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L&l noéi d3u

TCVN ISO 9001:2015 (ISO 9001:2015) thay thé TCVN ISO
9001:2008 {1SO 9001:2008),

TCVN I1SO 9001:2015 hoan toan trong dwong véi 1ISO 9001:2015;

TCVN ISO 8001:2015 do Ban ky thuit Tiéu chuan Quéc gia
TCVN/TC 176 Quén Iy chét legng va dam béo chét Itong bién soan,
Téng cyc Tiéu chuin Do ledng Chét legng & nghi, B Khoa hoc va
Céng nghé cbng bd.



TCVN ISO 9001:2015

L&l gidd thigu
0.1 Khai quat

Chép nhan mét hé théng quan ly chét lugng 13
quyét dinh chién lwgc déi véi td chiec, viéc nay co
thé gitp cai tién toan bd két qua hoat ddng cla to
chirc va dura ra co s& hop Iy cho sy khdi déu clia
phat trién b&n virng.

Lgi ich tidm tang dbi vé&i td chirc tir viéc 4p dyng

hé théng quan Iy chét lugng theo tiéu chudn nay

la:

a) kha ning cung cip mét cach &n dinh cac san
pham va dich vy dap (rng yéu cu clia khach
hang, yéu ciu luat dinh va ché dinh hién hanh;

b) tao thuén lgi cho cac co hi ndng cao sy théa
man cha khéach hang;

c) gidi quyét ri ro va co hdi lien quan dén bbi
canh va myc tiéu clia tb chire;

d} kha ndng chirng t6 sw phl hgp véi cac yéu
cu quy dinh clia hé théng quan Iy chét lvong.

Tiéu chuén nay cb thé dwoc str dung bdi cac bén
ndi b$ va bén ngoai.

Tiéu chuéin nay khong ham y nhu chu déi véi:

- sy ddng nhét v& chu tric clia cac hé théng
quan ly chét lwgng khac nhau;

- viéc sép xép hé thdng tai liéu theo cAu tric cac
didu clia tidu chuln;

- viée sir dung cac thuat ngir cy thé cla tiéu
chuén trong tb chirc.

Cac yéu ciu dbi v&i hé théng quan ly chét lvgng

dwgc quy dinh trong tiéu chudn nay bd sung cho
céc yéu cAu d6i véi san phim va dich wy.

Introduction
0.1 General

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

sound for sustainable development

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
internal and external parties.

International Standard can be used by

It is not the intent of this Intemational 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 rhanagement system requirements
this International. Standard are
complementary to requirements for products and

specified in



Tiéu chuin nay van dung céch tiép cén theo qua
trinh, két hop chat ché chu trinh Hoach dinh —
Thye hién — Kidm tra — Hanh dong (PDCA) va tw
duy da trén i ro.

Céch tiép can theo qué trinh gitp td chirc hoach
dinh céc qué trinh cia minh va sy twong tac gitra
céc qua trinh.

Chu trinh PDCA gitip t& chirc @m bao ring cac
qué trinh clia minh dwgce cung cép ngudn lc va
dwoc quan ly mdt cach thda dang, cac co hdi cai
tién duoc x4c dinh va thie hién.

Tw duy dya trén rii ro gidp t6 chirc x&c dinh cac
yéu t& c6 thé 1a nguyén nhan 1am c4c qua trinh va
hé théng quan Iy clia td chirc chéch khoi két qua
dueoc hoach dinh, dwa ra cac kiém soat phong
nglra nhim gidm thidu tac ddng tiéu cye va tan
dung t6i da co hdi khi n6 xuét hién (xem A.4).

Viéc dap img mdt cach dn dinh cac yéu ciu va
gidi quyét cac nhu clu va mong doi trong twong
lai Gt ra thach thire cho td chirc trong mdt mdi
trérng ngdy cang nang dong va phirc tap. Dé dat
duoe myc tidu ndy, t chirc co thé thay cin chép
nhan cac hinh thirc ¢ii tién khac nhau bén canh
viéc khic phuc va cai tién lién tuc, vi dy nhu thay
abi dot pha, ddi mai va tai ciu trac. :

Trong tiéu chuén nay tir:

- “phai" chi mdt yéu clu;
- “cAn/ndn" chi sy khuyén nghi;
- “dugc phép” chl mdt sy cho phép;

- “co thd” chi kha nang hodc nang lwc.

TCVN ISO 9001:2015
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
that
resourced and managed, and that opportunities for

ensure its processes are adequately

improvement are determined and acted on.

Risk-based thinking enables an organization to
its
processes and its quality management system to

determine the factors that could cause
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 in an 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 continual improvement, such as
innovation and re-

breakthrough change,

organization.

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

- “shall” indicates a requirement;
- “should" indicates a recommendation;
- “may” indicates a permission,

- "can"indicates a possibility or a capability.
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Théng tin néu trong “CHU THICH” 14 huéng dan
dé hiéu ho#c lam rd yéu cau lién quan.

0.2 Cac nguyén tic quan ly chét lwgng

Tieu chudn nay dira trén cac nguyén tic quan ly
chét lgng néu trong TCVN ISO 9000. Phdn md
ta bao gdm ndi dung clia tirng nguyén téc, ly giai
vi sao nguyén tic dé quan trong dbi véi td chire,
c4c vi dy v& lgi ich lién quan t&i nguyén tic va cac
vi du v& nhirng hanh ddng dién hinh dé cai tién
két qua thue hién clia td chirc khi 4p dung nguyén
thc do.

Céc nguyén téc quan ly chat lwgng 1a:
- hwéng vao khach hang;

- s lanh dao;

- s tham gia. clia moi ngudi;

- tiép cén theo qua trinh;

- céitién;

- quyét dinh dwa trén béng chirng;

- quan Iy mdi quan hé.

0.3 Tiép cin theo qua trinh

0.3.1 Khai quat

Tidu chuln nay thic dly viéc chdp nhéan cach tiép
¢an theo qué trinh khi xay deng, 4p dung va cai
tién hiéu lyc cliia hé théng quan ly chét luvgng
nhdm nang cao sy thda man clia khach hang
théng qua viéc dap (ng céc yéu clu clia khach
hang. Cac yéu cau cy thé dugc coi 1a thiét yéu adi
v6i viéc chap nhan céch tiép can theo qua trinh
drge néu & 4.4,

Viéc hiéu va quan Iy cac qua trinh ¢6 lién quan Ian
nhau trong mét hé théng s& déng gép cho viéc dat

10

Information marked as “NOTE" is for guidance in

understanding or clarifying the associated

requirement.
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 fo improve the
organization’s performance when applying the

principle.

The quality management principles are:

customer focus;

leadership;

- engagement of people;

- process approach;

- improvement;

- evidence-based decision making;
- relationship management.

0.3 _Process approach

0.3.1 General

This Intemational Standard promotes the adoption

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

4.4.

Understanding  and interrelated

to the

managing

processes as a system contributes



dugc mdt cach hidu lyc va higu qua cac két qua
dy kién cua td chirc. C4ch tiép can nay gidp t6
chtrc kidm soat mdi quan hé va sy phu thude 1an
nhau gitra cac qué trinh clia hé théng, do d6 két
qua thyc hién tdng thé clia 13 chire 6 thé dugc
nang cao.

Céch tiép can theo qué trinh doi hdi viéc xac dinh
va quan Iy mdt cach hé théng cac qua trinh va sy
twong tac gitra cac qué trinh @& dat duoc cac két
qué di kién phu hop voi dinh hudng chién lvge
va chinh sach chét long clia td chire. Vigc quan
Iy cac qué trinh va tdng thd h¢ théng c6 thé dat
dugc thdng qua vigc st dung chu trinh PDCA
(xem 0.3.2) voéi trong tdm chung la tw duy.dua
trén rii ro (xem 0.3.3) nhdm tan dung cac co hi
va ngén ngira két qua khdng mong mudn.

Viéc ap dung cach tiép cén theo qua trinh trong hg
thdng quan Iy chat lugng gidp:

hidu va nhit quan trong viéc dap (ng cac yéu
cu;

xem xét cac qua trinh v& mat gia tr gia téng;

a)

b)

dat dugc két qua thye hién qué trinh mdt cach
hiéu lyc;

c)
d) cdi tién cac qua trinh trén co s& danh gia dir
ligu va thong tin

Hinh 1 bidu dign qua trinh bét ky dwéi dang so 0
va thé hién s twong tac gilva cac yéu 16 cia qua
trinh. Cac diém kiém tra @& theo doi va do-lwdng
can thiét cho viéc kiém soat G&u cy thé cho tirng
qué trinh va s& thay @di theo c4c rii ro lién quan.

TCVN 1SO 9001:2015
organization's effectiveness and efficiency in
achieving its intended results. This approach
the the
interrelationships and interdependencies among

enables organization to control
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
guality management system enables:

a) undersg_tanding and consistency in meeting
requirements;

b) the consideration of processes in terms of

added value;
¢) the achievement of effective process
performance;
d) improvement of processes based on

evaluation of data and information.

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.

11
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Figure 1 — Schematic representation of the elements of a single process

Quality Management System (+4) ™.

Organization
and its context

)

o

Support
)
Operation
®

Customer
satisfaction

Performance

Leadershi
@ ® evaluation

Custamer E£3
requirements

Products and
services

Needs and
expectations of Improvement
reievant 3 (10) !
interested \ /
parties (4) \. /
~. —~

NOTE: Number in brackets refer to the clauses in this Intemational Standard

Figure 2 — Representation of the structure of this international standard in the PDCA cycle
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0.3.2 Chu trinh Hoach dinh — Thue hién — Kiém
tra - Hanh dgng

Chu trinh PDCA c¢6 thé dwgc ap dung cho tht ca
céc qua trinh va tong thé hé théng quan Iy chat
Iwgng. Hinh 2 minh hoa viéc phan nhom c4c Pidu
tir 4 dén 10 trong chu trinh PDCA.

Chu trinh PDCA c6 thd dwoc md ta tom tit nhue
sau:

- Hoach djnh: thiét 1ap cac myc tiu clia hé
théng va cac quéa trinh clia hé théng, c4c
ngudn lwc can thiét @& cho ra két qua phu
hop v6i yéu cdu clia khdch hang va chinh
séch clia td chirc va nhan biét va gidi quyét
cac nli ro va co hdi;

- Thyc hién: thyc hién nhimg gi dd dugc
hoach dinh;

- Kiém tra: theo d&i va (khi ¢6 thé thie hién)
do ludng cac qua trinh va san phém; dich vy
dat dugc theo chinh sach, myc tiéu, yéu ciu
va hoat dgng d& hoach dinh va bao cao két
qua;

- Hanh @dng: thyrc hién cac hanh ddng dé cai
tién két qua thyc hién khi can.

0.3.3 Tw duy dya trén rii ro

Tu duy dya trén i ro (xem A.4) 1a quan trong dé
dat dugc hé thdng quan ly chét lwgng o6 hidu
Ie. Khéi niém tw duy dua trén rii ro da dwoc
ham y trong céc phién ban trudc day cla tidu
chudn nay, bao gdm, vi dy nhw thyc hién hanh
ddng phong ngira nhdm loai bd sy khdng phi
hop tiém &n, phan tich moi sy khong phi hop
xay ra va thyec hién hanh ddng thich hep véi tac
dong cla sy khdng phit hop, nhdm ngan ngira
sir tai dién.,

B8 phu hop véi cac yéu cAu clia tidu chudn nay,
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.= Check: monitor

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:

- 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:;

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.

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

potential

preventive action to eliminate

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



t6 chirc cin hogch dinh va thyc hién cac hanh
dong dé giai quyét rii ro va co hgi. Viec giai
quyét c3 rili ro va co hoi tao nédn tang cho viéc
nang cao hidu lyc clia hé théng quan Iy chét
lvgng, dat dugc cac két qua cdi tién va ngin
nglra cac tac dong tiéu cye.

Co hdi cb thd ndy sinh tir k&t qua cla cac tinh
huéng thuan Igi cho viéc dat droc két qua dw
kién, vi du nhu tap hop céc tredng hop cho phép
t& chirc thu hat khach hang, phét tridn san pham,
dich vu méi, gidm lang phi ho#c néng cao ning
suét. Hanh dong dé gidi quyét co hdi c6 tha ciing
bao gbm viéc xem xét c4c i ro lién quan. Rui ro
14 anh hudng cla sy khéng chic chén va sy
khong chéc chén bat ky d6 déu c6 thd cb anh
hwéng tich cye hodc tiéu cyc. Sy chéch huéng
tich cyre ndy sinh tir rii ro ¢6 thé mang lai co hoi,
nhung khdng phai tat ca cac anh hwdng tich cyc
clia rii ro déu mang lai co hi,

0.4 MS3i quan ﬁé véi cac tiéu chudn vé hé
théng quan Iy khac

Tiéu chudn nay 4p dung khuén khd do ISO thiét
l4p nhdm néng cao sy théng nhét gitra cac tiéu
chuén vé hé thdng quan Iy (xem A.1).

Tiéu chudn nay gip td chirc sr dyng cach tiép
can theo qua trinh két hop véi chu trinh PDCA va
tw duy dya trén rtii ro d& théng nhét ‘hoic tich
hgp hé théng quan Iy chét lvong ciia minh véi
céac yéu cdu ciia tiéu chuén vé hé théng quan ly
khac.

Tiéu chuén nay lién quan dén TCVN ISO 9000 va
TCVN ISO 8004 nhwr sau:

- TCVN ISO 9000 Hé thdng quan Iy chét lrong
— Co s& va ttr viung cung cip nén tang quan

TCVN ISO 9001:2015
International Standard, an organization needs to

plan and implement actions to address risks and
Addressing both and
opportunities establishes a basis for increasing

opportunities. risks
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
example, a set of circumstances that allow the
organization to aftract 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 1SO to improve alignment among its
international Standards for management systems
(see Clause A.1).

This Standard
organization to use the process approach,

International enables an
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 Intemational Standard relates to ISQ 2000
and ISO 9004 as follows:

- ISO 9000 Quality management systems -
Fundamentals and vocabulary provides essential
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TCVN ISO 9001:2015
trong cho viec hiéu va ap dung dang tiéu
chuén nay;

- TCVN ISO 9004 Quan ly t3 chire dé thanh
cbng bén ving — Phuong phép tiép cén quén
ly chét lrong dwa ra hwéng din cho cac td
chirc Iya chon vt xa hon cac yéu ciu clta
tiéu chudn nay.

Phu luc B néu chi tiét cac tiéu chudn khac vé
quéan Iy chét lwong va hé théng quan Iy chét
lrgng do Ban ki thuat tidu chudn TCVN/TC 176
xay dwng.

Tiéu chudn nay khdng bao gdm cac yéu céu cuy
thé ddi v&i hé théng quan Iy khac nhw quan Iy
méi trwdng, quan ly an toan va sic khde nghé
nghiép hay quan ly tai chinh.

Céac tiéu chuan vé hé théng quan Iy chét lwgng
cho linh virc cy thé dya trén cac yéu céu clia tiéu
chuén nay dugc xay dyng cho mét sé Tinh virc.
Mot trong 56 cac tiu chudn nay quy dinh céc yéu
céu bd sung déi voi hé thdng quan Iy chét lwgng,
trong khi s khac chi gi¢i han & viéc dua ra
hwéng din cho viéc ap dung tidu chuln nay
trong ITnh vige cy thé.

Béng thé hién sy twong quan gitra cac diéu cla
tiéu chuan nay véi cac céc didu cla phién ban
trric 6 thé théy trén trang dién tir cong khai clia
tidu ban k§ thuat ISO/TC 176/SC 2
www.isa.org/tc176/sc02/public.
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background for the proper understanding and
implementation of this International Standard;

- 180 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 International Standard deoes not include
requirements specific to other management
systems, such as those for environmental
management, 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 the previous edition (ISO
8001:2008) can be found on the ISO/TC 176/SC 2
open site at:

and

access web

www.iso.orgfte176/sc02/public.
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