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1. MUC PiCH/ PURPOSE

Tai liéu nay dua ra cac huéng dan can thiét
cho Truong doan danh gia, Chuyén gia danh gia
ky thuat va thanh vién doan danh gia thyc hién
danh gia dbi véi cac hoat dong giam dinh co sir
dung cac phép do nhu 1a mot phan cua qué trinh
giam dinh.

2. PHAM VI AP DUNG/ SCOPE OF USE

Tai liéu nay 4p dung cho T chirc giam dinh
dang ky cong nhan, T6 chic giam dinh duoc cong
nhan, Chuyén gia danh gia ky thuat va doan danh
gid dé cong nhan To chiic giam dinh ciia VACI
(VAAS).

VIEN CONG NHAN CHAT LUQNG VIET NAM
Tang 14 toa nha An Phu, S6 24 Hoang Qudc Viét, quan Cau Giy, Tp. Ha Noi
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This document provides the necessary
guidance  for Assessment Team Leaders,
Technical Assessors and Assessment Team
Members to conduct assessments of inspection
activities that use measurements as part of the
inspection process.

This document applies to Applicant Inspection
Bodies, Accredited Inspection Bodies, VACI’s
Technical Assessors and Assessment Teams for
Accreditation Inspection Bodies (VAAS).

3. TAI LIEU THAM KHAO/ NORMATIVE REFERENCES

Trong tai li¢u nay, chiing to6i tham khdao cac tai
liéu sau:

- ISO 15189:2012 Phong xét nghiém Y té —
Nhiing yéu cau ve chat lugng va nang luc

- ISO/IEC 17000:2020 banh gia sy phu hop —
Tt vung va céc nguyén tac chung;

- ISO/IEC 17011:2017 Danh gia sy phu hop —
Yéu cau chung ddi véi cac t6 chirc cong nhan
cac to chuc danh gia sy phu hop;

- ISO/IEC 17020:2012 Danh gia sy phu hop —
Yéu cau dbi voi hoat dong ciia cac t6 chirc
khac nhau thyc hién viéc gidm dinh;

- ISO/IEC 17025:2017 Yéu ciu vé nang lyc ddi
véi cac phong thir nghiém va hi¢u chuan;

- ISO 19011:2018 Hudng dan danh gia Hg
thong quan ly;

- ILAC P8:03/2019 Thoa thuin cong nhan 1an
nhau ctia ILAC (Thoéa thuan): Cac yéu cau bd
sung cho viéc sir dung Biéu twong cong nhan
va cho cic yéu ciu vé tinh trang cong nhan
cua cac Co quan danh gid sy phu hop duoc
cong nhan;

- ILAC P9:01/2024 — Chinh sach cua ILAC vé
Thtr nghiém thanh thao va/hoac so sanh lién
phong thi nghiém khéac ngoai Thu nghi¢ém
thanh thao;

- ILAC P10:01/2013 Chinh sach cua ILAC vé
lién két chuan do luong cua két qua do;
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In this document, we refer to the following
documents:

- ISO 15189:2012 Medical laboratories —
Requirements for Quality and Competence

- ISO/IEC 17000:2020 Conformity assessment

— Vocabulary and general principles;

- ISO/IEC 17011:2017 Conformity assessment
— Requirements for accreditation bodies
accrediting conformity assessment bodies;

- ISO/IEC 17020:2012 Conformity assessment

— Requirements for the operation of various
types of bodies performing inspection;

- ISO/IEC 17025:2017 General requirements
for the competence of testing and calibration
laboratories;

- ISO 19011:2018 Guidelines for auditing

management systems,

- ILAC P8:03/2019 ILAC Mutual Recognition
Arrangement (Arrangement): Supplementary
Requirements for the Use of Accreditation
Symbols and for Claims of Accreditation
Status by Accredited Conformity Assessment
Bodies;

- ILAC P9:01/2024 —ILAC Policy for
Proficiency Testing and/or Interlaboratory
comparisons other than Proficiency Testing;

- ILAC P10:01/2013 ILAC Policy on the
Traceability of Measurement Results;

Trang/ Page: 6/45




- ILAC P15:07/2016 Ap dung ISO/IEC
17020:2012 d6i voi viée cong nhan cac T
chtrc giam dinh;

- ILAC-G27:07/2019 Huéng dan vé cac phép
do duogc thuc hién nhu mot phén cua qua trinh
giam dinh;

- Céc van ban khac c¢ lién quan.
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- ILAC P15:07/2016 Application of ISO/IEC
17020:2012  for the Accreditation of
Inspection Bodies,

- ILAC-G27:07/2019 Guidance on
measurements performed as part of an
inspection process;

- Other relevant doccuments.

4. THUAT NGU, PINH NGHIA/ TERMS AND DEFINITIONS

4.1. Kiém tra/ Examination

Tap hop cac hoat dong c6 myc dich xac dinh
gia tri hodc dac diém ctia mdt thugc tinh.

Luu ¥: Kiém tra trong phong thi nghiém ciing
thuong dugc goi 1a xét nghiém hodc thir nghiém.

4.2. Giam dinh/ Inspection

Viéc kiém tra san pham, qua trinh, dich vu
hoiac lép dat hoic thiét ké cua chung va xac dinh
su phut hop cta ching véi cac yéu cau cu thé
hodc, dua trén danh gia chuyén nghiép, véi cac
yéu cau chung.

Luu y: Céc tht tuc hodc chuong trinh giam
dinh c6 thé han ché viéc giam dinh chi trong pham
vi kiém tra.

4.3. Phép do/ Measurement

Phuong phép tim d¢ 16n cua mot dai luong
bang dung cu c6 don vi do nhat dinh. Thuc hién
phép do 1a tap hop nhiing thao tac dé xac dinh gia
tri do cua dai luong can do.

4.4. Do lwong/ Metrological

Qua trinh thuc nghiém thu dugc mot hodc
nhiéu gia tri so lugng co6 theé dugc quy cho mdt s6
lugng mat cach hop 1y.

4.5. Thir nghiém/ Testing

Xac dinh mot hodc nhiéu dic diém cua dbi
tugng danh gid sy phu hop, theo mdt thu tuc.
4.6. Hiéu chuan/ Calibration

Hoat dong xac dinh, thiét 1ap mbi quan hé giira
gia tri do cua chuan do ludng, phuong tién do voi
gia tri do cua dai lugng can do.

VACIG 7.3.2 Phién ban/ Version: 1.1

Ngay ban hanh/ Date of issue: 06/03/2025

Set of operations having the object of
determining the value or characteristics of a

property.
Note: Laboratory examinations are also often
called assays or tests.

Examination of a product, process, service, or
installation or their design and determination of
its conformity with specific requirements or, on
the basis of professional judgment, with general
requirements.

Note: Inspection procedures or schemes can
restrict inspection to examination only.

Method of finding the magnitude of a quantity
using an instrument with a certain unit of
measurement. Performing a measurement is a set
of operations to determine the measured value of
the quantity to be measured.

The process of experimentally obtaining one
or more quantity values that can reasonably be
attributed to a quantity.

Determination of onme or  more
characteristics of an object of conformity
assessment, according to a procedure.

The activity of determining and establishing
the relationship between the measured value of a
measurement standard or measuring instrument
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and the measured value of the quantity to be
measured.

4.7. Lién két chuén do lwong/ Metrological Traceability

Tinh chit cua két qua do nhd d6 két qua c6 thé
lién hé t6i mbc quy chiéu thong qua mot chudi
khong dit doan cac phép hiéu chuin duoc lap
thanh tai liéu, mdi phép hiéu chuan déng gop vao
d6 khong dam bao do.

Chu thich: Véi dinh nghia ndy “mdc quy
chiéu” ¢6 thé 1a dinh nghia ciia don vi do thong
qua vi¢c thé hién thuc té nd, hodc mot thu tuc do
bao gém don vi do cho dai luong khong phai 1a
dai lugng thir tu hoac mot chuan do luong.

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: For this definition a “reference” can be
a “definition of a measurement unit through its
practical  realization, or a measurement
procedure including the measurement unit for a
non- ordinal quantity, or a measurement
standard”.

4.8. Chudi lién két chuin do lwong/ Metrological traceability chain

Diy cac chuan do ludng va cac phép hiéu
chuan dugc dung dé lién hé két qua do tédi moc
quy chiéu.

Sequence of measurement standards and
calibrations that is used to relate a measurement
result to a reference.

4.9. Lién két chuén do luong téi don vi do/ Metrological traceability to a measurement unit

Lién két chuan do ludong trong d6 mbc quy
chiéu 12 dinh nghia ctia don vi do qua sy thé hién
thuc té cua no.

Chii thich: Cum tir “lién két chuan téi SI” ¢6
nghia 13 “lién két chuan do ludng dén don vi do
cua Hé don vi quéc té”.

Metrological traceability where the reference
is the definition of a measurement unit through its
practical realization.

Note: The expression “traceability to the SI”
means  “metrological  traceability to a
measurement unit of the International System of
Units”

4.10. Do khong dam bao do/ Uncertainty in measurement

Do khong dam bao do 13 thong s gin voi két
qua ctia phép do, thé hién mirc d6 khong chic chin
hodc khong chinh xac ctua két qua do hodc hiéu
chuin va no thé hién su bién dong, su khong chic
chan, hodc kha ning sai léch trong qua trinh do
luong.

4.11. Thir nghiém thanh thao/ Proficiency testing

Thtr nghiém thanh thao la phuong thirc danh
gi4 nang luc Phong thi nghiém bang cach so sanh
két qua thuc hién cac phép do hodc phép thir gitta
cic Phong thi nghiém trén cting mot mau thir hodic
trén cac mau thir trong tuw nhau trong nhimng diéu
kién da dugc dinh trudc.

Measurement uncertainty is a parameter
associated with the result of a measurement,
representing the degree of wuncertainty or
imprecision of the measurement or calibration
result and it represents the variability,
uncertainty, or possibility of deviation in the
measurement process.

Proficiency testing is a method of assessing
the competence of a Laboratory by comparing the
results of measurements or tests performed
between Laboratories on the same or similar test
items under predetermined conditions.

4.11. So sanh noi b§ phong thi nghiém/ Intra-laboratory comparison
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Viéc t6 chire, thyc hién va danh gia cac phép
do hodc phép thir trén cuing mau thir hodc trén
mau thir trong ty nhau trong cting mot phong thi
nghiém theo nhing diéu kién xac dinh trudc

Organization, performance and evaluation of
measurements or tests on the same or similar
items, within the same laboratory in accordance
with predetermined conditions

4.12. So sanh lién phong/ Inter-laboratory comparison

So sanh lién phong la viéc td chure, thuc hién
va danh gia cac phép do hodc phép thir trén cung
mot hang muc hoac cac hang muc tuong tu boi hai
hodc nhiéu phong thi nghiém hodc t6 chirc gidm
dinh phu hop véi cac diéu kién xéc dinh.

4.13. Thanh tra hién truwong/ On-site observations

Viéc theo doi, gidm sat gidm dinh vién tai hién
truong cua vu giam dinh dugc thuc hién boi Td
chue giam dinh véi muc dich dam bao rang giam
dinh vién d6 van duy tri kha ning phan quyét
chuyén nghi¢p va thyuc hién cong viéc gidm dinh
mot cach man can, trung thyc, khach quan, thanh
thao, chinh xac va an toan.

4.14. Kiém dinh/ On-site observations
Hoat dong danh gia, xac nhan déc tinh k¥ thuat

do luong ciia phuong tién do theo yéu cau ky thuat
do luong.

4.15. Phuong tién do nhom 1/ On-site observations

Nhiing phuong tién do dugc st dung trong
nghién ctru khoa hoc, diéu khién, diéu chinh quy
trinh cong nghé, kiém soat chat lugng trong san
xut hodc cac muc dich khac, khong quy dinh cho
phuong tién do nhém 2.

4.16. Phuong tién do nhom 2/ On-site observations

La phuong tién do dugc su dung do dinh
luong hang hoa, dich vu trong mua ban, thanh
toan, bao ddm an toan, bao v¢ suc khde cong déng,
bao vé méi truong, trong thanh tra, kiém tra, giam
dinh tu phap va trong cac hoat dong cong vu khac
duoc kiém soat theo yéu cau ky thuat do luong
quy dinh tai van ban k¥ thuat do luong Viét Nam
hién hanh.

5. TRACH NHIEM/ RESPONSIBILITY

- Vién truéong VACI chiu trach nhi¢m xem xét
va phé duyét hudéng dan nay;

VACIG 7.3.2 Phién ban/ Version: 1.1

Ngay ban hanh/ Date of issue: 06/03/2025

Interlaboratory comparison is the
organization, performance and evaluation of
measurements or tests on the same or similar
items by two or more laboratories or inspection
bodies in accordance with predetermined
conditions.

The monitoring and supervision of the
surveyor at the site of the inspection is carried out
by the Inspection body with the aim of ensuring
that the surveyor maintains professional judgment
and performs the inspection work diligently,
honestly, impartiality, competently, accurately
and safely.

Activities of evaluating and confirming the
technical — measurement  characteristics  of
measuring instruments according to technical
measurement requirements.

Measuring instruments used in scientific
research, control, adjustment of technological
processes, quality control in production or other
purposes, not specified for group 2 measuring
instruments.

It is a measuring instrument used to
quantitatively measure goods and services in
purchasing, payment, ensuring safety, protecting
public health, protecting the environment, in
inspection, examination, judicial inspection and
in other public activities controlled according to
technical measurement requirements specified in
current Vietnamese technical measurement
documents.

- Director of VACI is responsible for reviewing
and approving this guideline;
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- Quan 1y chit luong cia VACI chiu trach
nhiém soat xét hudng dan nay trudce khi trinh
Vién truong VACI phé duyét;

- Phu trach Chuong trinh cong nhan Té chirc
giam dinh chiu trach nhiém nghién ctru, bién
soan, theo doi, quan ly va cadp nhat lién tuc
huéng dan nay;

- Tb chic giam dinh dang ky cong nhan, T
chuc giam dinh dugc cong nhan, Chuyén gia
danh gia ky thuat va Poan danh gia cong nhan
Té chic giam dinh chiu trach nhiém tham
khao dé ap dung theo huéng dan nay.

VACI's quality management is responsible for
reviewing this guideline before submitting it to
the Director of VACI for approval,;

Charge of Inspection bodies accreditation
scheme is responsible for researching,
compiling,  monitoring, managing and
continuously updating this guideline;

Applicant Inspection Bodies, Accredited
Inspection Bodies, Technical Assessors and
Assessment  Teams  for  Accreditation
Inspection Bodies are responsible for
referring to and applying this guidance.

6. PHUONG PHAP/ METHODOLOGY

6.1. Trinh tu danh gia/ Sequence of evaluation

Viéc can nhéc céc tiéu chi phu hop dé ap dung When considering what are the appropriate
khi dénh gia nang luc ctia mot T chirc giam dinh  criteria to apply when assessing the performance
nén dugc tuan theo trinh ty dugc mo ta trong hinh  of an inspection body, it is recommended to follow
6.1 dudi day. the sequence described in figure 6.1 below.

Xac dinh cac yéu t6 cia hoat dong giam dinh ]

)

Define element of the inspection activities

A 4

Mai yéu t6 c6 bao gom phép do
khong?
Does individual element include
measurement?

Y

C6 nén thuc hién phép do theo
ISO/IEC 17025 khong?
Should the measurement be

performed under accreditation to
ISO/IEC 17025?

A\ 4

Cac yéu cau riéng trong ISO/IEC
17025 c6 lién quan dé 4p dung
khong?

Are individual requirements in
ISO/IEC 17025 relevant to apply?

AYAYA
\VARVARVA

Hinh 2.1. Quy trinh x4c dinh tiéu chi thyc hién cac hoat dong gidm dinh.

Figure 2.1. Process of determining the criteria for the performance of inspection activities.

Diém khoi dau 1a xac dinh qua trinh giam dinh The starting point is to define the activities
bao gdm cac hoat dong gi. Sau khi thuc hién, cdu  included in the inspection. Having done so, the
hoi dau tién lién quan dén su xudt hién cta cac  first question concerns the occurrence of activities
hoat dong trong d6 c6 cac phép do. Cau hoi nay  including measurements. This question is
dugc giai quyét trong phan 6.2. addressed in section 6.2.
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Cau hoi thtr hai lién quan dén truong hop hoat
dong giam dinh c6 bao gém cac phép do. Véan dé
o day la li¢u hoat dong nay c6 dugc cong nhan
thuc hién theo ISO/IEC 17025 hay khong. Nhirng
can nhéic khi dua ra lya chon nay va cac ham y
dugc thao ludn trong phan 6.3.

Céu hoi thr ba lién quan dén truong hop hoat
dong gidm dinh c6 bao gom céac phép do va phai
duoc cong nhan thuc hién theo ISO/IEC 17020.

Vén dé ¢ day 1a liéu mot sb yéu cau nhit dinh
trong ISO/ IEC 17025 c¢6 nén 4p dung cho tb chic
thyc hién hoat dong nay hay khong. Nhitng can
nhic khi thuc hién danh gia nay va nhiing tac dong
ctia n6 dugc thao luan trong phan 6.4. Cau hoi nay
s& can duoc T chirc danh gia sy phu hop (CAB)
giai quyét va tinh phu hop cta két qua danh gia
cta CAB sé phai dugc xem xét trong danh gia cua
Co quan cong nhan (AB) ddi v6i CAB.
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The second question concerns the case where
there is an activity of the inspection that does
include measurements. The issue here is if this
activity is to be performed under accreditation to
ISO/IEC 17025. The considerations in making this
choice, and the implications, are discussed in
section 6.3.

The third question concerns the case where
there is an activity of the inspection that does
include measurements, and shall be performed
under accreditation to ISO/IEC 17020.

The issue here is whether certain
requirements in ISO/ IEC 17025 should apply to
the body performing the activity. The
considerations in performing this evaluation, and
its implications, are discussed in section 6.4. This
question will need to be addressed by the
conformity assessment body (CAB), and the
appropriateness of the outcome of the CAB'’s
evaluation will have to be considered in the
accreditation body’s (AB’s) assessment of the
CAB.

6.2. Mdi yéu to c6 bao gom cac phép do khong?/ Does individual element include measurements

Q2

Chu d& duogc dé cap trong tai liéu nay chi gidi
han & cac phép do. Néu khong c6 phép do nio
dugc dua vao qué trinh gidm dinh thi thong
thuong khong c6 1y do gi dé tham khao ISO/ IEC
17025.

The topic addressed in this document is limited
to measurements. If no measurements are

included in the inspection there is normally no
reason to refer to ISO/ IEC 17025.

6.3. Phép do c6 nén dwogc thwe hién theo tiéu chuian ISO/IEC 17025 (Q2) khong?/ Should the
measurement be performed under accreditation to ISO/IEC 17025 (Q2)?

Thong t}lubng, 6 thé c6 bén 1y do tai sao mot
CAB c6 thé muon thyc hién phép do dugc cong
nhéan theo ISO/IEC 17025:

- Chu chuong trinh/ co quan quan ly chuong
trinh da chi dinh phép do s€ dugc cong nhan
thuc hién theo ISO/IEC 17025;

- CAB ¢ thé mudn sir dung mot nha thau phu
dé thyc hién phép do;

- CAB c¢6 thé mudn c6 thé cung cép dich vu thuc
hién phép do dugc cong nhan trong céc boi
canh khac ngoai giam dinh;

- CAB ¢6 thé mudn néu bat kha nang thuc hién
phép do theo cac yéu cau trong ISO/IEC
17025.

VACIG 7.3.2 Phién ban/ Version: 1.1
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Typically, there may be four reasons why a
CAB may wish to perform a measurement under
accreditation to ISO/IEC 17025:

- The scheme owner/ regulator has specified the
measurement to be performed under
accreditation to ISO/IEC 17025,

- The CAB may wish to use a
subcontractor for carrying out the
measurement,;

- The CAB may wish to be able to offer the
service of performing the measurement, under
accreditation, in other contexts than
inspection,

- The CAB may wish to highlight its capability

to perform the measurement according to the
requirements in ISO/IEC 17025.
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Néu hoat dong do luong dugc thyc hién boi
mét nha thau phuy, t6 chirc giam dinh can dam bao
rang nha thau phu dap tng cac yéu cau co lién
quan trong ISO/IEC 17020 hoac ISO/IEC 17025.
Néu nha thau phu khong dugc cong nhan cho hoat
dong do ludong cu thé, cin dua tuyén bd tir chdi
trach nhi€ém vao bao céo, nhu mo ta trong ILAC
P8, 7.1.

Néu t6 chtrc giam dinh thyc hién hoat dong do
luong voi bdi canh 16n hon mot phﬁn cua cac hoat
dong giam dinh trong pham vi ctia chung chi cong
nhan cta ho thi t chtrc d6 khong thé cong bd cong
nhan riéng cho hoat dong do luong theo ISO/IEC
17020.

Khi phép do dugc thuc hién véi sy cong nhan
theo tiéu chuan ISO/IEC 17025, diéu quan trong
can luu ¥ 13 toan bd qué trinh giam dinh vin dugc
thuc hién theo tiéu chuan cong nhén ISO/IEC
17020. Do do, cac yéu ciu c6 lién quan, bao gdbm
céc yéu cau vé tinh doc 1ap va khach quan, trong
ISO/IEC 17020 ciing 4p dung cho viéc thuc hién
bat ky phép do nao theo tiéu chuin cong nhan
ISO/IEC 17025. Néu mot nha théu phu thyc hién
phép do, thi T6 chirc giam dinh van c6 trach nhiém
dam bao rang cac yéu cau dugc dap ing, xem dleu
khoan 6.3.4 cua ISO/IEC 17020. Cac yéu cau
dugc chi dinh trong ISO/IEC 17020 vé tinh doc
1ap nghiém ngit hon cac yéu ciu duoc chi dinh
trong ISO/IEC 17025. Dé biét phan tich chi tiét,
hay xem Phu luc B1.
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If a measurement activity is performed by a
subcontractor, the inspection body needs to
ensure that the subcontractor fulfils the relevant
requirements in either ISO/IEC 17020 or ISO/IEC
17025. If the subcontractor is not accredited for
the particular measurement activity, a disclaimer
needs to be included in the report, as described in
ILACPS, 7.1.

If the inspection body performs the
measurement activity in other contexts than as
part of inspections covered by its accreditation
certificate, it cannot claim accreditation for the
measurement activity alone under ISO/IEC
17020.

When a measurement is performed under
accreditation to ISO/IEC 17025, it is important to
keep in mind that the inspection as a whole is still
performed under accreditation to ISO/IEC 17020.
Consequently, the relevant requirements,
including  those  for  independence and
impartiality, in ISO/IEC 17020 apply also for the
performance of any measurement performed
under accreditation to ISO/IEC 17025. If a
subcontractor performs the measurement, it
remains the responsibility of the inspection body
to ensure that the requirements are fulfilled, see
clause 6.3.4 of ISO/IEC 17020. The requirements
specified in ISO/IEC 17020 for independence are
more stringent than those specified in ISO/IEC
17025 are. For a detailed analysis, see Annex B1.

6.4. Cac yéu ciu riéng trong ISO/IEC 17025 c6 lién quan dé ap dung khong (Cau héi 3)?/ Are
individual requirements in ISO/IEC 17025 relevant to apply (Q3)?

Mot nguyén tic co ban lam nén tang cho viéc
xdy dung cac yéu cau cua bd tiéu chuan 17000
danh cho cac CAB 1a bat ky ngudi ding nio trong
céc dich vu ciia ho déu phai dugc binh dang nhu
nhau vé sy tin cay dbi voi két qua duogc tao ra. Noi
cach khac, cac dich vy déu déng tin cdy nhu nhau.
Két qua cua mot vy giam dinh thuong 1a mot tuyén
bd vé su phu hop véi mot tap hop cac yéu cau
duoc xéc dinh, vi du nhu mét quy dinh hodac mot
thong s k¥ thuat san pham. Két qua ciia mot cudce
thr nghiém thuong 1a gia tri do dugc ciia mot dai
luong tai mot thoi diém cuy thé.

VACI G 7.3.2 Phién ban/ Version: 1.1
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A basic principle underlying the formulation
of requirements in the 17000 series of standards
for CABs is that any user of their services shall
find equal confidence in the outcomes produced.
In other words, the services are equally reliable.
The outcome of an inspection is usually a
statement of conformity with a set of defined
requirements, e.g. a regulation or a product
specification. The outcome of a test is often the
measured value of a quantity at a specific time.
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Do do, trong truong hop giam dinh bao gom
mot cude kiém tra duy nhat ¢6 bao gdm cac phép
do, thi tap hop céc yéu cau ap dung duogc du dinh
la tuong duong cho du cac phép do d6 dugc cong
nhan thuc hién theo ISO/IEC 17020 hay cong
nhan theo ISO/IEC 17025. Diéu nay van dung khi
giam dinh bao gdm mot s6 hoat dong, trong d6 ¢
mét hoat dong bao gom cac phép do c6 y nghia
quan trong d6i véi két qua cua cude vu giam dinh.

Tuy nhién, trong truong hop viéc giam dinh
bao gém nhiéu hoat dong, mot trong sé d6 bao
gom cac hoat dong do luong ma do chinh xac hoac
hiéu sudt khong duoc coi 1a quan trong, thi
ISO/IEC 17020 trén thyc té s& quy dinh cac yéu
cau it khat khe hon dbi voi viéc thyc hién cung
mot hoat dong so véi ISO/IEC 17025. Diéu nay la
do d¢ tin cay cua két qua giam dinh phan 16n dugc
xay dung dua trén sy thanh thao thé hién trong
viéc thuc hién cac hoat dong khac dugce coi 1a co
tam quan trong hon trong trudng hop cu thé.

Vé mit ky thuat, tiéu chuan ISO/IEC 17020
dat duoc su cAn bang nay thong qua hai diéu
khoan chinh c6 tac dung cung cép tinh linh hoat
mong mudn:

- Khi chinh t& chuc giam dinh thuc hién hoat
dong, cac diéu khoan 7.1.1 dén 7.1.3 yéu cau
phuong phép giam dinh dugc chon phai phu
hop véi muc dich dy kién. Viéc phuwong phap
nay c6 pht hop hay khong c6 thé phu thudc
vao kha nang tao ra cac phép do c6 dd chinh
x4c mong mudn. Viéc phuong phap nay co
phu hop hay khong ciing c¢6 thé phy thudc vao
dd tin cdy cua phuong phdp duogc st dung.
Mot tinh hubng c6 thé yéu cau phuong phap
phai dugc xac nhan gia tri sir dung.

- Khi mét nha thau phu thuc hién hoat dong,
diéu khoan 6.3.1 yéu ciu cac nha cung cap
dich vu thtr nghiém phai dap img cac yéu cau
c6 lién quan cua ISO/IEC 17025. Nhiing yéu
cdu nao trong ISO/IEC 17025 trong ting
truong hop cu thé c6 thé dugc coi 1a “co lién
quan” phu thudc vao tinh quan trong ctia hoat
dong va tim quan trong twong ddi ctia cac khia
canh chinh dé tao ra két qua hop 1€.
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It thereby follows that in the case of an
inspection comprising a single examination that
includes measurements, the set of applicable
requirements is intended to be equivalent whether
those measurements are performed under
accreditation to ISO/IEC 17020 or under
accreditation to ISO/IEC 17025. This is still the
case where the inspection includes several
activities, one of which includes measurements
that are critical to the outcome of the inspection.

However, in the case where the inspection
includes several activities, one of which includes
measurement activities whose accuracy or
performance is not considered critical, then
ISO/IEC 17020 would in effect stipulate less
demanding requirements for the performance of
the same activity than ISO/IEC 17025 would. This
is so as the reliability of the outcome of the
inspection will largely be built on the diligence
displayed in the performance of other activities
deemed to be of more critical importance in the
particular case.

Technically, the ISO/IEC 17020 standard
achieves this balancing act through two key
clauses that act to provide the desired flexibility:

- When the inspection body itself performs the
activity, clauses 7.1.1 to 7.1.3 calls for the
chosen inspection method to be adequate for
its intended purpose. Whether it is adequate
may depend on its ability to produce
measurements of the desired accuracy.
Whether it is adequate may also depend on the
reliability of the method used. A situation that
may require the method to be validated.

- When a subcontractor performs the activity,
clause 6.3.1 calls for providers of testing
services to fulfil relevant requirements of
ISO/IEC 17025. Which requirements in
ISO/IEC 17025 that in the individual case may
be considered as “relevant” depends on the
criticality of the activity and the relative
importance of key aspects for a valid outcome
to be produced.
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ISO/IEC 17020 va ISO/IEC 17025 dugc xay
dung boi cac WG (Working Group) khac nhau va
khac nhau & nhiéu chi tiét. Tuy nhién, cac khai
niém chinh 1am nén tang cho cac tiéu chuan nay 1a
gidng nhau va nhu di luu ¥ & trén, cac tiéu chuan
nay nhim muc dich tao ra cac két qua cung cip
cung mot muc dg tin cay. Phan 16n cac khia canh
dugc dé cap trong ISO/IEC 17020 va ISO/IEC
17025 dugc xur ly twong tu nhau hodc thong qua
cac con dudng khac nhau dé tao ra cac két qua
tuong duong. Tuy nhién, mot phan tich toan di¢n
vé céc khia canh dugc dé cap cho théy mot s6 khia
canh duoc xu ly theo nhitng cach co ban khac
nhau, c6 kha ning anh huong dang ké dén két qua
giam dinh. Cac khia canh chinh nay la:

- Su doc 1ap (Phu luc B1);

- Kha nang lién két chuan do luong (Phy luc
B2);

- Tham dinh cic phuong phap (Phu luc B3);

- Céc cai tién dam bao chat luong dé dam bao
thuc hién ding cac phuong phap (Phu luc B4).

Cac van dé vé kha nang lién két chuan do
luong do luong, xadc nhan phuong phap va cac
sang kién dam bao chit luong dé dam bao cac
phuong phap thuc hién dung can dugc xem xét
riéng biét va riéng r& cho mdi lan kiém tra, bao
gdm cé phép do.

Khi x4c dinh xem céc yéu cau trong ISO/IEC
17025 vé kha nang lién két chuan do luong do
ludng c6 lién quan dé ap dung hay khong, diéu
quan trong 1a phai xem xét cac cach tiép can khac
nhau cho khia canh nay dugc chon trong ISO/IEC
17020 va ISO/IEC 17025. Phan tich vé cac cach
tiép can nay duoc cung cip trong Phuy luc B2.

Khi x4c dinh xem cac yéu cau trong ISO/IEC
17025 vé kha ning lién két chuan do ludng do
ludong co lién quan dé ap dung hay khong, didu
quan trong 1a phai xem xét cac cach tiép can khac
nhau cho khia canh nay dugc chon trong ISO/IEC
17020 va ISO/IEC 17025. Phan tich vé cac cach
tiép can nay duogc cung cip trong Phu luc B2.

Khi x4c dinh xem cac yéu cau trong ISO/IEC
17025 vé xac nhan phuwong phép c6 lién quan dé
ap dung hay khong, diéu quan trong 14 phai xem
x&t cac cach tiép can khac nhau cho khia canh nay
dugc chon trong ISO/IEC 17020 va ISO/IEC
17025. Phén tich vé cac cach tiép can nay duoc
cung cép trong Phu luc B3.
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ISO/IEC 17020 and ISO/IEC 17025 were
formulated by different WGs, and differ from each
other in many details. However, the key concepts
underlying the standards are the same and, as
noted above, the standards are intended to
produce outcomes providing the same level of
confidence. The large majority of aspects covered
by ISO/IEC 17020 and ISO/IEC 17025 are treated
similarly or are through different paths
channelled to produce equivalent results.
However, a comprehensive analysis of the aspects
covered reveals that a few are treated in
fundamentally  different  ways,  potentially
affecting the outcome to a significant extent.
These key aspects are:

- Independence (Annex Bl);
- Metrological traceability (Annex B2);

- Validation of methods (Annex B3);

- Quality assurance initiatives to ensure proper
performance of methods (Annex B4).

The issues of metrological traceability,
validation of methods and quality assurance
initiatives to ensure proper performance of
methods need to be considered separately and
individually for each examination including
measurements.

In determining whether the requirements in
ISO/IEC 17025 for metrological traceability are
relevant to apply, it is important to consider the
different approaches for this aspect chosen in
ISO/IEC 17020 and ISO/IEC 17025. An analysis
of these approaches is provided in Annex B2.

In determining whether the requirements in
ISO/IEC 17025 for metrological traceability are
relevant to apply, it is important to consider the
different approaches for this aspect chosen in
ISO/IEC 17020 and ISO/IEC 17025. An analysis
of these approaches is provided in Annex B2.

In determining whether the requirements in
ISO/IEC 17025 for validation of methods are
relevant to apply, it is important to consider the
different approaches for this aspect chosen in
ISO/IEC 17020 and ISO/IEC 17025. An analysis
of these approaches is provided in Annex B3.
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Khi xac dinh xem cac yéu cau trong ISO/IEC
17025 dbi véi cac sang kién dam bao chit lugng
nhim dam bao thyc hién ding cac phuong phap
c¢6 lién quan dé ap dung hay khong, diéu quan
trong 1 phai xem xét cac cach tiép can khac nhau
cho khia canh nay duoc chon trong ISO/IEC
17020 va ISO/IEC 17025. Phan tich vé cac cach
tiép can nay duoc cung cip trong Phu luc B4. Sy
khac biét chinh trong thuc té 1a vai tro duogc giao
cho thtr nghiém thanh thao trong ISO/IEC 17025.

Khi xac dinh rang cac yéu cau trong ISO/IEC
17025 dugc ap dung vi nhitng 1y do néu trén, thi
bat ky su khong phu hop nao duoc xac dinh déu
phai tham chiéu dén mot trong cac diéu khoan bac
cau trong ISO/IEC 17020, tirc 1a cac diéu khoan
6.3.1 hodc 7.1.1+7.1.3.

6.5. Danh gia tong quat/ Summary of evaluation

Phuong phéap t‘iép can duoc khuyén nghi dé
xac dinh cac yﬁtu cau ap dung khi thuc hién phép
do dugc tom tat trong Hinh 6.5.

Xac dinh cac yéu té cua hoat déng giam dinh
Define element of the inspection activities

—/

In determining whether the requirements in
ISO/IEC 17025 for quality assurance initiatives to
ensure proper performance of methods are
relevant to apply, it is important to consider the
different approaches for this aspect chosen in
ISO/IEC 17020 and ISO/IEC 17025. An analysis
of these approaches is provided in Annex B4. The
main difference in practice being the role
assigned to proficiency testing in ISO/IEC 17025.

When it has been determined that
requirements in ISO/IEC 17025 apply, for the
reasons outlined above, then any non-

conformities identified should refer to one of the
bridging clauses in ISO/IEC 17020, i.e. clauses
6.3.10r7.1.1+7.1.3.

The recommended approach to determine the
requirements  applicable  in  performing
measurements is summarised in Figure 6.5.

M&i yéu té c6 bao gém phép do
khong?
Does individual element include

measurement? \_

( Ap dung céc yéu cau trong ISO/IEC 17020. Khéng can )

Apply requirements in ISO/IEC 17020. No need to refer to

tham khao ISO/IEC 17025

ISO/IEC 17025 y

C6 nén thu'c hién phép do theo
ISO/IEC 17025 khéng?
Should the measurement be

performed under accreditation to
ISO/IEC 170257

o

( Ap dung cic yéu cau trong ISO/IEC 17020 va cic yéu cau )

Apply requirements in ISO/IEC 17020 and requirements in

trong ISO/IEC 17025 dé€ dam bao tinh déc lap

ISO/IEC 17025 for independence y

\ 4
Cac yéu cau riéng trong ISO/IEC
17025 c6 lién quan dé &p dung
khong?

Are individual requirements in
ISO/IEC 17025 relevant to apply?

AVAYA

Ap dung cac yéu cau trong ISO/IEC 17020 va, néu thay co lién quan, cac
yéu cau trong ISO/IEC 17025 déi vdi/ Apply requirements in ISO/IEC
17020 and, as found relevant, requirements in ISO/IEC 17025 for:

Kha néng lién két chuan do luéng/ Metrological Traceability;
+ Tham dinh cic Phuong phap; va/ Validation of method and;
Thif nghiém thanh thao/ Proficienty testing.

Y YY

Hinh 6.5. Phuong phap tiép can duoc dé xuit dé xac dinh cac yéu cau ap dung khi thyuc hién phép do.

Figure 6.5. Recommended approach to determine the requirements applicable in performing
measurements.
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6.6. Két luan/ Conclusion

6.6.1.

that do not use tests or measurements

Dbi v6i nhitng hoat dong giam dinh khong sir
dung cac phép thu/ phép do nhu 1a mot phan cia
qué trinh giam dinh, T chirc giam dinh phai thuc
hién thanh tra hién truong ddi voi mdi giam dinh
vién it nhat 2 nam mot 1an. Néu co thé, Té chuc
giam dinh phai hop tac voi cac T6 chire giam dinh
khac dé giam sat, so sanh va danh gia tay nghé
giam dinh vién.
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Pbi voi nhitng hoat dong giam dinh khong str dung phép thir, phép do/ For inspection activities

For inspection activities that do not use tests/
measurements as part of the inspection process,
the Inspection Body shall conduct on-site
observations of each surveyor at least once time
every 2 years. Where possible, the Inspection
Body shall cooperate with other Inspection Bodies
to monitor, compare and evaluate the surveyor's
skills.

6.6.2. D6i voi nhitng hoat dong gidm dinh sir dung phép thir, phép do tai hién trudng/ For inspection
activities using on-site tests and measurements

Dbi v6i nhitng hoat dong giam dinh sir dung
cac phép thi/ phép do nhu mot phan cta qua trinh
giam dinh ma cac phép thi/ phép do dugc thuc
hién tai hi€n truong va/ hoac doi hoi su thanh thao
nhat dinh ciia giam dinh vién va thir nghiém vién
thi nhan sy thyc hién giam dinh va nhan sy thuc
hién thtr nghiém/ do ludng phai doc 1ap véi nhau.
Trong trudng hop nay, T6 chirc giam dinh phai
thanh tra hién truong d6i véi giam dinh vién nhu
quy dinh trong muc 6.6.1 va tham gia hoat dong
thir nghiém thanh thao ddi véi cac linh vuc thir
nghiém/ hiéu chuan co lién quan nhu quy dinh
trong muc 7.1 cia VACI R 7.1.02.

,Té chire giam dinh nén can nhéché'n su can
thiet va tinh kha thi vé mat k¥ thuat de:
- Xac dinh khd nang lién két chuén do luong cia
ket qua do (Phu luc B2 va VACI R 7.1.03);

- Tham dinh va phé duyét cac phuong phép thtr
nghiém/ do luong (Phu luc B3);

- Tinh toan d¢ khong dam bao ctua phép do theo
VACIR 7.1.06.

For inspection activities that use tests/
measurements as part of the inspection process
where the tests/ measurements are performed on-
site and/ or require certain proficiency of the
surveyor and tester, the personnel performing the
inspection and the personnel performing the
testing/ measurement shall be independent of each
other. In this case, the Inspection Body shall
conduct an on-site observations of the surveyors
as specified in section 7.3.1 and participate in
proficiency testing activities for relevant testing/
calibration fields as specified in section 7.1 of
VACIR 7.1.02.

The inspection body should consider the
technical necessity and feasibility to:

- Determine the metrological traceability of
measurement results (Appendix B2 and VACI
R7.1.03);

- Validation and approval of
measurement methods (Appendix B3);

testing/

Calculate measurement
according to VACI R 7.1.06.

uncertainty

6.6.3. D6i v6i nhitng hoat dong giam dinh sir dung phép thir, phép do trong phong thi nghiém/ For
inspection activities using laboratory tests and measurements

Dbi v6i nhitng hoat dong giam dinh sir dung
céc phép thir/ phép do nhu mot phan cta qua trinh
giam dinh ma cac phép thir/ phép do yéu cau phai
dugc thuc hién trong phong thi nghiém véi céac
diéu kién méi truong nghiém ngat, thi bd phan
giam dinh va b phan do luong/ thu nghiém phai
tach biét va doc lap véi nhau vé co cau t6 chic,
quan ly, hoat dong va nhan su.

VACIG 7.3.2 Phién ban/ Version: 1.1
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For inspection activities that use tests/
measurements as part of the inspection process
and the tests/ measurements are required to be

performed in a laboratory with strict
environmental  conditions, the inspection
department and the measurement/ testing

department shall be separate and independent
from each other of organizational structure,
management, operations and personnel.
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Viéc thanh tra hién trudong d6i v6i giam dinh
vién phai dugc thuc hi¢n nhu myc 6.6.1. Bo phan
thtr nghiém/ hiéu chudn phai tham gia thir nghiém
thanh thao theo quy dinh trong muc 7.1. cia VACI
R 7.1.02.

Ngoai ra, T6 chirc giam dinh con phai thyuc
hién:
- Xéc dinh kha ndng lién két chuan do ludng cia
két qua do (Phu luc B2 va VACI R 7.1.03);

- Tham dinh va phé duyét cac phuong phép thtr
nghiém/ do luong (Phu luc B3);

- Tinh toan d¢ khong dam bao cta phép do theo
VACIR 7.1.06.

7. CAC Vi DU DPIEN HINH/ CASE STUDIES
7.1. Tong quat/ General

Trong phan nay, cac vi du dién hinh vé cac
cudc kiém tra dugc md ta va phan tich. Moi truong
hop duoc tom tit trong mot giai phap dugc dé xuat
dua trén thong tin han ché cia mé ta trudng hop.
Trong céac truong hop thuc té, nhiing can nhic
phure tap hon thuong duoc yéu cau va do do, cach
tiép can dugc chon c6 thé khac véi nhiing cach
duoc cung cp ¢ day. Cac trudong hop duge cung
cap nhiéu hon dé minh hoa cho mot phuong phap
luan hon 13 cung cép cau tra 1oi tuyét doi.
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On-site observations of surveyors shall be
carried out as specified in section 6.6.1. The
testing/ calibration department shall participate
in proficiency testing as specified in section 7.1.
of VACIR 7.1.02.

In addition, the Inspection Body shall also
perform:

- Determine the metrological traceability of
measurement results (Appendix B2 and VACI
R7.1.03);

- Validation and approval of testing/
measurement methods (Appendix B3);
- Calculate measurement uncertainty

according to VACI R 7.1.06.

In this chapter, typical examples of
examinations are described and analysed. Each
case is summed up in a recommended solution
based on the limited information of the case
description. In real cases, considerations that are
more complex are frequently called for, and the
selected approach may therefore deviate from
those provided here. The cases are provided more
to exemplify a methodology than to provide
absolute answers.

7.2. Vi du 1: Trong dich vu thir nghiém phanh cua phwong ti€n/ Case 1: In-service testing of

brakes in vehicles

7.2.1. MO0 ta chuwong trinh/ Description of scheme

La mot phan cua chuong trinh duoc quy dinh
dé kiém tra tinh trang hoat dong cua xe, hi¢u suat
cua phanh duogc kiém tra. Xe dugc dit trén cac
con lin chuyén dong, giam dinh vién s& phanh va
do lyc can lan. Quy trinh dugc st dung dua ra
huéng dan vé lyc can ap dung trong thao tac
phanh.

As part of a regulated scheme to inspect the
in-service condition of vehicles, the performance
of the brakes is examined. The car is put in motion
on rollers, the inspector put the brakes on and the
rolling resistance is measured. The procedure
used gives instructions as to the force to be
applied in the braking manoeuvre.

7.2.2. Phén tich va dé xuit giai phap/ Analysis and recommended solution

Can xem xét cac yéu cau trong

Metrological traceability

Vén dé ISO/IEC 17025? Binh luan
Issue Need to consider requirements Comments
in ISO/IEC 17025?
Kl}é nér{g hén kéf chuan do Co Do khong dam bao cua phép do phat
luong cua két qua do . sinh tir cac hoat dong do va céc loai
es

thiét bi khac nhau duoc phat hién 1a

VACIG 7.3.2 Phién ban/ Version: 1.1
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of measurement results

dang ké.

The measurement uncertainty
resulting from different practices and
types of equipment has been found to
be substantial.

Phuong phép dugc mé ta chi tiét boi

Tham dinh phuong phap Khéng co quan quan ly.

Validation of methods No Methodology described in detail by
the regulator.

Dé xuit dam bao chat luong Khéng

Quality assurance initiatives No

Luu y rang trong truong hop nay, kha nang
lién két chuan dugc coi 1a mot yéu t6 quan trong
mic du thuc té 12 khong yéu cau murc d§ chinh xac
cao. Tuy nhién, mac du yéu cau thap nhung nguoi
ta dd xac dinh rang muc do dat duoc trong thyc té
thudng tham chi con thap hon.

Note that in this case traceability is considered
a critical factor despite the fact that a high level
of accuracy is not required. Nevertheless, even
though the requirement is low it has been
established that the level achieved in practice is
often even lower.

7.3. Vidu 2: Trong dich vu kiém tra thanh phén két cAu ciia phwong tién/ Case 2: In-service
examination of structural components of vehicles

7.3.1. Mo ta chwong trinh/ Description of scheme

La mot phan cua chuong trinh duoc quy dinh
de giam dinh tinh trang hoat dong cua xe, tinh toan
ven v€ mat cau tric cia xe duoc kiém tra. Viéc
kiém tra bao gdbm kiém tra ngoai quan va gd vao
xe tai cac vi tri duge chon béng bua voi cac kich
¢& bua khéac nhau, ¢6 mot dau nhon va mot dau tu,
dugc st dung trong cac truong hop khac nhau.
Muc d6 va vi tri an mon va hu hong dugce can nhéc
dé dua ra két luan hop 1y.

As part of a regulated scheme to inspect the
in-service condition of vehicles, the structural
integrity of the vehicle is examined. The
examination includes visual inspection and hitting
the car at selected points with a hammer. Different
sizes of hammers, having one sharp and one
obtuse end, are used in different cases. The extent
and location of corrosion and damages are
weighed to arrive at a balanced conclusion.

7.3.2. Phan tich va dé xuét gidi phap/ Analysis and recommended solution

Can xem xét cac yéu cau trong
Van dé ISO/IEC 170257 Binh luan
Issue Need to consider requirements Comments
in ISO/IEC 17025?
Maic du dién tich va 6 sau cua su an
mon la mot yéu to quan trong, nhung
Kha nang lién két chuan do su danh gid chuyén nghi¢p quan
luong cua két qua do Khong trong hon céc con so.
Metrological traceability of No Even though area and depth of
measurement results corrosion is an important factor,
professional judgement is more
important than numerical figures.
Tham dinh phuong phap Khong Qué trinh kiém tra c6 thé thay doi tiry
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theo tinh trang va thiét ké cua cac

Validation of methods Ly
f thanh phan cau truac.

Examination process is subject to
modifications due to the status and
design of the structural components.

Giam sat s€ 1a phuong phap dugc uva

Dé xuit dam bao chat luong Khong chudng dé danh gia tinh hiéu lyc.

Quality assurance initiatives No Monitoring would be the preferred

method for evaluation of validity.

bay 1a mot vi du ma khong 1o rang liéu céc
phép do c6 dugc thuc hién hay khong. Trong
nhing trudng hop nhu vy, thuong thi cac yéucau  such cases, it usually turns out that requirements
trong ISO/IEC 17025 khong &p dung. in ISO/IEC 17025 do not apply.

7.4. Vi du 3: Kiém tra ro ri cho hé théng chira chit 16ng khong chiu ap suit/ Case 3: Leak
testing of non-pressurised liquid-filled systems

This is an example where it is not obvious
whether measurements are performed or not. In

7.4.1. Mo ta chwong trinh/ Description of scheme

La mot phan cua chuong trinh duge quy dinh
dé giam dinh tinh trang hoat dong cua thiét bi suéi
4m va 1am mat chira khi Freon, do kin ro ri cua hé
thng chira chit long dugc kiém tra. Hé thong
duoc dit dudi ap suat va sir dung dong ho do ap
sudt dé xac dinh da sir dung muc ap suat phu hop.

As part of a regulated scheme to inspect the in-
service condition of equipment for heating and
cooling containing Freon gases, the leak tightness
of the liquid containing system is checked. The
system is put under pressure and a pressure gauge
is used to verify that an adequate level of pressure

has been applied.
7.4.2. Phan tich va dé xuét giai phap/ Analysis and recommended solution
o Cén xem xét cac yéu cau trong
Van de ISO/IEC 17025? Binh luan
Issue Need to consider requirements Comments
in ISO/IEC 17025?
Tinh trang cua thiét bi 1a ngudn bién
Kha nang lién két chuan do sO chinh gay ra d§ khong dam bao
luong cua két qua do. Khong cua phép do.
Metrological traceability of No Equipment  status the primary
measurement results. variable source of measurement
uncertainty.
7 Phuong phap duogc biét dén rong rai
Tham dinh phuong phap Khong va khong phtrc tap.
Validation of methods No Methodology well known and not
complex.

o ’ Giam sat s€ la phuong phap dugc uu
bé xuat dam bao chat lugng Khoéng tién dé danh gid tinh hi¢u lyc.
Quality assurance initiatives No Monitoring would be the preferred

method for evaluation of validity.
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The examination is well covered under the

Viéc kiém tra dugc thuc hién trong khuon khé ramework of ISO/IEC 17020,

cua ISO/IEC 17020.
7.5. Vi du 4: Kiém tra ap suit ciia van trong hé théng ap suit/ Case 3: Pressure testing of valves
in pressurised systems

7.5.1. Mo ta chwong trinh/ Description of scheme

La mot phan cua chwong trinh dugc quan 1y As part of a regulated scheme to inspect the
nham ki€ém tra tinh trang hoat dong ctia cac h¢  in-service condition of pressurised systems, the
thong chiu &p suat, ap sudt xa cua van an toan s€  release pressure of safety valves is measured.
duoc do.

7.5.2. Phin tich va dé xuat giai phap/ Analysis and recommended solution

Can xem xét cac yéu cau trong

Vén dé ISO/IEC 170257 Binh luan
Issue Need to consider requirements Comments
in ISO/IEC 17025?
Kha nang lién két chun do Gia trj 4p sudt m¢ duoc thiét 1ap &
luong cua két qua do Co g161 han nguy hiém.
Metrological traceability of Yes Pressure release at set limit critical.

measurement results

Hudng dan va dao tao c6 thé dugc tinh
dén nhu cau tric cia hé thong anh
q huong dén viée thiét 1ap kiém tra nhu
Tham dinh phuong phép Khong, nhung... thé nao.

Validation of methods No, but... Instructions and training may need

to account for how  system
configurations affects examination

set-up.

Giam sat s€ 1a phuong phap dugc vu
Dé xuat dam bao chat luong Khong tién dé danh gia hiéu luc.
Quality assurance initiatives No Monitoring would be the preferred

method for evaluation of validity.

7.6. Vi du 5: Giam dinh mdi han cia két ciu thép bang phwong phap tir tinh/ Case 5: Magnetic
particle inspection of welded joints in steel structures

7.6.1. Mo ta chwong trinh/ Description of scheme

As part of a regulated inspection scheme for
in-service inspection of offshore steel structures,
selected welded joints are subject to magnetic
particle inspection in order to detect crack
indications.

La mot phan ctia chwong trinh giam dinh dugc
quy dinh ddi véi viée giam dinh trong qu4 trinh str
dung cac két cau thép ngoai khoi, cac mdi han
dugc chon phai chiu su giam dinh bi‘mg tlr tinh dé
phat hién cac dau hiéu nit.
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Gian gido duoc lip dung va cac mdi han dugc Scaffolding is erected and the joints are sand-
phun cat dé lam sach bé mat. Hinh dang cta cic  blasted to expose a clean steel surface. The
mbi han thé hién su thay d6i 16n, vi tri ciia cac mdi  geometry of the joints exhibits large variations,
han c6 thé doi hoi nhiéu vé mat vat Iy dé tiép can  the location of the joints may be physically
va cac diéu kién moi trudng c6 thé khong Iy tudng.  demanding to access and the environmental

conditions may be less than ideal.

7.6.2. Phan tich va dé xuét giai phap/ Analysis and recommended solution

Can xem xét cac yéu cau trong

Vén dé ISO/IEC 170257 Binh luan
Issue Need to consider requirements Comments
in ISO/IEC 170257

Pugc thira nhan 1a mot bai kiém tra
dinh tinh, mac du c6 thé thyc hién cac
phép do kich thudce. Viéc phat hién
thuc té cac ddu hiéu nat quan trong

Kha ning lién két chuan do hon viée xac dinh chinh x4c cac kich
luong cua két qua do Khong thudc cua chi thi.

Metrological traceability No Recognised as a qualitative fest,
of measurement results although dimensional measurements

may be performed. The actual
detection of crack indications is more
critical than the exact dimensions of
the indication.

Lua chon phuong phap tuy thudc vao
céc kiéu trong moi han. Panh gia do
khong dam bdo cua phép do va xac
dinh gi6i han phat hién rat kho thuc
Tham dinh phuong phap Co, nhung. .. hién.

Validation of methods Yes, but... Method choice subject to variations
in joint configuration. Evaluation of
measurement uncertainty and
determination of detection limit are
difficult to perform.

C6 thé yéu cau chimg nhan nhan vién
CAB. Tuy nhién, tuy thudc vao pham
vi va loai hinh kiém tra thuc t& co
trong chuong trinh chirng nhan, co
thé can nhac thay thé cac yéu to giam
sat cho cac hoat dong thir nghiém
Dé xuat dam bao chat luong Khéng, nhung... thanh thao.

Quality assurance initiatives No, but... Certification of CAB personnel may
be required. However, depending on
the extent and type of practical
examinations  included in  the
certification scheme, substituting
elements of monitoring for PT
activities may be considered.
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7.7. Vi du 6: Giam dinh két cAu chiu ap suit bang phwong phap siéu 4m/ Case 6: Ultrasonic

inspection of pressure containing structures

7.7.1. Mo ta chwong trinh/ Description of scheme

La mot phan cua chuong trinh dugce quy dinh
dé giam dinh trong qua trinh st dung cac binh
chira 4p suét, kiém tra bang phuong phap siéu 4m
duoc thuc hién trén cac phén quan trong. Kiém tra
bang phuong phap siéu 4m thudng dugc thyuc hién
nhu budc dau tién dé tim ra cac khuyét tat va xac
dinh kich thudc, vi tri va loai khuyét tat. Két luan
kiém tra cling c6 thé dua trén cac kiém tra khac.

As part of a regulated scheme for in-service
inspection of pressure containing vessels,
ultrasonic testing is carried out on critical
sections. Often ultrasonic testing is performed as
the first step to find defects and determining their
size, location and type. The inspection conclusion
may be based also on other examinations.

7.7.2. Phin tich va dé xuat giai phap/ Analysis and recommended solution

Van dé

Issue

Can xem xét cac yéu cau trong
ISO/IEC 170257

Need to consider requirements

in ISO/IEC 170257

Binh luan

Comments

Kha ning lién két chuan do
luong cua két qua do Co
Metrological traceability of Yes
measurement results

Viéc nhan dién va xac dinh cac
khuyét tat nho coé thé cé tam quan
trong dac biét.

The identification and

determination of minute defects may
be of critical importance.

Tham dinh phuong phap Co
Validation of methods Yes

M3Gi bo phan/ chi tiét can dic biét
can nhac ve viéc luya chon thiét bi va
phuong phéap.

Each area/item requires special

considerations as to choice of
equipment and methodology.

Pé xuat dam bao chat luong

Quality assurance initiatives

Khoéng, nhung...
No, but...

Khi c6 cac chuong trinh nhu viy,
nén tham gia cac chuong trinh kiém
tra nang lyc.

Where such programs are available,
the participation in proficiency
testing programs is recommended.
Tuy nhién, viéc giam sat 1a diéu can
thiét dé dam bao ning lyc cia timg
giam dinh vién. Luu y rang co thé
yéu cau chimg nhén nhan vién CAB.
Can xem xét pham vi va loai hinh
kiém tra c6 trong chwong trinh
chting nhan khi xac dinh pham vi va
tinh chat bat budc cia cac hoat dong
giam sat.

However, monitoring is essential to
ensure individual inspector
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competence. Note that certification
of CAB personnel may be required.
The extent and type of practical
examinations  included in the
certification scheme should be
considered when defining the
required extent and character of
monitoring activities.

7.8. Vi du 7: Pong niing va ap suit cira thang may/ Case 7: Kinetic Energy and Door Pressure

of Elevator Doors

7.8.3. M6 ta chwong trinh/ Description of scheme

Phén 16n cac su ¢ va tai nan trén thang may/
thiét bi nang chd khach déu lién quan dén cira. Bé
giam thiéu nguy co thuong tich, EN81-1 quy dinh
rang khi dong hoc ctia ctra thang may/ cira thiét bi
nang khong dugc vuot qua 10 J va ap suét cira
khong dugc vuot qua 150 N.

O nhiéu nén kinh té, cac quy dinh ¢6 hi¢u luc
lién quan dén tiéu chuan nay hodc cac tiéu chuin
tuong tu. Dé x4c dinh sy tuan tha tiéu chuén, hai
thir nghiém dugc thuc hién bang mot cong cu do
ap suat ctra duoc hiéu chuén theo quy dinh, dugc
cam tay trén duong dong cua clra thang may/ thiét
bi nang dang dong.

Thir nghiém dau tién duoc thyc hién & khoang
cach 500 mm so véi vi tri dong hoan toan cua cua
thang may/ thiét bi nang dang dong dé xac dinh
dong nang va thu nghiém thtr hai ¢ khoang cach
180 mm so v6i vi tri dong hoan toan dé xac dinh
ap suét ctra. Cac thir nghiém nay dugc thuc hién
ngay sau nhau trén cing mot san tang va ca hai
phép do déu dugc 1y truc tiép tir cong cu do ap
suét cira.

The majority of incidents and accidents on
passenger lifts/elevators are door related. To
minimize the risk of injuries, EN81-1 specifies that
the kinetic energy of the closing lift/elevator doors
shall not exceed 10 Joules and the door pressure
shall not exceed 150 Newton.

In many economies, regulations are in force
that refer to this or similar standards. To
determine compliance with the standard two tests
are carried out with a prescribed calibrated door
pressure tool, which is hand held in the closing
path of the closing lift/ elevator door.

The first test is to be carried out at 500 mm
from the fully closed position of the closing lift/
elevator doors to determine the kinetic energy and
the second test at 180 mm from the fully closed
position to determine the door pressure. These
tests are done immediately after each other on the
same landing floor and both readings are taken
directly from the door pressure tool.

7.8.2. Phan tich va dé xuét gidi phap/ Analysis and recommended solution

. Cén xem xét cac yéu cau trong
Van dé ISO/IEC 17025? Binh luan
Issue Need to consider requirements Comments
in ISO/IEC 17025?
Kha ning lién ket chuan do , Kha ning lién két chuén do luong 1a
luong cua két qua do Co A Az
di€u can thiét.
Metrological traceability Yes Metrological traceability is essential.
of measurement results
Thém dinh phuong phap Khong Qié st‘ tat ca thgng may déu duqc
o giam dinh theo tiéu chuan quéc gia
Validation of methods No hodc quoc t€ hodc theo quy dinh thi
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viéc tham dinh khéng phai 13 yéu cau
thiét yéu.

Assuming all elevators are inspected
against a national or international
standard or against regulations,
validation is not an essential
requirement.

Dé xuat dam bao chat lwong Khong

Quality assurance initiatives No

Giam sat s€ la phuong phap dugc uu
tién dé danh gia hicu luc.

Monitoring would be the preferred
method for evaluation of validity.

7.9. Vi du 8: Xét nghiém bénh 1y va kiém tra cac mé va chit dich co thé nhw mét phén cia
kham nghiém ti thi/ Case 8: Pathology test and examinations of body tissues and fluids as part

of autopsy

7.9.1. M6 ta chwong trinh/ Description of scheme

Céc xét nghiém va kiém tra bénh Iy 1a mot
phan cuia churong trinh gidm dinh ty nguyén dé xac
dinh nguyén nhan tr vong (kham nghiém tir thi).
Kham nghiém tir thi s& bao gom viéc kiém tra co
thé bao gém cac co quan, md va chét 16ng tai chd
va ciing s& bao gdm viéc ldy mau va phan tich tai
dich vu tang 18 hoac trong mot phong xét nghiém
y té riéng biét. Mot sd phép do ciing c6 thé duge
thuc hién tai chd nhu chiéu dai hoic d6 pH. Céc
cudc kiém tra s& bao gdm viéc ldy mau, chuan bi
mau, kiém tra cdc mau (vi du bang kinh hién vi)
va so sanh cc quan sat v6i cac mau tham chiéu co
cac dic diém d3 biét dé dua ra két luan hd trg cho
viéc xac dinh nguyén nhén tir vong n61 chung. Cac
yéu cau cia ISO 15189 ciing can duoc xem xét ddi
v6i bat ky xét nghiém va kiém tra lién quan dén
bénh 1y nao.

Pathology tests and examinations form part of
a voluntary inspection scheme for the
determination of cause of death (autopsy).
Autopsies will involve the examination of the body
including organs, tissues and fluids in situ and
will also involve the taking of samples and
analysis either within the mortuary service or in a
separate medical laboratory. Some measurements
may also be taken in situ such as length or pH.
Examinations will involve taking samples,
preparing samples, examining the samples (e.g.
by microscopy) and comparing the observations
with  reference  samples — with  known
characteristics to arrive at conclusions
supporting the overall determination of cause of
death. The requirements of 1SO 15189 also need
to be considered for any pathology related tests
and examinations.

7.9.2. Phan tich va dé xuét giai phap/ Analysis and recommended solution

o Céan xem xét cac yéu cau trong
Van dé ISO/IEC 170257 Binh luan
Issue Need to consider requirements Comments
in ISO/IEC 17025?

Kha ning lién két chuan
do luong cua két qua do Co
Metrological traceability Yes
of measurement results
Tham dinh phuong phap Co
Validation of methods Yes
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Pé xuat dam bao chat

luong Co
Quality assurance Yes
initiatives

So sanh két qua tir nhiéu ngudn duoc
coi 1a phuong tién t6t nhat dé phat
hién cac danh gia sy khong phu hop
va hai hoa céac thong 18 t6t nhat. Néu
khong c6 chuong trinh PT, thi giam
sat s& 1a phuong phap duoc wu tién dé
danh gia hi¢u lyc.

Comparing results from multiple
sources considered to be the best
means both to detect non-conforming
evaluations and to harmonise best
practices. If PT programs are not
available, then monitoring would be
the preferred method for evaluation

of validity.

7.10. Vi du 9: Kiém tra dong dién tirc thoi cia cong to dién/ Case 9: Examination of current

dependency of electricity meter

7.10.1. Mo ta chwong trinh/ Description of scheme

La mot phan cua chuong trinh duge quy dinh
dé giam dinh dong ho dién dang hoat dong, dong
dién ttrc thoi ctia dong ho dugc kiém tra. Do khong
dam bao ctia phép do cua ddng ho dién phai thip
hon muc quy dinh ¢ cac mirc dong dién khéac nhau.

Diéu quan trong can luu y 1a Trudng hop nay
dé cap dén viéc giam dinh dong ho dién dang hoat
dong, khong phai la xac minh phép do hop 1€ cua
dong ho dién trén bang thir nghiém. Cac quy dinh
vé dién thuong yéu cau giam dinh trong khi hoat
d6ng nhu mot phan ciia chuong trinh bao tri. Cac
vu giam dinh d6 khong yéu cau phai thao roi dong
ho dién, nhung yéu cau phai thuc hién thir nghiém
tai chd. Viéc giam dinh duoc thyc hién bang thiét
bi thir phun duoc két ndi voi dudong day trude
ddng ho dién.

O nhiéu nén kinh té, cac t6 chirc giam dinh ¢
xu hudng 1a loai C, vi d6i khi vi¢e giam dinh duoc
thuc hién boi cac cong ty phan phdi dién trong khi
hoat dong.

VACIG 7.3.2 Phién ban/ Version: 1.1
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As part of a regulated scheme for in-service
inspection of electricity meters, the current
dependency of the meter is examined. The
measurement uncertainty of the electricity meter
shall be below a specified level at different levels
of current.

1t is important to point out that this Case refers
to in-service inspection of electricity meters, not
to legal metrology verification of electricity
meters on a testing bench. Electricity regulations
often call for in-service inspection as part of a
maintenance program. Those inspections do not
require the disassembling of electricity meters,
but it requires the performance of on-site testing.
The inspection is carried out by means of an
injection test device connected to the line before
the electricity meter.

In many economies, inspection bodies tend to
be type C, as in-service inspection is sometimes
carried out by electricity distribution companies.
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7.10.2. Phan tich va dé xuét giai phap/ Analysis and recommended solution

Can xem xét cac yéu cau trong

Vén dé ISO/IEC 17025?
Issue Need to consider requirements
in ISO/IEC 17025?

Binh luan

Comments

Kha ning lién két chuan
do luong cua két qua do Co
Metrological traceability Yes
of measurement results

Do khong dam bao cua phép do 1a rat
quan trong vi co quan quan 1y yéu cau
ddng hod do dién phai c6 mirc d6 chinh
xac nhét dinh tuy thudc vao muc dong
dién.

Measurement uncertainty is critical, as
the regulator requires the electricity
meter to have a specified level of
precision depending on the level of
current.

Tham dinh phuong phap Khoéng
Validation of methods No

Phuong phap do co quan quan ly chi dinh
chi tiet

Methodology specified in detail by
regulator

Pé xuat dam bao chat

111’0‘1’1 g Khél’lg
Quality assurance No
initiatives

Gidm sat s€ 1a cong cu thiét thuc nhat
dé kiém tra kha ning va sy khéo 1éo
cua gidm dinh vién trong viéc thuc
hién cac phép do.

Monitoring would be the most
practical tool to check out inspectors’
ability and dexterity to carry out the
measurements.

8. PHAN PHOI TAI LIEU/ DISTRIBUTION OF DOCUMENTS

Quan 1y chat luong cua VACI: 01 ban
Quan Iy chét lugng ciia VAAS: 01 ban
Phong Nghiép vu 1: 01 ban

9. BIEU MAU AP DUNG/ APPLICATION FORMS

VACI quality management: 01 copy
VAAS quality management: 01 copy
Operations Department 1: 01 copy
Website cua VACI: 01 ban - VACI website: 01 copy

Khong c¢6 biéu mau ap dung. No application form available.

10. QUAN LY HO SO/ RECORDS MANAGEMENT

Viéc danh gia cac phép do nhu mot phan cta All records related to the assessment process
qua trinh gidm dinh dugc thé hién trong hd so  and the accreditation process of the Inspection
danh gia cong nhan T6 chuc giam dinh dugc luu  body are kept safe and secure in the VAAS
giir an toan va bao mat tai Hé thong hd so VAAS  Records System as prescribed in the Procedure
theo quy dinh trong Quy trinh Kiém soat théng tin  for control documented information VACI P 9.3.

dang van ban VACI P 9.3.
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PHU LUC A: BOI CANH TRUYEN THONG CUA CAC HOAT PONG KIEM TRA VA THU NGHIEM
ANNEX A: TRADITIONAL CONTEXT OF EXAMINATION AND TESTING ACTIVITIES

Mic du cac dinh nghia vé thanh tra trong ISO/IEC
17020 va vé thir nghiém trong ISO/IEC 17000 c6 phan
trung ldp, nhung bdi canh ciia cac hoat dong kiém tra
va thir nghiém theo truyén thdng lai khac nhau. Bang
dudi ddy mo ta bbi canh bang cach dinh lugng mirc do
ma mdt sb loai hoat dong theo truyén thong dugc chon
dé coi 1a kiém tra va loai nao theo truyén théng duoc
chon dé coi 14 hoat dong thir nghiém .

Although the definitions for inspection in ISO/IEC
17020 and for testing in ISO/IEC 17000 do to some
extent overlap, the context of examination and testing
activities has traditionally differed. The table
presented below tries to describe the context by means
of quantifying to which extent certain types of activities
have traditionally been chosen to be considered as
examination and which have traditionally been chosen
to be considered as testing activities'.

) Muc dlf:h danl‘l gia sy ISO/IE? 17020 — ISO/IEC 17025 — Thir
Hoat dong phu hop 1a... Kiém tra o
nghiém
Activity ... Object ofconfo_rmzty ISO/IEC 1 7Q20 - ISO/IEC 17025 - Testing
assessment is... Examination
... duoc thuc hién tai hién A +
truong
... performed on-site
...ghr(yc thuc hién tai dia + Ao+
diem cua CAB
... performed at premises of
CAB
. ..‘duqc thue hién nhu mot ++ Ao+
phén ctia nghiém thu
... performed as part of
type approval
... dugc thuc hién nhu mot ++ R
phén cta chuong trinh
chuing nhén san pham
... performed as part of
product certification
scheme
.. duoc thyc hién nhu mot + ++
phan cuia kiém tra thiét ke
... performed as part of
design examination
...khi/ 16ng + A
.. gas/liquid
...vat lieu ++ it
.. material
...hang muc dugc xac -+ o
dinh 10 rang
.. well defined item
...hang muc phtrc tap -+ ++
.. complex item
.. cai dat -+ +

VACIG 7.3.2 Phién ban/ Version: 1.1
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A Muc leh danl‘l gia su ISO/IE? 17020 — ISO/IEC 17025 — Thir
Hoat dong phu hop 1a... Kiém tra .A
nghiém
Activity ... Object ofconfo.rmzty ISO/IE(? 1 7920 - ISO/IEC 17025 - Testing
assessment is... Examination
.. installation
...dich vu A+ +
.. service
...qua trinh +HH +
... process
+ Hiém khi/ Seldom
-+ Thuong xuyén/ Often

Béng 5.1. Mirc d sir dung truyén thong cua cac ky thi va bai kiém tra cho cac ing dung khac nhau.

Table 5.1. Traditional extent of use of examinations and tests for different applications.

Bdi canh dugc mo ta trong Bang 5.1 d cung cap
phan 16n bdi canh dé xdy dung cic yéu cau trong
ISO/IEC 17020 va ISO/IEC 17025. Trong Phu lyc B1
dén B4, nhing khac biét vé yéu cau dugc phan tich chi
tiét hon. Trong cac phu luc nay, mdi quan hé gilta
nhimg khéc biét vé yéu cau nay va bdi canh truyen
thong cua cac kiém tra va thir nghiém nhu duoc hién
thi trong bang trén dugc thao luan.

'"Luuy réng sd lugng diu cong dugc hién thi trong
bang khong bat ngudn tir bat ky nghién ctru thong ké
nao vé cac thong 1¢ qudc té thuc té. Pay chi 1a mot
phép tinh gin ding dua trén phan doan tap thé cia
Nhom cong tac da xay dung tai liu huong dan nay.
Ngoai ra, xin luu y rang, d6i véi muc dich cia tai liéu
huéng dan nay, tinh dung din cta cac ddu cong it quan
trong hon tinh ding din cua gia dinh ring chung phan
anh tu duy cia céc tac gid cua cac phién ban hién tai
ctia ISO/IEC 17020 va ISO/IEC 17025, trong sb d6 co
mot s6 thanh vién caa Nhom cong tac xdy dung tai liu
huéng dan nay.

VACIG 7.3.2 Phién ban/ Version: 1.1
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The context described in Table 5.1 has to a
significant extent provided the background for
formulating the requirements in ISO/IEC 17020 and
ISO/IEC 17025. In Annexes Bl to B4, the resulting
differences in requirements are analysed in more
detail. In these annexes, the relationships between
these differences in requirements and the traditional
context of examinations and tests as displayed in the
above table are discussed.

" Note that the number of plusses shown in the
table is not derived from any statistical study of actual
international practices. It is only an approximation
based on the collective judgment of the WG that
formulated this guidance document. Also, note that, for
the purpose of this guidance document, the trueness of
the plusses is less important than the trueness of the
presumption that they reflect the mind-set of the
authors of the current versions of ISO/IEC 17020 and
ISO/IEC 17025, of which several were members of the
WG that formulated this guidance document.
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PHU LUC B1: SU DQC LAP/ ANNEX B1: INDEPENDENCE

B1.1 Boi canh/ Context

Van & doc 1ap mang tinh trung tim hon trong bbi
canh gidam dinh so v&i bdi canh thir nghiém. Mot Iy do
1a giam dinh thuong bao gdm mét quyét dinh. Quyét
dinh nay c6 thé c6 nhiing tac dong kinh té dang ké dbi
v6i chu sé hitu coa ddi tuong dugc giam dinh, cling
nhu d6i voi cac bén lién quan c6 lién quan khac. Cac
hoat dong thir nghiém nhu dugc hinh dung trong
ISO/IEC 17025 khong bao gdm giai doan quyét dinh.
Mot 1y do khéc 1a gidm dinh vién theo ddi cac dau vét
diéu tra, trong d6 mdi quan sat c6 thé anh hudng dén
viéc lua chon budc tiép theo cua cudc diéu tra. Mot
quy trinh nhu vay dé bi sai léch hon so véi thu nghiém
theo mot phuong phap cu thé. Tuy nhién, can luu y
rang trong thyc té c6 thé ton tai nhitng dong co quan
trong dé cac bén quan tim c6 duoc mét s6 két qua nhat
dinh cling tir cic hoat dong thur nghiém, vi du: cé thé
thue hién cac phép do dé kiém soat lugng khi thai tir
mot nha may nam trong muc cho phép.

Cac van dé vé su doc lap co thé duge chia thanh
hai phan:

- Su doc lap cia CAB va

- Su ddc lap ctia nhan sy ciia CAB.
B1.2 Sw dgc 14p ctiia CAB/ Independence of CAB

Trudce tién xét dén tinh doc 1ap cta td chuc giam
dinh, ISO/IEC 17020 yéu ciu cac to chirc giam dinh
phai dugc phan loai thanh mot trong ba loai doc lap;
loai A, BvaC.

Theo Phu luc A.2, cac T chuc giam dinh loai B
phai;

- ... khong tham gia vao bat ky hoat dong nio c6 thé
xung dot voi su doc 1ap trong quyét dinh va tinh
chinh tryc ctia minh lién quan dén cac hoat dong
giam dinh. Pac biét, khong dugc tham gia vao viéc
thiét ké, san xuét, cung cép, lép dat, str dung hoac
béo tri cac dbi tuong dugc giam dinh.

Theo Phu luc A.1, cac t6 chirc giam dinh loai A
phai dap ung cac yéu cau ctua gach dau dong doi voi
cac co quan kiém tra loai B ¢ trén. Ngoai ra, con phai:

Té chirc giam dinh phai doc 1ap voi cac bén lién
quan.
- Tb chic giam dinh khong dugc 13 mot phan cua
mét phap nhén tham gia vao viée thiét ké, san xuét,

cung cap, lap dat, mua, so hitu, st dung hodc bao
tri cac d6i tuong dwoc giam dinh.
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The issue of independence is more central in the
inspection context than in the testing context. One
reason is that inspection often includes a decision.
This decision may have substantial economic
implications for the owner of the inspected object, as
well as for other relevant stakeholders. Testing
activities as envisaged in ISO/IEC 17025 does not
include a decision stage. Another reason is that the
inspector follows trails of investigation where each
observation may affect the selection of the next step of
the investigation. Such a process is more susceptible
to bias than testing per a specific method. However, it
should be borne in mind that in practise there may
exist important inducements for interested parties to
obtain certain outcomes also from testing activities,
e.g. measurements may be performed in order to
control that emissions from a plant are within
permitted levels.

The issues of independence can be split up in two:

- Independence of the CAB, and
- Independence of CAB personnel.

Considering first the independence of the
inspection body, ISO/IEC 17020 calls for inspection
bodies to be categorized as belonging to one of three
types of independence, types A, B and C.

According to Annex A.2 type B inspection bodies
type B shall;

- ... not engage in any activities that may conflict
with its independence of judgment and integrity in
relation to its inspection activities. In particular, it
shall not be engaged in the design, manufacture,
supply, installation, use or maintenance of the
items inspected.

According to Annex A.1 type A inspection bodies
shall meet the requirements of the bullet point for
inspection bodies type B above. In addition, it is stated
that;

The inspection body shall be independent of the
parties involved.

- An inspection body shall not be a part of a legal
entity that is engaged in design, manufacture,
supply, installation, purchase, ownership, use or
maintenance of the items inspected.
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- Tb chirc giam dinh khong duoc lién két v6i mot
phap nhan riéng biét tham gia vao viéc thiét ké, san
Xuét, cung cap, lap dit, mua, s& hiru, sir dung hodc
bao tri cac d6i tugng duge giam dinh boi nhimng
bén sau:

eS¢ hiru chung, trir truong hop chui s¢ hitu
khong c6 kha ning tac dong dén két qua
giam dinh;

= Ngudi duge bd nhiém s hiru chung trong
hoi dong quan tri hodc to chirc tuong
duong, trur truong hop nhimg nguoi nay
¢6 chirc nang khong tac dong dén két qua
giam dinh;

= Béo céo truc tiép 1én ciing mét cap quan
1y cao hon, trir tredng hop di€u nay khong
the tac dong dén két qua giam dinh;

= Céac cam két theo hop ddng hoic cac
phuong tién khac co thé co kha nang tac
dong dén két qua gidm dinh.

Theo Phu luc A.3, cac td chiic giam dinh loai C
phai;
- Cung cap cac bién phap bao vé trong to chuc dé
dam bao phan dinh trach nhi€ém va nghia vu giira
hoat ddng giam dinh va cac hoat dong khac.

ISO/IEC 17025 khong c6 bét ky yéu cau rd rang
nao vé sy doc 1ap. Tuy nhién, ISO/IEC 17020 va
ISO/IEC 17025 c6 chung cic yéu cau vé tinh khach
quan. Do d6, mdt phong thi nghiém s& phai xac dinh
cac khia canh t6 chirc ¢6 thé cAu thanh rai ro ddi voi
tinh khach quan. Viéc dua ra cac bién phap bao vé to
chirc ¢6 thé 1a mot cach dé loai bo hodc giam thiéu
nhiing rii ro nhu vay.

- The inspection body shall not be linked to a
separate legal entity engaged in the design,
manufacture, supply, installation, purchase,
ownership, use or maintenance of the items
inspected by the following:

e Common ownership, except where the
owners have no ability to influence the
outcome of an inspection;

e Common ownership appointees on the
boards or equivalent of the organizations,
except where these have functions that
have no influence on the outcome of an
inspection,

= Directly reporting to the same higher level
of management, except where this cannot
influence the outcome of an inspection;

e Contractual commitments or other means
that may have an ability to influence the
outcome of an inspection.

According to Annex A.3 type C inspection bodies
shall;

- Provide safeguards within the organization to
ensure adequate segregation of responsibilities
and accountabilities between inspection and other
activities.

ISO/IEC 17025 does not have any explicit
requirements for independence. However, ISO/IEC
17020 and ISO/IEC 17025 share the same
requirements for impartiality. Consequently, a
laboratory would have to identify organizational
aspects that may constitute risks to impartiality.
Introducing organizational safeguards could be one
way to eliminate or minimize such risks.

B1.3 Sw ddc 1ap cia nhan sw ciia CAB/ Independence of CAB personnel

Déi véi nhan su cua cac t6 chuc giam dinh loai C,
Phu luc A.3 quy dinh rang;

- Viéc thiét k& san xudt/ cung cap/ lap dat/ bao
dudng/ bao tri va giam dinh cung mét hang muc. ..
khong dugc thuc hién boi cung mdt nguoi. Ngoai
1¢ ddi véi diéu nay 1a khi yéu cau theo quy dinh
cho phép 1 rang mot ca nhan. .. thuc hién ca thiét
ké/ san xudt/ cung cap/ lap dat/ bao dudng/ bao tri
va giam dinh cing mot hang muc, mién 1a ngoai 1&
nay khong anh huong dén két qua giam dinh.

- The design/ manufacture/ supply/ installation/
servicing/ maintenance and the inspection of the

Theo Phu luc A.2, cac td chic giam dinh loai B
phai;

VACIG 7.3.2 Phién ban/ Version: 1.1
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For personnel of inspection bodies type C it is
stated in Annex A.3 that;

same item ... shall not be undertaken by the same
person. An exception to this is where a regulatory
requirement explicitly allows an individual person

. to undertake both the design/ manufacture/
supply/ installation/ servicing/ maintenance and
the inspection of the same item, as long as this
exception does not compromise the inspection
results.

According to Annex A.2 inspection bodies type B
shall;
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Thiét 1ap su tach biét ro rang trach nhiém ctia nhan
sy thuc hién giam dinh véi trach nhiém cua nhan
su lam cac chire nang khac théng qua nhan dang to
chtic va phuong phap bao cdo cia to chic giam
dinh trong td chirc me.

Theo Phu luc A.1, nhan sy ctia co quan thanh tra

loai A phai;

Khong tham gia vao bat ky hoat dong nao cé thé
xung dot voi sy doc lap trong quyét dinh va tinh
chinh truc cua ho lién quan dén hoat dong giam
dinh cua ho. Pac biét, ho khong dugc tham gia vao
viéc thiét ké, san xuét, cung cap, lap dit, mua, s¢
hiru, st dung hodc bao tri cac doi tuong duoc giam
dinh.

Ngoai nhitng gi dugc dé cip trong diéu khoan

4.1.1 giér} 4.1.3 cua ISO/IEC 17025, xem B1.2 ¢ trén,
chu dé vé tinh doc lap cling xuat hién trong diéu khoan
6.2.1. Trong d6 néu rang;

Tt ca nhan vién ciia phong thi nghiém, du 1a nhan
vién ndi bo hay bén ngoai, co thé anh huong dén
hoat dong cua phong thi nghiém déu phai hanh
dong mot cach khach quan, ¢6 nang lyc va lam
viéc theo hé théng quan Iy ciia phong thi nghiém.

Do d6, cac bién phép s€ dugc thuc hién véi muc

Establish a clear separation of the responsibilities
of the inspection personnel from those of the
personnel employed in the other functions by
organizational identification and the reporting
methods of the inspection body within the parent
organization.

According to Annex A.1 personnel of inspection

bodies type A shall;

Not engage in any activities that may conflict with
their independence of judgment and integrity in
relation to their inspection activities. In
particular, they shall not be engaged in the design,
manufacture, supply, installation, purchase,
ownership, use or maintenance of the items
inspected.

In addition to what is referred to in clause 4.1.1 to

4.1.3 of ISO/IEC 17025, see B1.2 above, the topic of
independence also surfaces in clause 6.2.1. There it is
stated that;

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.

Thus, measures shall be taken with the aim of

dich tiét 16 vé& xung dot loi ich. Yéu cau thyc hién hanh

revealing conflicts of interest. The requirement to take
dong dugc néu trong diéu khoan 4.1.5d.

action is contained in clause 4.1.5d.
B1.4 Tong quat/ Summary

Bang dudi day tom tit cac yéu cau vé tinh doc 1ap. In the table below independence requirements are

summarised.

T4 chirc giam T6 chirc giam dinh

Khi h doc 14 . . : . . . . .
fa canh doc 1ap dinh loai A T6 chuc giam dinh loai B loai C Phong thi nghiém
Aspect of . . .
) Inspection body Inspection body type B Inspection body type Laboratory
independence
type A C
Yéu g:ﬁu, nhung chi ndi
b doi vdi phén c6 the
o nhén dang dugc cua to .
T6 chie doc lap/ R 1 chic lon hon Khong yéu cau Khéng yéu ciu/
Independent Yéu cau/ Required )
organisation Required, but only Not required Not required

internally vis-a-vis its own
identifiable part of the
larger organisation

Bao vé t6 chire/

\ \ 5 Yéu cau/
Organisational Yéu cau/ Required i Yéu cau/ Required Yéu caw/ Required R:uuci?e J
safeguards 4

Yéu céu, trir khi su

Su doc 1ap cua phu thudc dugc cho .
nhan sy CAB/ A A . P . phép trong luat/ Yeéu cauw/
Independent CAB Yeu clu/ Required | Yeu cu/ Required Required, unless Required
personnel dependency allowed

for in legislation
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PHU LUC B2: LIEN KET CHUAN PO LUONG
ANNEX B2: METROLOGICAL TRACEABILITY

B2.1 Boi canh/ Context

ISO/IEC 17025 dua ra cac yéu cau chi tiét hon vé
kha nang lién két chuan do ludng cua két qua do so voi
ISO/IEC 17020. C6 mdt s0 1y do cho dicu nay.

Nhu c6 thé thay trong Bang 5.1, viéc kiém tra theo
ISO/IEC 17020 chii yéu duogc thuc hién trén cac thuc
thé nhu cac hang muc phire tap, quy trinh va lip dat co
thé duoc mong doi thé hién muc d6 doc déo 16n hon
so voi vi du nhu vat liéu, khi va cac ddi tuong dugc
xac dinh 6 rang.

Do do, viéc uoc tinh d§ khong dam bao ctia phép
do c6 gia tri dbi véi timg trudng hop riéng 1é tén kém
hon dang ké. Hon nita, viéc kiém tra thuong dién ra
ngoai troi va trong diéu kién it dugc kiém soat hon so
v6i diéu kién thuong dat dugc trong phong thi nghiém.
Ciing luu y rang két qua thir nghiém thuong 1a két qua,
trong khi két qua kiém tra chi 1a mot phan thong tin co
anh huong dén két qua ctia qua trinh giam dinh. Do d06,
d6 khong dam bao cua phép do lién quan dén timg cudc
kiém tra riéng 1é mang lai thong tin han ché vé tinh hop
1¢ ctia két qua giam dinh.

Khi qué trinh kiém tra khong bao gdm viéc tao ra
két qua sb, nhu cau vé kha ning lién két chun do
luong thuong khong déng ké.

B2.2 Hiéu chuén thiét bi/ Calibration of equipment

Yéu cau trong ISO/IEC 17020 lién quan dén hi¢u
chuan thiét bi dugc néu trong diéu khoan 6.2.7. Yéu
cau rang:

“Chuong trinh hiéu chuan thiét bi tong thé phai
duoc thiét ké va van hanh sao cho dam bao rﬁng,
bat cir khi nao c6 thé ap dung, cac phép do do t6
chte giam dinh thyc hién déu co thé truy nguyén
theo céc ti€u chuan do luong qudc gia hodc qudc
té, néu co. Khi khong thé truy nguyén theo céc tiéu
chuan do Iuong qubc gia hodc quoc, té, to chuc
giam dinh phai duy tri bang chimg vé mdi trong
quan hogc do chinh x4c cua két qua giam dinh.”

_ Yéu cau nay rat gﬁp v6i nhiing gi dugc néu trong
di€u khoan 6.4.7 va phan 6.5 cua ISO/IEC 17025.
Mot giai thich lién quan dén hiéu chuén ndi b
duogc néu trong ILAC P15, ghi chi ung dung 6.2.7a.
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ISO/IEC 17025 gives more detailed requirements
for metrological traceability of measurement results
than does ISO/IEC 17020. There are several reasons
for this.

As can be seen in Table 5.1 examination according
to ISO/IEC 17020 is largely performed on entities such
as complex items, processes and installations which
can be expected to exhibit a larger degree of
uniqueness than do e.g. materials, gases and well
defined objects.

Consequently, it is significantly costlier to
estimate a measurement uncertainty valid for the
individual case. Further, examination is often taking
place outdoors and under less controlled conditions
than typically achieved in laboratories. Note also that
a test result is usually the outcome, whereas an
examination result is just one bit of information with a
bearing on the outcome of the inspection. Therefore,
the measurement uncertainty connected to the
individual examination yields limited information on
the validity of the inspection outcome.

When the examination does not include the
producing of numerical results, the need for
traceability is normally minor.

The requirement in ISO/IEC 17020 pertaining to
calibration of equipment is contained in clause 6.2.7.
The requirement is that:

- “The overall programme of calibration of
equipment shall be designed and operated so as to
ensure that, wherever applicable, measurements
made by the inspection body are traceable to
national  or  international  standards  of
measurement, where available. Where traceability
to national or international standards of
measurement is not applicable, the inspection
body shall maintain evidence of correlation or
accuracy of inspection results.”

This requirement is very close to what is said in
ISO/IEC 17025 clause 6.4.7 and section 6.5.

A clarification concerning in-house calibration is
provided in ILAC P15, application note 6.2.7a.
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Yéu ciu trong ISO/IEC 17020 lién quan dén hiéu
chuan céc tiéu chuan tham chiéu dugc néu trong didu
khoan 6.2.8. Mot yéu cau c6 ndi dung twong tu vé kha
nang lién két chuan do ludng ciia cac tiéu chuan tham
chiéu duoc néu trong didu khoan 6.4.1/6.4.6/6.4.7 cua
ISO/IEC 17025.

Hudng dan bo sung vé cach dat duge kha nang lién
két chudn do luong duge néu trong ILAC P10. Tai liéu
nay ap dung bét ké cac phép do duoc thuc hién theo
ISO//TIEC 17020 hay theo ISO/IEC 17025.
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The requirement in ISO/IEC 17020 pertaining to
calibration of reference standards is contained in
clause 6.2.8. A similarly worded requirement for the
traceability of reference standards is given in clauses
6.4.1/6.4.6/6.4.7 of ISO/IEC 17025.

Additional guidance on how to obtain traceability
is provided in ILAC P10. This document applies
regardless of whether the measurements are
performed under ISO/IEC 17020 or under ISO/IEC
17025.

B2.3 Tinh toan d¢ khong dam bao do/ Calculation of measurement uncertainty

Su khac biét co ban gitra ISO/IEC 17020 va
ISO/IEC 17025 vé kha ning lién két chuan do luong 1a
ISO/IEC 17020 yéu cau hiéu suét cua thiét bi va cac
tiéu chuan tham chiéu dugc sir dung phai co thé lién
két chuan do ludng, trong khi ISO/IEC 17025 yéu cau
két qua do phai co thé lién két chuan do luong. Kha
nang lién két chuan do luong dugc thiét 1ap bang chudi
so sanh khong bi gian doan tré lai mot tiéu chuén chinh
hoac béng cach thuc hién truc tiép mot héng sb co ban.
O mdi giai doan, can phai danh gia hodc udc tinh cac
bt dinh. Hai diéu khoan chinh 1a 7.6.1 va 7.6.3:

- Céc phong thi nghiém phai xac dinh cac yéu t gop
phan vao d¢ khong dam bao cua phép do. Khi danh
gia d6 khong dam bao cua phép do, tt ca cac yéu
t6 gbp phan co y nghia, bao gom ca cac yeu t6 phat
sinh tir viéc 1dy mau, phai dugc tinh dén bang cac
phuong phap phan tich phu hop.

- Mot phong thi nghiém thyc hién thir nghi€ém phai
danh gia d6 khong dam bao ctia phép do. Trong
truong hop phuong phap thtr nghi€ém khong cho
phép danh gia chit chd d6 khong chic chin cua
phép do, thi phai dua ra udc tinh dya trén sy hiéu
biét Ve cac nguyen tac 1y thuyét hodc kinh nghiém
thuc té vé viéc thuc hién phuong phép.

The fundamental difference between ISO/IEC
17020 and ISO/IEC 17025 with regard to traceability
is that ISO/IEC 17020 requires that the performance
of the equipment and reference standards used is
traceable, whereas ISO/IEC 17025 requires that the
measurement results are traceable. Traceability is
established by an unbroken chain of comparisons back
to a primary standard or by direct realisation of a
fundamental constant. At each stage, uncertainties

need to be evaluated or estimated. Two key clauses are
7.6.1 and 7.6.3:

- Laboratories shall identify the contributions to
measurement —uncertainty. When evaluating
measurement uncertainty, all contributions that
are of significance, including those arising from
sampling, shall be taken into account using
appropriate methods of analysis.

- A laboratory performing testing shall evaluate
measurement uncertainty. Where the test method
precludes rigorous evaluation of measurement
uncertainty, an estimation shall be made based on
an understanding of the theoretical principles or
practical experience of the performance of the
method.

B2.4 Phan tich tong hop va cac hanh dong Khic phuc cé thé/ Summary of analysis and possible remedial

actions

Bang dudi ddy dua ra sy so sanh giita cac yéu cau
trong ISO/IEC 17020 va ISO/IEC 17025 lién quan dén
cac ngudn gy ra d6 khong dam bao khi do luong
(MU).

In the table below a comparison is given between
the requirements in ISO/IEC 17020 and in ISO/IEC
17025 related to sources of measurement uncertainty
(MU).

Nguén gbc cta dd khong dam

ISO/IEC 17020 — Yéu cau vé

bao cua phép do lién két chuan chuén
Sources of measurement ISO/IEC 17020 — Traceability ISO/IEC 17025 — Traceability
uncertainty requirement requirement

ISO/IEC 17025 — Yéu cau vé lién két

Tiéu chuan tham chiéu va tai liéu

tham khao dugc st dung Lién két chuan

Reference standards and
reference materials used

Traceably calibrated

Lién két chuan theo ddi va tinh toan
duoc yéu cau vé dong gop MU
Traceably calibrated and calculation of
MU contribution required

VACI G 7.3.2 Phién ban/ Version: 1.1

Ngay ban hanh/ Date of issue: 06/03/2025

Trang/ Page: 33/45




= VIEN CONG NHAN CHAT LUQNG VIET NAM
b Téng 14 toa nha An Pht, Sé 24 Hoang Quéc Viét, quan Cau Gidy, Tp. Ha Noi

Dién thoai: 024 6293 6689, Email: vaci@vaci.com.vn

VACI
Lién két chuén theo ddi va tinh toan
Thiét bi dugc str dung Lién két chuan duoc yéu cau ve dong gop MU
Equipment used Traceably calibrated Traceably calibrated and calculation of
MU contribution required
Phuong phéap duogc sir dung Khéng yéu cau ;{/ﬁljh toan dugc yéu cau ve dong gop
Methods used None Calculation of MU contribution required
‘ , Pugc giam sat bang thiét bj hiéu chuan
Puogc theo doi bang tl}iét bi hi¢u | theo ddi, khi ap dung
A A At ?huan c6 lién ket chuan duoc, kh Monitored with traceably calibrated
biéu kién méi truong ap dung . .
equipment, when applicable
Environmental conditions Monitored with traceably , . A A A, .
. . Tinh toan dugc yéu cau vé dong gop
calibrated equipment, when
. MU
applicable
Calculation of MU contribution required
Tinh chat va tinh trang cua ddi . . A A A, ,
2 o A A Tinh toan dugc yéu cau vé dong gop
tuong dang dugc kiém tra Khong yéu cau MU
Properties and condition of the None

. ; ; Calculation of MU contribution required
item being examined

Nhan sy giam dinh/ thir nghiém Khéng yéu cau Tinh toan dugc yéu cau vé dong gop

MU
Vi ting/testi / N . g .
NISpecting/testing personne one Calculation of MU contribution required
Pé tinh dén cac bién thé trong do khong chéc chin A scheme owner may, in order to account for
cua phép do, chu s¢ hitu chuong trinh c6 thé chon: variations in measurement uncertainty, e.g. choose to:

- Chi dinh chi tiét phuong phéap giam dinh; - Indetail specify the method of inspection;

- Chi dinh cac gi6i han dbi voi cac diéu kién mdéi - Specify limitations to acceptable environmental
truong c6 thé chap nhan dugc dé€ thuc hién giam conditions for the performance of inspection;
dinh;

- Bao gdm bién d6 an toan khi chon mirc chp nhan. - Include a safety margin when choosing the

acceptance level.
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PHU LUC B3: THAM PINH PHUONG PHAP/ ANNEX B3: VALIDATION OF METHODS

B3.1 Boi canh/ Context

_ ISO/IEC 17025 dua ra cac yéu cau chi tiét hon vé
tham dinh phuong phap so v6i ISO/IEC 17020. C6 mot
s0 ly do cho diéu nay.

Nhu c6 thé thay trong Bang 5.1, viéc kiém tra theo
ISO/IEC 17020 chu yéu duoc thuc hién trén cac thuc
thé nhu quy trinh, lép dat va cac muc phtc tap, co thé
duoc mong doi thé hién murc d6 doc déo 16n hon so véi
vi du nhu vat liéu, khi va cac dbi tuong dugc xac dinh
rd rang.

Do d6, thuong kho xéac dinh chi tiét phuong phap
chinh xac cho timg truong hop cu thé. Mic do phirc
tap ting 1én thuong khién giam dinh vién phai theo doi
cac cude didu tra, trong d6 mdi quan sat co thé anh
hudng dén viéc lua chon budc diéu tra tiép theo.
Nhirng cudc diéu tra nhu vay thuong mé rong dé cho
phép vo s6 kha ning. Viéc dua ra nhitng stra d6i phu
hop nhat 12 mot yéu t6 thiét yéu cua kha ning dua ra
cic danh gia chuyén nghiép. Tinh hudng nay khién
viéc chi dinh phuong phap chi tiét tré nén kho khin
hon, tén kém hon va it hitu ich hon. Trong thuc té,
danh muc kiém tra thuong thay thé viéc str dung céac
mo ta phuong phap chi tiét. Ban chit cua danh muc
kiém tra 1a kho “xac thuc” vi viée st dung thanh cong
danh muc nay phu thudc chat ché vao kha nang dua ra
danh gia chuyén nghié€p cua giam dinh vién. Pay la
mot 1y do tai sao ISO/IEC 17020 nhin manh hon vao
kién thuc va viéc giam sat nhan sy, xem phﬁn 6.3.

B3.2 Tiéu chuin ISO/IEC 17020/ ISO/IEC 17020

(a) Yéu cdu trong ISO/IEC 17020 lién quan dén tai
liéu v€ phuong phép lam vi€c duge thé hién nhu
sau trong diéu khoan 7.1.2:

- “T6 chirc giam dinh phai c6 ... huéng dan day du
bang vin ban vé ké hoach giam dinh va vé k§ thuat
ldy miu va giam dinh, trong truong hop khéng co
hudng dan nhu vdy c¢6 thé anh huong cho hiéu qua
cua quy trinh gidm dinh”.

Ngoai ra, diéu khoan 7.1.3 yéu céuﬂcéc phuong
phéap giam dinh khong theo ti€u chuan (xem (b)
bén dudi) phai duoc “ghi chép day du”.

Do d6, yéu cau chung c6 lién quan dén viéc
déanh gia nhimg gi can thi€t cho truong hop giam
dinh dang xét dé dam bao két qua dang tin cay.

(b) Yéu ciu trong ISO/IEC 17020 lién quan dén tham

dinh phuong phap duoc néu trong diéu khoan
7.1.3. Yéu cau la:
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ISO/IEC 17025 gives more detailed requirements
for method validation than does ISO/IEC 17020. There
are several reasons for this.

As can be seen in Table 5.1 examination according
to ISO/IEC 17020 is largely performed on entities such
as processes, installations and complex items, which
can be expected to exhibit a larger degree of
uniqueness than do e.g. materials, gases and well
defined objects.

Consequently, it is often harder to determine in
detail the exact methodology for each specific case.
The increased degree of complexity typically leads the
inspector to follow trails of investigation, where each
observation may affect the selection of the next step of
investigation. Such trails often branch out to allow for
a myriad of possibilities. Arriving at the most
appropriate modifications is an essential element of
the ability to make professional judgements. This
situation makes it more difficult, costlier and less
helpful to specify the methodology in detail. In
practice, checklists often replace the use of detailed
method descriptions. A checklist is inherently difficult
to “validate”, as the successful use of it is closely
dependent on the ability of the inspector to make
professional judgements. This is one reason why
ISO/IEC 17020 puts more emphasis on knowledge and
monitoring of personnel, see section 6.3.

The requirement in ISO/IEC 17020 pertaining to
documentation of work methodology is expressed
as follows in clause 7.1.2:

- “The inspection body shall have ... adequate
documented instructions on inspection planning
and on sampling and inspection techniques, where
the absence of such instructions could jeopardize
the effectiveness of the inspection process.”

In addition, clause 7.1.3 requires inspection
methods which are non-standard (see (b) below)
to be “fully documented”.

Thus, the general requirement is linked to a
Judgement of what is required for the inspection
case at hand in order ensure a reliable outcome.

The requirement in ISO/IEC 17020 pertaining to
method validation is contained in clause 7.1.3. The
requirement is that:
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“Khi t6 chirc giam dinh phai sir dung cac phuong
phap hodc quy trinh giam dinh khong tiéu chuan,
cac phuong phap va quy trinh dé phai phu hop”.

Do do6, cum tir “phuong phap giam dinh tiéu
chuan” duoc dinh nghia trong mét luu y cho diéu
khoan 7.1.3:

“Mot phuong phap giam dinh tiéu chuan 1a mot
phwong phap di dugc cong bd, vi du, trong cac tiéu
chuén quéc té, khu vuc hodc quéc gia, hodc boi
céc to chirc k¥ thuat c6 uy tin hodc thong qua su
hop tac ctia mot s6 t6 chirc giam dinh hodc trong
van ban khoa hoc hodc tap chi c6 lién quan. biéu
nay c6 nghia 1a cac phuong phap dugc phat trién
bang bét ky phuong tién nao khac, bao gom ca boi
chinh t6 chirc giam dinh hodc boi khach hang,
dugc coi 1a cac phuong phap khong chuan”.

Tir d6, c6 thé két luan rang cac phuong phap giam
dinh dugc cong bd du6i dang tiéu chuin qudc té, khu
vuc hodc quéc gia hodc béi cac té chic ki thudt ¢ uy
tin hodc thong qua sy hop tac ctia mot sd t6 chirc giam
dinh hoac trong van ban khoa hoc hoac tap chi c6 lién
quan duogc coi 1a phu hop. Ciing c¢6 thé két luan rang
viéc st dung thudt ngir “phu hop” trong ISO/IEC
17020 c6 nghia 1a phai co bang chimg de hd tro cho

“tinh pht hop”. Tuy nhién, khéng c6 yéu cdu nao rang
bang chung nay phai twong duong v6i “thim dinh”
theo dinh nghia trong ISO/IEC 17000 hay ISO 9000.

(c) Phuong tién chinh trong ISO/IEC 17020 dé xac
nhén kha nang cia phuong phap lam viée da chon
dé tao ra ket qua chinh xac 1a cic yéu cau vé giam
sat hiéu suét cua giam dinh vién c6 trong cac diéu
khoan 6.1.8 va 6.1.9. Ngoai ra, diéu khoan 7.1.2
yéu cau xem xét nhu cau kiém soat chat luong day
du.

ISO/IEC 17020 khong d& cap rd rang dén khai
niém thd nghiém thanh thao. Trong ILAC
P15:07/2016, huéng din sau day cho diéu khoan 6.2.7
dugc cung cip:

“Khi kha nang lién két chuan véi cac tiéu chuan

qudc gia hodc quéc té vé do ludong khong ap dung

duoc, viéc tham gia vao cac chuong trinh so sanh
lién phong hodc thir nghiém thanh thao co6 lién
quan 1a mot vi du vé cach thu thap bang chimg vé

mdi tvong quan hodc do chinh xac cua két qua

giam dinh.”

Trong phan gidi thidu cua ILAC P9:01/2024 c6
doan sau:
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“When the inspection body has to use inspection
methods or procedures which are non- standard,
such methods and procedures shall be
appropriate”.

The expression “standard inspection method” is
thus defined in a note to clause 7.1.3:

- “A standard inspection method is one that has
been published, for example, in international,
regional or national standards, or by reputable
technical organizations or by a co-operation of
several inspection bodies or in relevant scientific
text or journals. This means that methods
developed by any other means, including by the
inspection body itself or by the client, are
considered to be non-standard methods.”

From this, it may be concluded that inspection
methods published as international, regional or
national standards or by reputable technical
organisations or by a co-operation of several
inspection bodies or in relevant scientific text or
Journals are assumed appropriate. It may also be
concluded that use of the term “appropriate” in
ISO/IEC 17020 is intended to mean that there should
be evidence to support the ‘appropriateness’.
However, there is no requirement that this evidence
shall amount to a “validation” as defined in ISO/IEC
17000 or 1SO 9000.

The primary means in ISO/IEC 17020 for
confirming the capability of the chosen work
methodology to produce correct outcomes is the
requirements for monitoring of the performance of
inspectors contained in clauses 6.1.8 and 6.1.9. In
addition, clause 7.1.2 requires the consideration
of needs for adequate quality control.

ISO/IEC 17020 does not explicitly refer to the
concept of proficiency testing. In ILAC P15:07/2016
the following guidance to clause 6.2.7 is provided.:

- “Where traceability to national or international
standards of measurement is not applicable, the
participation in relevant comparison programs or
proficiency tests is an example of how to obtain
evidence of correlation or accuracy of inspection
results.”

In the introduction of ILAC P9:01/2024 the
following is said:
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- “Thu nghiém thanh thao cling c6 thé duoc st dung
trong mot s6 loai hinh giam dinh khi c¢6 thé va
dugc bién minh bang cach dua vao cac hoat dong
thir nghiém anh hudng truc tiép va xac dinh két
qud giam dinh hoac khi dugc phap luat hoac co
quan quan 1y yéu cdu. Tuy nhién, nguoi ta thira
nhan riang thir nghiém thanh thao khong phai la
yéu t6 thong thudng va duoc mong doi trong viée
cong nhéan hau hét cac loai hinh giam dinh.”

B3.3 Tiéu chuan ISO/IEC 17025/ ISO/IEC 17025

(a) Yéu cau trong ISO/IEC 17025 lién quan dén tai
lidu vé phuong phap lam viéc duge néu trong diéu
khoan 7.2.1.1. Biéu khoan nay twong ty nhu diéu
khoan 7.1.2 trong ISO/IEC 17020. Ngoai ra, diéu
khoan phu 7.2.1.3 dwa ra quy dinh quan trong rang
mo ta phuong phap phai du chi tiét dé "dam bao ap
dung nhit quan". Do d6, mic du yéu ciu co ban
dbi voi mo ta phuong phap 1a giong nhau trong
ISO/IEC 17020 va ISO/IEC 17025, nhung diéu
khoan sau dy doan ndi dung toan dién va chi tiét
hon.

(b) Céc yéu cau trong ISO/IEC 17025 lién quan dén
xac nhan phuong phap duoc néu trong phan 7.2.
Cac diéu khoan phu 7.2.1.3,7.2.1.3 va 7.2.2.1 quy
dinh:

- 7.2.1.3 Phong thi nghiém phai st dung cac phuong
phap cho cac hoat dong phong thi nghiém dap ting
céc yéu cau cua khach hang va phu hop véi cac
hoat dong phong thi nghiém ma phong thi nghi¢m
thuc hién. Phong thi nghiém phai dam bao sir dung
phién ban méi nhét c6 hiéu luc cua tiéu chuan trir
khi khéng phu hop hodc khong thé thuc hién. Khi
can thiét, tiéu chuén phai duoc bd sung thém cac
chi tiét dé dam bao ap dung nhat quén.

- 7.2.1.4 Khi khach hang khoéng chi dinh phuong
phap st dung, phong thi nghiém phai chon phuong
phap phu hop va théng bao cho khach hang vé
phuong phap da chon.

Luwu y: Nén st dung cac phuong phap dugc cong bd
trong cac tiéu chuén quéc té, khu vuc hodc quéc gia,
hoic do cac t6 chirc ki thuat c6 uy tin, hodc trong cac
van ban hoac tap chi khoa hoc c6 lién quan, hoéc theo
chi dinh cta nha san xuét thiét bi. Ciing co thé st dung
cac phuong phap do phong thi nghiém phat trién hodc
sira d0i hodc cac phuong phap do phong thi nghiém
diéu chinh.
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- “Proficiency testing may also be used in some
types of inspection where available and justified
by the inclusion of testing activities that directly
affect and determine the inspection result or when
required by law or by regulators. It is, however,
recognised that proficiency testing is not a usual
and expected element in the accreditation of most
types of inspections.”

The requirement in ISO/IEC 17025 pertaining to
documentation of work methodology is expressed
in clause 7.2.1.1. This clause is analogous to
clause 7.1.2 in ISO/IEC 17020. In addition sub-
clause 7.2.1.3 makes the important stipulation that
the method description should be detailed enough
to “ensure consistent application”. Thus,
although the basic requirement for the method
description is the same in ISO/IEC 17020 and
ISO/IEC 17025, the latter anticipates more
comprehensive and detailed contents.

The requirements in ISO/IEC 17025 pertaining to
method validation are contained in section 7.2.
Sub-clauses 7.2.1.3, 7.2.1.3 and 7.2.2.1 stipulates:

- 7.2.1.3 The laboratory shall use methods for
laboratory activities which meet customer
requirements and which are appropriate for the
laboratory activities it undertakes. The laboratory
shall ensure that it uses the latest valid edition of
a standard unless it is not appropriate or possible
to do so. When necessary, the standard shall be
supplemented with additional details to ensure
consistent application.

- 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.

Note: 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 or methods adapted by the
laboratory can also be used.
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- 7.2.2.1 Phong thi nghi€ém phai xac nhan cac
phuong phép khong tiéu chuan, cac phuong phap
do phong thi nghiém phat trién va cac phuong
phap tiéu chuan duoc su dung ngoai pham vi du
kién ctia chung (cac phuong phap tiéu chuan da
stra d6i). Viéc xac nhan phai duoc thuc hién rong
rii nhét c6 thé dé dap tng nhu cau ciia tng dung
hodc linh vuc ung dung da cho. Phong thi nghiém
phai ghi lai cac két qua thu dugc, quy trinh duoc
sir dung dé xac nhan va tuyén bd vé viéc phuong
phap c6 phit hop v6i muc dich sir dung du kién hay
khong.

True tién, luu y ring ISO/IEC 17025 yéu cau 1d
rang phuong phap phai phu hop cho du do la phuong
phap khong tiéu chuan hay khong. Tht hai, cling luu y
rang cac phuong phap khong tiéu chuan phai phu hop
va duoc xac thuc; chi ra ring trong tiéu chuén nay, tir

"phu hop" riéng 1¢ khong duoc coi 1a ngu ¥y nhu cau
xéc thuc. Thir ba, luu ¥ rang trong ISO/IEC 17025, cac
phuong phap do sy hop tac cua cac phong thi nghiém
phat trién khong du diéu kién 1a "phuong phéap tiéu
chuan".

Khi két hop lai, cdc diéu khoan 3.8 va 3.9 dinh
nghia tham dinh la:

- Cung cap bang chimg khach quan rang mot hang
muc nhat dinh dap tmg cac yéu cau da chi dinh,
trong truong hop cac yéu cau di chi dinh 1 du cho
muc dich sir dung da dinh

Trong cac diéu khoan phy 7.2.2.1 va 7.2.2.2 cla
ISO/IEC 17025, yéu cau vé pham vi xac thyc dugc néu
chi tiét:

- Phong thi nghiém phai xac thuc cac phuong phap
khong tiéu chuén, cac phuong phap do phong thi
nghiém xay dung/ phat trién, cac phuong phap tiéu
chuin duoc sir dung ngoai pham vi du dinh hodc
duoc stra ddi theo cach khac. Viée xéac thuc phai
rong rii nhit c6 thé dé dap tmg nhu cau cua ung
dung hodc linh vyc tng dung da cho.

- Khi c6 thay d6i ddi véi phuong phap da duoc tham
dinh, can x4c dinh anh huong cta nhiing thay d6i
d6 va khi phat hién ra ching anh huong dén qua
trinh tham dinh ban dau, can thuc hién xac nhan
phuong phap moi.

- Co6 thé Két luan riang ca ISO/IEC 17020 va
ISO/IEC 17025 déu yéu cau phuong phap duogc st
dung phai phu hop, nhung ISO/IEC 17025 néu rd
hon vé pham vi cac hoat dong x4c nhan dy kién s&
duoc thuc hién dé hd tro cho tuyén bd vé tinh phu

hop.

(c) Trong diéu khoan 7.7 cua ISO/IEC 17025 dudi
tiéu dé “Dam bao tinh hop 1€ ctia két qua”, co néu
rang:
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- 7.2.2.1 The laboratory shall validate non-standard
methods, laboratory-developed methods and
standard methods used outside their intended
scope (modified standard methods). The
validation shall be as extensive as is necessary to
meet the needs of the given application or field of
application. The laboratory shall record the
results obtained, the procedure used for the
validation, and a statement as to whether the
method is fit for the intended use.

First, note that ISO/IEC 17025 explicitly requires
the method to be appropriate whether it is a non-
standard method or not. Second, also note that non-
standard methods shall be appropriate and validated;
indicating that in this standard the word
“appropriate” alone is not considered implying the
need for validation. Third, note that in ISO/IEC 17025
methods developed by a co-operation of laboratories
do not qualify as “standard methods”.

Taken together clauses 3.8 and 3.9 define
validation to be:

- Provision of objective evidence that a given item
fulfils specified requirements, where the specified
requirements are adequate for an intended use

In sub-clauses 7.2.2.1 and 7.2.2.2 of ISO/IEC
17025 the requirement for the extent of validation
is detailed:

- The laboratory shall validate non-standard
methods, laboratory-designed/developed methods,
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.

- When changes are made to a validated method, the
influence of such changes shall be determined and
where they are found to affect the original
validation, a new method validation shall be
performed.

- It may be concluded that both ISO/IEC 17020 and
ISO/IEC 17025 require the method used to be
appropriate, but that ISO/IEC 17025 is more
explicit about the extent of validation activities
expected to be performed in order to support the
statement of appropriateness.

In clause 7.7 of ISO/IEC 17025 under the title
“Ensuring the validity of results” it is stated that:
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- Phong thi nghiém phai cé quy trinh theo ddi tinh
hop 18 ciia két qua. Dit liéu thu dugc phai duge ghi
lai theo cach c6 thé phat hién dugc xu hudng va,
khi c6 thé, phai ap dung cac k¥ thuat thong ké dé
xem xét két qua.

a) tham gia thir nghi€ém thanh thao

b) tham gia so sanh lién phong thi nghiém khac
ngoai thtr nghiém thanh thao.

ILAC P9:01/2024 néu 1o chinh sach cua ILAC lién

The laboratory shall monitor its performance by
comparison with results of other laboratories,
where available and appropriate. This monitoring
shall be planned and reviewed and shall include,
but not be limited to, either or both of the
following:

participation in proficiency testing

participation in interlaboratory comparisons
other than proficiency testing.

ILAC P9:01/2024 specifies the ILAC policy

quan dén sd lugng tdi thiéu cac hoat dong thir nghiém  concerning the minimum amount of proficiency testing
thanh thao dugc yéu cau. Cac tai li€u khu vuc c6 theé  activities required. Regional documents may provide
cung cap hudng dan thém vé van d€ nay. further guidance on the issue.

B3.4 Phén tich tong hop va cac hanh ddng khic phuc ¢
actions

. Bang du6i déy dua ra sy so sanh gitra cac yéu ciu
v€ phuong phéap Iuan trong ISO/IEC 17020 va  the

6 thé/ Summary of analysis and possible remedial

In the table below a comparison is given between
requirements on methodology in ISO/IEC 17020

ISO/IEC 17025. and in ISO/IEC 17025.

Yéu cau trong phuong pha
=P &P ISO/IEC 17020
Requirement on method

ISO/IEC 17025

Tai liéu Yéu cau Yéu cau
Documented Required Required

a i tea NO1 dung phai “da” va «
NOi dung cua tai liéu ; EP P
Contents to be “adequate

Contents of documentation e o
appropriate

hit hop” INGi dung phai “du” va “pht hop”

“and  iContents to be “adequate” and
“appropriate”’

Khong yéu cau nhu duoc dinh

Yéu ciu dbi véi phuong phap khong

methods.

N nghia trong ISO 9000 va N A1)
Tham dinh ISO/IEC 17000 tiéu chuan
Validated Not required as defined in ISO Required for non-standard”
9000 and ISO/IEC 17000 methods
Yéu cau dbi VvGi cac phuong phép
khong tiéu chuan”, ngu y doi véi ‘
Phé duyét cac phuong phap chuan. Yéu cau
Appropriate Required for non-standard” Required

methods, implied for standard

Y éu cau théng qua giam

Phuong phéap lam viéc dugc xac

nhan dé tao ra két qua chinh xac o X X
: ; q ikkhi can thiét

Work methodology confirmed to
produce correct outcome

quality checks as needed

sat/chung kién cla giam dinh vién] Yé&u cau thong qua viéc tham gia PT
va cac kiém tra chat lwong khac ! va cac cudc kiém tra chat lugng khac

Required through monitoring/ Required through participation in PT
witnessing of inspectors and other! and other quality checks as needed

khi can thiét
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) Pinh nghia vé “phuong phap tiéu chuin” trong
ISO/IEC 17020 rong hon so véi ISO/IEC 17025 vi cac
phuong phap do sy hop tac ctia cac co quan danh gia
su phu hop phat trién dugc coi 1a phuong phap chuan
trong tiéu chudn trude do.

Chu chuong trinh ¢6 thé, dé kiém soat tinh hop 1¢
cua phuong phap luan, vi du: chon:

- Chi dinh phuong phap giam dinh cu thé;

- Chi dinh cdc gi6i han doi véi cac diéu kién moi
truong co thé chap nhan dugc d€ thuc hién giam
dinh;

- Chi dinh cac mirc hiéu suét cho thiét bi dugc st
dung.
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U The definition of “standard method” is wider in
ISO/IEC 17020 than in ISO/IEC 17025 as methods
developed by a co-operation of conformity assessment
bodies are considered as standard methods in the
former standard.

A scheme owner may, in order to control the
validity of the methodology, e.g. choose to:
- Specify the method of inspection in detail;

- Specify limitations to acceptable environmental
conditions for the performance of inspection;

- Specify levels of performance for equipment used.

Trang/ Page: 40/45




VIEN CONG NHAN CHAT LUQNG VIET NAM
Tang 14 toa nha An Phu, S6 24 Hoang Qudc Viét, quan Cau Giy, Tp. Ha Noi
Dién thoai: 024 6293 6689, Email: vaci@vaci.com.vn

PHU LUC B4: PE XUAT PAM BAO CHAT LUQNG PE PAM BAO CAC PHUONG PHAP
THUC HIEN PUNG

ANNEX B4: QUALITY ASSURANCE INITIATIVES TO ENSURE PROPER
PERFORMANCE METHODS

B4.1 B6i canh/ Context

Céac yéu cau d6i voi cac dé xuit dam bao chat
luong nham dam bao thyc hién dung cac phuong phap
khac nhau déng ké giita ISO/IEC 17020 va ISO/IEC
17025. C6 mét sb 1y do cho didu nay. Mot giam dinh
vién thuong duoc giao nhiém vu cin nhic thong tin tir
cac phép do va quan sat khac nhau dé dua ra két luan
chung. Nhu da chi ra trong Phu luc B3, quy trinh duoc
chi dinh cho mdi 1an kiém tra doi khi thiéu chi tiét va
giam dinh vién duoc cho 1a ¢6 thé chuyén trong tam
kiém tra khi can thiét theo cac quan sat duoc thuc hién.
Nguoi van hanh thtr nghiém thuong dugce giao nhiém
vu tuan thi mot quy trinh duoc chi dinh cang chat ché
cang tot dé giam d6 léch va do khong chic chin cia
phép do va cai thién kha nang l3p lai. Ba can nhéc khac
cling quan trong can ghi nhé. Pau tién, trong qua trinh
thir nghiém, kha ning ctia phuong phap va thiét bi
duoc str dung thuong dugc coi la quan trong hon hi¢u
sut va kinh nghiém c4 nhan cta ngudi van hanh thir
nghiém, trong khi trudng hop nguoc lai thuong xay ra
trong qua trinh gidm dinh. Tha hai, gidm dinh vién
thudng duoc yéu cau dua ra quyét dinh vé viée cac yéu
cau duge chi dinh c¢6 dugc dap tmg hay khong, trong
khi nguoi van hanh thir nghiém thudng chi dugc yéu
ciu ghi lai két qua do. Thir ba, viéc giam dinh thuong
duoc thuc hién tai chd, khién viéc giam sat hiéu qua
hoat dong tro nén it thuong xuyén hon va tén kém hon.

The requirements for quality assurance initiatives
to ensure proper performance of methods differ
significantly between ISO/IEC 17020 and ISO/IEC
17025. There are several reasons for this. An inspector
is typically assigned the task to weigh information
from different measurements and observations in
order to come to an overall conclusion. As pointed out
in Annex B3, the specified procedure for each
examination is sometimes lacking in detail, and the
inspector is assumed able to shift the focus of
examination when called for by observations made. A
test operator is typically assigned the task of following
a specified procedure as closely as possible in order to
reduce bias and measurement uncertainty and to
improve repeatability. Three other considerations are
also important to keep in mind. First, in testing the
capabilities of the method and equipment used are
often perceived to be more important than the
individual performance and experience of the test
operator, whereas the opposite case is often the case
in inspection. Second, the inspector is often required
to produce a decision on whether specified
requirements are fulfilled, whereas the test operator is
often anticipated only to record a measurement result.
Third, inspections are typically performed on-site,
making opportunities for effective supervision of
performance more infrequent and costlier.

B4.2 Phwong phap tiép cin dwoc Ira chon ciia ISO/IEC 17020 va ISO/IEC 17025/ Selected approach of

ISO/IEC 17020 and ISO/IEC 17025

Cac cong cu chinh dugc s dung trong ISO/IEC
17020 va ISO/IEC 17025 d€ dam bao thuc hién dung
cac phuong phap la:

- Kién thirc lién quan dén ddi tuong duogc giam dinh;
- bao tao;

- Trinh d6 chuyén mon;

- (Giam sat;

- Theo doi;

- Tham gia vao cac chuong trinh thitr nghiém thanh
thao.
Céc yéu cau vé dio tao va trinh do chuyén mon
khong khac nhau trong hai tiéu chuan, vi vay ¢ day
chuing ta s€ tap trung vao bon van dé khac.
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The primary tools used in ISO/IEC 17020 and
ISO/IEC 17025 to ensure the proper performance of
methods are:

- Knowledge concerning the inspected object;
- Training;

- Qualification;

- Supervision;

- Monitoring;

- Participation in proficiency testing schemes.

The requirements for training and qualification do
not differ in the two standards, so here we will focus
on the four other issues.
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B4.3 Kién thirc/ Knowledge

_ Trong diéu khoan 6.1.3 ctia ISO/IEC 17020 c6 néu
rang:

“Nhan su chju trach nhiém kiém tra phai co trinh
do, dao tao, kinh nghiém phu hop va hiéu biét thoa
dang vé cac yéu cau cua cac cudc kiém tra s& dugc
thuc hién. Ho ciing phai c6 kién thire lién quan vé
nhing diéu sau:

* cong nghé¢ dugc st dung dé san xuat cac san
pham dugc kiém tra, hoat dong cua cac quy
trinh va viéc cung cap dich vuy;

* cach thuc st dung cac san pham, quy trinh
duoc van hanh va dich vu dugc cung cap;

+  bat ky khiém khuyét nao co thé xay ra trong
qua trinh sir dung san pham, bat ky sai 15i nao
trong qua trinh van hanh quy trinh va bét ky
thiéu sot nao trong viéc cung cap dich vu.

Ho phai hiéu dugc tim quan trong cua cac sai léch
dugc phat hién lién quan dén viéc sir dung binh thuong
ctia san pham, hoat dong ciia cc qua trinh va viéc cung
cép dich vu.”

biéu nay co thé dqqc so sanh vai cach dién dat
duoc sir dung trong diéu khodn 6.2.1 va 6.2.3 trong
ISO/IEC 17025:

Tt ca nhan vién ciia phong thi nghiém, du 1a nhan
vién ndi bd hay bén ngoai, c6 th¢ anh hudng dén cac
hoat dong ctia phong thi nghiém déu phai ... cd nang
luc ...

Phong thi nghiém phai dam bao rang nhan vién c6
du nang luc dé thuc hién cac hoat ddng cua phong thi
nghiém ma ho chiu trach nhiém va danh gia tam quan
trong cua cac sai léch.

Ca hai tiéu chuin déu yéu ciu nhan vién phai c6
nang luc cho cac hoat ddng ma ho thuc hién, nhung
ISO/IEC 17020 liét ké cac yéu cau vé kién thirc cy thé
hon.

B4.4 Giam sat/ Supervision

ISO/IEC 17020 khéng bao gdm 13 rang cac yéu
cau vé giam sat nhén vién CAB. Tuy nhién, n6 bao
gdm cac yéu cau vé dao tao (6.1.5/6.1.6), giam sat
(6.1.8/6.1.9) va xem xét I¢nh lam viéc (7.1.5).

_ Trong ISO/IEC 17025 muc 6.2.5, muc d), c6 ghi
rang:

- Phong thi nghiém phai c6 quy trinh va luu gilr ho
so dé... giam sat nhan su.
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In clause 6.1.3 of ISO/IEC 17020 it is stated that:

- “The personnel responsible for inspection shall
have  appropriate  qualifications,  training,
experience and a satisfactory knowledge of the
requirements of the inspections to be carried out.
They shall also have relevant knowledge of the
following:

*  the technology used for the manufacture of the
products inspected, the operation of processes
and the delivery of services,

*  the way in which products are used, processes
are operated and services are delivered;

* any defects that may occur during the use of
the product, any failures in the operation of
the process and any deficiencies in the
delivery of services.

They shall wunderstand the significance of
deviations found with regard to the normal use of the
products, the operation of the processes and the
delivery of services.”

This may be compared with the wording used in
clause 6.2.1 and 6.2.3 in ISO/IEC 17025:

All personnel of the laboratory, either internal or
external, that could influence the laboratory activities
shall ... be competent ...

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.

Both standards require personnel to be competent
for the activities they perform, but ISO/IEC 17020 lists
more specific knowledge requirements.

ISO/IEC 17020 does not explicitly include
requirements for supervision of CAB personnel.
However, it does include requirements for training
(6.1.5/6.1.6), monitoring (6.1.8/6.1.9) and work order
review (7.1.5).

In ISO/IEC 17025 clause 6.2.5, bullet item d), it is
said that:

- The laboratory shall have procedure(s) and retain
records for ... supervision of personnel.
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Mic du céc tiéu chuén tiép can vin dé giam sat
theo nhimg cach khic nhau, nhung c6 thé cho ring
chung s& dan dén cac murc do giam sat twong Gng. Tuy
nhién, nhu da luu y trong B4.1, cac co hdi gidm sat
hiéu qua thuong xuyén dién ra trong cac dicu kién
phong thi nghiém théng thuong.

Although the standards approach the issue of
supervision in different ways, these could be assumed
to result in corresponding levels of supervision. As
noted in B4.1, however, the opportunities for effective
supervision are more frequently in place under typical
laboratory conditions.

B4.5 Theo doi tinh hop 1€ ctia cac vu giam dinh va thi nghiém/ Monitoring the validity of inspections and

tests

Trong ISO/IEC 17020, yéu cau vé tinh hop 1é cta
giam sat dugc thyc hién thong qua viéc giam sat higu
sudt cia nhan sy giam dinh. Trong diéu khoan 6.1.8 ¢
néu rﬁng:

- Nhan sy quen thudc véi cac phuong phap va quy
trinh giam dinh s& giam sét tit ca cac giam dinh
vién va nhén vién khac tham gia vao hoat dong
giam dinh dé dam béao thuc hién cong viéc mot
cach thoa dang.

Diéu nay duogc giai thich & hon trong diéu khoan
6.1.9:

- MGbi giam dinh vién phai dugc quan sat tai chd, trir
khi c6 du bang chimg hd tro cho thay giam dinh
vién d6 van dang thuc hién cong viéc mot cach co
nang luc.

Cum tir “bang chtng hd tro day du” dugc giai
thich trong ILAC P15:07/2016, cling nhu tan suat quan
sat tai cho du kién sé€ dién ra.

Ngoai ra, ISO/IEC 17025 c6 bao gém mot yéu c:?lu
cu thé vé viéc giam sat nguoi vén hanh. Trong dicu
khoan 6.2.5 f), c6 néu rang:

- Phong thi nghiém phai c6 quy trinh va luu gilr ho
so dé... giam sat nhan su.

Tuy nhién, ISO/IEC 17025 khong néu 16 vé tinh
chat va mirc d6 giam sat nay. Ngoai ra, ISO/IEC 17025
yéu cau tinh hop 18 cua két qua thir nghiém phai duoc
giam sat bang cac phuong tién khac. Trong diéu khoan
7.7.1 ¢ néu ring;

Hoat dong giam sat nay phai duoc 1ap ké hoach va
xem x¢ét lai, bao gom, khi thich hop, nhung khong gidi
han 6:

a) st dung tai liéu tham khao hodc tai liéu kiém
soat chat luong;

b) sir dung thiét bi do luong thay thé da duoc hiéu
chuan dé cung cap két qua c6 thé truy xuat;

¢) kiém tra chirc ning cua thiét bi do luong va
thtr nghiém;

d) su dung cac tiéu chuén kiém tra hodc 1am viéc
¢6 biu do kiém soat, khi ap dung;

e) kiém tra trung gian trén thiét bi do luong;
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In ISO/IEC 17020, the requirement for monitoring
validity is accomplished through monitoring of the
performance of inspection personnel. In clause 6.1.8 it
is stated that:

- Personnel familiar with the inspection methods
and procedures shall monitor all inspectors and
other personnel involved in inspection activities
for satisfactory performance.

This is further elaborated upon in clause 6.1.9:

- FEach inspector shall be observed on-site, unless
there is sufficient supporting evidence that the
inspector is continuing to perform competently.

The expression “sufficient supporting evidence” is
explained in ILAC P15:07/2016, as are the frequencies
at which on-site observation are expected to occur.

In addition, ISO/IEC 17025 does include a specific
requirement for monitoring of operators. In clause
6.2.5 f), it is stated that:

- The laboratory shall have procedure(s) and retain
records for ... supervision of personnel.

However, ISO/IEC 17025 is not explicit as to the
character and extent of this monitoring. In addition,
ISO/IEC 17025 require the validity of test results to be
monitored by other means. In clause 7.7.1 it is stated
that:

This monitoring shall be planned and reviewed
and shall include, where appropriate, but not be
limited to:

use of reference materials or quality control
materials,

use of alternative instrumentation that has been
calibrated to provide traceable results;

functional check(s) of measuring and testing
equipment;

use of check or working standards with control
charts, where applicable;

intermediate checks on measuring equipment;
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f) lap lai cc thir nghiém hodc hiéu chuan bang
cung mot phuong phap hodc cac phuong phap khac
nhau;

g) kiém tra lai hodc hiéu chuén lai cac hang muc
duoc gitr lai;

h) tuong quan két qua doi vdi cac dac diém khac
nhau cia mdt muc;

i) xem xét cac két qua dé bao céo;
j) so sanh ndi by phong thi nghiém;
k) thir nghiém cac mau mu.

Khong ¢6 yéu cau twong ing nao trong ISO/IEC
17020. Trong ILAC P9:06/2014 c6 néu rang:

- Ngudi ta thira nhan rang viéc thir nghiém thanh
thaokhong phai 1a yéu t6 thong thuong va dugc
mong doi trong viéc cong nhan hau hét cac loai
hinh giam dinh.

B4.6 Phén tich tong hop/ Summary of analysis

Vi yéu cau giam sat trong ISO/IEC 17020 ap dung
cho tét ca nhan vién CAB, nén c6 thé néi rang né ciing
cAu thanh yéu cau dé CAB dat duogc két qua chinh xAc.
Trong ISO/IEC 17025, yéu cau d6 dugc dua ra thong
qua co ché hoat dong dam bao chat luong.

_ Bang dudi day dua ra sy so sanh gitra cac yéu ciu
dé dam bao thuc hién dung cac phuong phap trong
ISO/IEC 17020 va ISO/IEC 17025.
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replicate tests or calibrations using the same or
different methods;

retesting or recalibration of retained items;

correlation of results for different characteristics
of an item;

review of reported results;
intralaboratory comparisons;
testing of blind sample(s).

There is no corresponding requirement(s) in
ISO/IEC 17020. In ILAC P9:06/2014 it is stated that:

- Itis ... recognized that proficiency testing is not a
usual and expected element in the accreditation of
most types of inspections.

As the requirement for monitoring in ISO/IEC
17020 applies to all CAB personnel, it can be said that
it also constitutes a requirement for the CAB to arrive
at correct outcomes. In ISO/IEC 17025, that
requirement is put through the mechanism of quality
assurance activities.

In the table below a comparison is given between
the requirements for ensuring proper performance of
methods in ISO/IEC 17020 and in ISO/IEC 17025.

Khia canh nang luc

Aspect of competence

ISO/IEC 17020

ISO/IEC 17025

Ning luc chung ciia nhan vién CAB dé

personnel

thuc hién nhiém vu duoc giao Yéu cau Yéu cau

General competence of CAB personnelto | Required Required

perform assigned tasks

Kién thirc cu thé cua nhan vién CAB vé d6i

tuong danh gia sy phu hop Yéu cau Yéu cau

Specific knowledge of CAB personnel about | Required Required

object for conformity assessment

Giam sat hiéu suit cua nhan vién CAB A A A X

Yéu cau Yéu cau

Monitori 'AB . .

onitoring of performance of C. Required Required

Quan sat hi¢n trudong cia nhén sy CAB

On-site observations of CAB personnel

Bit budc, trir khi c6 bang
chung ho trg day du khac cho
hi€u suat thoa dang

Required, unless other
sufficient supporting evidence

Khong yéu cau 10 rang

Not explicitly required

VACIG 7.3.2 Phién ban/ Version: 1.1

Ngay ban hanh/ Date of issue: 06/03/2025

Trang/ Page: 44/45




= VIEN CONG NHAN CHAT LUQNG VIET NAM
b Tang 14 toa nha An Phu, S6 24 Hoang Qudc Viét, quan Cau Giy, Tp. Ha Noi

Dién thoai: 024 6293 6689, Email: vaci@vaci.com.vn

VACI

for satisfactory performance
is available

Giam sat nhan sy CAB

Supervision of CAB personnel

Khoéng yéu cau rd rang

Not explicitly required

Khoéng yéu cau rd rang

Not explicitly required

DPam bao chit luong két qua thir nghiém va
hiéu chuan

Assuring the quality of test and calibration
results

Yéu ciu thong qua yéu cau
kiém soat 1énh lam viéc
Required through work order
control requirement

Yéu cau

Required

VACIG 7.3.2 Phién ban/ Version: 1.1

Ngay ban hanh/ Date of issue: 06/03/2025 Trang/ Page: 45/45




