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1. Muc dich

Tai li€éu nay quy dinh chinh sach cua Van phong
cong nhan chit lugng (Van phong CNCL) vé
lién két chuan do ludng trong thir nghiém va
hiéu chuan. Chinh sach nay ciing dugc ap dung
trong hoat dong danh gia su phii hop khac néu
c6 thyuc hién phép do, thir.

2. Pham vi

Quy dinh nay ap dung cho cac Phong thu
nghiém, hiéu chuén, xét nghiém y té, to chirc
cung cip chat chuan t6 chirc cung cap thu
nghi¢m thanh thao, td chirc giam dinh (to chuc
DGSPH) khi trong hoat dong co6 thuc hién phép
do, thir va cac t6 chirc nay dang dang ky cong
nhan hodc da dugc cong nhan.

Quy dinh nay ciing 4p dung cho cac t6 chirc
DGSPH dugc cong nhan thiét lap lién két chuan
do ludng cho hoat dong do, thir ctia to chirc ma
hoat dong nay khong nam trong pham vi dugc
cong nhan. Hoat dong nay thuong dugc goi la
hi¢u chuén noi bg.

3. Tai liéu vién din
ILAC- P10:07/2020: Chinh séch cta ILAC v&
lién két chuan do luong.

4. Thuat ngir va dinh nghia

4.1. Lién két chuin Po lwong (TCVN
6165:2009 (VIM 3) diéu 2.41):

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

Chu thich 1:  Véi dinh nghia ndy ‘mdc quy
chiéu’ c6 thé 1a dinh nghia ctia don vi do thong
qua viéc thé hién thuc té no, hoic mot thu tuc
do bao gdm don vi do cho dai luong khong phai
1a dai lugng tha tyr hodc mdt chuén do luong

Tiéu chuan ISO/IEC 17025:2017 va  ISO
15189:2012 dé cap dén st dung thuat ngir cua
VIM ve “lién két chuan do luong”

1. Purpose

This document provides policy of BoA with
regard to the metrological traceability
requirements in testing and calibration. This
policy also applies to other conformity
assessment activities where measurement is
involved.

2. Scope

This document applies for testing,
calibaration, medical laboratories, reference
matereal producer (RMPs), proficiency
testing providers (PTs), inspection bodies
and other CABs where mesurement is
involved . Those CABs are applying for
accreditation or have been accredited by
BoA.

This document also applies for accredited
organization in order to establish
metrological traceability for its own
activities, and which are not a part of the
organization’s scope of accreditation, known
as “in-house” calibrations

3. Reference document

ILAC- P10:07/2020: ILAC Policy on
Metrological Traceability of Measurement
Results.

4. Terms and Definitions

4.1 Metrological Traceability (TCVN
6165:2009 (VIM 3) clause 2.41):

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 1: 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”.
ISO/IEC 17025:2017 and ISO 15189:2012[5
refer to the VIM's term of “metrological
traceability”.
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4.2. Chudi lién két chuin do lwomg (TCVN
6165:2009, VIM 3 diéu 2.42)

Diy céac chuan do luong va cac phép h1eu chuén
duge dung dé lién hé két qua do téi mbc quy
chiéu.

4.3 Lién két chuin do lwong téi don vi do
(TCVN 6165:2009, VIM 3 diéu 2.43)

Lién két chuan do ludng trong d6 mdc quy
chiéu l1a dinh nghia cua don vi do qua sy thé
hién thuc té cua né.

Chu thich: Cum tir “’lién két chuan toi SI”
c6 nghia 13 ‘lién két chuan do luong dén don vi
do cua Hé don vi quéc té”

4.4 Hiéu chuin (Luat Do luong- diéu 3, Khoan
9)

La hoat dong xac dinh, thiét lap mbi quan hé
giita gia tri do ctia chuan do luong, phuong tién
do véi gia tri do cua dai lugng can do.

4.5 Chuin do lwong (Luat Do luong- diéu 3,
khoan 4)

La phuong tién ki thuat dé thé hién, duy tri don
vi do cua dai lugng do va dugc dung lam chuin
dé so sanh vé6i phuong tién do hodc chuan do
luong khac

4.6 RM (TCVN 6165:2009, VIM 3 diéu 5.13)
MAu chuin

La mau dam bao déng nhét va 6n dinh cho mot
hodc nhiéu dac trung xac dinh duoc thiét lap
phu hgp cho myc dich st dung trong mdt qua
trinh do.

4.7 CRM (TCVN 6165:2009, VIM 3 diéu 5.14)
Miu chuin dwge chirg nhin

Mau chuin, cung voi tai liéu duoc cong b6 boi
o quan co tham quyen va cung cap mot hay
mot sO gia tri tinh chét xac dinh voi do khong

4.2 Metrological traceability chain (VIM 3
clause 2.42):

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

4.3 Metrological traceability to a
measurement unit (VIM 3 clause 2.43)
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’

4.4 Calibration (Metrology Law- Clause 3
par 9)

operation that establishes a relation between
the quantity values provided by
measurement standards and corresponding
indications and uses this information to
establish a relation for obtaining a
measurement result from an indication

4.5 Measurement Standards (Metrology
Law- Clause 3 (par 4)

(a technical instrument for) realization of the
definition of a given quantity, with stated
quantity value and used as a reference for
other measurement standards or measuring
instruments.

4.4 RM (TCVN 6165:2009, VIM 3 Clause
5.13)

Reference Material

Material, sufficiently homogeneous and
stable with respect to one or more specified
properties, which has been established to be
fit for its intended use in a measurement
process.

4.5 CRM (TCVN 6165:2009, VIM 3 Clause

5.14)
Certified Reference Material
reference  material, accompanied by

documen- tation issued by an authoritative
body and providing one or more specified
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dam bao kém theo va tinh lién két chuén, st
dung cac thu tuc co6 hi¢u lyc.

4.8 RMP

T6 chitc sin xuat miu chuin

T chirc hoan toan chiu trach nhiém vé lap ké
hoach va quan 1y dy an, an dinh va quyét dinh
vé gia tri tinh chat va do khong dam bao do lién
quan; c6 quyen vé cac gia tri tinh cht; va cap
chimg chi mau chuan hoac cap cong bd vé mau
chuin ma t6 chuc san xuét.

5. Chinh sach lién két chuéin do lwong

Dé dam bao lién két chuan do ludng, tit ca cac
phuong tién do, thir bao gdm chuin va miu
chuén, thiét bi theo ddi diéu kién moi truong
phai dugc hi¢u chuén tai céc to chirc quy dinh
tai diéu 5.1 hodc st dung mau chuén quy dinh
tai diéu 5.2. Truong hop vi 1y do k¥ thuat khong
thuc hién dugc lién két chuan nhu theo quy dinh
trong diéu 5.1 va 5.2 thi thuc hién theo quy dinh
diéu 5.3. Phong thi nghi¢m dugc cong nhan co
thuc hién hiéu chuan phuc vu ndi bo thuc hién
theo quy dinh tai diéu 5.4

5.1 Pam bao lién két chuan do luong théng qua
viéc thuc hién hiéu chuén tir cac t& chac hiéu
chuan.

Theo céch thirc nay phai sir dung cac td chirc

hiéu chuén sau:

1) Vién Do ludong Viét Nam.

a) Khi st dung hi¢u chuén cua Vién Do
luong Vi¢t nam, uu tién lga chon céc
phép hiéu chuin dugc thira nhan CIPM
MRA. Théng tin nay c6 thé duoc tra ctru
theo co s¢ dirlicu BIPM KCDB (Error!
Hyperlink reference not valid.) trong d6
c6 thong tin vé CMCs cua cac phép hiéu
chuén;

b) Truong hop phép hiéu chuin khéng nim
trong thtra nhan CIPM MRA, thi phép hi¢u
chuin nay phai dugc Vin phong CNCL
cong nhan;
hoac

property values with associated uncertainties
and traceabilities, using valid procedures

4.6 RMP
Reference Material Producer

Body (organization or company, public or
private) that is fully responsible for project
planning and management; assignment of,
and decision on property values and relevant
uncertainties; authorization of property
values; and issuance of a reference material
certificate or other statements for the
reference materials it produces.

5. Policy on Metrological Traceability

To ensure metrological traceability, all
measuring and testing instruments including
standards and  reference  materials,
equipment for monitoring environmental
conditions shall be calibrated at the
organizations specified in clause 5.1 or using
reference materials referred to in clause 5.2.
If for technical reasons it is not possible to
perform  metrological traceability as
specified in clauses 5.1 and 5.2, the clause
5.3 shall be applied. Accredited laboratories
that perform internal calibration shall
comply with the provisions of clause 5.4

5.1 Ensure metrological traceability through
performing calibrations from calibration
labs.

In this manner the following calibration labs
shall be used:
1) Vietnam Metrology Institute.
a) When using the Vietnam Metrology
Institute, preference should be given to
calibration services that are covered by
the CIPM MRA. This information can be
viewed in the BIPM KCDB database
(Error! Hyperlink reference not valid.)
which  includes CMCs of the
calibrations;
b) Where the calibration service is not
included in the CIPM MRA, the
calibration service shall be accredited by
Bureau of Accreditation (BoA) ;
or
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2) Phong hiéu chuin duoc Vin phong
CNCL cong nhan c6 phép hiéu chuan
can st dung nam trong pham vi cong
nhan;

hoic

3) Phong hiéu chuan dugc cong nhan bai
mot to chic cong nhan khic co phép
hiéu chuén can sir dung nam trong pham
vi cong nhan véi diéu kién t6 chirc cong
nhan nay phai la thanh vién ky thoa udce
thira nhan 1an nhau qudc té va/hodc khu
vuc nhu ILAC, APAC MRA cho linh
vuc hiéu chuén can st dung;

hoiac

4) Vién do luong quécq gia cia nudc ngoai
co phép hiéu chuén dugc thira nhan
CIPM MRA (xem thém di¢u 5.1 (1) .

Luuy:

5.2

1. Khi st dung dich vu hiéu chuén cua cac
t6 chirc trong muc 1a, 4 thi phai dam bao
didu kién: pham vi va déi tugng hiéu
chudn phai trong pham vi dugc cong
nhan hodc thira nhan CIPM MRA.

2. Khi sir dung to chirc hiéu chuan theo
muc 1b, 2, 3 can dam bao chtrng chi hi¢u
chuén c6 sir dung Déu két hop — 1a diu
ILAC MRA duoc sir dung cing dau cia
t chirc cong nhan; hodc ching chi hi¢u
chuén c6 diu cua t6 chirc cong nhan.

DPam bao lién két chuan do luong thong qua

str dung mau chudn duoc chirng nhan (CRMs).
Mau chuin duoc chtrng nhén do cac td chirc san
xuit mau chuin cung cip (RMP). Viéc st dung
CRMs dé dam bao lién két chuin do ludng
thong qua st dung gia tri 4n dinh duoc ching
nhan sé& chi duoc chap nhén trong trudng hop:

2) A calibration laboratory accredited by
BoA having its service suitable for
intended use and covered by BoA
accredittation scope;

or

3) A calibration laboratory accredited by
another accreditation body whose
service is suitable for intended use and
covered in the accreditation scope
provided that this accreditation body is a
signatory to an international and/or
regional mutual recognition agreement
such as ILAC, APAC MRA for the field
of calibration to be used;

or

4) A National metrology institute of a
foreign country having calibration
services suitable for intended use and
covered by the CIPM MRA (see also
clause 5.1 (1)).

Note:

1. When using the calibration services
of the organizations listed in 1a, 4, it
should be noted that those services
are covered by accreditation or
CIPM MRA.

2. When using calibration
organizations according to sections
1b, 2, 3, it is necessary to ensure that
the calibration certificates use the
Combined Mark — the ILAC MRA
mark being used with the
accreditation body's mark; or the
calibration certificates bearing the
mark of an accreditation body.

5.2 Ensure metrological traceability through
the use of Certified Reference Materials
(CRMs).

Certified Reference Materials provided by
Reference Material Providers (RMP). The
use of CRMs to ensure metrological
traceability using certified values assigned to
CRMs shall only be accepted in the
following cases:
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1) CRMs do Vién do luong Viét nam hoac
Vién do ludong qubc gia khac san xuét sir
dung dich vu nam trong co so dir liéu
BIPM KCDB; hoic

CRM:s do t6 chirc san xudt mau chuin
(RMP) duoc cong nhan theo tiéu chuin
ISO/IEC 17034 san xuat trong pham vi
dugc cong nhan. Tb chiic cong nhan
phai 1a thanh vién thoa udc thira nhan
14n nhau qudc té hodc/va khu vue ILAC,
APAC MRA v.v; hodc

Gi4 trj 4n dinh cho mau chuin duoc
chimg nhan (CRMs) nam trong co s&
dit liéu ctia Uy ban hdn hop vé lién két
chuén do ludng trong phong thi nghiém
y t& JCTLM).

2)

3)

Luuy:

Trong truong hop CRMs khong phai tir nha san
xuat chat chuén (RMPs) dugc cong nhan, thi
RMPs phai 1a to chire ching t6 c6 du nang lyc
ky thudt va uy tin qudc té. Cac mau chuan duoc
chuing nhén str dung phu hop dung muc dich.

5.3 Khi lién két chuan do luong dén cac don vi
SI vé mat k¥ thuat khong thyc hién duoc thi céc
t6 chire PGSPH c6 trach nhiém thuc hién cac
bién phap sau:

a) Lya chon cach thirc dé dam bao lién két
chuén do luong thong qua viéc su dung gia tri
chimg nhan cua mau chuan dugc chung nhan
cia t6 chic san xudt mau chudn cé nang lyc;
hoiac

b) Lap thanh vin ban cac két qua khi thyc hién
so sanh voi cac thu tyc do ludng chuan, cac
phuong phap di quy dinh, hodc vdi tiéu chuan
duogc thoa thuan. Cac két qua nay phai duoc
mi€u ta ro rang va dugc chap nhéan 1a bang
chtng cua viée cung cap két qua do phu hop véi
muc dich st dung. Van phong CNCL s€ danh
gia cac bang chimg viéc thyc hién so sanh.

Luuy:

1) CRMs produced by the Vietnam
Metrology Institute or other National
Metrology Institute using a service
that is included in the BIPM KCDB
database; or

CRMs are produced by an ISO/IEC
17034 accredited Reference Material
Producer (RMP) under its scope of
accreditation. The accreditation body
is a member of the international
and/or regional mutual recognition
agreement ILAC, APAC MRA, etc.;
or

The certified values assigned to
Certified  Reference = Materials
(CRMs) are covered by entries in the
Joint Commission for Traceability in
Laboratory Medicine (JCTLM)
database.

2)

3)

Note:

In the case of CRMs that are not from
accredited Reference Material Producers
(RMPs), then the RMPs shall demonstrate
that thay are technically competent and/or
internationally  recognised. CRMs are
suitable for intended use.

5.3 When metrological traceability to SI
units is technically not possible, it is the
responsibility of conformity assessment
bodies (CABs) to:

a) Choose a way to satisfy metrological
traceability requirements by using certified
values of certified reference materials
provided by a competent producer; or

b) Document the results of a suitable
comparison to reference measurement
procedures, specified methods, or consensus
standards. These results should be clearly
described and accepted as evidence of
providing measurement results fit for their
intended use. BoA will assess the evidence
of this comparison.

Note:
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1.

Khi thyc hién lién két chuan do luong
chi véi don vi SI 1a khong phu hgp hodc
khong ap dung duoc, thi can lya chon 16
rang mdt dai lugng/tham s6 do xac dinh.
Khi d6 viéc thiét lap lién két chuan do
ludng s& bao gdm ca viéc xac dinh dai
lugng/tham s6 do va viéc so sanh két
quéa voi mot (chuan) quy chiéu chi dinh
phu hgp. Viéc so sanh phai dugc thuc
hién trong diéu kién c6 thu tuc do, thir
da duogc kiém tra va/hodc xac nhan gia
tri st dung mot cach thich hop; co thiét
bi do, thir duogc hiéu chuan dang cach
ciing nhu phai dam bao diéu kién do, thir
(vi du diéu kién méi truong) duoc kiém
soat chat ché dé dam bao cho két qua tin
cay

Thong thuong céc to chirc chuong trinh
thu nghiém thanh thao (PTPs) con thura
cac mau thir sau chwong trinh PT. Can
klem tra voi PTPs liéu ho c6 the cung
cap cac thong tin bd sung vé do 6n dinh
ctia mau thir dé khing dinh sy duy tri 6n
dinh cuia gia tri tinh chat va thanh phan
ciia miu thir. Néu diéu nay khong thé
thuc hién duoc, thi cac mau thi nay
khong nén dugc xem la giai phap thay
thé nhdm dam bao hiéu luc cua két qua.

5.4 Dbi v6i cac phong thi nghiém tién hanh higu
chuén ndi bo dbi véi cac thiét b lién quan cac
chi tiéu xin c6ng nhén/ da dugc cong nhén (cac
phép hiéu chuan d6 khong nim trong pham vi
xin cong nhan). Phong thi nghiém phai dap tng
vé cac yéu cau sau:

+

C6 chuan, thiét bi phu hop va duoc lién

két chuan véi céc t6 chic dugc dé cap ¢ dicu

5.1;

+

C6 phuong phap hiéu chudn, bao gom

phuong phép tinh toan d¢ khong dam bao do;

+
+

MBoi trudng hiéu chuan phu hop;
Nhan vién dugc dao tao vé cac phép

hiéu chuan;

+

Hé thdng quan 1y vé linh vyuc do ludng,

hiéu chuan theo ISO/IEC 17025:2017.

1. When metrological traceability to
solely SI units is not appropriate or
applicable to the application, a
clearly defined measurand should be
selected. Establishing metrological
traceability therefore includes both
the proof of identity of the property
measured and the comparison of the
results to an appropriate stated

reference. The comparison is
established by  ensuring the
measurement procedures are

properly validated and/or verified,
that measuring equipment is
appropriately calibrated and that
conditions of measurement (such as
environmental conditions) are under
sufficient control to provide a
reliable result.

2. Surplus test materials are often
available from proficiency testing
(PT) providers. It should be checked
whether the PT provider can provide
additional stability information to
demonstrate the ongoing stability of
the property value and matrix of the
test material. If this cannot be
provided, these test materials should
not be considered as an alternative
way to ensure the validity of results.

5.4 For laboratories conducting internal
calibration for equipment using for
measuring or test that are in the accreditaiotn
scope but the calibrations themselves are not
within the scope of accreditation then the
laboratory shall meet the following
requirements:

+ Having appropriate standards, instruments
that have traceability by the organizations
mentioned in clause 5.1;

+ Having calibration methods, including a
method for estimation of the measurement
uncertainty;

+ Having a suitable environment for
calibration;

+ Having staff trained in calibrations;
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+ Céac yéu cau cia ARL 07 “Yéu cdu bd + Having management system in the field of
sung dé cong nhan phong thi nghiém linh vuc measurement and calibration according to
do luong hi¢u chuan” ISO/IEC 17025:2017.

+ Compliance with requirements of ARL 07
“Additional requirements for accreditation

Trén co s& cac yéu cau trén BOA sé tién hanh of calibration metrology laboratories”

danh gia kha nang hi¢u chuan noi bd cia PTN

boi cac chuyén gia ky thuat chuyén nganh trong On the basis of the above requirements,

qua trinh dénh gia tai chd. BOA will conduct an assessment of the
laboratory's internal calibration capabilities
by specialized technical experts during the
on-site assessment
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Cic chir viét tat
BIPM
Vién Can do Qudc té
CABs
T6 chirc dénh gia sy phu hop (DGSPH)
CIPM MRA

Thoéa thuan thira nhan 1an nhau Uy ban can do

Quéc té

KCDB

Co s¢ dir liéu so sanh co ban

Cha thich: KCDB 1a ngu6n thong tin mé trén
Web vé CIPM MRA bao gom thong tin vé
thanh vién tham gia CIPM MRA, cac két qua
clia cac so sanh co ban va bd sung va kha ning
do va hiéu chuin (CMCs)
(https://www.bipm.org/kcdb). KCDB

JCTLM

Uy ban hdn hop vé lién két chuan cho phong
thi nghiém y té

Chu thich: JCTLM do BIPM, Lién minh quoc
té ctia phong thi nghiém héa 1am sang va y té
(IFCC), va ILAC thanh 1ap nham cung cdp nén
tang quoc té glup quan ba va duara huong dan
dugc qudc té chap nhan va thira nhan vé sy
twong dwong cia cac phep do trong phong thi
nghiém y té cung nhu lién két chuan do luong
theo céc chuén do ludng phi hop.

VIM (3)
Tir vung qudc té vé do ludng hoc

Abreviation

BIPM
Bureau International des Poids et Mesures

CABs
Conformity assessment bodies

CIPM MRA

International Committee for Weight and
Measures Mutual Recognition
Arrangementnternational

KCDB

Key Comparison Database

Note: The KCDB is a publicly available, free
web resource related to the CIPM MRA. It
contains information on participants of the
CIPM MRA, results of key and supplementary
comparisons and peer reviewed Calibration and
Measurement Capabilities (CMCs)
(https://www.bipm.org/kcdb).

JCTLM

Joint Committee for Traceability in Laboratory
Medicine

Note: JCTLM formed by the BIPM, the
International Federation of Clinical Chemistry
and Laboratory Medicine (IFCC) and ILAC,
provides a worldwide platform to promote and
give guidance on internationally recognized and
accepted equivalence of measurements in
Laboratory Medicine and traceability to
appropriate measurement standards.

VIM 3" Edition
International Vocabulary of Metrology
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