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Soat xét lan 2

S econd revision

Hé thdng quan ly chat luong — Cac yéu cau

Quality Management System -

1 Pham vi
1.1 Khai quat

Tiéu chudn nay quy dinh cac yéu cau déi véi hé

théng quan ly chat luong khi mét t& chiic

a)can chiing té kha nang cung cap mét cach 6n
dinh sdn phdm dap (ng cac yéu cau cla
khach hang va cac yéu cau ché dinh thich

hop;

b)nham dé nang cao su thod man cla khéach
hang théng qua viéc ap dung cé hiéu luc hé
théng, bao gém ca cac qua trinh dé cai tién
lién tuc hé théng va dam bao su phu hop Vi
cac yéu cau cla khach hang va yéu cau ché

dinh dugc ap dung

Chu thich - Trong tiéu chuén nay, thuat nglr
"san pham" chi &ap dung cho san phdm
nham cho khach hang hoic khach hang

yéu cau.

1.2 Ap dung

Cac yéu cau trong tiéu chuin nay mang tinh téng
quat va nham dé ap dung cho moi t6 chic khéng
phan biét vao loai hinh, quy mé va san pham cung

cap.

Requirements

1 Scope
1.1 General

This Standard specifies requirements for a quality

management system where an organization

a) needs to demonstrate its ability to consistently
provide product that meets customer and

applicable regulatory requirements, and

b) aims to enhance customer satisfaction through

the effective application of the system,
including processes for continual improvement
of the system and the assurance of conformity
customer and regulatory

to applicable

requirements.

NOTE - In this International Standard, the term
"product" applies only to the product intended

for, or required by, a customer.

1.2 Application

All requirements of this International Standard are
generic and are intended to be applicable to all
organizations, regardless of type, size and product

provided.
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Khi c6 yéu ciu nao dé cla tiéu chudn nay khong
thé ap dung duoc do ban chat cla té chic va san
phdm clia minh, c6 thé xem xét yéu cau nay nhu

mét ngoai l€.

Khi c6 ngoai |&, viéc dudc cong bé phu hop véi tiéu
chuén nay khéng dudc chdp nhan trif phi cac ngoai
lé nay dudc gi6i han trong pham vi diéu 7, va cac
ngoai 1& nay khéng anh hudng dén kha nang hay
trach nhiém cla t& chiic trong viéc cung cap cac
san phdm dap (ng cac yéu cau clia khach hang va

cac yéu cau thich hop.
2 Tiéu chuan trich dan

TCVN 1SO 9000: 2000, Hé théng quan ly chat
lugng - Ca sG va tur vung.

3 Thuat ngir va dinh nghia

Tiéu chudn nay s dung cac thuat ngii va dinh
nghia trong TCVN ISO 9000: 2000 .

Cac thuat nglr sau, dudc st dung trong &n ban
nay cta TCVN ISO 9001 d€ mé ta chudi cung
cép, da dudc thay déi d& phan anh tir vung dudc
st dung hién hanh:

ngudi cung ing —» t6 chirc — khach hang

Thuat nglt "t6 chic" thay th& cho thuat ngir
"ngudi cung Ung" dudc s dung truéc day trong
TCVN ISO 9001: 1996 (ISO 9001: 1994) dé chi
don vi ap dung tiéu chudn nay. Thuat ngir
"ngudi cung Ung" IGc nay dudc s dung thay cho
thuat nglr "ngudi thau phu".

Trong tiéu chudn nay, thuat ngl "san pham"

cling c6 nghia "dich vu".
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Where any requirement(s) of this International
Standard cannot be applied due to the nature of an
organization and its product, this can be considered

for exclusion.

Where exclusions are made, claims of conformity to
this

unless these exclusions are limited to requirements

International Standard are not acceptable
within clause 7, and such exclusions do not affect
the organization's ability, or responsibility, to provide
meets customer

product that and applicable

regulatory requirements.
2 Normative reference

ISO 9000:2000, Quality management systems -

Fundamentals and vocabulary.
3 Terms and definitions

For the purposes of this International Standard, the

terms and definitions given in ISO 9000 apply.

The following terms, used in this edition of ISO 9001
to describe the supply chain, have been changed to

reflect the vocabulary currently used:

supplier— organization —» customer

The term "organization" replaces the term "supplier'
used in I1ISO 9001:1994, and refers to the unit to
which this International Standard applies. Also, the
term  "supplier" the term

now replaces

"subcontractor'.

Throughout the text of this International Standard,
wherever the term "product' occurs, it can also

mean "service".



4 Hé thdng quan ly chat lugng

4.1 Yéu cau chung

T8 chiic phai xay dung, |ap van ban, thuc hién,
duy tri hé théng quan ly chat lugng va thudng
Xxuyén nang cao hiéu luc cha hé théng theo cac

yéu cau cua tiéu chuan nay.

T6 chiic phai

a) nhan biét cac qua trinh can thiét trong hé
thong quan ly chat luogng va ap dung ching

trong toan bo té chic (xem 1.2),

b) xac dinh trinh tu va mdi tuong tac cua cac

qua trinh nay,

c) xac dinh cac chudn muc va phuong phap
can thiét dé ddm bao viéc tac nghiép va kiém
soat cac qua trinh nay c6 hiéu luc,

d) dam bdo su san c6 cla cac ngudn luc va
théng tin can thiét dé hé trg hoat dong tac

nghiép va theo ddi cac qua trinh nay,

e) do ludng, theo ddi va phan tich cac qua

trinh nay, va

f)  thuc hién cac hanh dong can thiét dé dat
dudc két qua du dinh va cai tién lién tuc cac quéa

trinh nay.

T8 chic phai quan |y cac qua trinh tuan thi theo

cac yéu cau cla tiéu chuén nay.

Khi t6 chlic chon nguén bén ngoai cho bat ky qua
trinh ndo anh hudng dén su phl hop cla san
pham véi cac yéu cau, té chiic phai dam bao kiém
soat dudc nhiing quéa trinh d6. Viéc kiém soat
nhirng quéa trinh do nguén bén ngoai phai dudc
nhan biét trong hé théng quan ly chat lugng.

TCVN ISO 9001: 2000

4 Quality management system

4.1 General requirements

The

implement and maintain a quality management

organization shall establish, document,

system and continually improve its effectiveness in
with  the this

International Standard.

accordance requirements  of

The organization shall

a) identify the processes needed for the quality

management system and their application

throughout the organization (see 1.2),

b) determine the sequence and interaction of these

processes,

c) determine criteria and methods needed to
ensure that both the operation and control of these

processes are effective,

d) ensure the availability of resources and
information necessary to support the operation and

monitoring of these processes,

e) monitor, measure and analyse these processes,

and

f) implement actions necessary to achieve planned

results and continual improvement of these

processes.

These processes shall be managed by the
organization in accordance with the requirements of

this Standard.

Where an organization chooses to outsource any
that

requirements, the organization shall ensure control

process affects product conformity with
over such processes. Control of such outsourced
processes shall be identified within the quality

management system.
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Chu thich - Cac qua trinh céan thiét ddi voi hé théng
quan ly chéat lugng néu & trén can bao gém ca cac qua
trinh vé cac hoat déng quan ly, cung cdp ngudn luc, tao

san pham va do ludng.

4.2 Yéu cau vé hé thong tai liéu

421 Khai quat

Cac tai liéu cha hé théng quan ly chat lugng
phai bao gém

a) cac van ban céng bd vé chinh sach chét
luong va muc tiéu chat lugng,

b) s& tay chat luong,

c) cac thd tuc dang van ban theo yéu cau cla
tieu chuan nay,

d) cac tai liéu can co cla t6 chiic dé dam bao viéc
hoach dinh, tac nghiép va kiém soat c6 hiéu luc cac
qua trinh cla t6 chic d6, va

e) cac hoé sd theo yéu cau cla tiéu chuidn nay

(xem 4.2.4).

Chu thich 1 - Khi thuat ngr "thd tuc dang van ban"
xuat hién trong tiéu chudn nay, thi thi tuc d6 phai dudc

xay dung, |ap thanh van ban, thuc hién va duy tri.

Chu thich 2 - MGc @6 van ban hoa hé théng quan ly
chat lugng clia mbi t6 chiic c6 thé khac nhau tuy thudc
vao

a) quy md cla td chiic va loai hinh hoat dong,

b) su phic tap va su tuong tac gilta cac qua trinh, va

c) nang luc clia con ngudi.

Chu thich 3 - Hé théng tai liéu co thé & bat ky dang ho3c

loai phuong tién truyén théng nao.
4.2.2 Sé tay chat lugng

T6 chic phai lap va duy tri s6 tay chat luong

trong d6 bao gém
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NOTE - Processes needed for the quality management

system referred to above should include processes for

management activities, provision of resources, product

realization and measurement.

4.2 Documentation requirements

4.2.1 General

The quality management system documentation

shall include

a) documented statements of a quality policy and
quality objectives,
b) a quality manual,

c) documented procedures required by this
Standard,

d) documents needed by the organization to
ensure the effective planning, operation and control

of its processes, and

e) records required by this International Standard
(see 4.2.4).

NOTE 1

appears within this International Standard, this means that

- Where the term "documented procedure”

the procedure is established, documented, implemented and

maintained.

NOTE 2 - The extent of the quality management system
documentation can differ from one organization to another due

to
a) the size of organization and type of activities,
b) the complexity of processes and their interactions, and

c) the competence of personnel.

NOTE 3 - The documentation can be in any form or type of

medium.

4.2.2 Quality manual

The organization shall establish and maintain a

quality manual that includes



a) pham vi cha hé thdng quan ly chat lugng,
bao gém ca cac ndi dung chi tiét va ly giai vé
bat ¢ ngoai 1& nao (xem 1.2),

b) cac thd tuc dang van ban dudc thiét lap
cho hé théng quéan ly chat lugng hoac vién

dan dén ching va,
c) mob ta su tuong tac gilra cac qua trinh
trong hé théng quan ly chat lugng.

4.2.3 Kiém soat tai liéu

CAc tai liéu theo yéu cau cha hé théng quan ly
chat lugng phai dudc kiém soat. H6 so chat
lugng la mot loai tai liéu dac biét va phai dudc

kiém soat theo cac yéu cau néu trong 4.2.4 .
Phai 1ap moét thd tuc dang van ban dé xac dinh
viéc kiém soat can thiét nham:

a) phé duyét tai liéu vé su théa dang truéc khi
ban hanh,

b) xem xét, cAp nhat khi can va phé duyét lai
tai lidu,

c) dam bao nhan biét dudc cac thay déi va tinh
trang stra d8i hién hanh cla tai liéu,

d) dam bao cac ban cla cac tai liéu thich hop

s&n c6 & naoi st dung,

e) dam bdo tai liéu luén rd rang, dé nhan biét,
f) dam bao cac tai liéu cé nguén goc bén ngoai
dugc nhan biét va viéc phan phdi ching dugc kiém
soat va

g) ngan nglia viéc s dung vo tinh céac tai liéu
16i thai va ap dung cac d&u hiéu nhan biét thich
hdp néu ching dudc gilr lai vi muc dich nao dé.

4.2.4 Kiém soat hé so

Phai lap va duy tri cac hé so dé cung cap bang

ching vé su phu hop vGi cac yéu cau va hoat

TCVN ISO 9001: 2000

a) the scope of the quality management system,

including details of and justification for any

exclusions (see 1.2),

b) the documented procedures established for the
quality management system, or reference to them,

and

C) a description of the interaction between the

processes of the quality management system.
4.2.3 Control of documents

Documents required by the quality management
system shall be controlled. Records are a special
type of document and shall be controlled according

to the requirements given in 4.2.4.

A documented procedure shall be established to

define the controls needed

a) to approve documents for adequacy prior to

issue,

b) to review and update as necessary and

re-app rove documents,

C) to ensure that changes and the current

revision status of documents are identified,

d) to ensure that relevant versions of applicable

documents are available at points of use,

e) to ensure that documents remain legible and

readily identifiable,

f) to ensure that documents of external origin are

identified and their distribution controlled, and

g) to prevent the unintended use of obsolete
documents, and to apply suitable identification to

them if they are retained for any purpose.
4.2.4 Control of records

Records shall be established and maintained to

provide evidence of conformity to requirements and
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dong tac nghiép cé hiéu luc clia hé théng quan
ly ch&t lugng. Cac hdé so chat luong phai ré
rang, dé nhan biét va dé s dung. Phai lap mét
thd tuc bang van ban dé xac dinh viéc kiém soat
can thiét déi véi viéc nhan biét, bao quan, bado
vé, s dung, xac dinh thdi gian luu gilt va huy bd
cac hé sa chét luong.

5 Trach nhiém cua lanh dao

5.1 Cam két cta lanh dao

Lanh dao cao nhat phai cung cdp bang ching
vé su cam két clla minh ddi véi viéc xay dung va
thuc hién hé théng quan ly chat lugng va cai
tién thudng xuyén hiéu luc cla hé thong db

bang cach

a) truyén dat cho t6 chléic vé tdm quan trong
clia viéc dap Ung khach hang cling nhu cac yéu

cau clha phap luat va ché dinh,

b) thiét lap chinh sach chat lugng,

c) dam bao viéc thiét lap cac muc tiéu chat luong,
d) ti€n hanh viéc xem xét cla lanh dao, va

e) dam bao san c6 cac nguén luc.
5.2 Hudng vao khach hang

Lanh dao cao nhat phai ddm bdo rang cac yéu
cau cla khach hang dugc xac dinh va dap lng
nhdm nang cao su thod man khach hang (xem
7.2.1va8.2.1).

5.3 Chinh sach chat lugng

Lanh dao cao nhéat phai ddm bao rang chinh
sach chéat lugng
a) phu hop v6i muc dich cla té chic,

b) bao gobm viéc cam két dap ¢ng cac yéu cau
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of the effective operation of the quality management
system. Records shall remain

identifiable

legible, readily

and retrievable. A documented
procedure shall be established to define the controls
needed for the identification, storage, protection,

retrieval, retention time and disposition of records.

5 Management responsibility

5.1 Management commitment

Top management shall provide evidence of its
the

implementation of the quality management system

commitment to development and

and continually improving its effectiveness by

the

importance of meeting customer as well as statutory

a) communicating to organization the

and regulatory requirements,

b) establishing the quality policy,

c) ensuring that quality objectives are established,
d) conducting management reviews, and

e) ensuring the availability of resources.
5.2 Customer focus

Top management shall ensure that customer
requirements are determined and are met with the
aim of enhancing customer satisfaction (see 7.2.1

and 8.2.1).

5.3 Quality policy

Top management shall ensure that the quality policy

a) is appropriate to the purpose of the organization,

b) includes a commitment to comply with



va cai ti€n thuong xuyén hiéu luc clia hé théng
quan ly chat lugng,

c) cung c8p co sd cho viéc thiét lap va xem xét
cac muc tiéu chat lugng,

d) dudc truyén dat va thau hiéu trong t8 chic,
va

e) dudc xem xét dé ludn thich hop.
5.4 Hoach dinh

5.4.1 Muc tiéu chat lugng

Lanh dao cao nhat phai dam bdo rang muc tiéu
chéat luong, bao gém ca nhiing diéu can thiét dé
dap (ng cac yéu ciu cla san phdm [xem 7.1 a)],
dudc thiét lap tai moi cdp va ting bd phan chic
nang thich hdp trong t6 chic. Muc tiéu chat lugng
phai do dudc va nhat quan vGi chinh sach chat
luong.

5.4.2 Hoach dinh hé thdng quan ly chat lugng
Lanh dao cao nhat phai dam bao

a) tién hanh hoach dinh hé théng quan ly chat
luong dé dap (ng cac yéu cau néu trong 4.1

cling nhu cac muc tiéu chat lugng, va

b) tinh nhat quan cla hé théng quan ly chat
lugng dudc duy tri khi cac thay ddi d6i véi hé
théng quan ly chat lugng dudc hoach dinh va thuc
hién.

5.5 Trach nhiém, quyén han va trao doi thong

tin
5.5.1 Trach nhiém va quyén han

Lanh dao cao nhat phai ddm bao cac trach
nhiém, quyén han va mdéi quan hé clla chung

dudc xac dinh va théng bao trong té chic.

5.5.2 Dai dién cla lanh dao

TCVN ISO 9001: 2000

requirements and continually improve the

effectiveness of the quality management system,

c) provides a framework for establishing and

reviewing quality objectives,

d) is communicated and understood within the

organization, and

e) is reviewed for continuing suitability.

5.4 Planning

5.4.1 Quality objectives

Top management shall ensure that quality
objectives, including those needed to meet
requirements for product [see 7.1 a)], are

established at relevant functions and levels within
the organization. The quality objectives shall be

measurable and consistent with the quality policy.

5.4.2 Quality management system planning
Top management shall ensure that

a) the planning of the quality management system
is carried out in order to meet the requirements

given in 4.1, as well as the quality objectives, and

b) the integrity of the quality management system

is maintained when changes to the quality

management system are planned and implemented.

5.5 Responsibility, authority and

communication

5.5.1 Responsibility and authority

Top management shall ensure that responsibilities
and authorities are defined and communicated

within the organization.

5.5.2 Management representative
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Lanh dao cao nhat phai chi dinh mét thanh vién
trong ban lanh dao, ngoai cac trach nhiém khac,

c6 trach nhiém va quyén han bao gom

a) dam bao cac qua trinh can thiét cla hé
théng quéan ly chat luong dudc thiét lap, thuc

hién va duy tri;

b) bao céo cho lanh dao cao nhat vé két qué
hoat déng cta hé théng quan ly chat lugng va

vé moi nhu cau céi tién, va

c) dam bao thuc day toan bd té chlic nhan thiic

dudc cac yéu cau clia khach hang.

Chu thich - Trach nhiém cta dai dién lanh dao vé
chat luong cé thé bao gém cd quan hé véi bén ngoai vé
cac van dé c6 lien quan dén hé thédng quan ly chat
lugng.

5.5.3 Trao déi théng tin ndi bd

Lanh dao cao nhat phai dam bao thiét lap cac
qué trinh trao d8i théng tin thich hop trong té
chiic va c6 su trao ddi théng tin vé hiéu luc cla

hé théng quan ly chat lugng.

5.6 Xem xét cua lanh dao

5.6.1 Khai quat

Lanh dao cao nh&t phai dinh ky xem xét hé
théng quan ly chat lugng, d& ddm b&o né luén
thich hop, thda dang, va cd hiéu luc. Viéc xem
xét nay phai danh gia dudc co hoi cai tién va
nhu cau thay d8i ddi véi hé théng quan ly chat
luong cuta té chiic, ké ca chinh sach chat luong
va cac muc tiéu chat lugng.

H6 so xem xét cla lanh dao phai dudc duy tri
(xem 4.2.4)

5.6.2 Dau vao cla viéc xem xét

Pau vao cla viéc xem xét cla lanh dao phai

18

Top management shall appoint a member of

management who, irrespective of other

responsibilities, shall have responsibility and

authority that includes
a) ensuring that processes needed for the quality

management system are established, implemented

and maintained,

the

performance of the quality management system and

b) reporting to top management on

any need for improvement, and

c) ensuring the promotion of awareness of

customer requirements throughout the organization.

NOTE - The responsibility of a management representative
can include liaison with external parties on matters relating to

the quality management system.

5.5.3 Internal communication

that

communication processes are established within the

Top management shall ensure appropriate
organization and that communication takes place
regarding the effectiveness of the quality management

system.
5.6 Management review
5.6.1 General

Top management shall review the organization's
quality management system, at planned intervals, to
ensure its continuing suitability, adequacy and
effectiveness. This review shall include assessing
opportunities for improvement and the need for
changes to the quality management system,

including the quality policy and quality objectives.

Records from management reviews shall be

maintained (see 4.2.4).
5.6.2 Review Input

The input to management review shall include



bao gom théng tin vé
a) két qua cua cac cudc danh gia,
b) phan hoi clia khach hang,

c) viéc thuc hién cac qua trinh va su phu hop

clia san pham,

d) tinh trang cla cac hanh déng khac phuc va

phong ngua,

e) cac hanh déng ti€p theo tir cac cudc xem

xét cha lanh dao lan trudc,

f)  nhiing thay d8i c6 thé anh hudng dén hé
thong quan ly chat lugng, va

g) cac khuyé&n nghi vé céi tién.
5.6.3 PA&u ra cla viéc xem xét

Pau ra cla viéc xem xét cla lanh dao phai bao

gébm moi quyét dinh va hanh déng lién quan dén

a) viéc nang cao tinh hiéu luc cla hé théng quan ly

chat lugng va cai tién cac qua trinh ca hé thong,

b) viéc cai ti€n cac san pham lién quan dén

yéu cau clha khach hang, va
c) nhu cau vé nguén luc.
6 Quan ly nguédn luc

6.1 Cung cap nguén luc

T8 chiic phai xac dinh va cung cdp cac ngudn

luc can thiét dé

a) thuc hién va duy tri hé thdng quan ly chat
lugng va thudng xuyén nang cao hiéu luc clia hé

théng doé, va

b) tang su thod man khach hang bang céach

dap Ung cac yéu cau cla khach hang.
6.2 Ngudn nhan luc
6.2.1 Khai quat

Nhirng ngudi thuc hién cac cong viéc anh hudng

TCVN ISO 9001: 2000

information on
a) results of audits,
b) customer feedback,

c) process performance and product conformity,

d) status of preventive and corrective actions,

e) follow-up actions from previous management

reviews,

that

management system, and

f) changes could affect the quality

g) recommendations for improvement.
5.6.3 Review output

The output from the management review shall

include any decisions and actions related to

a) improvement of the effectiveness of the quality

management system and its processes,

b) improvement of product related to customer

requirements, and

C) resource needs.
6 Resource management

6.1 Provision of resources

The organization shall determine and provide the

resources needed

the

management system and continually improve its

a) to implement and maintain quality

effectiveness, and

b) to enhance customer satisfaction by meeting

customer requirements.
6.2 Human resources
6.2.1 General

Personnel performing work affecting product quality
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dén chat luong san phdm phai c6 ning luc trén
co sd dudc gido duc, dao tao, c6 ky ning va

kinh nghiém thich hop.

6.2.2 Nang luc, nhan thirc va dao tao

T8 chirc phai

a) xac dinh nang luc can thiét clia nhiing ngudi thuc
hién cac cong viéc anh hudng dén chat luong san
pham,

b) ti€én hanh dao tao hay nhiing hanh déng
khac dé dap (ing cac nhu cau nay,

c) danh gia hiéu luc cla cac hanh dong dudc
thuc hién,

d) dam bdo rang ngudi lao déng nhan thic
dugc méi lién quan va tdm quan trong cla céac
hoat déng cla ho va ho déng gbp nhu thé nao
daéi vGi viéc dat dugc muc tiéu chét lugng, va

e) duy tri ho sa thich hop vé gido duc, dao tao, kj
nang va kinh nghiém chuyén mon (xem 4.2.4).

6.3 Co sd hatang

T6 chiic phai xac dinh, cung cap va duy tri co s6
ha tdng can thiét dé dat dudc su phu hop ddi véi
cac yéu cau vé san phdm. Co sé ha tang bao

gém vi du nhu:

a) nha clra, khéng gian lam viéc va cac

phuong tién kém theo;

b) trang thiét bi (ca phan ciing va phan mém)

va

c) dich vu hé trg (nhu van chuyén hosc trao

déi thong tin).

6.4 Moi trudng lam viéc

T8 chlc phai xac dinh va quan ly méi trudng
lam viéc céan thiét dé dat dugc su phu hop déi

vdi cac yéu cau cla san pham.

20

shall be competent on the basis of appropriate

education, training, skills and experience.

6.2.2 Competence, awareness and training
The organization shall

the

personnel performing work affecting product quality,

a) determine necessary competence for

b) provide training or take other actions to satisfy

these needs,

c) evaluate the effectiveness of the actions taken,

d) ensure that its personnel are aware of the
relevance and importance of their activities and how
they contribute to the achievement of the quality

objectives, and

e) maintain appropriate records of education,

training, skills and experience (see 4.2.4).

6.3 Infrastructure

The organization shall determine, provide and

maintain the infrastructure needed to achieve
conformity to product requirements. Infrastructure

includes, as applicable

a) buildings, workspace and associated utilities,

b) process equipment (both hardware and software),

and

c) supporting services (such as transport or

communication).
6.4 Work environment

The organization shall determine and manage the
work environment needed to achieve conformity to

product requirements.



7 Tao san pham
7.1 Hoach dinh viéc tao san pham

T8 chiic phai lap ké hoach va trién khai cac qua
trinh can thiét déi v6i viéc tao san phdm. Hoach
dinh viéc tao san phdm phai nhat quan véi cac
yéu cau cla cac qua trinh khac cla hé théng

quan ly chat lugng (xem 4.1).

Trong qué trinh hoach dinh viéc tao s&n pham, khi

thich hop t6 chic phai xac dinh nhiing diéu sau day:

a) cac muc tiéu chéat lugng va cac yéu cau déi
vGi san pham;

b) nhu cau thiét 1ap cac qua trinh, tai liéu va
viéc cung cap cac ngudn luc cu thé dsi véi san

phdm;

c) cac hoat dong kiém tra xac nhan, xac nhan
gia tri st dung, cac hoat doéng theo dai, kiém tra
va thi nghiém cu thé can thiét d6i v6i san pham

va cac chuan muc chdp nhan san pham;

d) céac hé so can thiét dé cung cédp bang ching
rang cac qua trinh thuc hién va san pham tao

thanh dap Gng cac yéu cau (xem 4.2.4).

DAu ra cla viéc hoach dinh phai dudc thé hién
phtu hop véi phuong phap tac nghiép cua té
chc.

Chu thich 1 - Tai liéu qui dinh cac qua trinh cla hé
thdng quan ly chat lugng (bao gdm ca cac qua trinh tao
san pham) va cac nguén luc dudc st dung dsi véi mot
san phdm, du an hay hdp déng cu thé cé thé dudc coi
nhu moét k€ hoach chat lugng.

Chu thich 2 - T8 chiic phai 4p dung cac yéu cau néu

trong 7.3 dé trién khai qua trinh tao san pham.

7.2 Cac qua trinh lién quan dén khach hang

7.21 Xac dinh cac yéu cau lién quan dén san

phé°m
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7 Product realization

7.1 Planning of product realization

The organization shall plan and develop the
processes needed for product realization. Planning
of product realization shall be consistent with the
requirements of the other processes of the quality

management system (see 4.1).

In planning product realization, the organization

shall determine the following, as appropriate:

a) quality objectives and requirements for the

product;

b) the need to establish processes, documents,

and provide resources specific to the product;

c) required verification, validation, monitoring,

inspection and test activities specific to the product

and the criteria for product acceptance;

d) records needed to provide evidence that the
realization processes and resulting product meet

requirements (see 4.2.4).

The output of this planning shall be in a form

suitable for the organization's method of operations.

NOTE 1 - A document specifying the processes of the

quality management system (including the product
realization processes) and the resources to be applied to a
specific product, project or contract, can be referred to as a

quality plan.

NOTE 2 -

requirements given in 7.3 to the development of product

The organization may also apply the

realization processes.

7.2 Customer-related processes
7.2.1 Determination of requirements related to

the product

21
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T8 chiic phai xac dinh
a) yéu cau do khach hang dua ra, gébm ca céac
yéu cau vé cac hoat déng giao hang va sau giao

hang;

b) yéu cau khéng dudc khach hang cong bé
nhung can thiét cho viéc st dung cu thé hodc sl
dung du kién khi da biét;

c) yéu cau ché dinh va phap luat lién quan dén

san pham, va

d) moi yéu ciu bé sung do t8 chiic xac dinh.

7.2.2 Xem xét cac yéu cau lién quan dén san

~?

pham

T6 chiic phai xem xét cac yéu cau lién quan dén
san pham. Viéc xem xét nay phai dudc tién
hanh truéc khi t6 chic cam ké&t cung cadp san
pham cho khach hang (vi du nhu nép don du
thau, chdp nhan hop déng hay don dat hang,
chdp nhan su thay ddi trong hop déng hay don

dat hang) va phai ddm béo rang
a) yéu cau vé san pham duoc dinh rd;

b) cac yéu cau trong hdp dong hoac don dat
hang khac v6i nhiing gi da néu tru6c d6 phai
dugc giai quyét; va

c) t6 chic c6 kha nang dap (ng cac yéu cau
da dinh.

Phai duy tri hd so cac két qua cla viéc xem xét va

cac hanh déng nay sinh tir viéc xem xét (xem 4.2.4).

Khi khach hang dua ra cac yéu cau khéng bang
van ban, cac yéu cau clia khach hang phai dudc
t& chirc d6 khang dinh trudc khi chap nhan.

Khi yéu cau vé san pham thay déi, t6 chlc phai

dam bdo rang cac van ban tuong (ing dudc sta
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The organization shall determine

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 specified or intended use, where

known,

c) statutory and regulatory requirements related to

the product, and

d) any additional requirements determined by the

organization.

7.2.2 Review of requirements related to the

product

The organization shall review the requirements
This

conducted prior to the organization's commitment to

related to the product. review shall be
supply a product to the customer (e.g. submission of

tenders, acceptance of contracts or orders,
acceptance of changes to contracts or orders) and

shall ensure that
a) product requirements are defined,

b) contract or order requirements differing from

those previously expressed are resolved, and

c) the organization has the ability to meet the

defined requirements.

Records of the results of the review and actions
arising from the review shall be maintained (see
4.2.4).

Where the customer provides no documented
statement of requirement, the customer requirements
shall be confirmed by the organization before

acceptance.

Where product requirements are changed, the

organization shall ensure that relevant documents



déi va cac ca nhan lién quan nhan thic dudc

cac yéu cau thay ddi dé.

Cha thich - Trong mét sé tinh huéng, vi du nhu trong ban
hang qua internet, v6i mdi 1an dat hang, viéc xem xét mot
cach chinh thiic 1a khéng thuc t€. Thay vao do, viéc xem xét
c6 thé dugdc thuc hién déi véi cac thong tin thich hop vé san

ph&m nhu danh muc chao hang hay tai liéu quang céo.
7.2.3 Trao déi thdng tin véi khach hang

T6 chiic phai xac dinh va sdp x&p c6 hiéu qua
viéc trao ddi thong tin v8i khach hang cé lién
quan téi

a) thong tin vé san pham;

b) x& ly cac yéu cau, hop dong hodc don dat
hang, ké ca cac slra déi, va

c) phan héi cla khach hang, ké ca cac khiéu
nai.

7.3 Thiét k& va phat trién

7.3.1 Hoach dinh thiét k& va phat trién

T6 chiic phai 1ap k& hoach va kiém soat viéc
thiét k& va phat trién san pham.

Trong qué trinh hoach dinh thiét k& va phat trién
t6 chiic phai xac dinh

a) cac giai doan cla thiét k& va phat trién,

b)  viéc xem xét, kiém tra xa4c nhan va xac

nhan gia tri s&f dung thich hgp cho méi giai doan

thiét k& va phat trién, va

c) trach nhiém va quyén han déi véi cac hoat

dong thiét k& va phat trién.

T6 chiic phai quan ly su tuong giao gilta cac
nhom khac nhau tham du vao viéc thiét ké va
phat trién nhdm dam bao su trao déi théng tin
c6 hiéu qua va phan céng trach nhiém ro rang.

K&t qua hoach dinh phai dudc cap nhat moét
cach thich hgp trong qua trinh thiét k€ va phat

trién.
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are amended and that relevant personnel are made

aware of the changed requirements.

NOTE - In some situations, such as internet sales, a formal

review is impractical for each order. Instead the review can
cover relevant product information such as catalogues or

advertising material.

7.2.3 Customer communication

The organization shall determine and implement
effective arrangements for communicating with

customers in relation to
a) product information,

b) enquiries, contracts or order handling, including

amendments, and

C) customer feedback, including customer

complaints.
7.3 Design and development
7.3.1 Design and development planning

The organization shall plan and control the design

and development of product.

During the design and development planning, the

organization shall determine
a) the design and development stages,

b) the review, verification and validation that are
appropriate to each design and development stage,

and

c) the responsibilities and authorities for design

and development.

The organization shall manage the interfaces
between different groups involved in design and
development to ensure effective communication and

clear assignment of responsibility.

Planning output shall be updated, as appropriate, as

the design and development progresses.

23



TCVN ISO 9001: 2000

7.3.2 DAu vao cla thiét ké va phat trién
Pau vao lién quan dén céac yéu cau déi vGi san
pham phai dudc xac dinh va duy tri hé so (xem

4.2.4). Dau vao phai bao gom
a) yéu cau vé chlc nang va cong dung,
b) yéu cau ché dinh va luat phap thich hap,

c) théng tin c6 thé ap dung nhan dudc ti cac
thiét k& tuang tu truéc do, va

d) cac yéu cau khac c6t yéu cho thiét ké va
phat trién.

Nhirng dau vao nay phai dugc xem xét vé su
thich dang. Nhiing yéu cau nay phai day dq,
khéng mo hé va khéng mau thuan véi nhau.

7.3.3 Dau ra cla thiét k& va phat trién

D4u ra cla thiét k& va phat trién phai & dang
sao cho c6 thé kiém tra xac nhan theo dau vao
cla thiét k& va phat trién va phai dudc phé
duyét truéc khi ban hanh.

DA4u ra cla thiét k& va phat trién phai

a) dap (ng cac yéu cau dau vao cula thiét ké
va phat trién,

b) cung cdp cac théng tin thich hgp cho viéc
mua hang, san xuat va cung cép dich vu,

c) bao gém hoic vién dan téi cac chuan muc
chap nhan cla san pham, va

d) xac dinh cac dac tinh c6t yéu cho an toan

va s dung ddng cla san pham.
7.3.4 Xem xét thiét k& va phat trién

Tai nhiing giai doan thich hgp, viéc xem xét
thiét k& va phat trién mot cach c6 hé théng phai
dudc thuc hién theo hoach dinh dé

a) danh gia kha nang dap (ng cac yéu cau cla

cac két qua thiét k& va phat trién, va
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7.3.2 Design and development Inputs

Inputs relating to product requirements shall be
determined and records maintained (see 4.2.4).

These inputs shall include
a) functional and performance requirements,
b) applicable statutory and regulatory requirements,

c) where applicable, information derived from

previous similar designs, and

d) other requirements essential for design and

development.

These inputs shall be reviewed for adequacy.
Requirements shall be complete, unambiguous and

not in conflict with each other.
7.3.3 Design and development outputs

The outputs of design and development shall be
provided in a form that enables verification against
the design and development input and shall be

approved prior to release.
Design and development outputs shall

a) meet the input requirements for design and

development,

b) provide appropriate information for purchasing,

production and for service provision,

c) contain or reference product acceptance criteria,

and

d) specify the characteristics of the product that

are essential for its safe and proper use.
7.3.4 Design and development review

At suitable stages, systematic reviews of design and
development shall be performed in accordance with

planned arrangements (see 7.3.1)

a) to evaluate the ability of the results of design

and development to meet requirements, and



b) nhan biét moi van dé truc trac va dé xuéat

cac hanh déng can thiét.

Nhirng ngudi tham du vao viéc xem xét phai bao
gbm dai dién cla tat cd cac bd phan chiic nang
lien quan tdi cac giai doan thiét k& va phat trién
dang dudc xem xét. Phai duy tri hé so vé céac
két qua xem xét va moi hanh ddéng can thiét
(xem 4.2.4).

7.3.5 Kiém tra xac nhan thiét k& va phat trién

Viéc kiém tra xac nhan phai dudc thuc hién theo
cac bé tri da hoach dinh (xem 7.3.1) dé dam
bdo rang dau ra thiét k& va phat trién dap Gng
cac yéu cau dau vao cua thiét k& va phat trién.
Phai duy tri h6 so cac két qua kiém tra xac nhan

va duy tri moi hoat déng can thiét (xem 4.2.4).

7.3.6 Xac nhan gia tri sir dung cua thiét k& va

phat trién

Xac nhan gia tri s dung cla thiét k& va phat trién
phai dudc tién hanh theo cac bé tri d& hoach dinh
(xem 7.3.1) d& d&m bao rang san pham tao ra c6
kha nang dap (ing cac yéu cau st dung du kién hay
cac (ing dung qui dinh khi da biét. Khi c6 thé, phai
ti€n hanh xac nhan gia tri st dung truéc khi chuyén
giao hay sf dung san pham. Phai duy tri hd so cac
két qua cla viéc xac nhan gia tri s& dung va moi
hanh dong can thiét (xem 4.2.4).

7.3.7 Kiém soat thay déi thiét k& va phat trién

Nhitng thay déi cla thiét k& va phat trién phai
dudc nhan biét va duy tri hé so. Nhiing thay ddi
nay phai dudc xem xét, kiém tra xac nhan va
xac nhan gia tri s& dung mot cach thich hop va
dudc phé duyét truéc khi thuc hién. Viéc xem
xét cac thay ddi thiét k& va phat trién phai bao

gbm viéc danh gia tac dong cla su thay déi lén
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b) to identify any problems and propose necessary

actions.

Participants in such reviews shall include
representatives of functions concerned with the
design and development stage(s) being reviewed.
Records of the results of the reviews and any

necessary actions shall be maintained (see 4.2.4).

7.3.5 Design and development verification

Verification shall be performed in accordance with
planned arrangements (see 7.3.1) to ensure that the
design and development outputs have met the
design and development input requirements.
Records of the results of the verification and, any

necessary actions shall be maintained (see 4.2.4).

7.3.6 Design and development validation

shall be

planned

validation
with

Design and development
accordance
(see 7.3.1)

resulting product

performed in
to ensure that the
the

the specified application or

arrangements
is capable of meeting
requirements for
intended use, where known. Wherever practicable,
validation shall be completed prior to the delivery or
implementation of the product. Records of the
results of validation and any necessary actions shall

be maintained (see 4.2.4).

7.3.7 Control of design and development

changes

Design and development changes shall be identified
and records maintained. The changes shall be
reviewed, verified and validated, as appropriate, and
approved before implementation. The review of
design and development changes shall include
evaluation of the effect of the changes on

constituent parts and product already delivered.
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cac bd phan cau thanh va san pham da dudc

chuyén giao.

Phai duy tri hd so cac két qua cla viéc xem xét

cac thay d6i va hanh ddng can thiét (xem 4.2.4).

7.4 Mua hang
7.4.1 Qua trinh mua hang

T6 chiic phai ddm bao san phdam mua vao phu
hop véi cac yéu cau mua san phadm da qui dinh.
Céach théc va mic do6 kiém soat ap dung cho
ngudi cung (ng va san phdm mua vao phu
thudc vao su tac dong clia san pham mua vao
d6i v6i viéc tao ra san pham ti€p theo hay thanh
pham.

T8 chlc phai danh gia va lua chon ngudi cung
(ing dua trén kha nang cung cap san pham phu
hop Vi cac yéu cau cla té chiic. Phai xac dinh
cac chudn muc lua chon, danh gia va danh gia
lai. Phai duy tri ho sa cac két qua cla viéc danh
gia va moi hanh déng can thiét nay sinh tur viéc
danh gia (xem 4.2.4).

7.4.2 Thong tin mua hang

Théng tin mua hang phai miéu td san pham

dudc mua, néu thich hdp cé thé bao gém

a) yéu cau vé phé duyét sadn pham, cac thi

tuc, qua trinh, va thiét bi,
b) yéu cau vé trinh dé con ngudi, va
c) yéu cau vé hé théng quan ly chét lugng.

T8 chlic phai ddm bado su thda dang cla cac
yéu cau mua hang da qui dinh trudc khi théng
bao cho ngudi cung Gng.

. n? e ~ 2 ~ ~
7.4.3 Kiém tra xac nhan san ph5m mua vao

T& chic phai lap va thuc hién cac hoat déng

kiém tra hodc cac hoat ddng khac can thiét dé
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Records of the results of the review of changes and
any necessary actions shall be maintained (see
4.2.4).

7.4 Purchasing
7.4.1 Purchasing process

The organization shall ensure that purchased

product conforms to  specified purchase
requirements. The type and extent of control applied
to the supplier and the purchased product shall be
dependent upon the effect of the purchased product
on subsequent product realization or the final

product.

The organization shall evaluate and select suppliers

based on their ability to supply product in
accordance with the organization's requirements.
Criteria for selection, evaluation and re-evaluation
shall be established. Records of the results of
evaluations and any necessary actions arising from

the evaluation shall be maintained (see 4.2.4).
7.4.2 Purchasing information

Purchasing information shall describe the product to

be purchased, including where appropriate

a) requirements for approval of product,

procedures, processes and equipment,
b) requirements for qualification of personnel, and
c) quality management system requirements.

The organization shall ensure the adequacy of
specified purchase requirements prior to their

communication to the supplier.
7.4.3 Verification of purchased product

The organization shall establish and implement the

inspection or other activities necessary for ensuring



dam bao rang san pham mua vao dap (ng cac

yéu cau mua hang da qui dinh.

Khi t6 chic hoac khach hang c6 y dinh thuc
hién cac hoat dong kiém tra xac nhan tai co sd
cla nha cung (ng, t6 chiic phai cong bé viéc
sap x&p kiém tra xac nhan du kién va phuong
phap théng qua san phdm trong cac théng tin

mua hang.
7.5 San xuat va cung cap dich vu

7.5.1 Kiém soat san xuat va cung cap dich vu

T8 chic phai lap k& hoach, tién hanh san xuat
va cung cép dich vu trong diéu kién dudc kiém
soat. Khi c6 thé, cac diéu kién dudc kiém soat

phai bao gém

a) su san cb cac théng tin mé ta cac dic tinh
clGia san pham,

b) su sdn c6 cac huéng dan coéng viéc khi céan,
c) viéc s dung cac thiét bi thich hop,

d) su sdn cb va viéc sl dung cac phuaong tién
theo ddi va do ludng,

e) thuc hién viéc do ludng va theo ddi, va

f)  thuc hién cac hoat ddéng théng qua, giao

hang va cac hoat déng sau giao hang.

7.5.2 Xac nhan gia tri s&r dung cua cac qua trinh
san xuat va cung cap dich vu

T8 chlc phai xac nhan gia tri s dung ddi voi
clla moi qua trinh san xuét va cung cép dich vu
c6 két qua dau ra khong thé kiém tra xac nhan
bang cach theo ddi hodc do ludng sau dé. DPiéu
nay bao gébm moi qua trinh ma su sai s6t chi cé
thé tré nén ré rang sau khi san pham dudc su

dung hoac dich vu dudc chuyén giao.

Viéc xac nhan gia tri s dung phai chiing t6 kha
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that purchased product meets specified purchase

requirements.

Where the organization or its customer intends to
perform verification at the supplier's premises, the
organization shall state the intended verification
arrangements and method of product release in the

purchasing information.

7.5 Production and service provision

7.51 Control of production and service

provision

The organization shall plan and carry out production
and service provision under controlled conditions.

Controlled conditions shall include, as applicable

a) the availability of information that describes the

characteristics of the product,

b) the availability of work instructions, as

necessary,
c) the use of suitable equipment,

d) the availability and use of monitoring and

measuring devices,

e) the implementation of monitoring and

measurement, and

f) the implementation of release, delivery and

post-delivery activities.

7.5.2 Validation of processes for production

and service provision

The organization shall validate any processes for
production and service provision where the resulting
output cannot be verified by subsequent monitoring
or measurement. This includes any processes
where deficiencies become apparent only after the

product is in use or the service has been delivered.

Validation shall demonstrate the ability of these
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nang clla cac quéa trinh dé dat dudc két qua da
hoach dinh.

D6i v6i cac qua trinh d6, khi cé thé, t6 chic phai
sap x&p nhiing diéu sau:

a) cac chuan muc da dinh dé xem xét va phé

duyét cac qua trinh,

b) phé duyét thié€t bi va trinh d6 con ngudi,

c) sl dung cac phudong phap va thi tuc cu thé,
d) cac yéu cau vé ho so (xem 4.2.4); va

e) tai xac nhan gia tri s dung.

7.5.3 Nhan biét va xac dinh nguén géc

Khi can thiét, t6 chiic phai nhan biét san phdm
badng cac bién phap thich hgp trong sudt quéa

trinh tao san pham.

T6 chiic phai nhan biét dugc trang thai cla san
phdm tuong (ng véi cac yéu cau theo ddi va do
ludng.

T8 chic phai kiém soat va luu hé so viéc nhan
biét duy nhat s&n pham khi viéc xac dinh nguén

g6c l1a mot yéu cau (xem 4.2.4).

Chu thich - Trong mét sé linh vuc céng nghiép, quan
Iy c&u hinh la phuong phap dé duy tri viéc nhan biét va
xac dinh nguén géc.

7.5.4 Tai san cda khach hang

T8 chlc phai gin gilr tai san cGa khach hang khi
chung thudc su kiém soat cla té chirc hay dudc
t8 chic st dung. T8 chlc phai nhan biét, kiém
tra xac nhan, bao vé tai san do khach hang
cung cap dé sl dung hodc dé hop thanh san
pham. B4t ky tai san nao cla khach hang bi mat
mat, hu hong hoic dudc phat hién khéng phu
hop cho viéc s dung déu phéi dudc théng bao
cho khach hang va cac hé so phai dugc duy tri
(xem 4.2.4).

Chu thich - Tai san clGa khach hang c6 thé bao gém
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processes to achieve planned results.

The organization shall establish arrangements for

these processes including, as applicable

a) defined criteria for review and approval of the

processes,
b) approval of equipment and qualification of personnel,
c) use of specific methods and procedures,

d) requirements for records (see 4.2.4), and

e) revalidation.

7.5.3

Identification and traceability

Where appropriate, the organization shall identify
the product by suitable means throughout product

realization.

The organization shall identify the product status
with respect to monitoring and measurement

requirements.

Where traceability is a requirement, the organization
shall control and record the unique identification of
the product (see 4.2.4).

NOTE - In

management is a means by which

some industry sectors, configuration

identification and

traceability are maintained.
7.5.4 Customer property

The organization shall exercise care with customer
property while it is under the organization's control
or being used by the organization. The organization
shall identify, verify, protect and safeguard customer
property provided for use or incorporation into the
product. If any customer property is lost, damaged
or otherwise found to be unsuitable for use, this
shall be reported to the customer and records

maintained (see 4.2.4).

NOTE - Customer property can include intellectual



ca sG hitu tri tué.
7.5.5 Bao toan san pham

T8 chic phai bdo toan su phu hdp cla san
phdm trong suét cac quéa trinh ndi bd va giao
hang dén vi tri & dinh. Viéc bao toan nay phai
bao gém nhan biét, x&p d& (di chuyén), bao géi,
lvu gilr, bdo quan. Viéc bao toan cling phai ap

dung véi cac bd phan cdu thanh cla san pham.

7.6
ludng

Kiém soat phuong tién theo déi va do

T6 chic phai xac dinh viéc theo ddi va do ludng
can thuc hién va cac phuong tién theo déi va do
ludng can thiét dé cung cap bang ching vé su
pht hop clia s&n pham véi cac yéu cau da xac
dinh (xem 7.2.1).

T6 chiic phai thiét l1ap cac qua trinh dé dam bao
rang viéc theo déi va do ludng c6 thé tién hanh
va dudc tién hanh mot cach nhat quan véi cac

yéu cau theo ddi va do ludng.

Khi can thiét dé dam bao k&t qua dung, thiét bj
do ludng phai

a) dugc hiéu chuan hoac kiém tra xac nhan dinh ky,
hoac trudc khi st dung, dua trén cac chuén do ludng
c6 lién két dugc véi chudn do ludng quéc gia hay quéc
t&; khi khéng c6 cac chudn nay thi can ci dugc s
dung dé hiéu chun hoac kiém tra xac nhan phai dugc
luu ho so;

b) dugc hiéu chinh hoc hiéu chinh lai, khi can thiét;
c) dudc nhan biét d& giup xac dinh trang thai
hiéu chuén;

d) dudc gilt gin tranh bi hiéu chinh lam mat tinh
dung dan cla cac két qua do;

e) dudc bao vé dé tranh hu hdng hoic suy gidm chat

luong trong khi di chuyén, bao dudng va luu gil.

TCVN ISO 9001: 2000
property.
7.5.5 Preservation of product

The organization shall preserve the conformity of
product during internal processing and delivery to
the intended destination. This preservation shall
include identification, handling, packaging, storage
and protection. Preservation shall also apply to the

constituent parts of a product.

7.6 Control of monitoring and measuring devices

The organization shall determine the monitoring and
measurement to be undertaken and the monitoring
and measuring devices needed to provide evidence
of conformity of product to determined requirements
(see 7.2.1).

The organization shall establish processes to
ensure that monitoring and measurement can be
carried out and are carried out in a manner that is
consistent with the monitoring and measurement

requirements.

Where necessary to ensure valid results, measuring

equipment shall

a) be calibrated or verified at specified intervals, or

prior to use, against measurement standards
traceable to international or national measurement
standards; where no such standards exist, the basis

used for calibration or verification shall be recorded;

b) be adjusted or re-adjusted as necessary;

c) be identified to enable the calibration status to

be determined;

d) be safeguarded from adjustments that would

invalidate the measurement result;

e) be protected from damage and deterioration

during handling, maintenance and storage.

29



TCVN ISO 9001: 2000

Ngoai ra, t6 chiic phai danh gia va ghi nhan gia
tri hiéu luc cha cac két qua do ludng trudéc do
khi thi€ét bi dugc phat hién khéng phu hgp voi
yéu ciu. TS chilc phai ti&€n hanh cac hanh dong
thich hop d6i v6i thiét bi d6 va bat ky san pham
nao bi anh hudng. Phai duy tri hé so (xem
4.2.4) cla két qua hiéu chudn va kiém tra xac
nhan.

Khi st dung phan mém may tinh dé theo déi va
do ludng cac yéu cau da qui dinh, phai khang
dinh kha nang thod man viéc ap dung nham téi
clia chung. Viéc nay phai dudc tién hanh trudc
lan s dung dau tién va dudc xac nhan lai khi
can thiét.

Chu thich - Xem huéng dan trong ISO 10012-1 va ISO 10012-
2.

8 Do ludng, phan tich va cai tién

8.1 Khai quat

T8 chlc phai hoach dinh va trién khai cac qua
trinh theo déi, do ludng, phan tich va cai tién

can thiét dé
a) ching td su phu hdp cta san pham,

b) dam bao su phlu hdp cla hé théng quan ly
chét luogng, va

c) thudng xuyén nang cao tinh hiéu luc clia hé

théng quan ly chat lugng.

Diéu nay phai bao gém viéc xac dinh cac
phuong phap cé thé ap dung, k& ca cac ky thuat

thong k&, va mic do s dung chung.
8.2 Theo doi va do luong
8.2.1 Su thoa man cda khach hang

T6 chiic phai theo dbi cac théng tin vé su chap
nhan clia khach hang vé viéc t6 chic cé dap (ng

yéu cau cla khach hang hay khéng, coi d6 nhu
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In addition, the organization shall assess and record
the validity of the previous measuring results when
is found not to conform to
The

appropriate action on the equipment and any

the equipment

requirements. organization shall take

product affected. Records of the results of
calibration and verification shall be maintained (see

4.2.4).

When used in the monitoring and measurement of
specified requirements, the ability of computer
software to satisfy the intended application shall be
confirmed. This shall be undertaken prior to initial

use and reconfirmed as necessary.

NOTE - See ISO 10012-1 and I1SO 10012-2 for guidance.

8 Measurement, analysis and

improvement

8.1 General
The organization shall plan and implement the
monitoring, and

measurement, analysis

improvement processes needed
a) to demonstrate conformity of the product,

b) to ensure conformity of the quality management

system, and

c) to continually improve the effectiveness of the

quality management system.

This shall

methods, including statistical techniques, and the

include determination of applicable

extent of their use.
8.2 Monitoring and measurement
8.2.1 Customer satisfaction

As one of the measurements of the performance of
the quality management system, the organization

shall monitor information relating to customer



mot trong nhiing thuéc do mac dé thuc hién cla
hé théng quan ly chat lugng. Phai xac dinh céac
phuong phap dé thu thap va sl dung céac théng tin
nay.

8.2.2 Panh gia ndi bd

T8 chiic phai tién hanh danh gia néi bo dinh ky
theo k& hoach dé xac dinh xem hé théng quan

ly chat lugng:

a) cb6 phu hgp véi cac bd tri sdp xép dudc
hoach dinh (xem 7.1) d&i v6i cac yéu cau cla
tiéu chudn nay va véi cac yéu cau clia hé théng
chat luong dudc t8 chic thiét 1ap, va

b) c¢é dudc ap dung mot cach hiéu luc va dugc duy

tri.

T8 chlc phai hoach dinh chuong trinh danh gia, cé
chi y dén tinh trang va tam quan trong clia cac qua
trinh va cac khu vuc dugc danh gia, cling nhu két
qué cla cac cudc danh gia truéc. Chuan muc, pham
vi, tan suét va phuong phap danh gia phai dugc xac
dinh. Viéc lua chon cac chuyén gia danh gia va tién
hanh danh gia phai ddm bao dudc tinh khach quan
va vo tu clia qua trinh danh giad. Cac chuyén gia

danh gia khong dudc danh gia cong viéc clia minh.

Trach nhiém va cac yéu cau vé viéc hoach dinh
va tién hanh cac danh gia, vé viéc bao cao két
qué va duy tri hd so (xem 4.2.4) phai dudc xac

dinh trong m6t th( tuc dang van ban.

Lanh dao chiu trach nhiém vé khu vuc dudc danh
gia phai ddm bao tién hanh khéng cham tré cac
hanh déng dé loai bd su khong phu hop dudc phéat
hién trong khi danh gia va nguyén nhan cla chung.
Cac hanh dong tiép theo phai bao gém viéc kiém tra
xac nhan cac hanh doéng dudc tién hanh va bao cao

két qua kiém tra xac nhan (xem 8.5.2).

Chu thich - Xem huéng dan trong ISO 10011-1, I1SO
10011-2 va 10011-3.
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perception as to whether the organization has met
customer requirements. The methods for obtaining

and using this information shall be determined.

8.2.2 Internal audit

The organization shall conduct internal audits at
planned intervals to determine whether the quality

management system

a) conforms to the planned arrangements (see
7.1), to the

Standard and to the quality management system

requirements of this International

requirements established by the organization, and

b) is effectively implemented and maintained.

An audit programme shall be planned, taking into
consideration the status and importance of the
processes and areas to be audited, as well as the
results of previous audits. The audit criteria, scope,
frequency and methods shall be defined. Selection
of auditors and conduct of audits shall ensure
objectivity and impartiality of the audit process.

Auditors shall not audit their own work.

The responsibilities and requirements for planning
and conducting audits, and for reporting results and
maintaining records (see 4.2.4) shall be defined in a

documented procedure.

The management responsible for the area being
audited shall ensure that actions are taken without
undue delay to eliminate detected nonconformities
and their causes. Follow-up activities shall include
the verification of the actions taken and the

reporting of verification results (see 8.5.2).

NOTE - See ISO 10011 -1, ISO 10011-2 and 1SO 10011-3

for guidance.
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8.2.3 Theo doi va do ludng cac qua trinh

T8 chiic phai ap dung cac phuong phap thich hop
cho viéc theo déi va, khi cé thé, do ludng cac
qua trinh cha hé théng quan ly chat lugng. Cac
phuong phap nay phai ching td kha nang cla
cac qua trinh dé dat dudc cac két qua da hoach
dinh. Khi khéng dat dudc cac két qué theo hoach
dinh, phai tién hanh viéc khic phuc va hanh
dong khac phuc mot cach thich hgp dé dam bao

su phd hop cla san pham.
8.2.4 Theo dbi va do ludng san pham

T8 chiic phai theo déi va do ludng cac dac tinh
clia san phdm dé kiém tra xac nhan rang cac
yéu cau vé san pham dudc dap (ing. Viéc nay
phai dudc ti€én hanh tai nhirng giai doan thich
hop cla quéa trinh tao san pham theo cac xap

x&p hoach dinh (xem 7.1).

Bang chiing clia su phu hop véi cac chudn muc
chadp nhan phai dudc duy tri. H6 so phai chi ra nguoi
c6 quyén han trong viéc théng qua san pham (xem
4.2.4).

Chi dudc théng qua san pham va chuyén giao
dich vu khi da hoan thanh thod dang cac hoat
dong theo hoach dinh (xem 7.1), néu khéng
phai dudc su phé duyét cla ngudi cé thidm

quyén va, néu cb thé, cla khach hang.
8.3 Kiém soat san pham khdng phu hop

T8 chléc phai dam bao ring san pham khong
phU hop véi cac yéu ciu dudc nhan biét va
kiém soat dé phong ngtia viéc s dung hoic
chuyén giao v6 tinh. Phai xac dinh trong mét thi
tuc dang van ban viéc kiém soat, cac trach
nhiém va quyén han c6 lién quan d6i véi san

pham khéng phu hop.

T8 chlc phai x ly san pham khéng phu hop

bang mét hodc mét sé cach sau:
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8.2.3 Monitoring and measurement of processes

The organization shall apply suitable methods for
monitoring and, where applicable, measurement of
the quality management system processes. These
methods shall demonstrate the ability of the
When

planned results are not achieved, correction and

processes to achieve planned results.
corrective action shall be taken, as appropriate, to

ensure conformity of the product.

8.2.4 Monitoring and measurement of product

The organization shall monitor and measure the
characteristics of the product to verify that product
requirements have been met. This shall be carried
out at appropriate stages of the product realization
accordance with the

process in planned

arrangements (see 7.11).

Evidence of conformity with the acceptance criteria
shall be maintained. Records shall indicate the

person(s) authorizing release of product (see 4.2.4).

Product release and service delivery shall not
proceed until the planned arrangements (see 7.1)
have been satisfactorily —completed, unless
otherwise approved by a relevant authority and,

where applicable, by the customer.
8.3 Control of nonconforming product

The organization shall ensure that product which
does not conform to product requirements is
identified and controlled to prevent its unintended
use or delivery. The controls and related
responsibilities and authorities for dealing with
be defined

nonconforming product shall in a

documented procedure.

The organization shall deal with nonconforming

product by one or more of the following ways:



a) tién hanh loai bd su khdong phu hop dudc
phat hién;

b) cho phép s dung, thong qua hoadc chap
nhan c6 nhan nhudng bdi ngudi cé thdm quyén
va, khi cé thé, bdi khach hang;

c) tién hanh loai bb khdi viéc s dung hoac ap

dung du ki€n ban dau.

Phai duy tri hd so (xem 4.2.4) vé ban chéat cac
su khong phu hop va bat ky hanh dong ti€p theo
nao dudc tién hanh, ké ca cac nhan nhugng c6
duadc,

Khi s&n phdm khéng phu hdp dudc khic phuc,
chung phai dudc kiém tra xac nhan lai dé chiing

td su phl hop véi cac yéu cau.

Khi s&n pham khéng phu hdp dudc phat hién
sau khi chuyén giao hoac da bat diu s dung,
t8 chiic phai c6 cac hanh déng thich hop déi voi
cac tac dong hoac hau qua tiém &n cla su

khéng phu hop.
8.4 Phan tich dir liéu

T8 chlc phai xac dinh, thu thap va phan tich
cac dir liéu tuong ng dé chiing td su thich hop
va tinh hiéu luc cha hé théng quén ly chat
luong va danh gid xem su cdi tién thudng
xuyén hiéu luc clia hé théng chat lugng c6 thé
ti€n hanh & dau. Piéu nay bao gébm ca cac dir
lieu dudc tao ra do két qua cula viéc theo dai,

do ludng va tir cac ngudn thich hop khac.

Viéc phan tich dir liéu phai cung cép théng tin

PN

Vé:
a) su thoa man khach hang (xem 8.2.1);

b) su phu hdp Vvéi cac yéu cau vé san pham (xem
7.2.1);

c) dac tinh va xu huéng clia cac qua trinh va

TCVN ISO 9001: 2000

a) by taking action to eliminate the detected

nonconformity;

b) by authorizing its use, release or acceptance
under concession by a relevant authority and, where

applicable, by the customer;

c) by taking action to preclude its original intended

use or application.

Records of the nature of nonconformities and any
subsequent actions taken, including concessions

obtained, shall be maintained (see 4.2.4).

When nonconforming product is corrected it shall be
subject to re-verification to demonstrate conformity

to the requirements.

When nonconforming product is detected after
delivery or use has started, the organization shall
take action appropriate to the effects, or potential

effects, of the nonconformity.

8.4 Analysis of data

The organization shall determine, collect and
analyse appropriate data to demonstrate the
the

to evaluate where

suitability and effectiveness of quality

management system and
continual improvement of the effectiveness of the
quality management system can be made. This
shall include data generated as a result of
monitoring and measurement and from other

relevant sources.

The analysis of data shall provide information relating

to
a) customer satisfaction (see 8.2.1),

b) conformity to product requirements (see 7.2.1),

c) characteristics and trends of processes and
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san phadm, k& ca cac cd hdi cho hanh doéng
phong ngua, va

d) ngudi cung Ung.

8.5 Caitién

8.5.1 Cai tién thuéng xuyén

T6 chiic phai thudng xuyén nang cao tinh hiéu luc
cla hé théng quan ly chat lugng thong qua viéc st
dung chinh sach chat lugng, muc tiéu chat lugng,
két qua danh gia, viéc phan tich dir liéu, hanh dong
khac phuc va phong nglra va su xem xét clia lanh
dao.

8.5.2 Hanh dong khac phuc

T8 chiic phai thuc hién hanh déng nham loai bd
nguyén nhan cla su khéng phu hop dé ngin
ngta su tai dién. Hanh déng khac phuc phai
tuong Ung vGi tac dong cda su khong phu hdp
gap phai.

Phai lap moét tha tuc dang van ban dé xac dinh
cac yéu cau vé

a) viéc xem xét su khéng phu hop (k& ca cac
khiéu nai cla khach hang),

b) viéc xac dinh nguyén nhan clia su khong phu
hap,

c) viéc danh gia can cé cac hanh dong dé dam
bdo réng su khéng phu hap khéng tai dién,

d) viéc xac dinh va thuc hién cac hanh déng can
thiét,

e) viéc luu hé sa cac két qua cla hanh dong
dugc thuc hién (xem 4.2.4), va

f) viéc xem xét cac hanh dong khéc phuc da thuc
hién.

8.5.3 Hanh dong phong ngtra

T8 chic phai xac dinh cac hanh déng nham loai

bd nguyén nhan cla su khéng phd hop tiém an
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products including opportunities for preventive
action, and

d) suppliers.

8.5 Improvement

8.5.1 Continual improvement

The organization shall continually improve the

effectiveness of the quality management system
through the use of the quality policy, quality
objectives, audit results, analysis of data, corrective

and preventive actions and management review.

8.5.2 Corrective action

The organization shall take action to eliminate the

cause of nonconformities in order to prevent

recurrence. Corrective actions shall be appropriate

to the effects of the nonconformities encountered.

A documented procedure shall be established to

define requirements for

a) reviewing nonconformities (including customer

complaints),

b) determining the causes of nonconformities,

c) evaluating the need for action to ensure that

nonconformities do not recur,

d) determining and implementing action needed,

e) records of the results of action taken (see 4.2.4),

and

f) reviewing corrective action taken.

8.5.3 Preventive action

The organization shall determine action to eliminate

the causes of potential nonconformities in order to



dé ngan chin su xuat hién cla chang. Cac hanh
déng phong ngtra dudc tién hanh phai tucdng
{ing véi tac déng cla cac van dé tiém an.

Phai 1ap moét thd tuc dang van ban dé xac dinh
cac yéu cau daéi vai

a) viéc xac dinh su khéng phu hop tiém an va

cac nguyén nhan clia chang,

b) viéc danh gia nhu cau thuc hién cac hanh dong
dé phong ngtra viéc xuat hién su khéng phu hap,

c) viéc xac dinh va thuc hién cac hanh déng can
thiét,

d) hoé so cac két qua clia hanh déng dudc thuc
hién (xem 4.2.4), va

e) viéc xem xét cac hanh déng phong ngua
dugc thuc hién.
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prevent their occurrence. Preventive actions shall
be appropriate to the effects of the potential

problems.

A documented procedure shall be established to

define requirements for

a) determining potential nonconformities and their

causes,

b) evaluating the need for action to prevent

occurrence of nonconformities,

¢) determining and implementing action needed,

d) records of results of action taken (see 4.2.4),

and

e) reviewing preventive action taken.
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Phu luc A
(tham khao)

Tuong ung gitra TCVN ISO 9001 : 2000 va TCVN ISO 14001 : 1996
Bang A.1 Tudng (rng giira TCVN I1SO 9001 : 2000 va TCVN ISO 14001 : 1996

TCVN ISO 9001 : 2000
L&i gidi thidu
Khai quat
Cach tiép can theo qua trinh
Quan hé v6i TCVN ISO 9004
Su tuong thich véi cac hé théng quan ly
khac
Pham vi
Khai quat
Ap dung
Tiéu chudn vién dan

Thuat ngir va dinh nghia
Hé théng quan ly chat lugng

Yéu cau chung

Yéu cau vé hé théng tai liéu
Khai quat

Sé tay chét luong
Kiém soat tai liéu

Kiém soat ho so

Trach nhiém cda lanh dao
Cam két cla lanh dao

Huéng vao khach hang

Chinh sach chat lugng

Hoach dinh

Muc tiéu chat lugng

Hoach dinh hé théng QLCL
Trach nhiém, quyén han va trao déi thong
tin

Trach nhiém va quyén han

Dai dién cla lanh dao

Trao d6i thong tin nodi bd

Xem xét cla lanh dao

Khai quat

Pau vao cla viéc xem xét

PAau ra cla viéc xem xét

Quan ly nguén luc

Cung cép nguén luc

Nguén nhan luc (chi cé tiéu dé)
Khai quat

Nang luc nhan thic va dao tao
Co sd ha tang
Méi trudng lam viéc
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Gidi thiéu

Pham vi

Tiéu chuin trich dan

Pinh nghia
Cac yéu cau cla Hé théng quan ly moi
truong

Céc yéu cau chung

Tu liéu cla hé théng quan ly méi trudng
Tu liéu cla hé théng quan ly méi trudng
Kiém soat tai liéu

Ho so

Ca cau va trach nhiém

Chinh sach méi truong

Co c4u va trach nhiém

Khia canh méi trudng

Yéu cau vé phap luat va yéu cau khac
Chinh sach méi truong

Lap k& hoach

Muc tiéu va chi tiéu

Chuong trinh quan ly méi trudng

Céc yéu cau chung

Co c4u va trach nhiém

Théng tin lién lac
Xem xét lai clia ban 1anh dao

Co c4u va trach nhiém

Dao tao, nhan thic va nang luc
Co cau va trach nhiém
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(informative)

Correspondence between ISO 9001:2000 and ISO 14001:1996

Table A.1 - Correspondence between ISO 9001:2000 and ISO 14001:1996

SO 9001:2000

Introduction

General 0.1
Process approach 0.2
Relationship with ISO 9004 0.3
Compatibility with other management systems 0.4
Scope 1
General 1.1
Application 1.2
Normative reference 2
Terms and definitions 3
Quality management system 4
General requirements 4.1
Documentation requirements 4.2
General 4.2.1
documentation

Quality manual 422
documentation

Control of-documents 4.2.3
Control of records 424

Management responsibility 5

Management commitment 5.1
Customer focus 5.2
Quality policy 5.3
Planning 54
Quality objectives 541
Quality management system planning 54.2

Responsibility, authority and communication 5.5

Responsibility and authority 5.51
Management representative 55.2
Internal communication 5.5.3
Management review 5.6

General 5.6.1
Review input 5.6.2
Review output 5.6.3

Resource management 6

Provision of resources 6.1
Human resources 6.2
General 6.2.1
Competence, awareness and training 6.2.2
Infrastructure 6.3
Work environment 6.4

AR WN

444

444

445
453
4.4.1
4.2
4.41
4.3.1
432
42
4.3
433
434
41
4.4.1

443
4.6

441

442
4.4.1

ISO 14001:1996
Introduction

Scope

Normative references
Definitions
Environmental management system requirements
General requirements
Environmental

management system

Environmental management system
Document control

Records

Structure and responsibility

Environmental policy

Structure and responsibility

Environmental aspects

Legal and other requirements
Environmental policy

Planning

Objectives and targets

Environmental. management programme(s)
General requirements

Structure and responsibility

Communication
Management review

Structure and responsibility

Training, awareness and competence
Structure and responsibility
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Bang A.1 Tuong ing gitra TCVN I1SO 9001

TCVN ISO 9001 : 2000
Tao san pham

Hoach dinh viéc tao san pham
Cac qua trinh lién quan dén khach hang

Xac dinh cac yéu cau lién quan dén san
pham

Xem xét cac yéu cau lién quan dén san
pham

Trao d6i thong tin véi khach hang

Thiét k& va phat trién

Hoach dinh thiét k& va phat trién

DA4u vao cla thiét k& va phat trién

DAau ra cla thiét ké va phat trién

Xem xét thiét k& va phat trién

Kiém tra xac nhan thiét k& va phat trién
Xac nhan gia tri s&r dung cua thiét ké va
phat trién

Kiém soat thay ddi thiét k& va phat trién
Mua hang

Qua trinh mua hang

Théng tin mua hang

Kiém tra xac nhan san pham mua vao
San xuét va cung cép dich vu

Kiém soat san xuat va cung cap dich vu

Xac nhan gia tri s dung clia cac qua trinh

san xuat va cung cép dich vu
Nhan biét va xac dinh nguén géc
Tai san cla khach hang

B&o toan san pham

Kiém soat phuong tién theo déi va do udng

Po ludng, phan tich va cai tién
Khai quat

Theo doi va do ludng

Su thod man cla khach hang

Panh gia ndi bd

Theo doi va do ludng cac qua trinh
Theo déi va do ludng san pham
Kiém soat san pham khéng phu hop

Phan tich di liéu

Cai tién

Céi ti€én thudng xuyén
Hanh déng khéc phuc

Hanh doéng phong ngla
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7.1
7.2

7.2.1

7.2.2

7.2.3
7.3

7.3.1
7.3.2
7.3.3
7.3.4
7.3.5
7.3.6

7.3.7
7.4

7.4.1
7.4.2
7.4.3
7.5

7.5.1
7.5.2

7.5.3
7.5.4
7.5.5
7.6

8.1
8.2
8.2.1
8.2.2
8.2.3
8.2.4
8.3

8.4
8.5
8.5.1
8.56.2

8.5.3

: 2000 va TCVN ISO 14001 : 1996 (két thuc)

B
e
[e2e))

bR
B owhhowe

W -=_200N -

~
B
)

4.4.6

4.4.6

4.51
4.5
4.51

454
4.51

4.5.2
4.4.7

4.51
4.2

4.3.4
4.5.2

TCVN ISO 14001: 1996
Thuc hién va diéu hanh
Kiém soat diéu hanh
Kiém soat diéu hanh

Khia canh méi trudng

Yéu cau vé phap luat va yéu cau khac
Kiém soat diéu hanh

Kiém soat diéu hanh

Khia canh méi truong

Thoéng tin lién lac

Kiém soat diéu hanh

Kiém soat diéu hanh

Kiém soat diéu hanh

Giam sat (monitoring) va do
Kiém tra va hanh déng khic phuc
Giam sat (monitoring) va do

Danh gia hé théng quan ly méi trudng
Giam sat (monitoring) va do

Su khéng phu hop va hanh déng khac
phuc, phdng ngtia

Su chuén bi s&n sang va dap (ng véi tinh
trang kh&n cép

Giam sat (monitoring) va do

Chinh sach méi truong

Chuong trinh quan ly méi truang

Su khéng phu hgp va hanh dong khic
phuc, phdng ngtia
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Table A-1 - Correspondence between ISO 9001:2000 and ISO 14001 :1996 (Continued)

1SO 9001:2000
Product realization

Planning of product realization

Customer- related processes

Determination of requirements related to the
product

Review of requirements related to the product

Customer communication

Design and development

Design and development planning

Design and development inputs

Design and development outputs

Design and development review

Design and development verification

Design and development validation

Control of design and development changes
Purchasing

Purchasing process

Purchasing information

Verification of purchased product
Production and service provision

Control of production and service provision
Validation of processes for production and
service provision

Identification and traceability

Customer property

Preservation of product

Control of monitoring and measuring devices
Measurement, analysis and improvement
General

Monitoring and measurement

Customer satisfaction

Internal audit

Monitoring and measurement of processes
Monitoring and measurement of product
Control of nonconforming product

Analysis of data
Improvement
Continual improvement
Corrective action
action

Preventive action

7.1
7.2
7.21

722

723
7.3

7.3.1
7.3.2
7.3.3
7.3.4
7.3.5
7.3.6
7.3.7
7.4

7.41
742
743
7.5

7.51
752

753
754
755
7.6

8.1
8.2
8.21
8.2.2
8.2.3
8.24
8.3

8.4
8.5

8.5.2

8.56.3

4.4

446

4.4.6

431
4.3.2
446
4.4.6
4.3.1
443

4.4.6

4.4.6

446

451
4.5
451

454
451

452
447
4.51
4.2
8..34
45.2

ISO 14001:1996
Implementation and operation

Operational control
Operational control

Environmental aspects

Legal and other requirements
Operational control
Operational control
Environmental aspects
Communications

Operational control

Operational control

Operational control

Monitoring and measurement
Checking and corrective action
Monitoring and measurement

Environmental management system audit
Monitoring and measurement

Nonconformance and corrective and preventive action
Emergency preparedness and response

Monitoring and measurement

Environmental policy

Environmental management programme(s)
Nonconformance and corrective and preventive
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Bang A.2 - Tuong trng gitra TCVN 1SO 14001: 1996 va TCVN ISO 9001: 2000

TCVN ISO 14001: 1996 TCVN ISO 9001 : 2000
0 MJ dau
0.1 Khai quat
0.2 Cach tiép can theo qua trinh
0.3 Quan hé v6i TCVN ISO 9004 .
0.4 Su tuong thich véi cac hé thong quan ly
khac
Pham vi 1 1 Pham vi
1.1 Khai quat
Tiéu chuin trich dan 2 2 Tiéu chuan vién dan
Pinh nghia ) 3 3 Thuat ngir va dinh nghia
Cac yéu cau cua Hé théng quan ly maoi 4 4 Hé théng quan ly chat lugng
trudng
Cac yéu cau chung 4.1 4.1 Yéu cdu chung )
5.5 Trach nhiém, quyén han va trao doi
théng tin )
5.5.1 Trach nhiém va quyén han
Chinh sach méi trudng 4.2 5.1 Cam két cta lanh dao
5.3 Chinh sach chat lugng
8.5 Cai tién
Lap k& hoach 4.3 5.4 Hoach dinh
Khia canh méi trudng 4.3.1 5.2 Hudng vao khach hang o
7.2.1 Xac dinh cac yéu cau lién quan dén san
pham
7.2.2 Xem xét cac y&u céu lién quan dén san
pham
Yéu cau vé phap luat va yéu cau khac 432 52 Hudéng vao khach hang
7.2.1
Muc tiéu va chi tiéu 4.3.3 5.4.1 Muc tiéu chat lugng
CHu’Ong trinh quan ly méi trudng 4.3.4 5.4.2 Hoach dinh hé théng quan ly chat luong
8.5.1
Thuc hién va diéu hanh 4.4 7 Tao san pham
7.1 Hoach dinh viéc tao san pham
Co cdu va trach nhiém 441 5 Trach nhiém cda lanh dao
' 5.1 Cam két cla lanh dao
5.5.1  Trach nhiém va quyén han
5.5.2  Dai dién cla lanh dao
6 Quan ly nguén lyc
6.1 Cung cap cac ngudn luc
6.2 Nguén nhan luc
6.2.1 Khai quat
6.3 Co sG ha tang
6.4 Moi truong lam viéc
Dao tao, nhan thic va nang luc 4.4.2 6.2.2 Nang luc, nhan thic va dao tao,
Théng tin lién lac 4.4.3 5.5.3 Trao d8i théng tin ndi bd
7.2.3 Trao d6i théng tin v6i khach hang
Tu liéu cGa hé théng quan ly méi trudng 444 42 Yéu cau vé hé thdng tai liéu

421  Khai quat
4.2.2  S6 tay chat luong
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Table A.2 - Correspondence between ISO 14001:1996 and ISO 9001:2000

1ISO 14001:1996
Introduction

Scope

Normative references

Definitions

Environmental management system
requirements

General requirements

Environmental policy

Planning
Environmental aspects
Legal and other requirements

Objectives and targets
Environmental management programme(s)

Implementation and operation

Structure and responsibility

Training, awareness and competence
Communication

w

41

4.2

4.3

4.3.1

4.3.2

433
434

4.4

441

4.4.2
443

Environmental management system documentation 4.4.4

0.2
0.3
0.4

1.1
1.2

41
5.5
5.5.1
5.1
5.3
8.5
54
5.2
7.21
7.2.2
5.2
7.21
5.4.1
5.4.2
8.5.1

7.1

5.1
5.5.1
5.5.2

6.1
6.2
6.2.1
6.3
6.4
6.2.2
5.5.3
7.2.3

4.2
421
422

ISO 9001:2000
introduction
General

Process approach

Relationship with ISO 9004

Compatibility with other management systems
Scope

General

Application

Normative reference

Terms and definitions

Quality management system

General requirements

Responsibility, authority and communication
Responsibility and authority

Management commitment

Quality policy

Improvement

Planning

Customer focus

Determination of requirements related to the product
Review of requirements related to the product
Customer focus

Determination of requirements related to the product
Quality objectives

Quality management system planning
Continual improvement

Product realization

Planning of product realization

Management responsibility

Management commitment

Responsibility and authority

Management representative

Resource management

Provision of resources

Human resources

General

Infrastructure

Work environment

Competence, awareness and training

Internal communication

Customer communication

Documentation requirements

General
Quality manual
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ISO 14001: 1996
Kiém soat tai liéu
Kiém soat diéu hanh

Bang A.2 - (két thac)

4.4.5
4.4.6

Su chuén bi sin sang va dap Gng vdi tinh trang  4.4.7

khan cap
Kiém tra va hanh dong khic phuc
Giam sat (monitoring) va do

Ho so
Danh gia hé théng quan ly méi trudng
Xem xét lai clia ban 1anh dao

42

4.5
451

453
454
4.6

4.2.3
7

71
7.2
7.2.1

7.2.2

7.3

7.3.1
7.3.2
7.3.3
7.3.4
7.3.5
7.3.6

7.3.7
7.4

7.4.1
7.4.2
7.4.3
7.5

7.5.1
7.5.3
7.5.4
7.5.5
7.5.2

7.6
8.1

8.2

8.2.1
8.2.3
8.2.4
8.4

8.3

8.56.2
8.5.3
4.2.4
8.2.2
5.6

5.6.1
5.6.2
5.6.3

ISO 9001 : 2000
Kiém soat tai liéu
Tao san pham
Hoach dinh viéc tao san pham
Cac qua trinh lién quan dén khach hang
Xac dinh cac yéu cau lién quan dén san
pham
Xem xét cac yéu cau lién quan dén san
pham
Thiét k& va phat trién
Hoach dinh thiét k& va phat trién
DA4u vao cla thiét k& va phat trién
DA4u ra cla thiét k& va phat trién
Xem xét thiét k& va phat trién
Kiém tra xac nhan thiét k& va phat trién
Xac nhan gia tri s dung cla thiét k& va
phat trién
Kiém soat thay ddi thiét k& va phat trién
Mua hang
Qua trinh mua hang
Théng tin mua hang
Kiém tra xac nhan san pham mua vao
San xuét va cung cép dich vu
Kiém soat san xuét va cung cap dich vu
Nhan biét va xac dinh ngudn géc
Tai san cla khach hang
Bao toan san pham
Xac nhan gia tri st dung cla cac qua
trinh san xuét va cung cép dich vu

Po ludng, phan tich va cai tién

Khai quat

Theo dbi va do ludng

Su thod man cla khach hang
Theo dbi va do ludng cac qua trinh
Theo d&i va do ludng san phdm
Phan tich dif ligu

Kiém soat san pham khéng phu hop
Hanh déng khéc phuc

Hanh déng phong ngua

Kiém soat ho so

banh gia ndi bd

Xem xét clia lanh dao

Khai quat

Dau vao cla viéc xem xét

DAau ra cla viéc xem xét
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Table A.2 - Correspondence between ISO 14001:1996 and ISO 9001:2000 (Continued)

ISO 14001:1996
Document control
Operational control

Emergency preparedness and response
Checking and corrective action
Monitoring and measurement

Nonconformance and corrective and
preventive action

Records
Environmental management system audit
Management review

4.4.5
4.4.6

4.4.7
4.5
4.5.1

4.5.2

4.5.3
4.54
4.6

4.2.3

7.1

7.2

7.2.1
7.2.2
7.3

7.3.1
7.3.2
7.3.3
7.3.4
7.3.5
7.3.6
7.3.7
7.4

7.4.1
7.4.2
7.4.3
7.5

7.5.1
7.5.3
7.5.4
7.5.5
7.5.2

8.3

7.6
8.1
8.2
8.2.1
8.2.3
8.2.4
8.4
8.3
8.5.2
8.5.3
4.2.4
8.2.2
5.6
5.6.1
5.6.2
15.6.3

1SO 9001:2000
Control of documents
Product realization
Planning of product realization
Customer- related processes
Determination of requirements related to the product
Review of requirements related to the product
Design and development
Design and development planning
Design and development inputs
Design and development outputs
Design and development review
Design and development verification
Design and development validation
Control of design and development changes
Purchasing .
Purchasing process
Purchasing information
Verification of purchased product
Production and service provision
Control of production and service provision
Identification and traceability
Customer property
Preservation of product
Validation of processes for production and service
provision
Control of nonconforming product
Measurement, analysis and improvement
Control of monitoring and measuring devices
General
Monitoring and measurement
Customer satisfaction
Monitoring and measurement of processes
Monitoring and measurement of product
Analysis of data
Control of nonconforming product
Corrective action
Preventive action
Control of records
Internal audit
Management review
General
Review input
Review output

43



TCVN ISO 9001: 2000

Phu luc B
(tham khao)

Tuong ing gitra TCVN ISO 9001 : 2000 va TCVN ISO 9001 : 1994
Bang B.1 Tudng tng giira TCVN I1SO 9001 : 1994 va TCVN ISO 9001 : 2000

TCVN ISO 9001 : 1994 TCVN ISO 9001 : 2000
1T Pham Vi o 1
2 Tailieu vien dan ... 2
3 DPinhnghia ... 3

4 Cac yéu cau cua hé thdng chat lugng (chi c6 tiéu dé)
4.1 Trach nhiém cua lanh dao (chi cé tiéu dé)

411 Chinh sach chat UGN ........oeveiiiiiiiiieee e, 51+53+541
4.1.2 Té chic (chi c6 tieu dé)

4.1.2.1 Trach nhiém va quyén han ...................... 5.5.1

£.1.2.2 NQUBN TUC v 6.1+6.2.1
4.1.2.3 Daidién clalanh dao .............ccoevveieiiiiieeeiiinnnn, 5.5.2

4.1.3 Xem xétcllaldanh dao..........cccoeeevviiiiiiiiiieeieee, 5.6.1 + 8.5.1
4.2 Hé théng chét luong (chi cb tiéu dé)

4.21 KhaAi QUAL ..o 4.1 +4.22
4.2.2 Cac thi tuc clia hé théng chat lugng .................... 4.2.1

4.2.3 Hoach dinh ch&t IUONG .........coovvveeeeeieeieieee 542+ 7.1

4.3 Xem xét hop déng (chi c6 tiéu dé)
4.3.1 Khai quat

4.3.2 XM XEL...oouiiiiiii i, 52+7.21+7.22+7.2.3
4.3.3 SUa d8i hOP AONG.....eeveeeeieeceeeee e 7.2.2

O I B 1 I =T o F 7.2.2

4.4 Kiém soat thiét ké& (chi c6 tieu dé)........................

4.4.1 Khai quat

4.4.2 Hoach dinh thiét k& va phat trién.......................... 7.3.1

4.4.3 Tuong giao vé t& chiic va k¥ thuat......................... 7.3.1

4.4.4 Pauvaoclathi@tkeé...........ooooeii, 7.21+7.3.2
4.45 DPauraclathiCtKE.........ocoovvvvivieiiiieieceeeeeeeee, 7.3.3

446 Xem X8t thi€t K&.........oovviiiiiiee e 7.3.4

4.4.7 Kiém tra x4c nhan thi6t k&................ooeoviiineeenn, 7.3.5

4.4.8 Xac nhan gia tri s dung cla thiét ké.................... 7.3.6

4.4.9 SUa d8i thi€t K&.....oovvveieeieeeee e 7.3.7

4.5 Kiém soat tai liéu va dir liéu (chi cé tiéu dé)

4.51 Khai QUAL.......ciii 4.2.3

4.5.2 Phé chuan va ban hanh tai liéu va dir liéu............. 4.2.3

4.5.3 Thay d8i tai li6u va dif I8U........voveeeeeeeeeeeeeens 4.2.3
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Annex B
(informative)

Correspondence between ISO 9001:2000 and ISO 9001:1994
Table B.1 - Correspondence between ISO 9001:1994 and 1SO 9001:2000

ISO 9001:1994 ISO 9001:2000
1 S COPE e 1
2 Normative reference ... 2
3 Definitions L 3

4 Quality system requirements [title only]

4.1 Management responsibility [title only]

4.1.1 QUALILY PONCY .. 51+53+54.1
4.1.2 Organization [title only]

4.1.2.1 Responsibility and authority...........ccccccooeiiins 5.5.1

O A S (=T To 1U [ o= T 6.1+6.2.1
4.1.2.3 Management representative...........ccccccccueeieniiiininiiiiiiininnnnns 5.5.2

4.1.3 Management reVIEW ............ccouieiiiiiiiiiiiiiee et 5.6.1+85.1
4.2 Quality system [title only]

A B C 1Y o 1= 41+422
4.2.2 Quality system procedures ...........occuuiieieieeiiiiiiee e 4.21

4.2.3 Quality planning..........cccueiiiiiieiii 542+7A1

4.3 Contract review [title only]
4.3.1 General

4 3.2 REBVIBW ...ttt 52+721+722+7.23
4.3.3 Amendmentto a contract .........c.oevieiiieiiii e, 7.2.2
R A =Yoo ] o £ 7.2.2

4.4 Design control [title only]
4.4.1 General

4.4.2 Design and development planning ...........cccooeeuvvieeiieeininninne. 7.3.1
4.4.3 Organizational and technical interfaces............ccccccvvvivviiennnnns 7.31
4.4.4 DeSigN iNPUL .....eeieiiiiiiiie e 7.21+47.3.2
4.4.5 DeSIgN OULPUL ....euueiiiiiiiiiiiiiiiiii e 7.3.3
4.4.6 DESIGN MEVIEW .....uuueeeiiieiiiiiieieeieeeeeeuenenneeeeaennnsenessenensnsessnnnennnnnes 7.3.4
4.4.7 Design verification .........c..ueiiiiiiiii e 7.3.5
4.4.8 Design validation ................uuuuuiiiiiiiiiiiiiaes 7.3.6
4.4.9 Design Changes.........ooocuuiiiiiiieeiieie e 7.3.7
4.5 Document and data control [title only]

4.5.1 GENEIAL ...ttt 423
4.5.2 Document and data approval and iSsue .............cccccccuvveuennnnnns 4.2.3
4.5.3 Document and data changes.............cccccouiiiiiiiiiiiiiiiiiiis 423
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Bang B.1 Tuong ing gitta TCVN ISO 9001 : 1994 va TCVN ISO 9001 : 2000 (két thuc)

TCVN ISO 9001 : 1994 TCVN ISO 9001 : 2000
4.6 Mua san ph&m (chi cé tiéu dé)
4.6.1 Khaiquat
4.6.2 Danh gia ngudi thAu phu...................cc, 7.4.1
4.6.3 DU liéumua hang......cccooeiiiiiiiiiiiii e 7.4.2
4.6.4 Kiém tra xac nhan san phdm mua.......................... 7.4.3
4.7  Kiém soat san pham do khach hang cung cép ....... 7.5.4
4.8 Nhan biét va xac dinh nguén géc san phdm ........... 7.5.3
4.9  Kiém soat QUA AN .ooveeeeiiee e 6.3+64+751+752
410 Kiém tra va th&r nghiém (chi c6 tiéu dé)..................
4.10.1 Khai qUat........ooi 7.1+ 8.1
4.10.2 Kiém tra va th& nghiém khi nhan............................ 7.43+8.24
4.10.3 Kiém tra va th( nghiém trong qua trinh................... 8.2.4
4.10.4 Kiém tra va th& nghiém cudi cling...........ccccvveenn... 7.4.3+8.24
4.10.5 H6 so kiém tra va th&r nghiém..............oooeveeeeeenn, 7.53+8.24
4.11 Kiém soat thiét bi kiém tra, do ludng va T N
4111 Khai qQUAL ..o, 7.6
4.11.2 Kiém s0at SAn pham............ocooiiieiieiee e 7.6
4.12  Trang thai kiém tra va thr nghiém 7.5.3
413  Kiém soat s&n pham khéng phu hap
4131 KhAi qUAL ... 8.3
4.13.2 Xem xét va thanh Iy san phdm khoéng phu hop ...... 8.3
414 Hanh déng khac phuc va phong ngtra
4.14.1 KhaAi QUAL........oii e 8.5.2+85.3
4.14.2 Hanh déng Kh&c phuc............ccooiiiiiiiie e 8.5.2
4.14.3 Hanh dong phong ngufa .........ccoviviieviiiiieeeeen, 8.5.3

4.15 Xép dd, luu kho, giao hang
4.15.1 Khai quat

4152 XEP AB ..o 7.5.5

4153 LUUKNO oo 7.5.5

4.15.4 Ba0 Dl coovniiiiii e 7.5.5

4.15.5 BA0 QUAN ...coevveiee e 7.5.5

4.15.6 GIa0o hanNg ..oeoniiii 7.5.1

416  Kiém soat ho so chat IUONG .......c.ovvveeeiiiiiieeee 4.2.4

4.17 Danh gia chat luong nGi bd ........oooovvviiieeeeeeei, 8.2.2+8.2.3

418 DA0 A0 (i 6.2.2

4.19 Dichvu k¥ thudt ... 7.51

4.20 Ky thudtthong ké ...,

4.20.1 Nh&n biét NhU CAU ......ooooeiiiiiiiiiiiiieceeeeee e, 8.1+8.23+824+84
4.20.2 ThU tUC....uin i 8.1+8.23+824+84
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Table B.1 - Correspondence between ISO 9001:1994 and ISO 9001:2000 (continued)

1ISO 9001:1994 ISO 9001:2000
4.6 Purchasing [title only]
4.6.1 General

4.6.2 Evaluation of subcontractors ..........cccccccvieeiiiiiciiiinie e 7.4.1

4.6.3 Purchasing data ...............euuuuiiuiiiiiiiiiiiiiaaes 7.4.2

4.6.4 Verification of purchased product........ccccccooevviiiiiiiiineeeirie 74.3

4.7 Control of customer-supplied product.............cccccuiieiieeiniiinnne. 754

4.8 Product identification and traceability ............cccccccvviiniiiiiiinnnnnn. 7.5.3

4.9 ProCess CONIOL........uuuuuiiiiiii e 6.3+64+751+752
4.10 Inspection and testing [title only]

g L0 I =T o =T | S 7.1 +8.1
4.10.2 Receiving inspection and testing ............ccccccvvviiiiiiiiiiiiinnnnnn. 743+8.24
4.10.3 In-process inspection and testing ...........cccccccvvvviiiiiiiiiiinnnnnn. 8.24

4.10.4 Final inspection and testing ...............uuuuuiiiiiiiiiiiiiiiiiiiiiiiiiiees 8.24

4.10.5 Inspection and test records ...........ccccuvvuuirmrirnerieiiiiniiienennn. 7.53+8.24
4.11 Control of inspection, measuring and test equipment [title only]

4111 GENEIAL .. 7.6

4.11.2 Control proCcedure...........ccoooeeeiiiiiiiie e 7.6

4.12 Inspection and test Status..............uuueiiiiiiiiiiiiiiiiiiiiiiiiiie 7.5.3

4.13 Control of nonconforming product [title only]

g I I =T =T | 8.3

4.13.2 Review and disposition of nonconforming product................ 8.3

4.14 Corrective and preventive action [title only]

N Ny B C 1= o 1= = | TR 852 +853
4.14.2 Corrective action..........cooueiiiiiiiiee e 8.5.2
4.14.3 Preventive acCtion ... 8.5.3

4.15 Handling, storage, packaging, preservation & delivery [title only]
4.15.1 General

g T4 o = T |1 o T 755

4.15.3 StOrAQE ... uuuuueiieiiii e 755

o RN 3wz Tod 1= To 11 o [ 7.5.5

4.15.5 Preservation ... 7.5.5

415,68 DEIVEIY ...t 7.5.1

4.16 Control of quality records............ccuuvuvuirueiriiiiieiiiiiiiiieineeiirnnnn. 424

4.17 Internal quality audits.............coeeiiiiiii 8.22+823

4.8 TraiNING c.coeieeiiee e 6.2.2

e IR T= Y V][ o 7.5.1

4.20 Statistical techniques [title only]

4.20.1 Identification of Nneed ..........cccoviiiiiiiii 81+823+824+84
4.20.2 ProCEAUIES .....coiiiiiiiiiiiiiiiee ettt 81+823+824+84
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Phu luc B
Bang B.2 - Tuong (tng giira TCVN ISO 9001 : 2000 va TCVN ISO 9001 : 1994
ISO/DIS 9001 : 2000 1ISO 9001 : 1994
1 Pham Vi ... 1
1.1 Khai quat
1.2 Ung dung
2 Tieuchuan Vien dan ...........occoooiieoiieiiieeee e, 2
3 Thuatngirvadinhnghia ... 3
4  Hé thédng quan ly chat lugng (chi cb tiéu dé)
1.4 CAC YBU CAU ChUNG ...oovvvviieie e 4.2.1
4.2 Céac yéu cau chung vé tai liéu (chi co tiéu de)
4.2.1 Khai QUAL ..., 4.2.2
4.2.2 SEtAY ChEL IUONG «.vveeoeoeeeeeeeeeeeeeeeeeeeeeeeeeeeee. 4.2.1
4.2.3 KiBm soat tai HBU .....oooooviiiiiiii 451+452+453
4.2.4 Kiém soat hd sO chat IUONG .....cccvvvvveeeeeeeieeeeecee 4.16
5 Trach nhiém cua lanh dao (chi cé tiéu dé)
5.1 Camkétclalanh dao .........ccccoeeeiiiiiieiiiiiiiieeeeiieeeee, 4.1.1
5.2 Binh huéng b8i Khach hang ..o 4.3.2
5.3 Chinh s4ch ChAt IUGNG ......cooovviieieeiiee e 4.1.1
5.4 Hoach dinh (chi c6 tiéu dé)
5.4.1 Muc ti€u ChAt IUGNG........ovniiieiieee e 4.1.1
5.4.2 Hoach dinh hé thdng QLCL .ovovoveveveeeeeeeeeeee 4.2.3
5.5 Trach nhiém, quyén han va théng tin lién lac (chi c6 tiéu
dae)
5.5.1 Trach nhiém va quyén han ..............ccccccvvevveveeeeennnnn... 4.1.2.1
5.5.2 Dai dién clia lanh dao ..........ccocevviiiiiiiiiiii e, 4.1.2.3

5.5.3 Théng tin ndi bd

5.6 Xem xét cla lanh dao (chi cé tiéu dé)

5.6.1 Khai quat ..., 41.3
5.6.2 Dau vao cta xem xét

5.6.3 K&t qua cha xem xét

6 Quan ly ngudn luc (chi cob tiéu dé)

6.1 Cung cép cac nguon Iuc ................c 41.2.2

6.2 Ngudn nhan luc (chi co tiéu dé)

6.2.1 Khaiquat ... 4122

6.2.2 Dao tao, nhan thlic va nang Iuc ............coooiiiiiin. 4.18

6.3 COSG VAL ChEAL ..o 4.9

6.4 MOi trudng lam VIEC ....coooiviiiiiii 4.9

7 Tao san pham (chi cé tiéu dé)

7.1 Hoach dinh cac qua trinh tao s&n phdm ...................... 4.2.3+4.10.1
7.2 Céc qua trinh lién quan dén khach hang (chi cé tiéu dé)

7.2.1 Xac dinhcac yéu cau lién quan dén san phdm ............. 4.3.2+4.4.4
7.2.2 Xem xét cac yéu cau lién quan dé&n san pham ............. 43.2+433+4.3.4
7.2.3 Liénlac v8i khach hang ............ccociiiiii, 4.3.2

7.3 Thiét ké& va phat trién (chi co tieu dé)

7.3.1 Hoach dinh thiét k& va phattrién ...........cccccceeeeeiiiin. 442+443
7.3.2 Dau vao cla thiét k€ va phat trién ........cccvvvvveeeeeennn.. 4.4.4
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Table B.2 - Correspondence between ISO 9001:2000 and ISO 9001-1994

1ISO 9001:2000 1ISO 9001:1994
1SCOPE 1
1.1 General
1.2 Application
2 Normative reference...............cccccvvvvvvmeiineiiniiiiienanns 2
3 Terms and definitions ................cccooviiiiiiiiii 3
4 Quality management system [title only]
4.1 General requUIremMeNtS...........uuuuuveriiiiiieiiiiieriereeereeer. 421
4.2 Documentation requirements [title only]
4.2.1 General e ——————— 4.2.2
4.2.2 Quality manual ... 421
4.2.3 Control of documMENtS ............evvvvvviiveiiiiiiiiiiiiiiiieeiieeiiennns 451+452+453

4.2.4 Control of records4.16
5 Management responsibility [title only]

5.1 Management commitment...........ccccoevviviiiiiiiiiiieeieeeeeeeeee, 411
5.2 CUStOMEr TOCUS ...ooeeieiiiiiee e 4.3.2
5.3 Quality PONCY ...eeeeeieeiiiiiiee e 411
5.4 Planning [title only]

5.4.1 Quality objectives ... 411
5.4.2 Quality management system planning............cccccoeueee. 423
5.5 Responsibility, authority and communication [title only]

5.5.1 Responsibility and authority...........cccccovvvi 4.1.2.1
5.5.2 Management representative...........cccccceveviiiin. 4123

5.5.3 Internal communication

5.6 Management review [title only]
5.6.1General........ccoovviiiiiiiiiiiiii 41.3
5.6.2 Review input

5.6.3 Review output

6 Resource management [title only]

6.1 Provision Of reSOUICES ..........euveeiieieieeeeieeieeeeeeeeeeeeeeeeeeeeeee 41.2.2

6.2 Human resources [title only]

6.2.1 GeNEral.......coooviiiiiiiiiiiiiiie 41.2.2

6.2.2 Competence, awareness and training .............ccccceeee. 4.18

6.3 INfrastructure ... 4.9

6.4 Work environment .............ooueiiiieiiiiieiiiiceee e 4.9

7 Product realization [title only]

7.1 Planning of product realization ...........cccccccooviiiiieieennnnns 423 +4.10.1

7.2 Customer- related processes [title only]
7.2.1 Determination of requirements related to the product....4.3.2 +4.4.4

7.2.2 Review of requirements related to the product.............. 432+433+434
7.2.3 Customer communiCation..........c..eeeevieiiiiiiiiiiieeeee s 4.3.2

7.3 Design and development [title only]

7.3.1 Design and development planning ..........ccccccvvvvvveeeee... 442+443

7.3.2 Design and development inputs ..., 444
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Bang B.2 - Tuong (rng giira TCVN 1SO 9001 : 2000 va TCVN ISO 9001 : 1994 (két thuc)

TCVN ISO 9001 : 2000 TCVN ISO 9001 : 1994

7.3.3 DAaura cla thiét k& va phattrién ..........ccccoeveeeeiiinn, 445

7.3.4 Xem xét thiét k& va phat trién ........ooovvvevveeeiiiieiieen 4.4.6

7.3.5 Kiém tra xac nhan thiét k& va phattrién ........................ 4.4.7

7.3.6 Xac nhan gia tri s dung cla thiét k& va phat trién .... 4.4.8

7.3.7 Kiém soat thay ddi thiét k& va phattrién ................. 4.4.9

7.4 Mua hang (chi cé tiéu dé)

7.41Quatrinhmuahang .......cocooiiiiiii 4.6.2

7.4.2Thong tin mua hang ......ccooiiiiiiiii e 4.6.3

7.4.3 Kiém tra xac nhan sdn phdm mua vao ..................... 4.6.4+4.10.2

7.5 San xudt va cung cap dich vu (chi cé tiéu dé)

7.5.1 Kiém soéat hoat ddng san xuat va cung cap dich VU ...........ccc........ 49+4.156 +4.19

7.5.2 Xac nhan gia tri s dung clia cac qua trinh san xuét va

cung cap diCh VU ..o 4.9

7.5.3 Nhan biét va xac dinh ngudn goc ...............cveeeeeeee.... 48+4.10.5+4.12

7.5.4 Tai san clla khach hang .............cccoooeeiiiiii 4.7

7.5.5 BA0 toAN SAN PhAM ...ovmmiii, 4152 +4.15.3 +4.15.4+ 4155
7.6  Kiém soat phuong tién theo d&i va do ludng .............. 4.11.1+4.11.2

8 Do ludng, phan tich va cai tién (chi cé tiéu dé)

8.1 Khaiquat ..o 410+ 4.17 + 4.20.1
8.2 Theo ddi va do ludng (chi cé tiéu dé)

8.2.1 Su thoa man cla khach hang

8.2.2 DANN GIA NOI DO «vovoeeeoeeeeeeeeeeeeeeeeeeeeeeeee e 417

8.2.3 Theo doi va do ludng cac qua trinh .......................... 4.9 +4.17 +4.20.1

8.2.4 Theo dbéi va do ludng s&n pham ..........cccccvvveneeeeeenn. 4.10.2 + 4103 + 4104 +
4.10.5 +4.20.1 + 4.20.2

8.3  Kiém soat san phdm khong phU hop .....cccvvvvveeeeeenn. 413.1+4.13.2

8.4 PhantichdTli€u ....coooiiiiiii e, 4.20.1 +4.20.2

8.5  Caitién (chi co tidu dé)

8.5.1 Cai ti€n thudng XUYEN .........oiiiiiiiiiei i 41.3

8.5.2 Hanh ddng KhAC PhUC ............ovvveeeieieein 4.14.1+4.14.2

8.5.3 Hanh ddng phong Nguia ........ccoveiiiiiiiiiiiiiieeeeans 4.14.1+4.14.3
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Table B.2 - Correspondence between ISO 9001:2000 and ISO 9001:1994 (continued)

1ISO 9001:2000 1ISO 9001:1994
7.3.3 Design and development outputs..........cccceevvvvvveeennnnn. 445
7.3.4 Design and development review ........c.ccccccvvveevveeiennnnn. 446
7.3.5 Design and development verification..........cccccccccvveee.e. 447
7.3.6 Design and development validation................c..ccc.oo.. 448
7.3.7 Control of design and development changes ................ 449
7.4 Purchasing [title only]
7.4.1 PUrchasing proCess ........ccouuiuuiiieiiaaaeiiiiieee e 4.6.2
7.4.2 Purchasing information.............cccccciiiiic 4.6.3
7.4.3 Verification of purchased product..............ccccceevinnnnee. 46.4+4.10.2

7.5 Production and service provision [title only]
7.5.1 Control of production and service provision................... 49+4156+4.19

7.5.2 Validation of processes for production and service provision 4.9

7.5.3 Identification and traceability ...........cccccoeeiiiiiiiis 48+4.105+4.12

7.5.4 CUSLOMEr PrOPEITY ... .euviiieieeeeiiieiiiieee e e e e e e e e e e e 4.7

7.5.5 Preservation of product ............oocccciiiiieei i 4152 +4.153+4.154 +4.155
7.6 Control of monitoring and measuring devices .................. 4111 +4.11.2

8 Measurement, analysis and improvement [title only]
8.1 GENEIAL. ..ot 4.10.1 +4.20.1 +4.20.2
8.2 Monitoring and measurement [title only]

8.2.1 Customer satisfaction

8.2.2 Internal audit............ccuuiiiiiiiii e 4.17

8.2.3 Monitoring and measurement of processes................... 417 +4.20.1 +4.20.2

8.2.4 Monitoring and measurement of product...................... 410.2+4.10.3+4.10.4+4.10.5+4.20.1 +
4.20.2

8.3 Control of nonconforming product ...........cccooocceeeiennnni. 413.1+4.13.2

8.4 Analysis of data..........ccceeiiiiiiiii s 4,201 +4.20.2

8.5 Improvement [title only]

8.5.1 Continual improvement............ccccoieiiee i 4.1.3

8.5.2 Corrective action .........ceeeviieiiiii e 4141 +4.14.2

8.5.3 Preventive action ... 14.141+4.14.3
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