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L& néi dau

TCVN ISO/EC 17025:2017 thay thé cho TCVN ISO/IECT
17025:2007.

TCVN ISO/EC 17025:2017 hoan toan twong dwong voi
ISO/IEC 17025:2017.

TCVN ISO/IEC 17025:2017 do Ban ky thuat Tiéu chuén
Quéc gia TCVN/CASCO Dénh gia sv phu hop bién soan,
Téng cuc Tiéu chuin Do lwong Chét lvong @& nghi,
B& Khoa hoc va Cong nghé céng b
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L&i gidi thidu

Tiéu chudn ndy dugc xdy dyng nham thuc day sw
tin c@y trong hoat déng ctia cac phang thi nghiém.
Tiéu chudn nay bao gdm cac yéu cdu dbi ve&i
phong thi nghiém, gitip phong thi nghiém chi¢ng to
minh hoat dgng c6 nang luc va cb kha néng cung
cap cac két qua c6 gia tri st dyng. Néi chung, cac
phong thi nghiém tuan theo tiéu chuan nay ciing
s& van hanh theo cac nguyén tic cia TCVN 1SO
9001.

Tiéu chuén nay yéu cdu phong thi nghiém hoach
dinh va thyc hién cac hanh dong nhdm giai quyét
rdi ro va co hdi. Viéc gidi quyét ca rdi ro va co hoi
tao co s& cho viéc nang cao hiéu lyc clia hé
théng quan ly, dat dugc cac két qua tdt hon va
ngan ngtra nhikng anh hwdng tiéu cyc. Phong thi
nghiém chiu trach nhiém ddi véi viéc quyét dinh
nhirng rdi ro va co hdi nao can dwoc gidi quyét.

Viéc str dung tiéu chudn nay sé tao thuan loi cho
s\ hgp tac gitka cac phong thi nghiém va cac co
quan khéc, hé trg trong viéc trao ddi thong tin va
kinh nghiém va trong viéc hai hoa céc tiéu chuan
va th tuc. Viéc chap nhan két qua gitra cac nwéc
cing sé& thuan Ii khi cac phong thi nghiém déu
tuan theo tiéu chuan nay.

Trong tiéu chudn nay, tl:

- “phai” chi mét yéu cau;

- “can/nén” chi mdt khuyén nghj;

— “dwoc phép” chi sw cho phép;

—  “c6 thé” chi mot kha nang hoac ning lyc.

V6i myc dich nghién ciru, khuyén khich ngudi
dung chia s& quan diém clia minh v tiéu chuan
nay va cac ndi dung wu tién thay ddi trong nhitng
phién ban tiép theo. B4m vao lign két sau 38 tham
gia khao sat trirc tuyén: 17025 ed3 usersurvey

Introduction

This document has been developed with the
objective of promoting confidence in the operation
This

requirements for laboratories to enable them to

of laboratories. document  contains
demonstrate they operate competently, and are
able to generate valid results. Laboratories that
conform to this document will also operate
generally in accordance with the principles of ISO
9001.
This document requires the laboratory to plan and
actions to address
Addressing  both

opportunities establishes a basis for increasing the

implement risks and

opportunities. risks and

effectiveness of the management system;

achieving improved results and preventing
negative effects. The laboratory is responsible for
deciding which risks and opportunities need fo be
addressed.

The use of this document will facilitate cooperation
between laboratories and other bodies, and assist
in the exchange of information and experience,
and in the harmonization of standards and
procedures. The acceptance of results between
countries is facilitated if laboratories conform to

this document.

In this document, the following verbal forms are
used:

- ‘“shall” indicates a requirement;

- “should” indicates a recommendation;

“may" indicates a permission,
“can” indicates a possibility or a capability.

For the purposes of research, users are
encouraged to share their views ‘on this document
and their priorities for changes to future editions.
Click on the link below to take part in the online

survey: 17025 ed3 usersurvey
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Yéu cau chung vé ning lwc cla

phong thir nghiém va hiéu chuan

General requirements for the competence

of testing and calibration laboratories

1 Phamvi ap dung

Tiéu chudn nay quy dinh c4c yéu cdu chung vé
nang Iy, tinh khach quan va tinh nhat quéan trong
hoat dgng clia cac phong thi nghiém (xem 3.6).

Tiéu chuan nay ap dung cho tat ca cac té chie
thre hién hoat ddng thi nghiém, khong phan biét
vé sb lvgng nhan vién.

Khach hang cia phong thi nghiém, co quan quan
ly, céc td chirc va cac chwong trinh sir dung danh
gia ddng dang, cac t6 chirc cong nhén va céc to
chirc khéc st dyng tiéu chuan nay trong viéc xac
nhan hoac thira nhan nang lyc cla cac phong thi
nghiém.

2 Tailiéu vién dan

Cac tai liéu vien dan dudi day rat can thiét cho
viéc ap dung tiéu chudn nay. D&i voi cac tai ligu
ghi ndm cong b thi ap dung ban dwgc néu. D

véi cAc tai liéu khong ghi nam cong bé thi ap dung
ban méi nhét (bao gdm ca cac stra ddi).

TCVN 6165, Tir vieng quéc té vé do luong hoc -
Céc khai niém, thuét ngl chung va co ban (VIM)?

"} T4i lidu ndy cling dugc biét dén gidng nhu JCBM 200

1 Scope

This document specifies the general requirements
for the competence, impartiality and consistent
operation of laboratories (see 3.6).

This document is applicable to all organizations
performing laboratory activities, regardless of the
number of personnel.

Laboratory customers,
organizations

regulatory authorities,

and schemes using peer-
assessment, accreditation bodies, and others use
this document in confirming or recognizing the

competence of laboratories.

2 Normative references

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

ISO/IEC Guide 99 International vocabulary of
metrology — basic and general concepts and
associated terms (VIM)
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3 Thuét ngi¥ va dinh nghia

Tiéu chudn ndy ap dung céc thuat ng® va dinh
nghia trong TCVN 6165, TCVN ISO/IEC 17000 va
cac thuat nglr va dinh nghta duwdi day.

ISO va IEC ciing duy tri co s& di liéu vé thuat

nglr s& dung trong tiéu chudn héa & dia chi sau:

- Nén trinh duyét trwc tuyén cla ISO:
http://iwww.iso.org/obp

- Béch khoa dién tv cla IEC:
hitp://www.electropedia.org

Khi cé nhiéu dinh nghia cho cling mét thuat ng,
thi wu tién s dung dinh nghia trong TCVN
ISO/IEC 17000 va TCVN 6165.

3.1 Tinh khach quan
St thé hién cla tinh vo tw.

CHU THICH 1: V& tw c6 nghia la khong c6 xung dot vé
Igi ich hodic xung a6t lgi ch dwoe gidi quyét sao cho
khéng anh hwéng bét loi dén cac hoat dong sau d6 clia
phéng thi nghiém (3.6).

CHU THICH 2: Céc thuat ngir khac co thé dung dé
truyén ai déc treng clia tinh khach quan la: “khdng c6
xung dot lgi ich”, “khéng thién léch®, “khdng thanh
kién", “trung I14p", “cong bang”, “cdi md”, “khong thién
vi", “tach bach”, “can béng".

[Nguén: TCVN ISO/NIEC 17021-1:2015, 3.2 dugc
stra dbi — T "td chirc chirng nhan" dwgc thay
béng “phdng thi nghiém” trong Cha thich 1 va tir
“ddc 1ap” trong Chu thich 2 dwee bo]

3.2 Khiéu nai

Viéc thé hién sy khéng hai long cla ca nhén hodc
t6 chirc bét ky di voi phong thi nghiém (3.8), lién
quan dén hoat dgng hodc két qua ciia phong thi
nghiém d6, véi mong mudn dwoc dap lai.

3 Terms and definitions

For the purposes of this document, the following
terms and definitions given in ISO/IEC Guide 99
and ISO/IEC 17000 and the following apply.

ISO and IEC maintain terminological databases
for use in standardization at the following

addresses:

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

IEC
http://www.electropedia.org

Electropedia: available at

Where there is more than one definition for the
same term, the definitions in 1ISO/IEC 17000 and
ISO/IEC Guide 99 take precedence. '

3.1 impartiality
presence of objectivity

Note 1 to entry: Objectivity means that conflicts of
interest do not exist, or are resolved so as not to

adversely influence subsequent activities of the

laboratory (3.6).

Note 2 to entry: Other terms that are useful in
conveying the element of impartiality include “freedom
from conflict of interests”, “freedom from bias”, “lack of
prejudice”, “neutrality”, “fairness”, “open-mindedness”,
“even-handedness”, “detachment”, “balance”.

[SOURCE: ISO/IEC 17021-1:2015, 3.2
modified — The words “cerification body” have
been replaced by “laboratory” in Note 1 to entry,
and the word “independence” has been deleted
from the list in Note 2 to entry]

3.2 complaint

expression of dissatisfaction by any person or
organization to a /aborafory (3.6), relating to the
activities or results of that laboratory, where a
response is expecfed



[Ngudn: TCVN ISO/EC 17000:2007, 6.5 dugc
stra @81 — T "khong phdi 13 yéu ciu xem xét lai”
dwoc bd va tir “td chive danh gia sy phil hgp hodc
td chirc cong nhan, lién quan dén hoat dong clia
t chirc d6" dwoc thay bing “phong thi nghiém,
lién quan dén hoat dgng hoac két qua clia phong
thi nghiém 6]

3.3 So sénh lién phong

Viéc td chiee, thwe hign va danh gid cac phép do
hoac phép thir trén ciing déi twong ho3c trén doi
twong tuong ty nhau bdi hai hay nhiéu phong thi
nghiém theo nhieng diéu kién dinh truedc.

[NGUON: TCVN ISONEC 17043:2011, 3.4]
3.4 So sanh ndi bd phong thi nghiém

Vige t6 chire, thuwe hign va danh gia cac phép do
hodic phép thir trén cling mau thlr hoac trén méu
tht twong tw nhau trong ciing mét phong thi
nghiém (3.6) theo nhitng diéu kién xac dinh trirére.

3.5 Thir nghiém thanh thao

Danh gia viéc thwc hién cla cac bén tham gia
theo tiéu chi da dwoc thiét lap thong qua so sénh
lién phong (3.3).

[NGUON: TCVN ISO/IEC 17043:2011, 3,7 dugc
slra dbi — Bo chu thich]

3.6 Phong thi nghiém

T4 chire thire hién mat hay nhiéu hoat @ong sau:

- thir nghiém
- hiéu chuan

- lay mau, lién quan dén viéc thir nghiém hoic
hiéu chuan sau 46

CHU THICH 1: Trong bdi canh cda tiéu chuén nay, ti
"hoat dong thi nghiém" & cap dén ba hoat dong néu

TCVN ISO/NEC 17025:2017
[SOURCE: ISO/IEC 17000:2004, 6.5, modified —

The words “other than appeal” have been deleted,
and the words “a conformity assessment body or
accreditation body, relating to the activities of that
body” have been replaced by “a laboratory,
relating to the activites or results of that
laboratory”.]

3.3 interlaboratory comparison

organization, performance and evaluation of
measurements or tests on the same or similar
items by two or more laboratories in accordance

with predetermined conditions
[SOURCE: ISO/IEC 17043:2010, 3.4]
3.4 intralaboratory comparison

organization, performance and evaluation of
measurements or tests on the same or similar
items, within the same /laborafory (3.6), in
accordance with predetermined conditions

3.5 proficiency testing

evaluation of participant performance against pre-
established criteria by means of interlaboratory
comparisons (3.3)

[SOURCE: ISO/IEC 17043:2010, 3.7, modified —
Notes fo entry have been deleted)

3.6 laboratory

body that performs one or more of the following
activities:

- testing

— calibration

- sampling, associated with subsequent testing

or calibration

Note 1 to entry: in the context of this document,

“laboratory activities” refer to the three above-
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trén.

3.7 Quy tac ra quyét dinh

Quy tic néu cach thirc d khéng dam bdo do
duwoc tinh dén khi két ludn sy phu hop véi mot
yéu cau xac dinh.

3.8 Kiém tra xac nhan

Viéc cung cip bing chitng khach quan rang ddi
twong da cho dép (ng céc yéu cau quy dinh,

Vi DY 1: Xé&c nhan rang méu chudn da cho theo yéu
cdu 12 dbng nhét a6i véi gia tri dai Irong va thi tyc do
lién quan, khi giam phan chia do iwéng t&i khbi lwgng
10 mg.

Vi DY 2: Xac nhan ring cac tinh ning ho3c yéu ciu
phap dinh clia mét hé thdng do 1a dat duwgc,

VI DY 3: Xac nhan réng d3 khang dam bao do muc tiéu
la c6 thé phis hep.

CHU THICH 1: Khi c6 thé &p dung, 6 khong dam béo
do cin duwgc dwa vao dé xem xeét.

CHU THICH 2: Péi twgng co thé 1a, vi dy nhe qua
trinh, thi tyc do, vét lidu, hep chét ho3c hé théng do.

CHU THICH 3: C4c yéu cdu quy dinh c6 thé 13, vi dy,
cac yéu céu ky thust clia nha san xuét dwgc dap (eng.

CHU THICH 4: Kidm tra xac nhan/kiém dinh trong do
Iéng phap dinh, nhw dinh nghfa trong VIML va trong
danh gia sy phi hop néi chung, lién quan dén viéc
kidm tra va gén ddu va/hodc phat hanh gidy chirng
nhan kiém dinh cho hé théng do.

CHU THICH 5: Khong duwoc nhdm lan kiém tra xac
nhan v&i hiéu chuén. Khdng c6 bat cir viéc kiém tra xac
nhan nao 1a xdc nhén gia trj s dung (3.9).

CHU THICH 6: Trong hoa hoc, kiém tra xac nhan sy
ddng nhét cia thye thd lién quan, hodc cla hoat tinh
cdn ¢6 sy mé ta vé clu tric hodc cac tinh chit cla
thyre thé hodc hoat tinh d6.

10

mentioned activities
3.7 decision rule

rule that describes how measurement uncertainty
is accounted for when stating conformity with a

specified requirement
3.8 verification

provision of objective evidence that a given item
fulfils specified requirements

EXAMPLE 1 Confirmation that a given reference
material as claimed is homogeneous for the quantity
value and measurement procedure concerned, down to
a measurement portion having a mass of 10 mg.

EXAMPLE 2 Confirmation that performance properties
or legal requirements of a measuring system are
achieved.

EXAMPLE 3 Confirmation that a target measurement

uncertainty can be met.

Note 1 to entry: When applicable, measurement
uncertainty should be taken into consideration.

Note 2 to entry: The item may be, for example, a
process, measurement procedure, material, compound,
or measuring system.

Note 3 to entry: The specified requirements may be, for

example, that a manufacturer's specifications are met.

Note 4 to entry: Verification in legal metrology, as
defined in VIML, and in conformity assessment in
general, pertains to the examination and marking
andfor issuing of a verification certificate for a

measuring system.

Note 5 to entry: Verification should not be confused
with calibration. Not every verification is a validation
(3.9).

Note 6 to entry: In chemistry, verification of the identity
of the entity involved, or of activity, requires a
description of the structure or properties of that entity or
activity.



[NGUON TCVN 6165:2009, 2.44, dwoc sira ddi
thuat ng® “kiém dinh" dwoc thay bang “kiém tra
xac nhan”]

3.9 Xac nhén gia tri st dung

Kiém tra xac nhén (3.8), trong d cac yéu cau quy
dinh la thoa dang cho viéc sr dung da dinh.

Vi DY: MGt thii tyc do, thudng dwoc s dung cho phép
do ndng dd khéi lwgng nite trong nwéc, clng cb thé
dugc xac nhan gia tri stv dung cho phép do trong huyét
thanh ngudi.

4  Yéu céu chung

4.1  Tinh khach quan

4.1.1 Hoat dgng thi nghiém phai dwgc thic hién
mét cach khach quan va phai dugc td chirc va
quan ly sao cho dam bao tinh khach quan.

4.1.2 Lanh dao phong thi nghiém phai cam két vé
tinh khach quan.

4.1.3 Phong thi nghiém phai chju trach nhigém déi
v@i tinh khach quan trong cac hoat déng clia minh
va khdng dugc cho phép cac ap lgc thurong mai,
tai chinh hodc cac dp lwc khac lam anh hwéng
@én tinh khach quan.

4.1.4 Phong thi nghiém phai nhan dién cac rdi ro
ddi v&i tinh khach quan cta minh mét cach lién
tyc. Bidu ndy phai bao gom céc rii ro ndy sinh tir
cac hoat dong hodc tlr cac méi quan hé cla
phong thi nghiém hay cac médi quan hé clia nhan
sy clia phong thi nghiém. Tuy nhién, cic méi
quan hé nay khong nhét thiét thé hién phong thi
nghiém ¢ rli ro @i véi tinh khach quan.

CHU THICH: Méi quan hé de doa tinh khaich quan clia
phong thi nghiém co thé do quydn s& hiru, sy didu
hanh, quan ly, nhdn sy, chia sé ngudn lwc, tai chinh,
hgp dbng, marketing (gdm ca xay dung nhan hidu) va
chi trd hoa hdng hay chi tra khac cho viéc giéi thiéu

TCVN ISO/IEC 17025:2017
[SOURCE: ISO/IEC Guide 99:2007, 2.44]

3.9 validation

verification (3.8), where the specified requirements

are adequate for an intended use

EXAMPLE A measurement procedure, ordinarily used
for the measurement of mass conceniration of nitrogen
in water, may be validated also for measurement of
mass concentration of nitrogen in human serum.

4 General requirements
4.1 Impartiality

4.1.1 Laboratory activities shall be undertaken
impartially and structured and managed so as to
safeguard impartiality.

41.2 The I[aboratory management shall be

committed to impartiality.

4.1.3 The laboratory shall be responsible for the
impartiality of ils laboratory activities and shall not
allow commercial, financial or other pressures to
compromise impartiality.

4.1.4 The laboratory shall identify risks to its
impartiality on an on-going basis. This shall
include those risks that arise from its activities, or
from its relationships, or from the relationships of
its personnel. However, such relationships do not
necessarily present a laboratory with a risk to
impartiality.

NOTE A relationship that threatens the impartiality of
the laboratory can be based on ownership, governance,
management, personnel, shared resources, finances,
contracts, marketing (including branding}, and payment
of a sales commission or other inducement for the

1
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khach hang méi,...

4.1.5 Khi mét rti ro déi véi tinh khach quan duoc
nhan dién, phong thi nghiém phai c6 kha nang
chirng té céach thirc loai bo hodc giam thiéu rdi ro
do.

42 Baomiat

4.2.1 Bang cac cam két c6 gia tri phép ly, phong
thi nghiém phai chiu trach nhiém déi véi viéc quan
ly tat c& céc thdng tin dugc thu dugc hodc tao ra
trong qué frinh thwc hién cac hoat ddng thi
nghiém. Phong thi nghiém phai thong bao trrdc
cho khach hang, vé cac théng tin di dinh cdng
khai. Ngoai trir thong tin ma khach hang cong khai
hoac khi d& dwgc phong thi nghiém va khach
hang théng nhét (vi du v&i muc dich dap (ng
khiéu nai), tit ca cac théng tin khac déu dugc coi
1a tai san théng tin cla khach hang va phai dugc
coi fa bi mat,

4.2.2 Khi phong thi nghiém theo yéu cau cla luét
phéap hodc duoc uy quyén theo thda thuan hop
déng dé cung cap thong tin bi mat, thi khach hang
hoac ca nhan cé lién quan phai dugc thong bdo
vé thong tin dwoc cung cép, trir treong hop ludt
phap ngan cém.

4.2.3 Théng tin vé khach hang thu dwoc tir cac
ngudn khéng phai la khach hang (vi du:
bén khiéu nai, co' quan quan ly) phai dwoc git bi
mét gitka khach hang va phéng thi nghiém. Nguén
cung cip thong tin nay phai dwoc phong thi
nghiém git® bi mat va khéng dwgc chia sé voi
khéach hang, triv khi dwge ngudi cung cap théng
tin déng y.

4.2.4 Nhan sy, bao gdm moi thanh vién clia cac
ban, cac nha thau, nhan s clia cac td chivc bén
ngoai hodc cac ca nhan hoat ddng v&i danh nghia
ctia phong thi nghiém phai gitr bi mat tat ca cac
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referral of new customers, etc.

4.1.5 If a risk to impartiality is identified, the
laboratory shall be able to demonstrate how it

eliminates or minimizes such risk.,

4.2 Confidentiality

4.1.1 The be

through legally enforceable commitments, for the

laboratory shall responsible,
management of all information obtained or created
during the performance of laboratory activities.
The laboratory shall inform the customer in
advance, of the information it intends to place in
the public domain. Except for information that the
customer makes publicly available, or when
agreed between the laboratory and the customer’
(e.g. for the purpose of responding to complaints),
all other information is considered proprietary
information and shall be regarded as confidential.

4.2.2 When the laboratory is required by law or
authorized by contractual arrangements to release
confidential information, the customer or individual
concerned shall, unless prohibited by law, be
notified of the information provided.

4.2.3 Information about the customer obtained
from sources other than the customer (e.g.
complainant, regulators) shall be confidential
between the customer and the laboratory. The
provider (source) of this information shall be
confidential to the laboratory and shall not be
shared with the customer, unless agreed by the
source.

4.2.4 Personnel, including any committee

members, contractors, personnel of external
bodies, or individuals acting on the laboratory's

behalf, shall keep confidential all information



thong tin thu dwoc hoac tao ra trong qua trinh
thire hién cac hoat dgng thi nghiém, trir khi dwoc
luat phap yéu cau.

5  Yéu ciu vé co ciu

5.1 Phong thi nghiém phai la mét phap nhén, hodc
méot bd phén xac dinh cla phap nhén, chiu trach
nhiém phdp Iy d6i véi cac hoat dong thi nghiém
cla minh.

CHU THICH: Trong tiéu chuan nay, phong thi nghiém
clia nha nwéc duge coi 1a mdt phap nhéan trén co s& vi
tri clia phong thi nghiém trong hé théng td chire chinh
quyén.

5.2 Phong thi nghiém phai x&c dinh ngwdi lanh
dao/nguedi quan ly chiu hoan toan trach nhiém daéi
vé@i phong thi nghiém.

5.3 Phong thi nghiém phai xac dinh va Iap thanh
van ban pham vi cac hoat dong thi nghiém dap
{ng tiéu chudn nay. Phong thi nghiém chi dugc
cong bé sy phit hop voi tiéu chudn nay dbi voi
pham vi hoat déng thi nghiém nay va pham vi hoat
dong khdng bao gbm cac hoat dong thi nghiém do
bén ngoai cung cAp mot cach thudng xuyén.

5.4 Cac hoat ddng thi nghiém phai dwoc the hign
sao cho dap (rng céc yéu cau cla tiéu chudn nay,
cla khach hang clia phong thi nghiém, clia co
quan quan Iy va clia cac td chirc thyc hién viéc
thira nhén. Diéu nay phai bao gdm cac hoat dong
thi nghiém dugc thic hién tai tit ca cac co s&
thurong xuyén cia phong thi nghiém, céc dia diém
ndm ngodi co s& thuwdng xuyén, cac co sd tam
thoi hoac di dong co lien quan hoac tai co s& cla
khach hang.

5.5 Phong thi nghiém phai;

a) xac dinh co ciu td chire va quan Iy cla phong
thi nghiém, vi tri cGia né trong t& chirc me va
cac mbi quan hé gitra cac hoat ddng quan ly,

TCVN ISO/IEC 17025:2017
obtained or created during the performance of
laboratory activities, except as required by law.

5 Structural requirements

5.1 The laboratory shall be a legal entity, or a
defined part of a legal entity, that is legally
responsible for its laboratory activities.

NOTE For the purpose of this document, a
governmental laboratory is deemed to be a legal entity
on the basis of its governmental status.

5.2 The laboratory shall identify management that
has overall responsibility for the laboratory.

5.3 The laboratory shall define and document the
range of laboratory activities for which it conforms
with this document. The laboratory shall only claim
conformity with this document for this range of
laboratory activities, which excludes externally
provided laboratory activities on an ongoing basis.

5.4 Laboratory activities shall be carried out in
such a way as to meet the requirements of this
document, the laboratory’s customers, regulatory
authorites  and  organizations  providing
recognition. This shall include aboratory activities
performed in all its permanent facilities, at sites
away from its permanent facilities, in associated
temporary or mobile facilities or at a customer's

facility.

5.5 The laboratory shall:

a) define the organization and management
structure of the laboratory, its place in any
parent organization, and the relationships

13
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ky thuét va dich vy hd tro;

b) quy dinh trdch nhiém, quyén han va méi quan
hé twong tac cla tat ca nhan s quan ly, thuc
hién hay kiém tra xac nhan cdng viéc c6 &nh
huwdng dén két qua hoat dong thi nghiém;

¢) lap thanh van ban céac thi tuc ctia phong thi
nghiém & mic do can thiét & dadm bdo ap
dung nhé&t quan tat cid cac hoat dong thi
nghiém va gid tri st» dung clia két qua.

5.6 Phong thi nghiém phai c6 nhan sy, khong ké
céc trach nhiém khac, ¢6 quyén han va ngudn lyc
can thiét @& thic hién nhiém vy clia minh, bao
gbm:

a) thyc hién, duy tri va cai tién hé thdng quan ly;

b) nhé&n biét nhirng sai léch so véi hé théng quan
ly hodc céc thil tuc dé thyec hién cac hoat dong
thi nghiém;

c) kh&i xwong cac hanh ddng dé& ngdn nglra
hodc gidm thiéu nhirng sai Iéch nay;

d) bao céo cho lanh dao phéng thi nghiém vé két

qua thyrc hién hé théng quan Iy va moi nhu

cdu cai tién;

e) dam bdo hiéu lyc cla cac hoat dong thi
nghiém.

5.7 Quan ly phong thi nghiém phai dam bao:
a) viéc trao @bi théng tin duoc thuwc hién lién
quan dén tinh hidu lgc clia hé théng quan Iy

va tdm quan trong clia viéc dap (rng cac yéu
céu clia khach hang va cac yéu cau khac;

b) duy tri tinh toan ven cta hé théng quan Iy khi
nhing thay ddi déi véi hé théng quan ly dwgc
hoach dinh va thuc hién.
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.c) document

between management, technical operations
and support services;

specify the authority and
interrelationship of all personnel who manage,

responsibility,

perform or verify work affecting the resuits of
laboratory activities;

the extent
necessary to assure the consistent application

its procedures to
of its laboratory activities and the validity of the
results.

5.6 The laboratory shall have personnel who,
irrespective of other responsibilities, have the
authority and resources needed to carry out their
duties, including:

a) implementation, maintenance and
improvement of the management system;
b) identification of deviations from the

management system or from the procedures
for performing laboratory activities;

¢) initiation of actions to prevent or minimize
such deviations;

d) reporting to laboratory management on the
performance of the management system and
any need for improvement;

e) ensuring the effectiveness of laboratory
activities.
5.7 Laboratory management shall ensure that:

a) communication takes place regarding the
effectiveness of the management system and
the importance of meeting customers' and
other requirements

b) the integrity of the management system is
maintained when changes to the management
system are planned and implemented.



6 Yéu cau vé ngudn lwc
6.1 Yéu cau chung

Phéng thi nghiém phai ¢6 s8n nhan lyc, co s& vét
chét, trang thiét bi, cac hé théng va dich vu hé trg
can thiét d& quan ly va thuc hién cac hoat déng thi
nghiém clia minh.

6.2 Nhan sw

6.2.1 T4t ca nhan s clia phong thi nghiém, ¢ noi
bd hodc bén ngoai, ¢o thé anh hudng dén hoat
dong thi nghiém déu phai c6 nang lrc, hanh ddng
mét cach khach quan va thiee hién cong viéc ding
theo hé théng quan 1y clia phong thi nghigm.

6.2.2 Phong thi nghiém phai lap thanh van ban
cac yéu cau vé ning luc dbi véi tieng Vi tri chire
nang c6 anh hwdng dén két qua hoat dong thi
nghiém, bao gbm céac yéu cau vé giao duc, trinh
@6 chuy&n mon, dao tao, kién thirc ky thudt, ky
nang va kinh nghiém.

6.2.3 Phang thi nghiém phai dam bao réng nhén
sy cd nang lyc thwe hién cac hoat dgng thi
nghiém ma ho chju trach nhiém va danh gia mirc
-d9 nghiém trong cGa nhi¥ng sai léch.

6.2.4 Lanh dao phong thi nghiém phai trao doi
thdng tin v&i nhan sw vé& nhiém vy, trach nhiém va
quyén han cla ho.

6.2.5 Phong thi nghiém phai co (cac) thl tuc va
lwu hd so vé viéc:

a) xac dinh c4c yéu ciu vé nang lyc;
b) lwra chon nhén suy;

¢) dao tao nhén sy,

d) giam séat nhan sy,

e) trao quyén cho nhén sy

f) theo ddi ndng e nhéan sy.
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6 Resource requirements
6.1 General

The laboratory shall have available the personnel,

facilities, equipment, systems and support
services necessary to manage and perform its

laboratory activities.
6.2 Personnel

6.1.1 All personnel of the laboratory, either
internal or external, that could influence the
laboratory activities shall act impartially, be
competent and work in accordance with the
laboratory's management system.

6.1.2 The
competence

shall the
requirements for each function

jaberatory document

influencing the results of laboratory activities,
including requirements for education, qualification,

training, technical knowledge, skills and
experience.
6.1.3 The laboratory shall ensure that the

personnel have the competence to perform
laboratory activities for which they are responsible
and to evaluate the significance of deviations.

6.1.4 The management of the faboratory shall

communicate to personnel their duties,

responsibiiities and authorities.

6.1.5 The laboratory shall have procedure(s) and

retain records for:

a) determining the competence requirements;
b) selection of personnel;

¢) training of personnel;

d) supervision of personne;

e) authorization of personnel;

f) monitoring of competence of personnel.

15
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6.2.6 Phong thi nghiém phai trao quyén cho nhan
sy thire hién cac hoat dong thi nghiém cu thé, bao
gbm, nhung khdng gi¢i han &:

a) xay dung, stra ddi, kim tra x4c nhan va xac
nhan gi4 tri st dung clia phwrong phap;

b) phan tich két qua, k& ca cac tuyén bd vé& sy
phl hop hodic cac ¥ kién va dién gidi;

c) bao cao, xem xét va phé duyét két qua.
6.3 Co s& vat chat va diéu kién méi treong

6.3.1 Co s& vat chét va diéu kién mai tredng phai
thich hgp voi hoat ddng thi nghiém va khong géy
anh hwdng bét lgi aén gié tri st dung clia két qua.
CHU THICH: Cac anh hudng bét lgi dén gia tri s
dung clia két qua co thd bao gdm, nhung khéng giéi
han &, 1ay nhiém vi sinh, bui, nhiu dién tir, birc xa, 40
am, ngudn cép dién, nhiét d9, &m thanh va rung dong.

6.3.2 Cac yéu cau vé co so vat chat va didu kién
mdi trrdng cén thiét cho viéc thire hién hoat dong
thi nghiém phai dwgc I&p thanh van ban.

6.3.3 Phong thi nghiém phai theo ddi, kiem soat
va ghi nhéan céc diéu kién mai tredng theo cac quy
dinh ky thuat, phwong phap hodc thi tuc ¢é fién
quan hodc khi ching anh hudng dén gia tri st
dung clia két qua.

6.3.4 Cac bién phap kiém soat co s& vat chét phai
dugc thie hién, theo doi, dinh ky xem xét va phai
bao gém, nhwng khéng giéi han &:

a) viéc tiép can va st dung cac khu vuc anh
hwéng dén hoat dong thi nghiém;

b) viéc ngan nglra nhiém ban, sy can thiép hoac
nhirng dnh hwdng bét lgi dén hoat dong thi
nghiém;
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6.1.6 The laboratory shall authorize personnel to
perform specific laboratory activities, including but
not limited to, the following:

a) development, modification, verification and
validation of methods;

b) analysis of results, including statements of
conformity or opinions and interpretations;

¢) report, review and authorization of results.
6.3 Facilities and environmental conditions

6.3.1 The facilities and environmental conditions
shall be suitable for the laboratory activities and
shall not adversely affect the validity of results.

NOTE Influences that can adversely affect the validity
of results can include, but are not limited to, microbial
contamination, dust, electromagnetic disturbances,
radiation, humidity, electrical supply, temperature,

sound and vibration.

6.3.2 The

environmental

requirements for facilites and
conditions necessary for the
performance of the laboratory activities shall be

documented.

6.3.3 The laboratory shall monitor, control and
record environmental conditions in accordance
with

procedures or where they influence the validity of

relevant  specifications, methods or

the results.

6.3.4 Measures to control facilities shall be
implemented, monitored and periodically reviewed
and shall include, but not be limited to:

a) access to and use of areas affecting laboratory
activities;

b) prevention of contamination, interference or
adverse influences on laboratory activities;



c) viéc tach biét co higu e cac khu vyc co hoat
ddng thi nghiém khang twong thich.

6.3.5 Khi phong thi nghiém thue hién cac hoat
dong thi nghiém tai cac dia didm hodc co' s& nam
ngoai sw kiém soéat thwong xuyén clia minh,
phong thi nghiém phai ddm bao rang cac yéu cu
lién quan dén co s& vat chét va didu kién moi
trrong theo tiéu chuan nay déu dwoc dap ¢ng.

6.4 Thiét bi

6.4.1 Phong thi nghiém phai tiép can dwoc thiét bj
bao gém, nhung khéng gioi han &, cac phurong
tién do, phan mém, chuan do lwedng, mau chudn,
di liéu quy chiéu, thubc ther, vat tu tiéu hao hoac
thiét bi phy tre can thiét cho viéc thiee hién chinh
xac hoat ddng thi nghiém va nhi¥ng gi co thé anh
hudng dén két qua.

CHU THICH 1: Hién co6 nhiéu tén goi ddi véi mau
chudn va miu chudn dwgc ching nhén, bao gém
chuén chinh, chuan hiéu chudn, miu chuén ddi chirng
va vét lidu kiém soat chét lvgng. TCVN ISO 17034 bao
gdm théng tin bd sung v& nha san xuét mdu chuln
(RMP). Cac RMP dap (rng yéu cdu clia TCVN 1SO
17034 duwoc coi la ¢6 ning lyc. Mau chuén cla céc
RMP dép (rng cac yéu ciu ctia TCVN 1SO 17034 dugc
cung cép kém theo t& théng tin/gidy ching nhan sin
ph&m, quy dinh nhixng d3c trng, trong s6 nhiéu d3c
trung khéc, vé tinh dong nhét va do dn dinh clia cac
tinh chét xac dinh va véi mau chuén dugc ching nhan
la cac tinh chét xac dinh v&i cac gia tri duge ching
nhan, do khong dam bao do kém theo va lién két chuén
do lwéng clia cac gia tri do.

CHU THICH 2: TCVN 8056 duwa ra huong dan vé viéc
la chon va str dung mau chuén, 1ISO Guide 80 dua ra
hwong din san xuét vat ligu dung dé kiém soét chat
lvong ndi bd.

6.4.2 Néu phong thi nghiém st dyng thiét bi ndm
ngoai kiém soét thwdng xuyén clia minh, thi
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c) effective separation between areas with
incompatible laboratory activities.

6.3.5 When the laboratory performs laboratory
activities at sites or facilities outside its permanent
control, it shall ensure that the requirements
related to facilities and environmental conditions of
this document are met.

6.4 Equipment

6.4.1 The laboratory shall have access to
equipment (including, but not limited to, measuring
instruments, software, measurement standards,
reference materials, reference data, reagents,
consumables or auxiliary apparatus) that is
required for the correct performance of laboratory
activities and that can influence the result.

NOTE 1 A multitude of names exist for reference
materials and certified reference materials, including
reference standards, calibration standards, standard
reference materials and quality control materials. 1SO
17034 contains additional information on reference
material producers (RMPs). RMPs that meet the
requirements of ISO 17034 are considered to be
competent. Reference materials from RMPs meeting
the requirements of ISO 17034 are provied with a
product information sheet/certificate that specifies,
amongst other characteristics, homogeneity and
stability for specified properties and, for certified
reference materials, specified properties with certified
values, their associated measurement uncertainty and

mefrological traceability.

NOTE 2 1SO Guide 33 provides guidance on the
selection and use of reference materials. 1SO Guide 80
provides guidance to produce in house quality control
materials.

6.4.2 When the laboratory uses equipment outside
its permanent control, it shall ensure that the
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phong thi nghiém phai dam bao ring céc yéu céu
déi voi thiét bi theo tiéu chudn nay dugc dap &ng.
6.4.3 Phong thi nghiém phai ¢6 thit tuc dbi voi viéc
xép do, van chuyén, bao quan, si dung va bao tri
theo ké hoach cac thiét bi d& dam bao hoat dong
t6t va dé ngan nglra viéc nhiém ban hay hw héng.

6.4.4 Phong thi nghiém phai kiém tra x4c nhan
ring thiét bi phil hop véi cac yéu cau xac dinh
trwde khi duoc dua vao ste dung hodc trude khi
dwa tr¢ lai str dung.

6.4.5 Thiét bi do phai c6 kha nang dat dugc 60

chinh xac do Iwdng hodc dd khdng dadm bao do
can thiét dé cho ra két qua cé gia tri str dung.

6.4.6 Thiét bi do phai dwgc higu chuén khi:

- @9 chinh xac do hodc d§ khdng dam bao do
anh hwong dén gia tri s& dung cla két qua
duwoc bao cdo, hodc

- viéc hiéu chun thiét bj la can thiét dé thiét lap
lién két chuan do lwdng clia két qua dwoc bao
cao.

CHU THICH: Céc loai thiét bj ¢6 dnh hwdng dén gié trj

st dung ctia két qua dugc bao cao cb thé bao gdm:

- thiét bi dwoc st dung cho phép do tryc tiép dai
legng do, vi dy, st dyng can @ thec hién phép do
khéi lwong;

- thiét bj dwgc str dung dé& thyc hién viéc hiéu chinh
gia tri do dwoc, vi dy, cac phép do nhiét ag;

- thiét bj dugc st dung dé thu dugc két qua do dwec
tinh toén tir nhigu dai lveng.

6.4.7 Phong thi nghiém phai thiét Iap chuong trinh
hiéu chudn, chirong trinh nay phai dwoc xem xét,
diéu chinh khi cin @& duy tri sy tin cay v& tinh
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requirements for equipment of this document are
met.

6.4.3 The laboratory shall have a procedure for
handling, transport, storage, use and planned
maintenance of equipment in order to ensure
proper functioning and in order to prevent
contamination or deterioration.

6.4.4 The laboratory shall verify that equipment
conforms to specified requirements before being

placed or returned into service,

6.4.5 The equipment used for measurement shall
be capable of achieving the measurement
accuracy or measurement uncertainty required to
provide a valid result.

6.4.6 Measuring equipment shall be calibrated
when:

- the measurement accuracy or measurement
uncertainty affects the validity of the reported
results, or

- calibration of the equipment is required to
establish the metrological traceability of the
reported result.

NOTE Types of equipment having an effect on the
validity of the reported results can include:

- those used for the direct measurement of the
measurand, for example, use of a balance to
perform a mass measurement;

- those used to make corrections to the measured
value, for example, temperature measurements;

- those used to obtain a measurement result
calculated from multiple quantities.

6.4.7 The laboratory shall establish a calibration
programme, which shall be reviewed and adjusled
as necessary in order to maintain confidence in



trang hiéu chuan.

6.4.8 T4t ca cac thiét bi cAn higu chuén hodc c6
thoi han higu lgc xac dinh phai duwoc dan nhan,
ma hoé hodc c6 cach nhan biét khac cho phép
ngwdi slr dung thiét bj d& dang nhan biét dwoc
tinh trang hiéu chudn hay thdi han hiéu luc.

6.4.9 Thiét bi qua tai hoc st dung sai, dwa ra cac
két qua nghi ngd, hodc thiét bi dwoc phat hign bj
16 hodc vi pham céc yéu clu xac dinh, phai dugc
loai khéi viéc st dung. Nhing thiét bj dé phai
dwoc dé tach biét dé ngan chan viéc st dyng
hoéc phai dugc ghi nhan hay danh déu rd rang la
khéng st dyng dwgc cho dén khi nd duoc kiém
tra xac nhan I hoat dong binh thudmg. Phong thi
nghiém phai kiém tra anh huwdng cla thiéu sét
hodc sai léch so voi yéu cau da dinh va phai quan
ly theo thl tyc vé cang viéc khong phi hop (xem
7.10).

6.4.10 Khi cac kiém tra gitra ky la can thiét dé duy
tri sy tin cay vé két qua thyc hién cla thiét bi, thi
viéc kidm tra nay phai dugc thirc hién theo mdt
quy trinh.

6.4.11 Khi dir liéu hiéu chudn va di liéu vé& méu
chun bao gdm céc gia trj quy chiéu hay cac hé
s6 higu chinh, phong thi nghiém phai bdo dam céc
gia tri quy chiéu va hé sb hiéu chinh dwoc cap
nhat va dugc st dung mot cach thich hop, dé dap
{rng céc yéu cu xac dinh.

6.4.12 Phong thi nghiém phai thirc hién cac bién
phéap kha thi & ngan ngira viéc hiéu chinh thiét bj
v6 tinh lam mét gia tri st dung clia két qua.

6.4.13 Phai lvu gil» cac hd so thiét bj c6 thé anh

hwéng dén hoat dong thi nghiém. Khi thich hop,
hd so phai bao gdm:

a) viéc nhan biét thiét bj, bao gdm phan mém va
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the status of calibration.

6.4.8 All equipment requiring calibration or which
has a defined period of validity shall be labelled,
coded or otherwise identified to allow the user of
the equipment to readily identify the status of
calibration or period of validity.

6.4.9 Equipment that has been subjected to
overlcading or mishandiing, gives questionable
results, or has been shown to be defective or
outside specified requirements, shall be taken out
of service. It shall be isolated to prevent its use or
clearly labelled or marked as being out of service
until it has been verified to perform correctly. The
laboratory shall examine the effect of the defect or
deviation from specified requirements and shall
initiate the management of nonconforming work
procedure (see7.10).

6.4.10 When intermediate checks are necessary
to maintain confidence in the performance of the
equipment, these checks shall be carried out
according to a procedure.

6.4.11 When calibration and reference material
data include reference values or cormrection
factors, the laboratory shall ensure the reference
values and correction factors are updated and
implemented, as appropriate, to meet specified

requirements.

6.4.12 The
measures to prevent unintended adjustments of

laboratory shall take practicable

equipment from invalidating results.

6.4.13 Records shall be retained for equipment
which can influence laboratory activities. The
the following, where

records shall include

applicable:

a) the identity of equipment, including software
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phién ban phdn mém;

b) tén clia nha san xuét, nhan biét kiéu loai, sb
sé-ri hodc nhan dang duy nhét khac;

c) bing chirng clia viéc kiém tra xac nhan rang
thiét bi phi hop véi yéu cau xac dinh;

d) vi tri hién tai;

e) ngay hiéu chudn, cac két qua hiéu chudn, hiéu
chinh, tiéu chi chdp nhan va ngay hiéu chuan
ké tiép hogc chu ky hiéu chudn;

f) cac tai lidu vé mau chudn, cac két qua, tiéu chi
chép nhan, ngay thang cb lién quan va thoi
han hiéu lyc;

g) ké hoach bao tri va viéc bao tri da dugc thyc
hién, khi viéc nay lién quan dén két qua thyc
hién clia thiét bi;

h) chi tiét vé moi hw hong, truc tréc, sira @di hoac
stra chira thiét bj.

6.5 Lién két chuan do lwdng

6.5.1 Phong thi nghiém phai thiét lap va duy tri
lién két chuan do lwong cho cac két qua do clia
minh béng mdt chudi khéng @it doan cac phép
hiéu chudn dugc lap thanh van ban, mdi phép
hiéu chun dong gbép vao do khdng dam bao do,
lién két cac két qua do t&i mbe quy chiéu thich
hop.

CHU THICH 1: Trong TCVN 6165, lién két chudn do
ledng dwge dinh ngha 13 “tinh chét clia két qua do nhe
d6 két qua cé thé lién hé téi méc quy chiéu théng qua
mét chudi khéng dirt doan cac phép higu chudn duoc
lap thanh van ban, méi phép hiéu chuén dong gop vao
do khéng dam bdo do”

CHU THICH 2: Xem Phy luc A dé biét thém théng tin
vé lién két chuan do lwong.
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and firmware version;

b) the manufacturer's name, type identification,

and serial number or other unique
identification;
c) evidence of verification that equipment

conforms with specified requirements;
d) the current location;

e) calibration dates, results of calibrations,
adjustments, acceptance criteria, and the due
date of the next calibration or the calibration

interval;

f) documentation of reference materials, resuits,
acceptance criteria, relevant dates and the
period of validity;

g) the maintenance plan and maintenance
carried out to date, where relevant to the
performance of the equipment;

h) details of
modification to, or repair of, the equipment.

any damage, malfunction,

6.5 Metrological traceability

6.5.1 The laboratory shall establish and maintain
metrological traceability of its measurement results
by means of a documented unbroken chain of
calibrations, each contributing to the measurement
uncertainty, linking them to an appropriate
reference.

NOTE 1 In ISO/IEC Guide 99, metrological traceability
is defined as the “property of a measurement result
whereby the result can be related to a reference
through a documented unbroken chain of calibrations,
each contributing to the measurement uncertainty”.

NOTE 2 See Annex A for additional information on
mefrological traceability.



6.5.2 Phong thi nghiém phai dam béo rang cac két
qua do co thé lién két i Hé don vi qubc té (SI)
thdng qua:

a) viéc hiéu chudn duoc thirc hién béi phong thi
nghiém co néng luc; hodc

CHU THICH 1: Cac phong thi nghiém dap (»ng cac yéu

cau clia tiéu chudn nay nay droc coi la co nang lyc,

b) céac gia tri dwoce chirng nhan cla mau chuén
duoc chirng nhan do nha san xuét c¢6 ning
lre cung cép c6 lién két chuén do ludng téi Si
dwoc cong bé: hoic

CHU THICH 2: Nha san xu&t miu chudn dap (g cac
yéu cau clia TCVN ISO 17034 dugc coi fa c6 ning lyc.

c) viéc thé hién truc tiép cac don vi Sl dugc
dam bao bang cach so sanh, tryc tiép hoic
gian tiép, véi chudn quéc gia hodc quéc té;

CHU THICH 3: Chi tiét vé& viéc thé hién thye té cac dinh

nghia clia mét sé don vj quan trong dugc néu trong sé
tay clia SI.

6.5.3 Khi lién két chudn do lwdng dén cac don vi
S1 khdng thé thuc hién vé mét ki thuat, phong thi
nghiém phai chirng té lién két chudn do lwong toi
mdt mée quy chiéu thich hop nhw:

a) cac gia trj dwoe chirng nhan clia mau chuan
dugc chirng nhan do nha san xuét cd ning
lc cung cap; hoac

b) két qua cla cac thl tyc do quy chiéu, cac
phwong phap quy dinh hodc cac chuén déng
thuan dugc mo ta rd rang va duoc chip nhan
la cho ra cac két qua do phu hgp véi vigc s
dung da dinh va dwgc dam béo béng phép so
sanh thich hop.
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6.5.2 The
measurement

shall

traceable to

that
the

laboratory ensure
results are

International System of Units {S1) through:

a) calibration provided by a competent

faboratory; or

NOTE 1 Laboratories fulfilling the requirements of this
document are considered to be competent,

b) certified values of certified reference materials
provided by a competent producer with stated
metrological traceability to the Si; or

NOTE 2 Reference material producers fuffilling the
requirements of ISO 17034 are considered to be
competent.

c) direct realization of the S| units ensured by
comparison, directly or indirectly, with national
or international standards.

NOTE 3 Details of practical realization of the definitions
of some important units are given in the Sl brochure.

6.5.3 When metrological traceability to the Sl units
is not technically possible, the laboratory shall
traceability
appropriate reference such as:

demonstrate metrological to an

a) certified values of certified reference materials
provided by a competent praducer; or

b) results of reference measurement procedures,
specified methods or consensus standards
that are clearly described and accepted as
providing measurement results fit for their
intended use and ensured by suitable

comparison.
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6.6 San pham va dich vu do bén ngoai cung
cép

6.6.1 Phong thi nghiém phai ddm bdo rang chi
nhirng sa&n pham va dich vu thich hop do bén
ngoai cung cip cb anh hudng dén hoat dong thi
nghiém maoi dwoc sl dung, khi nhirng sdn pham
va dich vy nay:

a) nhdm muc dich két hgp vao céc hoat dong
ctia chinh phong thi nghiém;

b) dwgc phong thi nghiém cung cap tryc tiép
cho khach hang, mdt phan hodc toan b, nhu
nhan dwoc tir nha cung cip bén ngoai;

c) duwgc sir dyng dé hd trg hoat dang clia phong
thi nghiém.

CHU THICH: Cac san phdm c6 thé bao gbm, vi duy,
chudn do lwdng va cac thiét bj do, thiét bj phy trg, cac
vét tr tiéu hao va mau chudn. C4c dich vy ¢6 thé bao
gdm, vi dy, dich vy hiéu chuén, dich vy 18y méu, dich
vy thi nghiém, dich vy bdo tri thiét bi, co s& vét chét,
dich vy thir nghiém thanh thao, dich vy danh gia.

6.6.2 Phong thi nghiém phai ¢ thi tuc va lwu gitr

cac hd so vé viéc:

a) xac dinh, xem xét va phé duyét cac yéu cau
clia phong thi nghiém déi voi sdn phdm va
dich vu do bén ngoai cung ¢ép;

b) xac dinh cac tiéu chi cho viéc danh gia, lwva
chon, theo dai két qua thwe hién va danh gid
lai cac nha cung cap bén ngoai;

¢) dam béo rdng cac san phadm va dich vu do
bén ngoai cung cap phi hop voi cac yéu céu
da dugc thiét Iap clia phong thi nghiém, hodc
khi thich hgp véi cac yéu cau lién quan cta
tiéu chudn nay, truéc khi ching dwoc st
dung hodc cung cép tryc tiép cho khach
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6.6 Externally provided products and services

6.6.1 The laboratory shall ensure that only suitable
externally provided products and services that
affect laboratory activities are used, when such

products and services:

a) are intended for incorporation into the

laboratory's own activities;

b) are provided, in part or in full, directly to the
customer by the laboratory, as received from

the external provider;

c) are used to support the operation of the
laboratory.

NOTE Products
measurement standards and equipment, auxiliary
equipment,

can include, for example,

consumable materials and reference
materials. Services can include, for example, calibration
services, sampling services, testing services, facility
and equipment maintenance services, proficiency

testing services and assessment and auditing services.

6.6.2 The laboratory shall have a procedure and
retain records for:

the
externally

a) defining, reviewing and approving

laboratory's  requirements . for

provided products and services;

b) defining the criteria for evaluation, selection,
monitoring of performance and re-evaluation
of the external providers;

c) ensuring that externally provided products and
the
established requirements, or when applicable,

services conform to laboratory’s
to the relevant requirements of this document,
before they are used or directly provided to the

customer,;



hang;

d) thyc hién moi hanh déng' nay sinh tr viéc
danh gi4, theo doi két qua thwe hién va danh
gid lai nha cung cap bén ngoai.

6.6.3 Phong thi nghiém phai trao ddi théng tin véi
nha cung c4p bén ngoai v& cac yéu ciu clia minh
doi vori:

a) cac san pham va dich vu dwoc cung cap;

b) chuin myc chap nhan;

c) nang lwc, bao 96m trinh d6 chuyén mén cén
thiét ciia nhan sw;

d) cac hoat dong ma phong thi nghiém, hodc
khach hang cla phong thi nghiém, dy dinh
thyc hién tai co s& clia nha cung cap bén
ngoai.

7 Yéu cdu vé qua trinh

7.1 Xem xét yéu ciu, dé nghi thau va hop

dong

7.1.1 Phong thi nghiém phai co thi tuc a6i voi viec

xem xét cac yéu céu, dé nghj thau va hgp dong.

Thi tuc nay phai dam béo rang:

a) cac yéu cdu duwgc xac dinh, [@p thanh van
ban va hiéu mdt cach day d;

b) phong thi nghiém c6 kha nang va ngudn lgc
dé dap (mg c4c yéu ciu d¢;

¢) khi st dyng nha cung cdp bén ngoai, thi cac
yéu ciu & 6.6 phai dwgc ap dung va phdng
thi nghiém théng bao cho khach hang vé cac
hoat dong thi nghiém cy thé s& dwoc thiwe
hién b&i nha cung cép bén ngoai va dat dugc
su chép thuan clia khach hang;

CHU THICH 1: C4c hoat dong phang thi nghiém dwec
cung cép bdi bén ngoai c6 thé xay ra khi:

- phong thi nghiém cé ngudn lyc va ning lyc gé
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d) taking any actions arising from evaluations,
monitoring of performance and re-evaluations
of the external providers.

6.6.3 The laboratory shall communicate its
requirements to external providers, for:

a) the products and services to be provided;
b) the acceptance criteria;

c) competence, including any  required

qualification of personnel;

d) activities that the laboratory, or its customer,
intends to perform at the external provider's
premises.

7 Process requirements

7.1 Review of requests, tenders and contracts

7.1.1 The laboratory shall have a procedure for
the review of requests, tenders and contracts. The
procedure shall ensure that:

a) the requirements are adequately defined,
documented and understood;

b) the laboratory has the capability and resources
to meet the requirements;

the
requirements of clause 6.6 are applied and the

c) where external providers are used,

laboratory advises the customer of the specific
laboratory activities to be performed by the
external provider and gains the customer's
approval,

NOTE 1 It is recognized that externally provided
laboratory activities can occur when:

— the laboratory has the resources and competence
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thirc hién cac hoat dong, tuy nhién, vi cac ly do
khéng lwéng trede nén khong thé thyc hién dwoc
mét phan hoac toan bd viéc do;

- phéng thi nghiém khong c6 ngudn Iyc hodc nang
hec @& thuc hién cac hoat dgng.

d) cac phuong phap hoac tha tyc thich hop
duoc lwa chon va cb kha néng dap ing dwgc
c4c yéu cau clia khach hang.

CHU THICH 2: Béi véi khach hang ndi b hodc khach
hang thudng xuyén, viéc xem xét yéu cdu, d& nghj thdu
va hgp ddng cé thé dwoc thye hién theo cach don gian
hon.

7.1.2 Phong thi nghiém phai théng bao cho khach
hang khi phuong phap khach hang yéu ciu dugc
coi la khdng phi hop hoac da I5i thoi.

7.1.3 Khi khéach hang yéu cau cong bd vé sy phi
hop voi mét quy dinh ky thuat hay mét tiéu chudn
vé thlr nghiém hay hiéu chudn (vi du datkhdng
dat, ndm trong dung sai/ndm ngoai dung sai) thi
quy dinh k¥ thuat hay tiéu chudn dé va quy tac ra
quyét dinh phai dwoc xac dinh rd rang. Trir khi da
cd trong quy dinh ki thuat hodc tiéu chuan duoc
d& nghi, quy tic ra quyét dinh dugc chon phai
dugc thong bao va thong nhét voi khach hang.

CHU THICH: Hwéng dén thém vé tuyén bb v& sy phu
hop, xem ISO Guide 98-4.

7.1.4 Moi khac bigt gilra yéu cau hodc d& nghi
thdu va hop déng phai dwoc gidi quyét trvac khi
bét d4u cac hoat dong thi nghiém. Tirng hep dong
phai dwoc ca phodng thi nghiém va khach hang
cling chap nhan. Cac sai 1&ch do khach hang yéu
cau khdng dwoc anh hwdng dén sw nhat quan
clia phong thi nghiém hodc gia tri st dung clia két
qua,

7.1.5 Khach hang phai dwgc théng bao vé moi sai
léch so véi hgp déng.
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to perform the activities, however, for unforeseen

reasons is unable to undertake these in part or full;

the laboratory does not have the resources or

compelence to perform the activities.

d) the appropriate methods or procedures are
selected and are capable of meeting the

customers' requirements.

NOTE 2 For internal or routine customers, reviews of
requests, tenders and contracts can be performed in 2
simplified way.

7.1.2 The laboratory shall inform the customer
when the method requested by the customer is
considered to be inappropriate or out of date.

7.1.3 When the customer requests a statement of
conformity to a specification or standard for the
test or calibration (e.g. passffail, in-tolerance/out-
of-tolerance) the specification or standard, and the
decision rule shall be clearly defined. Unless
inherent in the requested specification or
standard, the decision rule selected shall be

communicated to, and agreed with, the customer.

NOTE For further guidance on stalements of
conformity, see ISO Guide 98-4.

7.1.4 Any differences between the request or
tender and the contract shall be resolved before
laboratory activities commence. Each contract
shall be acceptable both to the laboratory and the
customer. Deviations requested by the customer
shall not impact the integrity of the laboratory or
the validity of the results.

7.1.5 The customer shall be informed of any
deviation from the contract.



7.1.6 Néu hop dong dugc siva ddi sau khi cong
viéc da bét dau, thi viec xem xét hop ddng phai
duoc 1ap lai va moi stra ddi phai dugc théng bao
cho tét ca cac nhan vién bi &nh hwdng.

7.1.7 Phong thi nghiém phai hop tac vai khach

hang hoic dai dién cla ho d& lam o

cac yéu cau clia khach hang va theo dai két qua

thic hién clia phong thi nghiém lién quan dén
cdng viéc dwoc thwe hién,

CHU THICH: Viéc hop tac nay cé thé bao gdm:

a) cho phép tiép can hop Iy cac khu vyc lién quan
ctia phong thi nghiém dé khach hang chieng kién
c4c hoat dong thi nghiém cy thé cho khach hang.

b) viéc chudn bj, d6ng géi, chuyén cic d6i twgng
khach hang cin cho muyc dich kiém tra xac nhan.

7.1.8 Phai vu gi¥ cac hd so xem xét, gdm ¢a mgi

thay dbi dang ké. HO so vé céac cudc thdo luan

thich hop voi khach hang vé cac yéu cau cla ho
hodc két qua cta hoat dong phong thi nghiém
ciing phai dwec lwu gite,

7.2 Lwa chon, kiém tra xac nhan va xac nhan

gia tri str dung cla phwong phap

7.2.1 Lwa chon va kiém tra xac nhin phwong
phap

7.2.1.1 Phong thi nghiém phai slr dung cac
phwong phap va thi tuc thich hop dbi véi tat ca
c4c hoat dang thi nghiém va, khi thich hop, ddi véi
viéc déanh gi& do khdng dam bao do cling nhw céc
ky thuét thong ké dé phan tich d@ liéu.

CHU THICH: "Phuong phap” siv dyng frong tiéu chuin
nay c6 thé duogc coi 13 ddng nghia véi “quy trinh do"
duoc dinh nghia trong TCVN 6165.

7.2.1.2 T4t ca cac phuong phap, quy trinh va tai
liéu hé tro, chdng han nhu cac hwéng déan, tiéu
chuén, sb tay va dir liéu quy chiéu lién quan dén
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7.1.6 If a contract is amended after work has
commenced, the contract review shall be repeated
and any amendments shall be communicated to
all affected personnel.

7.1.7 The
customers or their representatives in clarifying the
the
laboratory's performance in relation to the work
performed.

laboratory shall cooperate with

customer's request and in monitoring

NOTE Such cooperation can include:

a) providing reasonable access to relevant areas of
the

laboratory activities;

laboratory to witness customer-specific

b) preparation, packaging, and dispatch of items
needed by the customer for verification purposes.

7.1.8 Records of reviews, including any significant
changes, shall be retained. Records shall also be
retained of pertinent discussions with a customer
relating to the customer's requirements or the
results of the laboratory activities.

7.2 Selection, verification and validation of
methods

7.2.1 Selection and verification of methods

7.2.1.1 The laboratory shall use appropriate

methods and procedures for all laboratory
activities and, where appropriate, for evaluation of
the measurement uncertainty as well as statistical

techniques for analysis of data.

NOTE *“Method” as used in this document can be
considered synonymous with the term “*measurement
procedure” as defined in the 1ISO Guide 99.

7.2.1.2 All methods, procedures and supporting
documentation, such as instructions, standards,

manuals and reference data relevant to the
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cac hoat dong thi nghiém phai dwgc cap nhat va
$@n c6 cho nhan s (xem 8.3).

7.2.1.3 Phong thi nghiém phai dam bao st dung
phién ban c6 hiéu luc méi nhét clia phwong phép
triy khi n6 khong thich hop hodc khéng thé thuc
hién dwoc nhw vay. Khi can thiét, viéc 4p dung
mot phong phap phai kém theo nhing chi tiét bd
sung dé dam bao viéc ap dung nhét quan.

CHU THICH: Cac tiéu chudn qudc té, khu vie, quéc
gia hoac cac quy dinh k¥ thuat da dwoc thira nhan
khac c6 chira thong tin ddy dU va chinh xac vé céach
thwee hién cac hoat dgng thi nghiém thi khéng can bd
sung hoc viét lai thanh cac quy trinh ndi bd néu nhieng
tiéu chudn nay dwgc viét theo cach ma nhan sy tac
nghiép cla phdng thi nghiém c6 thé sl dung. C6 thé
cén cung cép tai ligu bd sung cho cac buwdc tiy chon
trong phuong phap hoac céc chi tiét bd sung.

7.2.1.4 Khi khach hang khéng quy dinh phwong
phép dwoc st dung, thi phong thi nghiém phaéi lya
chon phwong phép thich hgp va théng bao cho
khach hang vé phuong phap da chon. Khuyén
nghi sir dung cac phwong phap dwgc xuét ban
theo tiéu chudn quéc té, khu virc hodc quéc gia,
ho#c b&i cac td chirc ky thuat cé uy tin, hay trong
cac bai bao hoac tap chi khoa hoc co lién quan,
hodc theo quy dinh clia nha san xuét thiét bi.
Ciing c6 thé st dung céc phwong phép do phéng
thi nghiém xay dwng hodc sira di.

7.2.1.5 Trwde khi dwa vao st dung, phong thi
nghiém phai kiém tra xac nhan rdng minh co thé
thwe hién dung cac phuong phép bang cach dam
bédo rdng phong thi nghiém c6 thé dat dwoc két
qua cén thiét. H so kiém tra xac nhan nay phai
dugc lwu gitr. Khi phwong phap nay dugc co
quan ban hanh stra ddi, thi viéc kiém tra xac nhan
phai dugc 1ap lai & mot mae d§ cin thiét.

7.2.1.6 Khi cdn xay dung phurong phap, thi viéc
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laboratory activities, shall be kept up to date and
shall be made readily available to personnel (see 8.3).

7.2.1.3 The laboratory shall ensure that it uses the
latest valid version of a method unless it is not
appropriate or possible to do so. When necessary,
the of the method shall be

supplemented with additional details to ensure

application

consistent application.

NOTE International, regional or national standards or
other recognized specifications that contain sufficient
and concise information on how to perform laboratory
activities do not need to be supplemented or rewritten
as internal procedures if these standards are written in
a way that they can be used by the operating personnel
in a laboratory. It can be necessary to provide
additional documentation for optional steps in the’
method or additional details.

7.2.1.4 When the customer does not specify the
method to be used, the laboratory shall select an
appropriate method and inform the customer of
the method chosen. Methods published either in
international, regional or national standards, or by
reputable technical organizations, or in relevant
scientific texts or journals, or as specified by the
manufacturer of the equipment are recommended.
Laboratory-developed or modified methods can
also be used.

7.2.1.5 The laboratory shall verify that it can
properly perform methods before introducing them
by ensuring that it can achieve the required
performance. Records of the verification shall be
retained. If the method is revised by the issuing
body, verification shall be repeated to the extent
necessary.

7.2.1.6 When method development is required,



nay phai la mét hoat dong dwgc hoach dinh va
phai dwoc giao cho cac nhan sy cé nadng lyc,
dwoc trang bi ngudn lyc ddy dt. Khi viec xay
dung phuong phap dugc tién hanh, viéc xem xét
dinh ky phai dwgc thie hign dé xac nhan ring nhu
cdu clia khach hang van dang dwoc dap (ng. Bat
ky stra doi ndo ddi véi ké hoach xay dung ciing
phai duoc phé duyét va dwoc chap thuan.,

7.2.1.7 DAi v6i tat ca hoat dong thi nghiém, nhirng
sai léch khdi phwong phap chi duoc xay ra néu
sai léch d6 dwgc I3p thanh van ban, dwoc ly giai
vé mit ky thuat, dwgc cho phép va dugc khach
hang chap nhan.

CHU THICH: Viéc chap nhan clia khach hang dbi véi
sai [éch cin dwgc thda thusn trurdc trong hop ddng,

7.2.2 Xac nhan gia tri sir dung clia phwong
phap
7.2.2.1 Phang thi nghiém phai xac nhan gia trj st
dung clia cac phwrong phap khéng tiéu chuan,
phuong phap do phéng thi nghiém xay dyng va
cac phuong phép tiéu chuan duec siv dung ngodi
pham vi dy kién hoac dwegc stra doi. Viec xac
nhan gia tri st dung phai & mirc @ can thiét dé
dap ng cac nhu céu ap dung da dinh hay linh
vire ap dung.

CHU THICH 1: X4c nhan gia trj s& dung c6 thé bao

gbm cac th tuc 14y mAu, x( Iy va van chuyén cac dbi

tegng thir nghiém hodc hiéu chuén.

CHU THICH 2: Céc ky thust dugc st dung dé xac

nhén gia trj s dung cta phwrong phap cé thé 1a mét

ho#c két hop clia:

a) hiéu chudn hodc danh gia do chéch va dé chum
béing viéc st dung cac chudn chinh hodc méu
chuén;

b) danh gi4 ¢6 hé théng cac yéu té anh hudng dén
két qua;
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this shall be a planned activity and shall be
assigned to competent personnel equipped with
adequate resources. As method development
proceeds, periodic review shall be carried out to
confirm that the needs of the customer are still

being fulfilled. Any modifications to the
development plan shall be approved and
authorized,

7.2.1.7 Deviations from methods for all laboratory
activities shall occur only if the deviation has been
documented, technically justified, authorized, and

accepted by the customer.

NOTE Customer acceptance of deviations can be
agreed in advance in the contract.

7.2.2 Validation of methods

7.2.2.1 The laboratory shall validate non-standard
methods, laboratory-developed methods and
standard methods used outside their intended
scope or otherwise modified. The validation shall
be as extensive as is necessary to meet the needs
of the given application or field of application.

NOTE 1 Validation can include procedures for
sampling, handling and transportation of test or
calibration items.

NOTE 2 The techniques used for method validation can
be one of, or a combination of, the following:

a) calibration or evaluation of bias and precision
using reference standards or reference materials;

b) systematic assessment of the factors influencing

the result;
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