dap &ng yéu cdu clia khich hang, yéu clu luat
dinh va ché dinh hién hanh, nén té chirc phai xac
dinh:

a) cac bén quan tam cb lién quan t&i hé théng
quan ly chét leong;

b) yéu cdu ctia cAc bén quan tam lién quan t&i hé
théng quan ly chét lwong.

T chirc phai theo doi va xem xét théng tin v& cac
bén quan tam va yéu cau lién quan cda ho.

4.3 Xac dinh pham vi cGa hé théng quan ly
chét Iwgng

T chirc phai x4c dinh ranh gidi va kha nang ap
dyng cla hé théng quan ly chét legng dé thiét
lap pham vi clia hé théng. Khi xac dinh pham vi
nay, td chirc phai xem xét:

a) céac vAn dé bén ngoai va ndi bd dé cap & 4.1;

b) yéu cdu cla cac bén quan tadm lién quan d&
cap & 4.2;

¢) san phdm va dich vu cla t& chic.

Té chirc phai 4p dung tAt ¢a cac yéu cdu cua
tiéu chudn nay néu nhirng yéu clu dé 4p dung
duwgc trong pham vi da xac djinh cla hé théng
quan ly chét lwgng.

Pham vi hé thdng quan Iy chét lwgng cla td
chirc phai s3n ¢d va dugc duy tri bang thong tin
dang van bédn. Pham vi nay phai néu loai sén
pham va dich vy dwgc bao trim va phai duwa ra
ly gidi cho cac yéu cdu cla tieu chuén dwoc td
chirc xac dinh 13 khéng thé ap dung cho pham vi
clia hé théng quan ly chét lvgng.
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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

4.9;

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 Standard
applicable within the determined scope of its

International if they are

quality management system.

The quality
management system shall be available and be
The
scope shall state the types of products and

scope of the organization’s

maintained as documented information.
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.
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Sy phii hop véi tiéu chudn ndy chi ¢b thé duoc
cdng b khi ydu ciu dwoc xac djnh la khéng thé
ap dung dwgc khéng lam anh huwdng t¢i kha
ndng hay trach nhiém clia t& chic trong viéc
dam bao sy pha hop clia san phdm va dich vy
clia td chirc va nang cao sy thda man cla
khach hang.

4.4 Hé théng quan Iy chit lwong va cac qua
trinh ctia hé théng

4.4.1 T6 chirc phai thiét 1ap, ap dyung, duy tri va
céi tién lién tuc hé théng quan Iy chét lwong,
bao gdm cac qua trinh can thiét va sy tuong tac
gilra cac qua trinh, phit hgp véi cac yéu céu cia
tiéu chuan nay.

Td chirc phai xac dinh c4c qua trinh can thiét
aéi véi hé théng quan ly chét lugng va viéc ap
dung céac qué trinh nay trong toan bd td chirc va
phai:

a) xac dinh diu vao cin thiét va dau ra mong
mudn cda cac qua trinh nay;

b) xac dinh trinh ty va sy twong tac gilva cac
qua trinh;

¢) xac dinh va ap dung céc tiéu chi va phwong
phap (bao gom theo ddi, do lwdng va chi sb
két qua thuc hién o6 lién quan) cin thiét aé
dam bao thic hign va kidm soat ¢6 hidu lwc
cac qua trinh nay;

d) xac dinh nguén lyc cAn thiét cho c4c qua trinh
nay va dam bao sdin ¢6 c4c ngudn lyc do;

e) phan cdng trach nhiém va quyén han ddi voi
cac qua trinh;

f) gidi quyét cac rii ro va co hdi dwgce xac dinh
theo cac yéu clu clia 6.1;
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Conformity to this International Standard may
only be claimed if the requirements determined as
do the
organization’s ability or responsibility to ensure

not being applicable not affect
the conformity of its products and services and

the enhéncement of customer satisfaction.

4.4 Quality management system and its
processes

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

the requirements of this Intemational 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
these

effective operation and control of

processes;

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

€) assign the responsibilities and authorities for
these processes;

f) address the
determined in accordance with the requirements
of 6.1;

risks and opportunities as



g) danh gid cac qué trinh ndy va thyc hién mei
thay @di can thiét G& dam bao cac qua trinh
nay dat dwgc két qua dy kién cla no;

h) cai tién cac qua trinh va hé thdng quan ly
chét lvgng.

4.2.2 & mirc @ cAn thiét, tb chirc phai:

a) duy trl théng tin dang van ban dé hb trg viéc
thie hién cac qua trinh cla td chiec;

b) leu gi® théng tin dang van ban @& ¢o sy tin
cay rang c¢ac qua trinh dwoc thyc hién nhu da
hoach djnh.

5 Sy lanh dao
5.1 Swlanh dao va cam két
5.1.1 Khai quat

Lanh dao cao nhét phai chirng td sy 1anh dao va
cam két d6i v&i hé théng quan ly chét lwgng
thdéng qua viéc:

a) chiu trach nhiém giai trinh déi vé&i higu e
clia hé théng quan ly chit lwgng;

b) d@am bdo rdng chinh sach chét legng va muc
tiéu chét lugng dugc thiét 1ap @i voi hé
théng quan ly chét lwong va teong thich voi
bdi canh va dinh hwéng chién lwge cha td
chirc;

¢} dam bdo tich hop cic yéu ciu cla hé théng
quan ly chét lwgng vao cac qua trinh hoat
dang chi chét cta té chire;

d) thic ddy viéc slr dyng cach tiép can theo
qua trinh va tw duy da trén rti ro;

e) dam bao sén c6 cac ngudn ligc cin thiét cho

hé théng quan ly chét lvgng;

f) trao @bi thong tin v& tAm quan trong cla
quan 1y chét lwgng co hiéu lyc va cda sy

TCVN ISO 9001:2015

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

h) improve the processes and the quality
management system.

4.4.2 To the extent necessary, the organization shall:

a) maintain documented information to support
the operation of its processes;

b) 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

pr management shall demonstrate leadership
and commitment with respect to the quality

management system by:

a) taking accountability for the effectiveness of
the quality management system;

b) ensuring that the quality policy and quality
the quality
management system and are compatible with the

objectives are established for

context and strategic direction of the organization;

¢) ensuring the integration of the quality

management system requirements into the

organization’s business processes;

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

e) ensuring that the resources needed for the
quality management system are available;

f) communicating the importance of effective
quality management and of conforming to the
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phit hgp vé&i cac yéu ciu clia hé théng quan
ly chét lwong;

dam bado hé théng quan ly chit lwgng dat
dugc cac két qua du kién;

a)
h) 18i cubn sy tham gia, dinh huéng va hd trg
nhén sy cling déng gép cho hiéu lyc cla hé
théng quan Iy chét lwgng;

i} thac déy cai tién;

i} hd trg cac vj tri quan Iy lién quan khac
chirng té s 1anh dao cua hg va thyc hién
vai trd |anh dao & céc khu viee ho chiju trach
nhiém.

CHU THICH: Tir “hoat ddng chl chét” dugc nhic
@én trong tiéu chudn nay cé thé dugc dién gidi theo
nghia rdng gdm céc hoat ddng cét 18i trong muyc dich
tdn tai cla td chirc, di 1a té chirc cong hay tw, Igi
nhudn hay phi l¢i nhuén.

5.1.2 Hwéng vao khach hang
Lanh dao cao nhét phai chirng té sy 1anh dao va

cam két dbi v&i ndi dung hwéng vao khach hang
théng qua viéc dadm bao rang:

a) c4c yéu clu cla khach hang, yéu ciu luat
dinh va ché djnh hién hanh dwoc xac dinh,

hidu rd va dap &ng mot cach nhét quan;
b) cac rii ro va co hdi cé thd anh hudng dén
s\ phit hgp cia san phdm, dich vy va kha
nang nang cao si¥ théa man clia khach hang
dugc xac dinh va gidi quyét;

c) duy tri viéc tap trung vao nang cao sy thda
man cha khach hang.

5.2 Chinh sach
5.2.1 Thiét 13p chinh sach chit lvgng

Lanh dgo cao nhit phai thiét Iap, thic hién va duy
tri chinh séch chét lwgng:
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quality management system requirements;

g) ensuring that the quality management system
achieves its intended results;

h) engaging, directing and supporting persons to
contribute to the effectiveness of the quality
management system;

i) promoting improvement;

i) 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
understood and consistently met;

requirements are  determined,

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

¢} 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:



pht hg'p véi myc dich va bdi canh clia td chirc
va hd trg dinh huedng chién lvgc clia td chire;

a)

b) dua ra khudn khd cho viéc thiét 14p cac muc
tiéu chét lwong;

¢) bao gdm viéc cam két thda man cac yéu ciu
duwge ap dung;

d) bao gdm viéc cam két cai tién lién tuc hé
théng quan Iy chét lwgng.

5.2.2 Trao dbi théng tin v& chinh sich chét

lwong

Chinh séch chét legng phai:

a) sén ¢6 va dugc duy tri bing théng tin dang
van ban;

b) duwgc truyén dat, thau hiéu va thyc hién trong
to chirc;

¢} sé@n cd cho cac bén quan tam lién quan, khi
thich hop.

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

Lanh dao cao nhét phai ddm bdo ring trach
nhiém va quydn han cla cac vj tri thich hop
dwgc phan cong, truyén dat va hidu rd trong t
chirc.

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

a) dam bao rdng hé théng quan ly chét lvgng
phi hep v6i cac yéu clu cla tiéu chudn nay;

b) dam bdo ring cac qua trinh mang lai dau ra
di kién;

¢) béo céo vé két qua thyc hién hé thdng quan
ly chat lvgng va cac co hdi cai tién (xem
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a) is appropriate to the purpose and context of
the organization and supports its strategic
direction;

b) provides a framework for setting quality
objectives;

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 -

The quality policy shall:

a) be available and be maintained as documented
information;

b) be communicated, understood and applied
within the organization;

c) be available to relevant interested parties, as

' appropriaie.

5.3 Organizational roles, responsibilities and
authorities

shall that the

responsibilities and authorities for relevant roles

Top management ensure

are assigned, communicated and understood
within the organization.

Top management shall assign the responsibility
and authority for:

that
system conforms to

a) ensuring the quality management
the

this International Standard;

requirements of

b) ensuring that the processes are delivering their
intended outputs;

c) reporting on the performance of the quality
management system and on opportunities for
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10.1), cu thé 1a cho Ianh dao cao nhét;

d) dam bao thic ddy viéc hwéng vao khach
hang trong toan b 6 chize;

e) dam bao duy tri dwgc tinh toan ven cha hé
théng quan 1y chat lwgng khi nhirng thay dbi
dbi v&i hé thdng quan 1y, chit lwgng dugc
hoach dinh va thyec hign.

6 Hoach djnh

6.1 Hanh ddng gial quyét rii ro va co hji -

6.1.1 Khi hoach dinh hé théng quan Iy chét
lwgng, td chirc phai xem xét cac van dé duoc
dé cap & 4.1 va cac yéu ciu dugc dé cap & 4.2
va xac dinh céc rdi ro va co hdi can giai quyét
nhém:

mang lai sy dam bdo ring hé théng quan Iy
chét lrgng c6 thé dat dugc (cac) két qua dip
kién;

a)

b) néng cao nhirng tac déng mong mudn;

¢) ngan nglra hoic giam b&t nhirng tadc ddng
khéng mong muén;
d) dat duoc cai tién.
6.1.2 T4 chirc phai hoach dinh:
a) cac hanh dong giai quyét nhing rii ro va cor
héi nay;
b) cach thirc dé:
1) tich hop va thire hién cac hanh dgng vao
¢ac qué trinh clia hé théng quan Iy chét
lvgng (xem 4.4);

2) xem xét danh giad hiéu lyc clia nhirng
hanh djng nay. )

Hanh ddng dwgc thwe hién dé gidi quyét rdi ro
va co hji phai twong (ng véi tac dong tiém an
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improvement (see 10.1), in particular to top

management;

d) ensuring the promotion of customer focus
throughout the organization;

e) ensuring that the integrity of the quality

management system is maintained when
changes to the quality management system are

plannied 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)

system can achieve its intended result(s);

give assurance that the quality management

b} enhance desirable effects;

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} howto:

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

2) evaluate the effectiveness of these
actions.

Actions taken to address risks and opportunities
shall be proportionate to the potential impact on



t¢i sy phi hop ciia san phim va dich vu.

CHU THICH 1: Céc phwong an gial quyét rai ro co
thé bao gdm tranh rli ro, chdp nhan rii ro d& theo
dudi co hdi, loai bd ngudn i ro, thay ddi kha nang
xay ra hodc hé qud, chia s& rdi ro hodic duy tri rli ro
béng quyét dinh ding dén,

CHU THICH 2: Co hdi c6 thé din dén viec chip
nhan thyc hanh m&i, tung ra san phdm moi, mé th
trwdng moi, tiép cén khach hang méi, xay dyng
guan hé ddi tac, sir dung cdng nghé mdéi va cac kha
nang mong mudn, kha thi khac dé gidi quyét nhu ciu
cla t chirc hodc khach hang clia td chirc.

6.2 Muyc tiéu chit lwgng va hoach dinh dé dat
dwere muyc tidéu

6.2.1 T chirc phai thiét 18p cac muc tidu chét
lwgng & cac chp va bd phén chirc ning thich
hop va cac qua trinh cin thiét dbi voi hé théng
quan ly chét lvgng.

Muyc tiéu chét lveng phai:

a) nhét quan vai chinh sach chat lwgng:
b) do dwec;

¢) tinh dén cac yéu ciu dwgc &p dng;

d) lién quan dén sy phi hgp cia san phidm va
djch vy va néng cao sy théa man cla khéach
hang;

e) dwgc theo ddi;
f) dwgec truyén dat;
g) dwgc cap nhat khi thich hgp.

Td chirc phai duy tri théng tin dang van ban vé
myc tiéu chét lwgng.

6.2.2 Khi hoach dinh cach thirc dat dwge cac
muc tidu chét lgng clia minh, t chirc phai xac
dinh:

a} viéc gl sé thirc hién;
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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
likelihcod 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
objectives at

The organization shall establish quality

relevant functions, levels and

processes needed for the quality management
system.

The quality objectives shall:

a} be consistent with the quality policy;

b) be measurable;

¢} 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 shall maintain documented
information on the quality objectives.

6.2.2 When planning how to achieve its quality

objectives, the organization shall determine:

a) what will be done;
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b) ngudn Iyc nao 1a cn thiét;

¢) aila ngwdi chiu trach nhiém;

d) khi nao sé hoan thanh;

e) két qua s& drgc danh gia nhu thé nao.
6.3 Hoach dinh céc thay ddi

Khi t& chirc xac dinh nhu cdu thay ddi déi véi hé
théng quan Iy chét lugng, thl nhirng thay ddi
nay phadi dugc thyc hién theo cach thire da
hoach dinh (xem 4.4).

Té chirc phai xem xét:

a) myc dich ctia nhirng thay di va hg qua tiém

4n cia ching;

b) tinh todn ven clla hé théng quan Iy chét
legng;

c) sw s@n cb cac ngudn lyc;

d) viéc phan cdng va phan céng lai trach nhiém

va quyén han.
7 Hb tre
7.1 Ngudn Iyc
7.1 Khai quét

T& chirc phai xac dinh va cung cip ngudn lyc
cén thiét cho viéc thiét 1ap, ap dung, duy tri va
cdi tién lién tyc hé théng quan ly chét lvgng.

T chirc phai xem xét:

a) kha nang va nhitng han ché clia cac ngudn
lere ndi b hién co;

~ b) nhitng ngudn Iyc nao can cé dugc tir cac
nha cung c4p bé&n ngoai.

7.1.2 Con ngwi

T3 chirc phai x4c dinh va cung cAp nhan sy cin
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b) what resources will be required;
¢) 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:

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

b) the integrity of the quality management system;

c) the availability of resources;

-d) 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



thiét cho viéc 4p dung c6 hiéu lyc hé thdng
quan ly chit lwong va cho vide thyc hién va
kiém so4t cac quéa trinh cla minh.

7.1.3 Co s& ha ting
Té chirc phai xac djnh, cung cép va duy tri co
s& ha tng can thiét cho viéc thye hién cac qua

trinh cla minh va d& dat dwgc sy phi hep cla
san pham va dich w.

CHU THICH: Co s& ha ting c6 thé baoc gdm:

a) nha clra va cac phwong tién kém theo;

b) trang thiét bj, bao gdm ca phan cizng va phdn mém;
¢) ngudn lyc van chuyén;

d) cbng nghé& théng tin va truyén théng.

7.1.4 Mol trweirng cho viée thwe hién cac qua
trinh

Té chirc phai xac dinh, cung cap va duy tri méi
trieérng can thiét cho viéc thuc hién céac qua

trinh cla minh va dé dat dugc sy pht hgp cla

san phdm va dich wy.
CHU THICH: Mdi truérng pht hop o6 thé 1a sw két
hop clia cac yéu té con ngueri va yéu té vat Iy nhu:

a) xa hoi (vi dy khéng phan bigt déi xir, yén én,
khéng dbi dau);

b) tam ly (vi dy gidm &p lyc, ngdn nglra kiét sirc,

bao v& cam xiic);

c) vatly (vi dy nhiét d, hoi néng, do &m, anh sang,
dbéng khéng khi, vé sinh, tiéng én).

Nhirng yéu t& nay co6 thé rat khac nhau tuy
thudc vao san pham va dich vu cung cép.

7.1.5 Ngudn lwc theo dbi va do Iwdng
7.1.5.1 Khal quat

T6 chirc phai xac dinh va cung cdp ngudn lyc
can thiét d& dam bao két qua ding va tin cay khi
viéc theo dbi hodc do lwdng dwge sir dung dé
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the
implementation of its quality management system

persons necessary for effective

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 proddcts and services.

NOTE Infrastructure can include:

a) buildings and associated utilities;

b) equipment, including hardware and software;

c) transportation resources;

d) information and communication technology.

of

7.1.4 Environment for the operation

processes

The organization shall determine, provide and
maintain the environment necessary for the
operatidn- 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),

¢) physical (e.g. temperature, heat, humidity, light, air
flow, hygiene, noise).

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

7.1.5 Monitoring and measuring resources
7.1.51 General

The organization shall determine and provide
the resources needed to ensure valid and
reliable results when monitoring or measuring is
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kiém tra x4c nhan sy phi hop clia san phim va
dich vu vé&i cc yéu cu.

T chire phai dam bao riing cac ngudn lyc dwoc
cung cép:

a) thich hgp véi loai hinh hoat dgng theo dbi va
do ludng cu thé dwge thuc hién;

b) dwgc duy tri d& ddm bao sy phi hop lién tuc
voi muc dich ctia chang.

Té chirc phai lwu gitr thong tin dang van ban
thich hgp lam bing chirng vé sy pha hop véi
muc dich cla cac ngudn lyc theo déi va do
Iweérng.

7.1.5.2 Lién két chun do lwing

Khi viéc lién két chudn do lwong 1a mét yéu ciu
hodc duwgc td chirc coi 1a mdt phan thiét yéu
trong viéc mang lai sy tin cdy vé& tinh dang dén
clia két qua do, thi thiét bj do phai:

a) dwoc hiéu chudn hodc kiém tra xac nhan,
hodc ca hai theo c&c khoang thdi gian quy
dinh hodc trwde khi sir dung, dya trén cac
chuén do lwéng c6 khd nang lién két t&i
chudn do luedng quéc gia hodc quéc té; khi
khdng ¢6 cac chudn nay, thi can cir d& hiéu
chuén hodc kiém tra xac nhan phai dwgc Ieu
gilr bang théng tin dang van ban;

b) dwec nhén biét nhdm xac dinh tinh trang;

¢} dwge gitr gin trénh bj hiéu chinh, lam hw hai
hodc suy gidm chét lwgng lam mét tinh ding
d4n cla tinh trang hiéu chudn va két qua do
sau do.

T& chire phai xac dinh tinh dang dn cla cac két
qua do treée G6 ¢ bj anh hudng hay khéng khi
thiét bj do dwoc phat hign khdng phit hop véi
muc dich dy kién va phai thc hién hanh dong
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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 shall
documented information as evidence of fitness for

organization retain  appropriate
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:

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
that the
calibration status and subsequent measurement

deterioration would invalidate

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



thich hop khi cén.
7.1.6 Tri thirc ctia td chirc

T chirc phai xac dinh tri thive cn thiét cho viéc
thyc hién cac quéa trinh cla minh va @& dat
dugc sy phi hop ctia san phdm va dich vy.

Tri thirc ndy phai dugc duy tri va s&n ¢6 & mirc
ad cAn thiét.

Khi gidi quyét nhirng nhu ciu va xu huéng thay
abi, t& chirc phai xem xét tri thirc hién tai cla
minh va x4&c dinh cach thirc @& thu dugc hodc
tiép can tri thirc bd sung va théng tin cap nhat
cén thiét.

CHU THICH 1: Tri thirc clia t& chirc 12 tri thire cy thé
v&i td chizc; thwdng thu duge bang kinh nghiém. Day
1a thdng tin dugc st dyng va chia sé dé dat dvoc
muc tiéu clia td chirc.

CHU THICH 2: Tri thirc clia td chirc c6 thé dira trén:

a) ngudn ndi bd (v dy s& hGru tri tué, kién thic thu
duwgc tie kinh nghiém; céc bai hoc rit ra tir thét
bai v& c4c dy an thanh cong; ndm bét va chia s&
kién thire va kinh nghiém b4t thanh vin; két qua
ctia viéc cdi tién qua trinh, san phim va djch vu);

b) ngudn bén ngoai (vi dy tiéu chuln; gi&i hoc vign;
hdi nghj, thu nhén kién thirc tir khach hang hoic
nha cung cip bén ngoai).

7.2 Nang lyc

T chirc phai:

a) xac dinh nang lyc cin thiét clia (nh@ng)
ngudi thire hidn céng viéc dudi sy kiém soét
clia td chirc c6 anh hudng téi két qua thuc
hién va hiéu lyc clia hé théng quan ly chét
legng;

b) dam bdo réng nhirng ngudi ndy cb nang lyc
trén co s& gido dyc, daoc tao hodc kinh
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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. [t is information that is used and shared to
achieve the organization's objectives.

NOTE 2 Organizational knowledge can be based on:

a) internal sources (e.g. intellectual property;

'knowiedge"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),

b) external sources (e.g. standards, academia;
conferences; gathering knowledge from customers or
external providers).

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
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nghiém thich hgp;

¢} khi cé thé, thyc hién cac hanh déng dé dat
dwoc nang lige can thiét va danh gia hiéu lwc
clia nhitng hanh déng dwec thye hién;

d) lwu gilk théng tin dang van ban thich hgp lam
béng chirng vé nang lyc.

CHU THICH: Hanh déng thich hop c6 thé bao gém,
vi du cung cép dao tao, kém cip hodc phan cong lai
nhéan sir dang dwec sir dung; hay thué hodc ky hep
dbng v&i nhan sy co nang lyc.

7.3 Nhan thirc

TS chirc phai dam bdo ring ngudi thuc hién
cdng viéc dudi sy kidm soat clia td chirc nhan
thirc duwoc vé:

a) chinh s&ch chit lvgng;

b) muyc tiéu chét lwgng lién quan;

c) déng gép cla ho cho higu e cia he théng
quén ly chét lwgng, bao gdm ca lgi ich cla
két qua thyc hién dwoc cai tién;

d) hau qua ciia viéc khong tuan thi cac yéu
cau cla hé théng quan Iy chat lvong.

7.4 Trao dbi thong tin

T chirc phéi xac dinh hoat ddng trao dbi théng
tin ndi bd va bén ngoai thich hop véi hé thong
quan Iy chét Irgng, bao gdm:

a) trao ddi théng tin gi;

b} trao ddi thdng tin khi nao;

c) trao ddi théng tin véi ai; |
d) trao ddi théng tin nhw thé nao;

e) nguwdi thyee hién trao ddi thdng tin.
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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 provi.sion 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:

a) on what it will communicate;
b) when to communicate;

c) with whom to communicate;
d} how to communicate; .

e} who communicates.



7.5 Thdng tin dang vén ban

7.5.1 Khai quat

Hé théng quan 1y chét lwong cia td chire phai
bao goém:

a) thong tin dang van ban theo y&u ciu cla tidu
chuén nay;

b) théng tin dang van ban dugc td chirc xac
dinh 14 can thiét d& dam bao tinh hiéu lyc
ctia hé théng quan ly chat lwgng.

CHU THICH: Mirc d thong tin dang van ban déi voi

hé théng quan Iy chét lwgng co thé khac nhau gitra
cac td chire do:

- quy md cla td chirc va loai hinh hoat ddng, qua
trinh, sdn phdm va dich vy cla té chire;

- mirc 49 phirc tap clia cac qua trinh va sy twong
tac gitba cac qua trinh;

- néng lyc cha nhan sy,
7.5.2 Tao lap va cap nhat

Khi tao 1dp va cép nhét thong tin dang van ban,
té chirc phai ddm bao sy thich hop cla:

a) viéc nhan biét va mo ta (vi dy tiéu dé, thoi
gian, tac gia hodc sé tham chidu);

b) dinh dang (vi du ngén ngtr, phién ban phin
mém, dd thj) v phwong tién truyén théng
(ban gidy, ban dién tir);

¢) viéc xem xét va phé duyét sy phi hep va
théa déng.

7.5.3 Kiém soat thong tin dang vin ban

7.5.3.1 Thong tin dang van ban theo theo yéu
céu clia hé thdng quan Iy chat legng va clia tigu
chuén nay phai dwoc kifm soat nhdm dam bao:
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7.5 Documented information

7.5.1 General

The organization’s quality management system
shall include:

a) documented information required by ' this
International Standard;

b) documented information determined by the
the
effectiveness of the quality management system.

organization as being necessary for

NOTE The extent of documented information for a
quality management system can differ from one
organization to ancther due to:

- the size of organization and its type of aclivities,
processes, products and services;

- the complexity of processes and their interactions;

- the competence of persons.

. 752 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);

b} format (e.g. language, software version,

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

c) review and approval for suitability and
adequacy. -

7.5.3 Control of documented information

7.5.3.1 Documented information required by the
this
be controlled to

quality management system and by
International Standard shall

ensure:
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a) sén cb6 va phi hop d& st dung tai noi va khi
cin;

b) dwgc bdo v& mdt cach thda dang (trdnh mét
tinh bao mét, sir dung sai myc dich hodc
mét tinh toan ven).

7.5.3.2 D& kiém soat thdng tin dang van ban, t&
chirc phai gidi quyét cac hoat djng sau, khi
thich hep: '

a) phéan phéi, tiép can, khoi phyc va str dung;

b) leu tri¥ va bao quan, bao gdm ca gite gin &

c6 thé doc duoc;

kiém so4t cé4c thay ddi (vi dy kiém so4t phién
ban);

c)

d) leu gite va hiy bo.

Théng tin dang van ban c6 ngudn géc bén ngoai
dwoe t& chirc xac dinh la cdn thiét cho viéc
hoach dinh va thyc hign hé théng quan Iy chét
lvgng phai dwgc nhan biét khi thich hop va
dwgc kidm soat.

Théng tin dang van ban dwgc lwu gitr 1am béng
chirng vé& s phit hop phai degc bdo vé khdi
viéc slra ddi ngoai d kién.

CHU THICH: Tiép can co6 thé ham ¥ mdt quyét dinh
vé vigc chi cho phép xem thdng tin dang van ban

ho#c cho phép va giao quyén xem va thay a@di thong
tin dang van ban.

8 Thye hién
8.1 Hoach djnh va kiém soat viéc thiee hién

Té chirc phai hoach dinh, thyc hién va kiém
soét cac qua trinh (xem 4.4) cin thiét dé dap
&ng cac yéu ciu dbi véi viéc cung clp san
phdm va dich vu va dé thyc hién cac hanh déng
xéac dinh tai Didu 6, théng qua:

a) xac dinh cac yéu cdu dbi véi san phdm va
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a) itis 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

information, the organization shall address the

control of documented

following activities, as applicable:
a) distribution, access, retrieval and use;

b} storage and preservation, including

preservation of legibility;

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

d) retention and disposition.

Documented information of external origin
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 8, by:

a) determining the requirements for the products



dich wy;
b) thiét 1ap tiéu chi adi véi:
1) céac qua trinh;
2) viéc chip nhan san pham va dich vy;

¢) x4c dinh cac ngudn lyc cin thiét aé& dat
duoc sy phi hgp voi chc yéu ciu clia san
pham va dich wvy;
d) thyc hién viéc kiém so4t cac qua trinh theo
céc tiéu chi nay;
e) xac dinh, duy tri va lvu gitr théng tin dang
vin ban & mirc 30 cin thiét:
1) @& c6 sy tin twdng rdng cac qua trinh
duoc thire hién nhw da hoach dinh;
2) a8 chirng td sy phu hop clia san pham
va dich vy v&i c¢ac yéu ciu cla ching.
PAu ra ctia viéc hoach dinh nay phai thich hop
Vi cac hoat dong clia td chire,
T chirc phéi kiém soat nhirng thay ddi theo
hoach dinh va xem xét cac hé qua cla nhitng
thay ddi ngoai dy kién, thye hién hanh ddng dé
gidm nhe moi tac dong bét lgi khi cin.
T& chirc phai dam bédo réng cac qua frinh thué
ngoai d&u dugc kiém soat (xem 8.4).

8.2 Yéu ciu déi voi san pham va djch vy
8.2.1 Trao ddi théng tin vé&i khach hang

Trao ddi théng tin v&i khach hang phai bao gdm

viéc: :

a) cung cép théng tin lién quan dén san pham
va dich vy;

b) xtr Iy cac yéu cdu, hop ddng hodc dit hang
ké ca cac thay dbi;

c) thu nhan théng tin phan hdi clia khach hang
li&n quan dé&n san phdm va dich vy, bao gdm
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and services;

b) establishing criteria for:
1)} the processes;
2} the acceptance of products and services;

c) determining the resources 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).

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; '

¢) obtaining customer feedback relating to

products and services, including customer
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ca khiéu nai clia khach hang;

d) x ly hodc kidm soat tai sadn cua khach
hang;

e) thiét 1ap cac yéu ciu cy thd dbi véi hanh
dong (g phé voi tinh hubng bat ngd, khi
thich hop.

8.2.2 Xac dinh cac yéu cdu dél véi san pham
va dich vu

Khi xac dinh cac yéu ciu dbi v&i san phdm va
dich vu cung cép cho khach hang, t& chire phai
dam bao ring:

a) cac yéu cdu dbi véi san phdm va dich vy
dugc dinh 13, bao gdm:

1) moi y&u cdu lust dinh va ché dinh hién
hanh;

2) céc yéu clu dugc td chirc cho la can
thiét;

b) td chirc c6 thd dap (ng nhirng cdng bd dbi
v6i sén phdm va dich vy minh cung cép.

8.2.3 Xem xét yéu cAu déi véi san phdm va
dijch vy

8.2.3.1 Td chirc phai @m bao rdng minh c6 kha
nang dap (mg cac yéu clu d6i v&i san phim va
dich vu cung c4p cho khach hang. Té chirc phai
tién hanh xem xét trwére khi cam két cung Gng san
pham va dich vy cho khach hang, dé tinh dén:

a) c4c yéu ciu quy dinh cla khach hang bao
gdm cac yéu ciu ddi véi hoat ddng giao hang
va sau giao hang;

b) céc yéu ciu khéng dugc khach hang néu ra
nhung cin thiét cho viéc sir dung xac Ginh
hodic dy kién, néu da biét;

¢) cac yéu ciu do td chirc quy dinh;
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complaints;
d) handling or controlling customer property,
for

e) establishing

contingency actions, when relevant.

specific requirements

8.2.2 Determining
products and services

the requirements for

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

products and services

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

1) any applicable statutory and regulatory
requirements;

2) those considered necessary by the

- organization;

b) 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 services to be offered to customers. The
organization shall conduct a review before
committing to supply products and services to a
customer, to include:

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;

¢) requirements specified by the organization;



d) cac yéu clu lujt dinh va ché dinh 4p dyng ddi
véi san phdm va dich vy;

e) cac yéu cdu clia hop ddng hodc don hang
khéc véi nhirng yéu ciu da thé hign tredc do.

T6 chirc phai dam bdo ring cac yéu cdu cla
hop dbng hodc don hang khac voi yéu clu d3
dwgc xac dinh trwére d6 déu duoc gidi quyét.

Yéu cdu clia khach hang phai dwgc té chire xac
nhan tredc khi chdp nhan, néu khach hang
khéng dwa ra tuyén bd bing van ban v& cac yéu
cdu ctia minh.

CHU THICH: Trong mét sé trwdng hep, nhue ban
hang qua mang, viéc xem xét chinh thirc cho tirng
don hang 13 khong thyc té. Thay vao do, xem xét
nay ¢ th& bao trim thang tin thich hgp v& san phdm
nher la cac ban ca-ta-14,

8.2.3.2 Khi thich hgp, td chirc phai luvu gie
théng tin dang van ban vé:

a) két qua cla viéc xem xét;

b) moi yéu ciu méi dbi véi san pham va djch vy.

8.2.4 Thay ddi yéu ciu déi véi san phim va
dich vy

Té chire phai dam bdo rang théng tin dang v&n
ban cé lién quan dwgc stra ddi va nhan sy cb
lien quan nhan thirc dwgce nhing yéu cdu da
thay ddi khi yéu ciu @éi véi san pham va dich vy
thay dbdi.

8.3 Thiét ké va phat trién san pham, djch vy

8.3.1 Khai quat

T chire phai thiét 1ap, thwc hign va duy tri qua
trinh thiét ké va phat trién thich hgp d& dam bao
viéc cung c&p san phdm va djch vy sau do.
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d) statutory and requirements

regulatory
applicable to the products and services;

e) contract or order reguirements 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
sales, a formal review is impractical for each order.
Instead, the review can cover relevant product
information, such as catalogues.

In some situations, such as internet

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.

8.24 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
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8.3.2 Hoach djnh thiét k& va phat trién

Khi x4c dinh cac giai doan va ndi dung kiém
soat thiét ké va phat trién, td chirc phai xem xét:

a) tinh chét, khoang th&i gian va me do phirc
tap clia hoat ddng thiét ké va phat trién;

b) céc giai doan can thiét clia quéa trinh, gém ca
viéc xem xét mét cach thich hgp thiét ké va

phét trién;

c¢) hoat dong kiém tra x4c nhan va xac nhan gia
tri st dyng cin thiét cla thiét ké va phat
trién;

d) trach nhiém va quyén han lién quan trong

qué trinh thiét k& va phat trién;

nhu cdu v& ngudn lyc ndi bd va bén ngoai
d6i voi thiét ké va phat tridn san phidm va
dich vy,

f) nhu cdu kiém soat sy twong giao gitra cac
nhan sy tham gia vao qué trinh thiét ké va
phét trién;

nhu cau ddi v&i sy tham gia clia khach hang
va ngudi stz dung vao qué trinh thiét ké va
phét trién;

g)

h) yéu cdu déi vai viéc cung cip san phdm va

dich vy sau do;

i) mic dd kiém so4t mong muén cla khach
hang va cac bén quan tam thich hgp khac
d6i v&i qua trinh thiét ké va phét trién;

j) thdng tin dang van ban can thiét dé chirng td
rdng cac yéu clu thiét ké va phat trién dugc
dap rng.

8.3.3 Dau vao cua thiét ké va phat trién

Té chirc phai xac dinh cac yéu clu thiét yéu dbi
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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;

b) the
applicable design and development reviews;

required process stages, including

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



v&i loai san phdm va dich vu cy thé dugc thiét ké
va phat trién. TS chirc phéi xem xét:

a) yéu ciu vé chirc nang va cdng dung:
“b) thdng tin tir hoat déng thit ké va phat trién
trién twong ty treéc Ao,
¢} yéu cAu luat dinh va ché dinh;

d) tiéu chudn hodc quy téc thire hanh ma tb chirc
cam két ap dyng;

e) hé qua tidm 4n clia sai 16i do d&c tinh cda san
pham va djch vy.

DAu vao nay phai phil hgp cho myc dich thiét ké
va phat trién, phai ddy du, rd rang.

Cac diu vao cha thiét ké va phat tridn mau thuan
v&i nhau d&u phai duec gidi quyét.

T& chire phai lvu gilk théng tin dang van ban vé
dAu vao chia thiét ké va phat trién. '

8.3.4 Kiém soat thiét ké va phat trién

Td chire phai 4p dung cac kiém soat dbi véi qué
trinh thiét ké va phéat trién dé dam bao ring:

a) céc két qua cin dat dugce xac dinh;

b) cac xem xét dwgc thyc hién d& danh gia kha
nang két qua thiét ké va phat trién dap Gng
céac yéu ciu;

¢) hoat ddng kidém tra x4c nhan dugc thyc hign
d& dam bdo dau ra cla thiét ké va phat trién
déap (rng cac yéu ciu diu vao;

d) hoat ddng x4c nhan gia trj sir dyng dwgc thwe
hién d& dam bdo sin phdm va dich vy tao ra
dap (rng cac yéu cAu dbi véi ng dung xac
dinh hodc viéc sr dung d kién;

e) cac hanh dong cén thiét dwoc thye hién doi
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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;

¢} 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 shall retain documented
information on design and development inputs.

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
meset 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;

e) any necessary actions are taken on problems
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v&i nhitng vén dé& duoc xac dinh trong qua
tinh xem xét hodc trong hoat dong kiém tra
xac nhén va xac nhan gia tri st dung;

f) théng tin dang van ban v& nhixng hoat déng
nay duqc lweu gite.

CHU THICH: Xem xét, kidém tra xac nhén, xac nhan gia

tri sl dung cia thiét k& va phat tridn c6 nhixng myc

dich khac biét. Cac hoat dong nay c6 thé duoc thirc

hién riéng biét hoic két hgp sao cho thich hop véi san
phém va dich vy ciia t& chirc.

8.3.5 PAu ra cua thiét ké& va phat trién

Té chirc phdi dam bao ring du ra clia thiét ké va
phét trién:

a) dap (g cac yéu ciu dAu vao cla thiét ké va
phét trién;

b) @y du cho cic qua trinh sau d6 d& cung cép
san pham va dich vy;

¢} bao gdm hoéc vién dén t&i cac yéu ciu theo
dsi va do Iwdmg khi thich hgp va cac chuan
murc ch&p nhan;

d) quy dinh cac d3c tinh clia san phdm va dich vu
14 c6t yéu cho muc dich diy kién va sw an toan
va viéc cung cép thich hep cla sén pham va

dich vy,

T chirc phai lwu giir théng tin dang van ban vé
dau ra cla thiét k& va phat trién.

8.3.6 Thay dbi thiét ké va phat trién

Té chirc phdi nhan biét, xem xét va kiém soat
nhirng thay ddi tao ra trong hodic sau thiét ké va
phéat trién san phim va dich vu, & mic do cin
thiét §& dam bao ring khong co tac dong bét loi
t6i sy phit hgp véi cac yéu ciu.

Tb chiec phai Iwu gitr théng tin dang vén ban vé:
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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.

shall
information on design and development outputs.

The organization retain documented

8.3.6 Design and development changes

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

The organization shall retain documented
information on: '



a) nhimng thay ddi di voi thiét ké va phat trién;
b) két qua xem xét;
¢) viéc cho phép thay ddi;

d) hanh ddng duwgc thyc hién dé& ngan ngira

nhi¥ng tac ddng bét loi.

8.4 Kiém soat qua trinh, san phdm va dich vy
do bén ngoai cung cip

8.4.1 Khai quat

Té chirc phai ddm bao rdng c&c qué trinh, san
pham va dich vu do bén ngoai cung cip phlu hep
véi chc yéu ciu.

Td chirc phai xac dinh cac kiém soat dugc 4p dung
dbi v&i qua trinh, san phdm, dich vy do bén ngoai
cung cép khi:

a) san pham va dich vy clia nha cung cip bén
ngoai dugc ding dé hop thanh san phdm va
dich vy ctia chinh td chire;

b) sa&n phdm va dich vu dwgc nha cung cap bén
ngoai cung cap tryc tiép cho khach hang voi
danh nghta cta t& chec;

¢) qua trinh hoic mdt phén clia qua trinh do nha
cung cAp bén ngoai cung cép 12 két qua tr
quyét dinh ctia 1 chirc.

T4 chirc phai xac djnh va &p dung cac tidu chi cho
viéc danh gia, Ira chon, theo déi két qua thuc
hién va danh gi4 lai nha cung cp bén ngoai trén
co s& kha niing clia ho trong viéc cung cp céc
qué trinh hodc san pham, dich vy phi hop véi cac
yéu ciu. Té chic phai lvu gir théng tin dang van
ban v& cac hoat dong nay va mgi hanh ddng can
thiét nay sinh tlr viéc danh gia.
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a) design and development changes; |
b) the results of reviews;
¢) 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 fram external providers

are intended for incorporation into the

organization’s own products and services;

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

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

the evaluations.
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8.4.2 Loai hinh va mirc dd kiém soat

Té chirc phadi ddm bao ring cac qué trinh, san
phdm va dich vy do bén ngoai cung cép khong
nh hudng bét lgi dén kha ning cla t3 chirc
trong viéc cung cAp 8n dinh san phadm va dich
vy phit hgp cho khéach hang ctia minh.

T4 chirc phai:
a) dam bao ring cac qua trinh do bén ngoai

cung cép chiu sy kidm soat ciia hé théng
quén Iy chét lvgng cla tb chirc;

b) x&c dinh ¢a c4c kidm soat t& chirc muén 4p
dung cho cac nha cung cip bén ngoai va
cac kidm soat muén ap dung cho két qua
ddu ra;

c) tinh dén:

1) tac ddng tidm &n cha cac qua trinh, san
phdm va dich vy do bén ngoai cung cép
t&i khd ning cla td chirc trong viéc dap
trng mot cach 6n dinh cac yéu cdu cla
khach hang, yéu clu luat dinh va ché
dinh hi&én hanh;

2) hidu iwyc cia cac kidm soat dwgc nha
cung cAp bén ngoai ap dyng;

d) xac dinh viéc kidm tra xac nhén hoic cac
hoat ddng khac cén thiét d& dam bdo ring
qua trinh, san ph&m va dich vu do b&n ngoai
cung cép dap (rng céc yéu ciu.

8.4.3 Théng tin cho nha cung cap bén ngoai

T6 chirc phdi dam bado sy thdéa dang clia cac
yéu cAu trwdre khi trao d8i théng tin véi nha cung
c4p bén ngoai.

T chirc phai trao @i thong tin véi nha cung cép
bé&n ngoai vé& cac yéu cu clia minh déi voi:

a) qué trinh, san phdm va dich vy dugc cung
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8.4.2 Type and extent of control

The organization shall ensure that exte"mally
provided processes, products and services do not
adversely affect the organization's ability to
consistently deliver conforming products and

services to its customers.
The organization shall:

a) ensure that externally provided processes

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;

¢) 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,
that
provided processes, products and services meet

necessary to ensure the externally

requirements.

8.4.3 Information for external providers

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

The organization shall communicate to external
providers its requirements for:

a) the processes, products and services to be



cép;
b) viéc phé duyét:
1) san pham va djch wy;
2) phwong phéap, qua trinh va thiét bi;
3) théng qua san pham va dich vy;

¢) nang lyc, bac gom trinh 8 chuyédn mén cin
thiét cOa nhan sy;

d) sy twong tac gira nha cung cép bén ngoai

v&i td chirc;

e) viéc kiém soat va theo ddi két qua thuc hién
cGa nha cung cip bén ngoai dwgc td chirc

ap dung;

f) hoat adng kiém tra xac nhn va xac nhan gia
tri str dung ma tb chirc hodc khach hang cla
td chirc du kién thye hién tai co s& cla nha
cung cép bén ngoai.

8.5 San xuit va cung cép dich vu

8.5.1 Kiém soat san xuét va cung cip dich vy

Té chirc phai thyc hién viéc san xuét va cung
cép dich vy dwréi cac diéu kién dwoc kiém soat.
Khi ¢6 thd, didu kién dwoc kiém soat phai bao
gbm:

a) sw sdn c6 cla théng tin dang van ban xac
dinh:

1) d&c trweng cha san phdm dwoc san xuit,
dich vy dwrgc cung cdp hodc hoat dong
dwgre thyre hiép;

2) két qua can dat dwgc

b) sw sdn ¢d va viéc sl dung cac ngudn lyc
theo d&i va do luedng thich hop;

¢} viéc thyc hién hoat dgng theo dGi va do
lwdng & céc giai doan thich hop d& kiém tra
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provided,;

b) the approval of:
1) products and services;
2) methods, processes and equipment;
3) the release of products and services;

¢) competence, including any required

qualification of persons;

d) the external providers' interactions with the
organization;

e) control and monitoring of the external
providers' performance to be applied by the

organization;

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

8.5 P[oduction and service provision

8.51 Control
provision

of production and service

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,

b} the availability and use of suitable monitoring

and measuring resources;

c¢) the implementation of monitoring and
measurement activities at appropriate stages to
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x4c nhén ring chuidn myc kiém soat qua
trinh hodc dau ra va chudn myc chép nhan
san pham va dich vu d&u dwgc dap ng;

d) s dyung co s& ha tdng va mdi trudng thich
hgp cho viéc vin hanh cac qua trinh;

e) phan céng nhan sy c6 ning lyc, gdm ca
trinh d3 chuyé&n mén cén thiét;

f) xac nhan gié trj str dung va xac nhan lai gia
tri st dung dinh ky ctia kha nang dat dwoc
két qua hoach dinh ciia qua trinh dbi véi viéc
sén xuét va cung cép dich vy, khi két qua
d3u ra khdng thé kiém tra xac nhén dwoc
bang viéc theo di va do lvdng sau dé;

thwe hién cac hanh ddng nhdm ng&n ngira
sai 16i clia con ngudi;

g)

h) thyc hién cac hoat déng thdng qua, giao
hang va sau giac hang.

8.5.2 Nhan biét va truy xuét ngudn gbc

T6 chirc phéi st dung cac phwong tién thich

hop d& nhan biét d3u ra néu can thiét cho viéc

dam bao sir phi hep cia san phdm va dich wy.

T& chirc phdi nhan biét tinh trang clia ddu ra
lién quan dén céc yéu clu theo ddi va do ludng
trong todn bd qué trinh san xuét va cung cép
dich wy.

Td chirc phai kiém soat viéc nhan biét duy nhét
dau ra khi vigc truy xuédt ngudn gdc 1a mdt yéu
céu va phai lwu gitv théng tin dang van ban cén
thiét @& c6 thé truy xuét ngudn gbe.

8.5.3 Tai sdn cua khach hang hodc nha cung
cap bén ngoai

Td chirc phai gitr gin tai san cla khach hang
hodc clia nha cung cdp bén ngoai khi ching
thugc sy kiém soat cia td chirc hay dang dwgc
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verify that criteria for control of processes or
outputs, and acceptance criteria for preducts
and services, have been met;

d) the use of suitable infrastructure and

environment for the operation of processes;
e) the appointment of competent persons,
including any required qualification;

f) the validation, and periodic revalidation, of the
the
processes for production and service provision,

ability to achieve planned results of
where the resulting output cannot be verified by

subsequent monitoring or measurement;

g) the implementation of actions to prevent human

error;

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

8.5.2 Identification and traceability

The organization shall 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



td chirc sir dung.

Té chirc phai nhan biét, kiém tra xac nhan, bdo
vé, bao dam an toan cho tai san clia khach hang
ho#c nha cung cap bén ngoai cung cip dé sir
dyng hozc d& hop thanh san phdm va dich vy.

Khi tai san clia khéch hang hofc nha cung cip bi
mét mat, hir hdng hodic dwoc phat hién khong phi
hgp cho viéc sir dyng, t& chirc phai théng bao
viéc nay cho khach hang ho#c nha cung cip va
phai leu gitr thdng tin dang vin ban v& cac véan dé
Xay ra.

CHU THICH: Tai sén cla khach hang ho#c nha cung
cép ¢6 thé bao gbm nguyén vat liéu, bd phan ciu
thanh, dyng cy va thiét bi, nha xudng, quyén s& heru
tri tud va dir ligu ca nhan,

8.5.4 Bdo toan

T& chirc phai bao toan d4u ra trong sut qua trinh
san xuét va cung cip dich vy & mic dd can thiét
dé dam bao sy phil hgp véi céc yéu clu.

CHU THICH: Bao toan ¢6 thd bao gbm viéc nhan biét,
xép d&, kidm soat nhiém bin, bao géi, bio quan,
chuyén giao hodc van chuyén va bdo vé.

8.5.5 Hoat dgng sau giao hang

T& chirc phdi dap (ng cac yéu ciu dbi véi hoat
dong sau giac hang lién quan dén san phim va
dich vu.

Khi xac dinh mirc d6 can thiét clia hoat déng sau
giao hang, t8 chirc phai xem xét:

a) c4c yéu clu luat dinh va ché djnh;

b) cac hé qua tidm A&n khdng mong mudn lién
quan dén san pham va dich vy;

¢) tinh chét, viéc sir dyung va tudi tho dy kién clia
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control or being used by the organization.

The organization shall identify, verify, protect and

safeguard customers’ or external providers'
property provided for use or incorporation into the

products and services.

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 extemal 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, ftransmission or transportation, and
protection.

8.5.5 Post-delivery activities

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

In determining the extent
activities that are required, the organization shall

consider:

of post-delivery

a) statutory and regulatory requirements;

by ‘the undesired

associated with its products and services,

potential consequences

c) the nature, use and intended lifetime of its
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san pham va dich vy;

d) y8u cau cla khach hang;

e) phan hbi ciia khach hang.

CHU THICH: Hoat déng sau giao hang ¢6 thé bao gém
cac hanh ddng theo didu kign bdo hanh, nghfa vy theo
hop @dng nhe dich vy béo trl va dich vy b sung nhu
tai ché hoac hily bd cudi clng.

8.5.6 Kidm soat thay déi

T8 chirc phai xem xét va kiém soét nhirng thay
adi ddi v&i san xuét hodic cung cép dich vu & mirc
dd can thiét d& dam bdo duy trl sy phu hop véi
cac yéu ciu.

Té chirc phai duy trl thdng tin dang van ban mb ta
két qua xem xét thay ddi, (nhirmg) ngudi cho phép
thay dbi va moi hanh ddng cin thiét ndy sinh tr
viéc xem xét.

8.6 Théng qua san phim va dich vy

T chirc phai thire hign cac sép dit theo hoach
dinh & nhirng giai doan thich hgp d& kiém tra xéc
nhan riing c&c yéu ciu déi voi san pham va dich
vy duge dap teng.

Viéc thdng qua san phdm va dich vy cho khéch
hang chi dwgc tién hanh sau khi 3 hoan thanh
thda dang cac sdp dat theo hoach dinh, néu
khéng thi phai dwoc sy phé duyét cia ngudi co
thadm quyén va, néu c6 thé, clia khach hang.

To chirc phai duy tri théng tin dang van ban vé
vigc théng qua san phdm va dich wyu. Théng tin
dang van ban phai bao gdm:

a) bang chirng v& sy phi hop voi chudn myc
chép nhan;

b) khd ndng truy xudt dén (nhrng) ngudi cho

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.

shall
information describing the results of the review of

The organization retain documented
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.

shall retain documented

information on the release of products and

The organization

services. The documented information shall

include:

a) evidence of conformity with the acceptance
criteria;

b) traceability to the person{s) authorizing the



phép théng qua.
8.7 Kiém soéat ddu ra khdng phit hop

8.7.1 T& chirc phai @dm bdo riing dau ra khong
phti hgp véi cac yéu cdu dugce nhan biét va kiém
so4t nhdm ngin ngira viéc sir dung hodc chuyén
giao ngoai dy kién.

T chirc phai thyc hién céc hanh dong thich hgp
dia theo ban chét clia sy khdng phi hgp va tac
ddng clia né t&i sy phi hop clia san phdm va dich
vy. Didu ndy cling phai 4p dung dbi v&i san pham
va djch vy khéng phtt hgp dugre phat hién sau khi
chuyén giao san phdm va trong qua trinh hozc
sau khi cung cép dich wy.

T& chirc phai x{r ly dau ra khéng phi hop theo
mét hogc cac cach sau:

a) khéc phuc;

b) tach riéng, ngdn chin, thu hdi hodc tam dirng
viéc cung cAp san pham va dich vy;

c) thdng béo cho khach hang;

d) ¢6 dwgc sy cho phép chadp nhan c6 nhan
nhwong.

Sy phil hgp vé&i cac yéu chu phai droc kiém tra
x&4c nhan khi d4u ra khdng phu hep dugc khéc
phuc.

8.7.2 Té chirc phai lvu gil thdng tin dang van
ban:

a) md ta sy khdng phi hop;
b) md ta hanh ddng thiec hién;
¢) md tad moi sy nhan nhuong dat dugc;

d) nhan biét thdm quyén quyét dinh hanh déng
abi v&i sy khong phis hep.
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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 their
unintended use or delivery.

to prevent

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

information that:

The organization shall retain documented

a) describes the nonconformity;
b) describes the actions taken;
¢) describes any concessions obtained;

d) identifies the authority deciding the action in
respect of the nonconformity.
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9 Danh gia két qua thye hign

9.1 Theo dbi, do Iwéng, phan tich va danh gia

9.1.1 Khai quat
Té chire phai xac dinh:
a) nhirng gl cén dwec theo dbi va do hwdng;

b) phwong phap theo ddi, do lwéng, phan tich va
danh gia can thiét d& dam bao két qua cb gia
tri;

¢) khi nao phai thirc hién theo dai va do lwdng;

d) khi ndo céc két qua theo ddi va do Iwdng phai
dugre phan tich va danh gia.

T6-chirc phai danh gia két qua thirc hién va hiéu
lwc clia hé théng quan ly chat lwong.

T& chirc phai lwu gitr théng tin dang van ban lam
bang chirng vé nhirng két qua ndy.

9.1.2 S thdéa man ctaa khach hang

Té chirc phai theo ddi cdm nhan cla khach hang
v& mirc d6 theo 36 nhu clu va mong dgi clia ho
dwgc Gap (ng. Td chlrc phai x&c dinh phuong
phép dé& thu dwgc, theo doi va xem xét thdng tin
nay.

CHU THICH: Vi dy v& viéc theo d6i cdm nhan cla
khach hang c6 thd bao gdm khdo sat khach hang,
thong tin phan hdi clia khach hang v san phdm va
dich vu duwgc giao, hdi nghj khach hang, phan tich thi
phén, I&i khen nggi, yéu cdu bao hanh va bao céo cla
nha phan phéi.
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9 Performance evaluation

9.1 Monitoring, measurement, analysis and
evaluation

9.1.1 General
The organization shall determine:
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
measurement shall be analysed and evaluated.

results from monitoring and

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

The shall
documented information as evidence of the

organization retain appropriate

results.
9.1.2 Customer satisfaction

shall customers'

perceptions of the degree to which their needs

The organization monitor

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 Phéan tich va danh gia

Td chirc phai phan tich va danh gia d@ lidu va
thong tin thich hep tir theo doi va do lwdng.

Két qua phan tich phai dwgc sir dung dé danh gia:
a) s phi hop clia san pham va dich vy;
b) mirc d¢ thda man clia khach hang;

c) két qua thyc hign va hiéu lyc cla hé théng
quan ly chét lugng;

d) ndi dung hoach dinh c6 duec thwc hién mdt
cach hiéu lyc hay khéng;

e) hiéu lyc clia nhitng hanh déng dwgc thyre hién
a8 giai quyét nii ro va co hoi;

f) két qua thyc hién cia nha cung cdp bén
ngoai;

g) nhu cu cai tién hé théng quan ly chét lvgng.

CHU THICH: Phuong phap phéan tich d@ lidu c6 thé
bao gdm céc ky thuat théng ké.

9.2 Panh gia ndi b

9.2,1 T chirc phai tién hanh cac cudc danh gid
ndi b§ theo nhirng khoadng théi gian dwge hoach
dinh dé& cung c4p thong tin vé& viéc hé théng quan
ly chét lugng c6 hay khéng:

a) phu hep voéi

1) céac yéu c3u clia chinh t& chirc d6i véi hé
théng quan Iy chat legng clia minh;

2) céac yéu cdu clia tiéu chudn nay;

b) dwgc thre hién va duy tri mét cach higu lyc.
9.2.2 TS chirc phai:

a) hoach dinh, thiét Iap, thwc hién va duy trl (cac)
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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;

¢) 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.

9.2 Internal audit

9.2.1
audits at planned intervals to provide information

The organization shall conduct internal

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 International
Standard,

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

a) plan, establish, implement and maintain an
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chrong trinh danh gia bao gdm tan suét,
phirong phap, trach nhigm cac yéu céu hoach
dinh va viéc bao c&o, va c6 tinh dén tdm quan
trong clia cac qua trinh lién quan, nhirng.thay
dbi anh hwrdmng t6i t chirc va két qua clia céc
cudc danh gia triedc d6;

b) xac dinh chudn myc danh gia va pham vi cia
tirng cufc danh gia;

¢) lwa chon chuyén gia danh gié va tién hanh céc
cudc danh gid d& dam bdo tinh vd tw va tinh
khach quan clia qué trinh danh gia;

d) dam bdo réng két qua déanh gi4 dugc bao céo

t&i cép lanh dao thich hop;

thire hign khdng cham tré viéc khdc phyc va
hanh ddng khéc phuc thich hop;

e)

f) leu git¢ théng tin dang van ban lam bang
chirng v& viéc thyc hién chwong trinh danh
gia va két qua danh gié.

CHU THICH: Xem huwéng dén trong TCVN ISO 19011,
9.3 Xem xét ctia lanh dao
9.3.1 Khai quat

Lanh dao cao nhét phai xem xét hé théng quan Iy
chét lkgng cia td chirc theo nhirng khodng thai
gian dwgc hoach dinh dé dam bao néd ludn thich
hgp, théa dang, ¢é hiéu lwc va phu hgp véi dinh
hwéng chién lwge cia td chirc.

9.3.2 Piu vao xem xét cla lanh dao

Xem xét cta lanh dao phai dwge hogach dinh va
thyc hién dé xem xét:

a) tinh trang clia cac hanh djng tir cac cudc xem
xét clia lanh dao trwdc do;

b) nhirng thay ddi trong cac van dé ndi bd va bén
ngoai lién quan dén hé théng quan Iy chéat
lvgng;
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audit programme(s) including the frequency,
methods, responsibilities, 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; .

¢) 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:

a) the status of actions

management reviews,

from previous

b) changes in external and internal issues that
are relevant to the quality managem'ent system;



¢) thdng tin v& két qua thire hién va hidu liec cia
hé thdng quan Iy chét legng, bao gdm céac xu
huéng vé:

1) sy thda man clia khach hang va théng tin
phan hdi tir cac bén quan tam lién quan;

2) mirc @ thyec hién cac muc tiéu chat
lrgng:

3) két qua thire hién qua trinh va sy phi hop
cOa san phim va dich vy;

4) sy khéng phi hgp va hanh déng khic
phuc;

5) két qua theo ddi va do lwémg;
6) két qua danh gia;

7) két qua thic hién cla nha cung cip bén

ngoai;
d) sy day da cla ngudn lyc;

e) higu lyc clia hanh d@dng thyc hién dé giai
quyét rli ro va co hdi (xem 6.1);

f) cac co hdi céi tién.
9.3.3 Piura xem xét ciia lanh dao

PAu ra clia viéc xem xét clia lanh dao phai bao
gdm céc quyét dinh va hanh ddng lién quan dén:

a) cac co hoi cai tién;

b) moi nhu ciu thay @i hé théng quan Iy chét
lrong;

c) nhu cdu v& ngudn lyc.

T chirc phai lvu git théng tin dang van ban 1am
bing chizng v& céc két qua xem xét cta Ianh dao.
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the

the quality management

¢) information on performance and

of
system, including trends in:

effectiveness

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 resuits;

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;
¢) resource needs.

shall
information as evidence of the results of

The organization retain documented

management reviews.
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10 Cai tién
10.1 Khai quat

T& chirc phai x4c dinh va lya chon c4c co hoi dé
cai tién va thire hién moi hanh ddng can thiét aé
dap (ng yéu c3u clia khach hang va néng cao sy
thda man ctia khach hang. Didu ndy phai bao
adm:

a) cdi tién san phdm va dich vy dé dap (g yéu
cAu cling nhw gidi quyét cac nhu ciu va mong

doi trong twong lai;
b) khéc phuc, phdng nglra va giam tac ddng
kh6ng mong mubn;
cdi tién két qua thye hién va hiéu lwc clia hé
théng quan Iy chét Igng.

<)

CHU THICH: Vi dy v& viéc cdi tién co thé bao gbm viéc
khéc phyc, hanh déng khéc phyc, ¢ tién lién tuc, thay
ddi aot pha, ddi moi va t chirc ai.

10.2 Sy khéng phii hgp va hanh dgng khéc
phuc

10.2.1 Khi xdy ra sy khong phlt hop, k& ca sy
khéng phi hop bét ky ndy sinh tiv khiéu nai, 18
chirc phai:
a)} &ng phé v&i sy khéng phl hop va, khi thich
hgp:
1) thie hién hanh ddng d& kiém soat va khéc
phuc si khéng phu hep;
2) xirly cac hé qua;
b) danh gi4 nhu ciu dbi v&i hanh ddng nhadm loai
bd (c4c) nguyén nhén din dén sy khéng phl
hop dé& khong tai didn hodic xay ra & noi khac
béng vide:

1) xem xét va phan tich sy khéng phl hgp;
2) xacdinh nguyén nhan ctia s khéng phi hep;
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10 Improvement

10.1 General

The organization shall determine and select
opportunities for improvement and implement any
necessafy actions to meet customer requirements
and enhance customer satisfaction. These shall
include:

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

b) correcting, preventing or reducing undesired
effects;

¢) improving the performance and effectiveness
of the quality management system.

NOTE Examples of
correction, corrective action, continual improvement,

improvement can include

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) xac dinh liéu sy khéng phu hgp twong ty
cé tdn tai hodc cd kha ning xay ra hay
khéng;

¢) thye hién moi hanh ddng cin thiét;

d) xem xét hidu lpc clia moi hanh ddng khéc
phuc duwgre thire hién;

e) cép nhét nli ro va co hdi dwgc xac dinh trong
qué trinh hoach dinh, néu can;

f) thyc hién nhitng thay dbi ddi voi hg théng
quan ly chét lvgng néu can,

Hanh dong khdc phyc phai twong (ng véi tac

dong clia sir khdng phu hgp gap phai.

10.2.2 T4 chirc phai lwu gite théng tin dang van

ban 1am béng ching vé:

a) ban chét clia sy khéng phl hop va hanh ddng
dwgc thipe hién sau do;

b) két qua ctia moi hanh ddng khic phyc.

10.3 Cai tién lién tuc

Td chirc phai cai tién lién tuc sy thich hgp, thda
dang va hidu Iyrc ciia hé théng quan ly chét lugng.

Té chirc phai xem xét két qua clia phan tich va
danh gia va dau ra tir xem xét cla lanh dao dé
xac dinh xem c6 nhu cdu hodc co hdi phai dugc
giai quyét nhu mét phan cla cai tién lién tyc.
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3) determining if similar nonconformities exist,
or could pu:)tentiallg}r 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:

“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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