nhitng khac biét Ién trong thuat ngi gira phién ban nay cta Tiéu
chuén so v&i phién ban truéec.

Bang A.1 — Cac sw khac biét Ién vé thuat ngiv giira ISO 9001:2008 va ISO 9001:2015

1ISO 9001:2008 1ISO 9001:2015
San pham San pham va dich vu
Diéu khoan loai tri Khong str dung
(Xem thém Diéu khoan A.5 dé co giai thich chi tiét
vé kha néng ap dung)
Dai dién Ianh dao vé chét lvong Khong st dung
(Céc trach nhiém va quyén han dwoc phan cong
nhung khéng c6 yéu cau cho mét dai dién Ianh
dao riéng ré)
Van ban, s6 tay chat lwong, cac thd tuc bang vdn | Théng tin bang van ban

ban, hé so

M©bi trvdng lam viéc M©bi tridng cho viéc van hanh cac qua trinh

San pham dwoc mua Céc san pham va dich vu dwoc cung cap tir bén
ngoai

Nha cung cap Nha cung cap bén ngoai

San pham San pham va dich vu

A.2 San pham va dich vu

ISO 9001:2008 sir dung thuat ngir “sdn pham” dé bao gdm tt ca cac nhém dau ra. Phién ban nay cla tiéu
chuan st dung “san phém va dich vy”. Thuat ng “san phém va dich vu” bao gébm toan bd cac nhém dau ra
(phan ctrng, dich vu, phdn mém va cac vat liéu da dwoc ché bién).

Viéc bao gbm mét cach cu thé “dich vu” ¢ muc dich nham nhan manh sw khac biét gitra sdn pham va dich
vu trong ap dung moét sé yéu cau. Pac tinh cta dich vu la it nhat mét phan clia dau ra dwoc thue hién cé sw
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twong tac v&i khach hang. Piéu nay c6 nghia, vi du, sw phi hop véi cac yéu cau khdng thé nhét thiét phai
duwoc xac nhan truéc khi chuyén giao san pham.

Trong phan 1&n cac trwerng hop, s&n phdm va dich vu dwoc str dung clingn nhau. Phan Ién d4u ra cla cac td
chtre cung cép dén khac hang, hodc dwoc cung cép dén td chirc bdi nha cung (rng bén ngoai, bao gédm ca
san pham va dich vu. Vi du, mét san phdm hiru hinh hodc vé hinh c6 thé c6 mét sb dich vu lién quan hodc
mot dich vu co thé c6 mdt sd san phadm hivu hinh hodc vo hinh lién quan.

A.3 Thau hiéu nhu cau va mong doi ciia cac bén quan tam

Diéu khoan phu 4.2 dwa ra yéu ciu td chirc phai xac dinh cac bén quan tam c6 lién quan dén hé théng quan
ly chat lwong va cac yéu cau ctia nhirng bén quan tdm nay. Tuy nhién, Diéu khoan 4.2 khéng am chi sy mé
réng cac yéu ciu cla hé théng quan ly chat lwgng bén ngoai pham vi clia Tiéu chuan nay. Nhw da tuyén bb
trong pham vi, Tiéu chuan nay cé thé ap dung dwoc khi mét td chirc can chivng t kha ndng ctia minh cung
cap mot cach 6n dinh cac sdn phdm va dich vu dap (rng yéu cau ciia khach hang va cac yéu cau ché dinh va
luat phap cé thé ap dung dwgc, va nham nang cao sy théda man ctia khach hang.

Khéng c6 yéu ciu nao trong tiéu chuén nay budc td chirc phai xem xét dén cac bén quan tam khi té chirc da
quyét dinh rang nhirng té chirc nay khéng lién quan dén hé thdng quan ly chét lwong cia minh. T chire tw
quyét dinh néu mot yéu cau cu thé ctia mot bén quan tam lién quan ¢ lién quan dén hé théng quan Iy chat
lwgng cta minh.

A.4 Tw duy dwa trén rai ro

Khai niém vé tw duy dwa trén rdi ro d& ngdm chiva trong cac phién ban trwéc cia tiéu chudn quéc té nay, vi
du nhw thédng qua cac yéu cau vé hoach dinh, xem xét va cai tién. Tiéu chuan québc té nay quy dinh cac yéu
cau t6 chire thiu hiéu béi cadnh ctia minh (xem Diéu khodn 4.1) va xac dinh cac rii ro nhw 1 co s& cla viéc
hoach dinh (xem Diéu khoan 6.1). Diéu nay miéu ta viéc (rng dung tiép can quan ly rdi ro trong hoach dinh va
thwe hién cac qua trinh clia Hé théng quan ly chat lwgng (xem Diéu khodn 4.4) va sé hd tro' viéc xac dinh mirc
do théng tin bang van ban.

Mét trong nhixng muc dich chinh ctia Hé théng quan ly chét lwong la hoat ddng nhuw mét cdng cu phong ngira.
Do d6, Tiéu chudn quéc té nay khéng cé mét diéu khdan hodc diéu khoan phu riéng ré vé hanh déng phong
nglra. Khai niém hanh dong phong nglra dugc thé hién théng qua viéc st dung tw duy dwa trén rdi ro trong
hinh thanh cac yéu cau cia Hé théng quan ly chat lwong.

Tiép can quan ly rai ro ap dung trong Tiéu chuan quéc t& nay da cho phép giam bdt mot sé yéu ciu bét bude
va thay thé ching bang cac yéu cau dwa trén két qua hoat dong. Cé s linh hoat Ién hon so véi ISO 9001:2008
trong yéu cau vé& cac qua trinh, théng tin bang van ban va trach nhiém cla té chirc.

Mé&c du Piéu khoan 6.1 quy dinh réng té chirc phai hoach dinh cac hanh déng nham giadi quyét rdi ro, khong
c6 y&u cau nao vé cac phwong phap chinh thirc cho quan Iy rdi ro va qua trinh quan ly rdi ro bang van ban.
T& chirc cé thé quyét dinh cé hodc khong phat trién mét phwong phap quan ly rii ro day dd hon so véi yéu
cau bdi Tiéu chuan, VD: théng qua viéc ap dung viéc &p dung céc tai liéu chi dan hoac tiéu chuan khéc.

Khéng phai moi qua trinh ctia hé théng quan ly chat lwong déu twong (ng véi mot mire dd rdi ro nhw nhau
lién quan dén kha néng cta té chirc dat dwoc cac muc tiéu clia minh va cac anh huéng cla sy khong chac
chan khéng gibng nhau cho tat ca cac tb chirc. V&i cac yéu cau clia Diéu khodn 6.1, t6 chirc phéi chiu trach
nhiém cho viéc ap dung tiép can quan ly rdi ro va cac hang dong ma té chirc thwe hién dé giai quyét rai ro,
bao gém viéc c6 hay khoéng duy tri théng tin bang van ban nhw 1a bang chirng cho viéc xac dinh rdi ro cla
minh.
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A.5 Kha nang ap dung

Tiéu chuén quéc té nay khong dé cap dén “ngoai 1&” vé mat kha ndng 4p dung cac yéu cau cia minh trong
Hé thdng quan ly chat lwgng cla t6 chirc. Tuy nhién, mét td chirc c6 thé xem xét kha nang ap dung ctia cac
tiéu chuén tuy theo quy mé hoac mirc do phirc tap cla t& chirc, md hinh quan ly ap dung, linh viec cac hoat
dong cua td chire va ban chét ctia céc rdi ro va co hdi ma td chive gép phai.

Yéu cau vé kha nang ap dung duoc dé cap trong Diéu khoan 4.3, xac dinh cac diéu kien ma moét té chirc co
thé quyét dinh rang mot yéu cau cé thé khong dwoc ap dung dbi véi bat ky qua trinh nao trong pham vi Hé
thdng quan ly chat lwong cla minh. T chirc chi c6 thé quyét dinh rdng mot yéu cau khéng cé kha nang ap
dung néu quyét dinh cta t6 chirc khéng gay ra tinh trang khéng dat dwoc sw phi hop ctia sdn phdm va dich
vu.

A.6 Thong tin dwoc 1ap van ban

Nhw 1a mot phan clia sw lién két véi cac tiéu chuan hé thdng quan ly khac, mot diéu khodn chung vé “théng
tin dwoc 1ap van ban” da dwoc chap nhan ma khoéng coé sw thay déi hodc bd sung dang ké nao (xem Diéu
khodn 7.5). Khi thich hop, ndi dung viét & nhirng chd khac trong Tiéu chudn quéc té nay da dwoc lién két voi
cac yéu ciu cuda tiéu chuan. Do vay, “thdng tin dwoc lap van ban” dwoc st dung cho tat cac cac yéu cau vé
tai liéu.

" R

O nhirng chd ma I1SO 9001:2008 sl dung cac thuat ngl nhw “tai liéu” hodc “tha tuc bang van ban”, “sé tay

chét lwong” hodc “ké hoach chat lwong”, phién ban nay cua tiéu chuin quy dinh yéu cau “duy tri théng tin
dworc lap van ban”.

M6t yéu cau vé “duy tri” théng tin bang van ban khéng loai trir khd nang la té hirc c6 thé ciing can “gitr lai”
théng tin béng van ban nhw vay cho mét muc dich cu thé, VD: gilr lai phién ban truéc cta no.

Khi Tiéu chudn dé cap dén “théng tin” thay vi “théng tin dwoc 1ap van ban” (VD: trong Piéu khoan 4.1: “Té
chirc phéi theo ddi va xem xét théng tin vé nhirng van dé ndi bd va bén ngoai nay”), khéng cé yéu cau nao vé
viéc cac thong tin d6 phai dwoc 1ap thanh van ban. Trong nhirng tinh hudng nhw vay, t6 chirc cé thé quyét
dinh viéc c6 hodc khong can thiét hoac thich hop duy tri théng tin bang van ban.

A.7 Tri thirc cta td chirc
Trong diéu khoan 7.1.6, Tiéu chuan nay dé cap nhu ciu xac dinh va quan ly tri thirc duy tri bdi té chirc, dé
dam bao rang td chirc c6 thé dat dwoc sy phu hop cia san phdm va dich vu.
Cac yéu cau lién quan dén tri thirc cla td chirc dwgc dwa ra cho muc dich:
a) Bao vé t6 chirc khdi bi mét tri thire, VD:
— Do thay déi nhan su;
—  Thiéu kha& ndng ndm bat va chia sé théng tin.
b) Khuyén khich té chirc thu dwoc duwoc kién thire, VD:
— Hoc hdéi ttr kinh nghiém;
—  Huwéng dan;
— Chuén so sanh.
A.8 Kiém soat cac san pham va dich vu dwoc cung cap tir bén ngoai
Moi hinh thirc san phdm va dich vu duwgc cung cap tlr bén ngoai dwoc dé cap trong Diéu khoan 8.4, VD: cho
thdng qua:

a) Mua t&» mot nha cung cap;
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b) M6t théa thuan véi mot cong ty lién két;

c) Cac qua trinh dwoc thué ngoai dén mot nha cung cap bén ngoai.

Thué ngudn bén ngoai ludn cé cac dac tinh cbt yéu ctia mét dich vy, vi diéu nay sé co it nhat mot hoat dong
can dwoc thye hién tai giao dién gitra bén cung cap va té chirc.

Céc bién phap kiém soat dwoc yéu ciu véi sw cung cap tlr bén ngoai cé thé khac nhau nhiéu tuy thudc vao
ban chét clia s&n phdm va dich vu. T chirc phai ap dung tiép can quan Iy rdi ro dé xac dinh hinh thic va
mirc d6 clia hoat ddng kiém soat twong (rng cac nha cung cip bén ngoai va san phadm va dich vu dwoc cung
cép tlr bén ngoai cu thé.
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Annex A
(informative)

Clarification of new structure, terminology and concepts

A.1 Structure and terminology

The clause structure (i.e. clause sequence) and some of the terminology of this edition of this International
Standard, in comparison with the previous edition (ISO 9001:2008), have been changed to improve alignment
with other management systems standards.

There is no requirement in this International Standard for its structure and terminology to be applied to the
documented information of an organization’s quality management system.

The structure of clauses is intended to provide a coherent presentation of requirements, rather than a model
for documenting an organization’s policies, objectives and processes. The structure and content of
documented information related to a quality management system can often be more relevant to its users if it
relates to both the processes operated by the organization and information maintained for other purposes.

There is no requirement for the terms used by an organization to be replaced by the terms used in this
International Standard to specify quality management system requirements. Organizations can choose to use
terms which suit their operations (e.g. using “records”, “documentation” or “protocols” rather than “documented

information”; or “supplier”, “partner” or “vendor” rather than “external provider”). Ta ble A.1 shows the major
differences in terminology between this edition of this International Standard and the previous edition.

Table A.1 — Major differences in terminology between ISO 9001:2008 and ISO 9001:2015

1ISO 9001:2008 1ISO 9001:2015

Products Products and services

Exclusions Not used

(See Clause A.5 for clarification of applicability)

Management representative Not used

(Similarresponsibilities and authorities are assigned but
no requirement for a single management repre-

sentative)
Documentation, quality manual, documented pro- Documented information
cedures, records
Work environment Environment for the operation of processes
Monitoring and measuring equipment Monitoring and measuring resources
Purchased product Externally provided products and services
Supplier External provider

A.2. Products and services

ISO 9001:2008 used the term “product” to include all output categories. This edition of this International
Standard uses “products and services”. “Products and services” include all output categories (hardware,
services, software and processed materials).

The specific inclusion of “services” is intended to highlight the differences between products and services in
the application of some requirements. The characteristic of services is that at least part of the output is realized
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at the interface with the customer. This means, for example, that conformity to requirements cannot
necessarily be confirmed before service delivery.

In most cases, products and services are used together. Most outputs that organizations provide to customers,
or are supplied to them by external providers, include both products and services. For example, a tangible or
intangible product can have some associated service or a service can have some associated tangible or
intangible product.

A.3. Understanding the needs and expectations of interested parties

Subclause 4.2 specifies requirements for the organization to determine the interested parties that are relevant
to the quality management system and the requirements of those interested parties. However, 4.2 does not
imply extension of quality management system requirements beyond the scope of this International Standard.
As stated in the scope, this International Standard is applicable where an organization needs to demonstrate
its ability to consistently provide products and services that meet customer and applicable statutory and
regulatory requirements, and aims to enhance customer satisfaction.

There is no requirement in this International Standard for the organization to consider interested parties where
it has decided that those parties are not relevant to its quality management system. It is for the organization
to decide if a particular requirement of a relevant interested party is relevant to its quality management system.

A.4. Risk-based thinking
The concept of risk-based thinking has been implicit in previous editions of this International Standard,

e.g. through requirements for planning, review and improvement. This International Standard specifies
requirements for the organization to understand its context (see 4.1) and determine risks as a basis for
planning (see 6.1). This represents the application of risk-based thinking to planning and implementing quality
management system processes (see 4.4) and will assist in determining the extent of documented information.

One of the key purposes of a quality management system is to act as a preventive tool. Consequently, this
International Standard does not have a separate clause or subclause on preventive action. The concept of
preventive action is expressed through the use of risk-based thinking in formulating quality management
system requirements.

The risk-based thinking applied in this International Standard has enabled some reduction in prescriptive
requirements and their replacement by performance-based requirements. There is greater flexibility than in
ISO 9001:2008 in the requirements for processes, documented information and organizational responsibilities.

Although 6.1 specifies that the organization shall plan actions to address risks, there is no requirement for
formal methods for risk management or a documented risk management process. Organizations can decide
whether or not to develop a more extensive risk management methodology than is required by this
International Standard, e.g. through the application of other guidance or standards.

Not all the processes of a quality management system represent the same level of risk in terms of the
organization’s ability to meet its objectives, and the effects of uncertainty are not the same for all organizations.
Under the requirements of 6.1, the organization is responsible for its application of risk- based thinking and
the actions it takes to address risk, including whether or not to retain documented information as evidence of
its determination of risks.

A.5 Applicability

This International Standard does not refer to “exclusions” in relation to the applicability of its requirements to
the organization’s quality management system. However, an organization can review the applicability of
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requirements due to the size or complexity of the organization, the management model it adopts, the range of
the organization’s activities and the nature of the risks and opportunities it encounters.

The requirements for applicability are addressed in 4.3, which defines conditions under which an organization
can decide that a requirement cannot be applied to any of the processes within the scope of its quality
management system. The organization can only decide that a requirement is not applicable if its decision will
not result in failure to achieve conformity of products and services.

A.6. Documented information

As part of the alignment with other management system standards, a common clause on “documented
information” has been adopted without significant change or addition (see 7.5). Where appropriate, text
elsewhere in this International Standard has been aligned with its requirements. Consequently, “documented
information” is used for all document requirements.

]

Where I1ISO 9001:2008 used specific terminology such as “document” or “documented procedures”, “quality
manual” or “quality plan”, this edition of this International Standard defines requirements to “maintain
documented information”.

Where ISO 9001:2008 used the term “records” to denote documents needed to provide evidence of conformity
with requirements, this is now expressed as a requirement to “retain documented information”. The
organization is responsible for determining what documented information needs to be retained, the period of
time for which it is to be retained and the media to be used for its retention.

A requirement to “maintain” documented information does not exclude the possibility that the organization
might also need to “retain” that same documented information for a particular purpose, e.g. to retain previous
versions of it.

Where this International Standard refers to “information” rather than “documented information” (e.g. in 4.1:
“The organization shall monitor and review the information about these external and internal issues”), there is
no requirement that this information is to be documented. In such situations, the organization can decide
whether or not it is necessary or appropriate to maintain documented information.

A.7. Organizational knowledge

In 7.1.6, this International Standard addresses the need to determine and manage the knowledge
maintained by the organization, to ensure the operation of its processes and that it can achieve conformity
of products and services.

Requirements regarding organizational knowledge were introduced for the purpose of:
a) safeguarding the organization from loss of knowledge, e.g.
— through staff turnover;
— failure to capture and share information;
b) encouraging the organization to acquire knowledge, e.g.
— learning from experience;
— mentoring;
— benchmarking.
A.8. Control of externally provided processes, products and services

All forms of externally provided processes, products and services are addressed in 8.4, e.g. whether
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through:
a) purchasing from a supplier;
b) an arrangement with an associate company;
c) outsourcing processes to an external provider.

Outsourcing always has the essential characteristic of a service, since it will have at least one activity
necessarily performed at the interface between the provider and the organization.

The controls required for external provision can vary widely depending on the nature of the processes,
products and services. The organization can apply risk-based thinking to determine the type and extent of
controls appropriate to particular external providers and externally provided processes, products and
services.
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Phu luc B
(Tham khao)

Cac tiéu chuan quéc té khac vé quan ly chat lwong va Hé théng quan ly
chat lwong phat trién b&i ISO/TC 176

Céc tiéu chuan quéc té dwoc mé ta trong phu luc nay da dwoc phat trién béi ISO/TC 176 nhdm cung cip cac
thdng tin hd tror cho td chire ap dung Tiéu chuan quéc té nay, va cung cap cac chi dan cho td chirc Iwa chon
tién t&i xa hon cac yéu cau cta Tiéu chuén. Chi dan hodc yéu cau bao gdm trong c4c tai liéu liét ké trong phu
luc nay khoéng bd sung, hoac diéu chinh, cac yéu cau cta Tiéu chuan qubc té nay.

Bang B.1 thé hién méi lién hé gitra cac tiéu chuan d6 véi nhivng diéu khoan lién quan cta Tiéu chuén nay.

Phu luc nay khéng bao gém viéc tham chiéu dén cac tiéu chuan hé théng quan ly chéat lwong cho céc linh
vuc cu thé dwoc phat trién béi ISO/TC 176.

Tiéu chuan quéc té nay la mét trong ba tiéu chuén chinh dwoc phat trién béi ISO/TC 176.

— IS0 9000 Hé théng quan ly chét ltong — Co sé va tir virng cung cap cac nén tang cbt yéu cho sy thau
hiéu va thwe hién mot cach thich hop véi tiéu chuén quéc té nay. Cac nguyén tdc quan ly chat lwvong dwoc
mo ta chi tiét trong 1ISO 9000 va da dwoc xem xét dén trong phat trién Tiéu chuan qudc té nay. Cac nguyén
tac nay khong phai la nhirng yéu ciu, nhwng tao thanh nén tang clia cac yéu ciu duoc dwa ra trong Tiéu
chuén. ISO 9000 cling dinh ro cac thuat nglr, dinh nghia va khai niém dwgc st dung trong Tiéu chuén
quéc té nay.

— IS0 9001 (Tiéu chuén quéc t& nay) dinh rd cac yéu cau hwdng chi yéu dén cung cép niém tin vao cac
san pham va dich vu cung cép bdi td chirc va qua dé nang cao thda man khach hang. Viéc thye hién thich
hop cling mong muén mang dén cac loi ich khac cho té chire, nhw la cai tién trao déi théng tin ndi bd, sw
thau hiéu va kiém soat tét hon cac qua trinh ctia td chirc.

— IS0 9004 Quén ly cho sw thanh céng bén viing ctia mét té chirc — Tiép cén trong quén ly chét luong cung
clp cac chi dan cho nhirng td chirc mudn tién t&i xa hon cac yéu cau cla tiéu chuan quéc té nay dé giai
quyét cac chl dé & pham vi rong hon ma c6 thé dan dén cai tién hiéu qua hoat dong téng thé cuia tb chirc.
ISO 9004 bao gdm chi dan vé phwong phap tw danh gia dé moét td chirc cé thé danh gia mire dd phat trién
clia Hé théng quan ly chat lwgng cha minh.

Céc tiéu chuan québc t& dwoc tom tat dudi day cé thé cung cap sw hé tro cho td chirc khi xac 1ap hodc tim
kiém s cai tién vé hé thdng quan ly chat lwong, cac qua trinh va hoat dong ctia minh.

— IS0 10001 Quan ly chét lwong — Sw théa mén khéch hang — Sw théa mén cua khach hang — Huéng dén
vé quy pham dao dirc dbi véi té chire cung clp cac chi dan dé mot td chirc xac dinh xem s cung cap cho
thda man khach hang dap (ng cac nhu ciu va mong doi clia khach hang. Viéc sir dung tiéu chuan nay
c6 thé nang cao niém tin cGa khach hang vao moét td chirc va cai tién sw thiu hiéu cta khach hang vé
nhirng diéu cé thé trong doi tir td chirc, vi vay, gidm thiéu kha néng clia sy hiéu nham va khiéu nai.

— IS0 10002 Quén ly chét lvong — Sw théa mén ctia khach hang — Huéng dan vé gidi quyét khiéu nai trong
trong té chirc cung cAp cac chi dan vé qué trinh x& ly cac khiéu nai thdng qua nhan ra va giai quyét cac
nhu cAu va mong doi cia khiéi nai va x& ly moi khiéu nai nhan dwoc. Tiéu chuan nay cung cap mot qua
trinh khiéu nai mé, hiéu qua va dé sir dung, bao gdm viéc dao tao nhan sw. Tiéu chuan ciing cung cép
céc chi dan cho doanh nghiép nhé.
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ISO 10003 Quan ly chét luvong — Sw théa mén cia khach hang — Huéng dén giai quyét tranh chép bén
ngoai té chirc cung cap chi dan cho viéc giai quyét mot cach hiéu qua va hiéu lwc cac tranh chap bén
ngoai dbi v&i cac khiéu nai lién quan dén san pham. Giai quyét tranh chip cung cdp mét cach thirc dén
bu khi t& chirc khéng khéc phuc dwoc mét khiéu nai trong ndi bo. Phan 16n cac khiéu nai dwoc xt ly thanh
cong trong tb chirc, khéng can dén cac tha tuc ddi khang.

ISO 10004 Quan ly chét luong — Sw théa méan cta khach hang — Hudng dan theo déi va do ludong cung
cép céac chi dan cho hanh ddngnang cao thda man cutia khach hang va nhan dién cac co hdi cho viéc cai
tién san phdm, qua trinh va cac dac tinh co gia tri véi khach hang. Cac hanh déng nhw vay cé thé cling
cb sy trung thanh ctia khach hang va gidp gir khach hang.

ISO 10005 Hé théng quén ly chét lvong — Huéng dan ké hoach chét long cung cap cac chi dan vé thiét
lap va s dung cac ké hoach chat lwong nhw moét cong cu gén két cac yéu cau ctia qua trinh, san pham,
dy an hoac hop déng v&i phuong thirc thwe hién cén viéc va cac thwe hanh hd trg qua trinh tao sén
ph&m. Céc loi ich cta thiét Iap ké hoach chét lwong 1a nang cao niém tin rdng cac yéu cau sé duoc dap
&ng, cac qua trinh duoc kiém soat va dong lwc ma diéu nay cé thé tao ra cho nhivng ngudi lién quan.

ISO 10006 Hé théng quén ly chét lvong — Hwéng dén quén ly chét luong trong duw &n ap dung véi cac dy
an tr nhd dén Ion, tr don gidn dén phirc tap, tr dw an riéng 1& dén moét phan ctia danh muc cac dw an.
Céc chi d&n nay duoc sir dung béi nhan sw quan ly dw an va nhirng nwdi can dadm bao réng tb chire clia
minh dang ap dung cac thwc hanh bao gém trong danh muc cac tiéu chuan vé hé thdng quan ly cda ISO.

ISO 10007 Hé théng quan ly chét lvong — Huéng dan quan ly céu hinh hd tro td chire ap dung quan ly
céu hinh cho déi v&i cac dinh hwéng k§ thuat va hanh chinh trong chu trinh séng cia san pham. Quan ly
céu hinh c6 thé duwoc str dung dé dap (rng cac yéu cau vé nhan biét va truy vét san pham quy dinh b&i
Tiéu chuan quéc té nay.

ISO 10008 Quan ly chét luvong — Sw théa mén cda khach hang — Huéng dan cho céc giao dich thuong
mai dién ti gitka doanh nghiép véi ngudi tiéu dung cung cip cac chi dan vé cach thirc ma té chirc cé thé
thwe hién mot hé théng giao dich dién tir gitra doanh nghiép véi nguei tiéu (B2C ETC) dung mot cach
hiéu luc va hiéu qua, va vi thé cung clp co s& cho khach hang cé dugc s tin twdng hon véi B2C ECT,
nang cao kha nang cla td chirc thda man khach hang va gitp gidm thiéu cac khiéu nai va tranh chép.

ISO 10012 Hé théng quan ly do lwong — Céac yéu cau dbi véi qué trinh do luong va thiét bi do long cung
cép cac chi dan cho viéc quan ly cac qua trinh do lwéng va viéc xac nhan vé mét do lwdng véi cac thiét
bi do dwoc sir dung dé xac nhan va chirng té sw tuan thi véi cac yéu cau vé do lwdng. Tiéu chuan quy
dinh cac yéu cau quan ly chat lwgng clia mét hé théng quan ly do lwéng nham dam béo cac yéu cau vé
do lvdng dugc dap rng.

ISO/TR 10013 Huéng dén vé tai liéu ctia hé théng quén ly chét luong cung clp cac chi dan vé viéc phat
trién va duy tri tai liéu can thiét cho mot hé théng quan Iy chéat lwong. Tiéu chuan cé thé dwoc st dung dé
van ban héa hé théng quan ly ngoai nhirng hé théng trong danh muc céc tiéu chuan hé théng quan ly cla
ISO, VD: hé thdng quan ly méi trwérng va hé théng quan Iy an toan.

ISO 10014 Quan ly chét lwong — Huéng dén vé hién thurc héa céc loi ich kinh té va tai chinh dwoc danh
cho lanh dao cép cao. Tiéu chun cung cac cac hwdng dan cho hién thuc hdéa cac loi ich vé kinh té va tia
chinh thédng qua viéc &p dung cac nguyén tac quan ly chat lwong. Tiéu chuén thic day viéc ap dung cac
nguyén tac quan ly va lwa chon cac phwong phap va cong cu cho phép su thanh cong bén virng cla tb
chue.

ISO 10015 Quan ly chét lwong — Huwéng dén vé dao tao cung cip cac huwéng dan hé tro td chirc va giai
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quyét cac van dé lién quan dén dao tao. Tiéu chuén cé thé duwoc ap dung bat ky khi nao sw chi dan dwoc
yéu cau dé dién giai sy tham chiéu dén “giao duc” va “dao tao” trong dan muc cac tiéu chuan vé hé théng
quan ly cta I1SO. B4t ky sy tham chiéu nao dén “dao tao” déu bao gébm moi hinh thirc gido duc va dao
tao.

— ISO/TR 10017 Chi d&n vé céc céng cu théng ké cho ISO 9001:2000 gidi thich cac cdng cu thdng ké phat
sinh b&i sw bién thién cé thé quan sat dwoc trong dién bién clia qua trinh va cac dau ra, tham chi 13 trong
diéu kién twdng nhw 1a &n dinh. Cac cong cu thdng ké cho phép st dung mét cach tét hon cac div liéu
nham hé trg’ qua trinh ra quyét dinh, va vi vay giup cai tién lién tuc chat lwgng ctia san phdm, qua trinh
nhdm dat dwoc sy thda man cla khach hang.

— 1SO 10018 Quan ly chét lvong — Hwéng dan vé sw tham gia ctia moi ngudi va ndng luc cung cip cac
hwéng dé tac dong dén sy tham gia ctia moi ngudi va nang lwc. Mot hé thédng quan ly chat lwong phu
thudc vao sy tham gia clia nhirng nguwdi cé nang lwc va cach thirc ma ho dwgc dwa vao va tich hgp trong
t6 chire. Diéu trong yéu 1a phai xac dinh, phat trién va danh gia tri thire, ki ndng, hanh vi va méi trudng
lam viéc dwoc yéu cau.

— 1SO 10019 Hwéng dan cho viéc lwa chon tw van hé théng quén ly chét luong va sir dung céc dich vu tw
van cung cap cac chi dan cho viéc lwa chon tw van hé théng quan ly chat lwong va st dung dich vu clia
ho. Tiéu chuén nay cung cép cac chi dan vé qua trinh danh gia nang lwc ctia mét té chirc tw van hé théng
quan ly va cung cép su tin twéng rang cac nhu cau va mong doi ctia td chive ddi véi dich vu tw van dwoc
dap wng.

— IS0 19011 Huéng dan dénh gié céc hé théng quan ly cung cép céc chi dan vé quan ly chwong trinh danh
gia, hoach dinh va thwc hién mot cudc danh gia hé théng quan ly, cling nhw nang lwc va danh gia chuyén
gia danh gia va doan danh gia. Tiéu chuan nay dy kién ap dung v&i cac danh gia vién, cac té chirc ap
dung hé théng quan ly, va td chirc can thuc hién danh gia hé théng quan ly.
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Bang B.1 - Mdi quan hé giira cac tiéu chuan qudc té vé quan ly chit lwgng va hé théng quan ly chit lwgng
véi cac diéu khoan cua Tiéu chudn qudc té nay

Tiéu chuin Piéu khoan trong tiéu chuin quéc té€ nay

quéc té khac 4 5 6 ” 3 9 10
IS0 9000 Tat ca Tat ca T4t ca Tat ca T4t ca Tat ca T4t ca
IS0 9004 Tat ca Tat ca T4t ca T4t ca Tat ca T4t ca Tat ca
[SO 10001 8.2.2,8.5.1 (9.1.2

1SO 10002 8.2.1, 9.1.2 10.2.1
IS0 10003 9.1.2

ISO 10004 9.1.2,9.1.3

ISO 10005 5.3 6.1,6.2 T4t ca Tat ca 9.1 10.2
ISO 10006 Tat ca T4t ca Tat ca T4t ca Tat ca Tat ca Tat ca
IS0 10007 8.5.2

ISO 10008 Tat ca T4t ca Tat ca T4t ca Tat ca Tat ca Tat ca
ISO 10012 7.1.5

ISO/TR 10013 7.5

ISO 10014 Tat ca T4t ca Tat ca T4t ca Tat ca Tat ca Tat ca
ISO 10015 7.2

ISO/TR 10017 6.1 7.1.5 9.1

ISO 10018 Tat ca T4t ca Tat ca T4t ca Tat ca Tat ca Tat ca
ISO 10019 8.4

ISO 19011 9.2

CHU THICH: “T4t c3” thé hién rang tit ca cac diéu khoan phu trong diéu khoan dwoc dé cap ctia Tiéu chudn qudc té nay déu
lién quan dén Tiéu chudn qudc té khac.
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Annex B
(informative)

Other International Standards on quality management and quality management
systems developed by ISO/TC 176

The International Standards described in this annex have been developed by ISO/TC 176 to provide
supporting information for organizations that apply this International Standard, and to provide guidance for
organizations that choose to progress beyond its requirements. Guidance or requirements contained in the
documents listed in this annex do not add to, or modify, the requirements of this International Standard.

Table B.1 shows the relationship between these standards and the relevant clauses of this International
Standard.

This annex does not include reference to the sector-specific quality management system standards developed
by ISO/TC 176.

This International Standard is one of the three core standards developed by ISO/TC 176.

— 1SO 9000 Quality management systems — Fundamentals and vocabulary provides an essential
background for the proper understanding and implementation of this International Standard. The
quality management principles are described in detail in ISO 9000 and have been taken into
consideration during the development of this International Standard. These principles are not
requirements in themselves, but they form the foundation of the requirements specified by this
International Standard. ISO 9000 also defines the terms, definitions and concepts used in this
International Standard.

— IS0 9001 (this International Standard) specifies requirements aimed primarily at giving confidence in the
products and services provided by an organization and thereby enhancing customer satisfaction. Its proper
implementation can also be expected to bring other organizational benefits, such as improved internal
communication, better understanding and control of the organization’s processes.

— ISO 9004 Managing for the sustained success of an organization — A quality management approach
provides guidance for organizations that choose to progress beyond the requirements of this International
Standard, to address a broader range of topics that can lead to improvement of the organization’s overall
performance. ISO 9004 includes guidance on a self-assessment methodology for an organization to be
able to evaluate the level of maturity of its quality management system.

The International Standards outlined below can provide assistance to organizations when they are
establishing or seeking to improve their quality management systems, their processes or their activities.

— 1SO 10001 Quality management — Customer satisfaction — Guidelines for codes of conduct for
organizations provides guidance to an organization in determining that its customer satisfaction provisions
meet customer needs and expectations. Its use can enhance customer confidence in an organization and
improve customer understanding of what to expect from an organization, thereby reducing the likelihood
of misunderstandings and complaints.

— ISO 10002 Quality management — Customer satisfaction — Guidelines for complaints handling in
organizations provides guidance on the process of handling complaints by recognizing and addressing the
needs and expectations of complainants and resolving any complaints received. ISO 10002 provides an
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open, effective and easy-to-use complaints process, including training of people. It also provides guidance
for small businesses.

ISO 10003 Quality management — Customer satisfaction — Guidelines for dispute resolution external to
organizations provides guidance for effective and efficient external dispute resolutionfor product-related
complaints. Dispute resolution gives an avenue of redress when organizations do not remedy a complaint
internally. Most complaints can be resolved successfully within the organization, without adversarial
procedures.

ISO 10004 Quality management — Customer satisfaction — Guidelines for monitoring and measuring
provides guidelines for actions to enhance customer satisfaction and to determine opportunities for
improvement of products, processes and attributes that are valued by customers. Such actions can
strengthen customer loyalty and help retain customers.

ISO 10005 Quality management systems — Guidelines for quality plans provides guidance on establishing
and using quality plans as a means of relating requirements of the process, product, project or contract,
to work methods and practices that support product realization. Benefits of establishing a quality plan are
increased confidence that requirements will be met, that processes are in control and the motivation that
this can give to those involved.

ISO 10006 Quality management systems — Guidelines for quality management in projects is applicable
to projects from the small to large, from simple to complex, from an individual project to being part of a
portfolio of projects. ISO 10006 is to be used by personnel managing projects and who need to ensure
that their organization is applying the practices contained in the ISO quality management system
standards.

ISO 10007 Quality management systems — Guidelines for configuration management is to assist
organizations applying configuration management for the technical and administrative direction over the
life cycle of a product. Configuration management can be used to meet the product identification and
traceability requirements specified in this International Standard.

ISO 10008 Quality management — Customer satisfaction — Guidelines for business-to-consumer
electronic commerce transactions gives guidance on how organizations can implement an effective and
efficient business-to-consumer electronic commerce transaction (B2C ECT) system, and thereby provide
a basis for consumers to have increased confidence in B2C ECTs, enhance the ability of organizations to
satisfy consumers and help reduce complaints and disputes.

ISO 10012 Measurement management systems — Requirements for measurement processes and
measuring equipment provides guidance for the management of measurement processes and
metrological confirmation of measuring equipment used to support and demonstrate compliance with
metrological requirements. ISO 10012 provides quality management criteria for a measurement
management system to ensure metrological requirements are met.

ISO/TR 10013 Guidelines for quality management system documentation provides guidelines for the
development and maintenance of the documentation necessary for a quality management system.
ISO/TR 10013 can be used to document management systems other than those of the ISO quality
management system standards, e.g. environmental management systems and safety management
systems.

ISO 10014 Quality management — Guidelines for realizing financial and economic benefits is addressed to
top management. It provides guidelines for realizing financial and economic benefits through the
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application of quality management principles. It facilitates application of management principles and
selection of methods and tools that enable the sustainable success of an organization.

— 18O 10015 Quality management — Guidelines for training provides guidelines to assist organizations in
addressing issues related to training. ISO 10015 can be applied whenever guidance is required to
interpret references to “education” and “training” within the ISO quality management system standards.
Any reference to “training” includes all types of education and training.

— ISO/TR 10017 Guidance on statistical techniques for ISO 9001:2000 explains statistical techniques
which follow from the variability that can be observed in the behaviour and results of processes, even
under conditions of apparent stability. Statistical techniques allow better use of available data to assist in
decision making, and thereby help to continually improve the quality of products and processes to
achieve customer satisfaction.

— ISO 10018 Quality management — Guidelines on people involvement and competence provides
guidelines which influence people involvement and competence. A quality management system
depends on the involvement of competent people and the way that they are introduced and integrated
into the organization. It is critical to determine, develop and evaluate the knowledge, skills, behaviour
and work environment required.

— 1SO 10019 Guidelines for the selection of quality management system consultants and use of their
services provides guidance for the selection of quality management system consultants and the use
of their services. It gives guidance on the process for evaluating the competence of a quality
management system consultant and provides confidence that the organization’s needs and expectations
for the consultant’s services will be met.

— 1SO 19011 Guidelines for auditing management systems provides guidance on the management of an
audit programme, on the planning and conducting of an audit of a management system, as well as on
the competence and evaluation of an auditor and an audit team. ISO 19011 is intended to apply to auditors,
organizations implementing management systems, and organizations needing to conduct audits of
management systems.
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Table B.1 — Relationship between other International Standards on quality management and

quality management systems and the clauses of this International Standard

Other Interna- Clause in this International Standard

tional Standard 6 ~ 8 10
ISO 9000 All All All All All All
ISO 9004 All All All All All All
[SO 10001 8.2.2,8.5.1 |9.1.2

ISO 10002 8.2.1, 9.1.2 10.2.1
ISO 10003 9.1.2
ISO 10004 9.1.2,9.1.3
ISO 10005 5.3 6.1,6.2 All All 9.1 10.2
[SO 10006 All All All All All All
[SO 10007 8.5.2
ISO 10008 All All All All All All
ISO 10012 7.1.5
ISO/TR 10013 7.5
ISO 10014 All All All All All
[SO 10015 7.2
ISO/TR 10017 6.1 7.1.5
ISO 10018 All All All All All
ISO 10019 8.4
ISO 19011
NOTE  “All” indicates that all the subclauses in the specific clause of this International Standard are related to the other
International Standard.
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