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L&i néi dau

TCVN ISO/NIEC 17025:2001 thay thé TCVN 5958:1995
(ISO/IEC Guide 25) va hoan toan tuong dudng vdi
ISO/IEC 17025:1999.

TCVN ISO/IEC 17025 : 2001 do Ban ki thuat Tiéu chudn
TCVN/TC 176 vé Quan ly chat lugng va ddm bdo chét lugng
bién soan, T8ng cuc Tiéu chudn Po Iudng Chat lugng dé
nghi, B6 Khoa hoc, Céng nghé va Méi trudng ban hanh.
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Lai gidi thigu

Tigu chudn nay dude ban hanh la két qua duc
két tUr kinh nghiém chung trong viéc thuc hién
TCVN 59581995 (ISO/IEC Guide 25) va
EN45001 va thay thé ca hai tiéu chudn nay.
Tiéu chuan nay bao gém cac yéu cau ma cac
phong thlr nghiém va hiéu chudn phai dap (ng
néu muén chimg minh rédng phong thl nghiém
va hiéu chuan (sau day goi tat I3 PTN) dang ap
dung mdt hé théng chat lugng, rang PTN c6
nang luc Ki thuat va cé thé cung cap cac két
qua c6 gia tri v& mat ki thuat.

Cac 6 chic cdng nhan thita nhan nang luc cla
cac phong thir nghiém va hiéu chuan can st
dung tiéu chudn nay nhu la cg sd cho viéc
cdng nhan. Diéu 4 qui dinh cac yéu ciu can co
cho viéc quan ly t6t. Diéu 5 qui dinh cac yéu
cau vé nang luc ki thuat dai vdi loai phép thir
vafhoac hiéu chudn ma PTN thuc hién.

Viéc sir dung ngay cang réng rai hé thong chat
lugng nhin chung da lam tang nhu cau dam
bdo cho cac PTN Ia truc thudc mét t8 chirc I6n
hon hoac 1a PTN cung cdp cac dich vu khac,
¢é thé hoat dong theo mét hé thdng chét Iugng
pht hap vdi TCVN ISO 9001 va tiéu chudn
nay. Vi vay, ngudi ta da than trong sap nhap tat
ca nhimng yéu cau ctia TCVN I1SO 9001 ¢6 lign
quan dén pham vi cac dich vu thdr nghiém va
hiéu chuan thudc hé théng chat ludng PTN.

Vi vay cac PTN dap (ng dugc tiéu chudn nay
s@& hoat dong phu hgp véi TCVN 1SO 9001.

Chimg nhan phu hgp TCVN ISO 9001 ban than
né khdng chimg minh dugc nzng luc cda PTN
nha&m cung cap cac két qua va dit lidu 6 gia tri
vé mat ki thuat.

Su chap nhan két gua th nghiém va hiéu
chudn gilta cac nudc sé Ioi hoan néu cac PTN
tuan thd tiéu chudn nay va néu PTN dudc cac
t8 chic cong nhan tham gia thod udc thifa
nhén 1&n nhau vdi cac t6 chic tuong duong ciia
cac qudc gia khac sl dung tiéu chudn nay dé
¢dng nhan. Viéc st dung tiéu chudn nay sé tao
diéu kién cho su hop tac gilta cac PTN va cac
t8 chirc khac nham hd trg viéc trao ddi théng tin
va kinh nghiém va lam hai hoa cac tiéu chuan
va thd tuc.

Introduction

This standard has been produced as the result
of extensive experience in the implementation
of TCVN 5958:1995 (ISOAEC Guide 25) and
EN 45001, both of which it now replaces. It
contains all of the requirements that testing and
calibration laboratories have to meet if they
wish to demonstrate that they operate a quality
system, are technically competent, and are
able to generate technically valid results.

Accreditation bodies that recognize the
competence of testing and calibration
laboratories should use this Standard as the
basis for their accreditation. Clause 4 specifies
the requirements for sound management.
Clause 5 specifies the requirements for
technical competence for the type of tests
and/or calibrations the laboratory undertakes.

The growth in use of quality systems generally
has increased the need to ensure that
laboratories  which form  part  of larger
organizations or offer other services can
operate to a quality system that is seen as
compliant with TCVN ISO 9001 as well as with
this standard. Care has been taken, therefore,
to incorporate all those requirements of TCVN
ISO 9001 that are relevant to the scope of
testing and calibration services that, are
covered by the labaratory's quality system.

Testing and calibration laboratories that comply
with this standard will therefore also operate in
accordance with TCVN 1SQO 9001.

Certification against TCVN 1SO 9001 does not
of itself demonstrate the competence of the
laboratory to produce technically valid data and
results.

The acceptance of testing and calibration
results between countries should be facilitated
if laboratories comply with this standard and if
they obtain accreditation from bodies which
have entered into mutual recognition
agreements with equivalent bodies in other
countries using this Standard. The use of this
Standard will facilitate cooperation between
laboratories and other bodies, and assist in the
exchange of information and experience, and
in the harmonization of standards and
procedures
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Yéu cdu chung vé ning luc cta phong thr nghiém va hiéu chuan (PTN)

General requirements for the competence of testing and calibration laboratories

1 Pham vi ap dung

1.1 Tiéu chudn ndy qui dinh cac yéu cdu
chung vé nang luc thuc hién cac phép thu
va/hoac hiéu chudn bao gém ca viéc 18y mau.
Tiéu chudn nay dé cap dén viéc thir nghiém va
hiéu chudn dugc thuc hién béng cac phuong
phap tigu chudn, khéng tiéu chudn va cac
phuong phap do PTN tu xay dung.

1.2 Tiéu chudn nay ap dung cho tat ca cac t&
chirc thuc hién viéc thir nghiém va/hoac hiéu
chudn. Cac 18 chiit nay bao gém, vi du nhu
cac PTN bén thir nhat, bén thir hai, bén thi ba
va cac PTN ma viéc thl nghiém va/hodc hiéu
chudn la mét phén cla hoat ddng giam dinh va
ching nhan san phdm.

Tiéu chudn nay ap dung cho tat ca cac PTN
khdng phu thudc vao sé lugng nhan vién hay
pham vi hoat ddéng thir nghiém va/hodc hiéu
chudn. Khi mét PTN khdng thuc hién mdt hoac
nhiéu hoat ddng dugc quy dinh trong tiéu
chudn nay, nhu ldy mau va thiét ké/phat trién
cac phuong phap mdi, thi cac yéu cau thudc
cac diéu do khdng can ap dung

1.3 Cac chu thich duge dua ra dé |am rd ndi
dung, cac vi du va huéng d&n. Chu thich nay
khéng phai la cac yéu cau va khang tao thanh
mdt phan cla tiéu chudn nay.

1.4 Tiéu chudn nay sif dung cho cac PTN trong
viéc xay dung hé thdng chat luong, quan Iy
hanh chinh va ki thuat dé diéu hanh cac hoat
dong cla PTN. Khach hang cta PTN, co quan
¢6 thdm quyén va cac ca quan cdng nhan ciing
c6 thé sl dung tiéu chudn nay d& xac nhan
hodc thira nhan nang luc clha cac PTN.

1.5 Viéc tuan thl cac yéu cdu va an toan trong
hoat dong clla cac PTN khong thudc pham vi
tidu chuadn nay.

1 Scope

1.1 This standard specifies the general
requirements for the competence to carry out
tests and/or calibrations, including sampling. It
covers testing and calibration performed using
standard methods, non-standard methods, and
laboratory-developed methods.

1.2 This standard is applicable to all
organizations  performing tests  and/or
calibrations. These include, for example, first-,
second- and third-party laboratories, and
laboratories where testing and/or calibration
forms part of inspection and product
certification.

This standard is applicable to all laboratories
regardless of the number of personnel or the
extent of the scope of testing and/or calibration
activiies.  When a laboratory does not
undertake one ar more of the aclivities covered
by this Standard, such as sampling and the
design/development of new methods, the
requirements of those clauses do not apply.

1.3 The notes given provide clarification of
the text, examples and guidance. They do not
contain requirements and do not form an
integral part of this Standard.

14 This standard is for use by laboratories in
developing their quality, administrative and
technical systems that govern their operations.
Laboratory clients, regulatory authorities and
accreditation bodies may also use it in
confirming or recognizing the competence of
laboratories.

1.5 Compliance with regulatory and safety
requirements on the operation of laboratories is
not covered by this Standard.
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1.6 Néu cac phong thit nghiém va hiéu chuin
tuan thii cac yéu cdu clia tiéu chudn nay thi
PTN s& hoat déng theo mdt hé thong chét
lugng trong céac hoat dong thir nghiém va higéu
chudn dap (mg dugc cac yéu cau ctia TCVN
ISO 9001 khi PTN tham gia thiét k&/ phat trién
phugng phap mdi, va/hodc xdy dung cac
chueng frinh thir nghiém bao gém cac phuong
phap thi* nghidm va hiéu chuan tiéu chudn va
khéng tiéu chudn va khi PTN sir dung cac
phuong phap tiéu chuan.

Phu luc A dua ra chi dan déi chiéu tiéu chudn
nay vdi ISO 9001 va ISO 9002 va chi dé tham
khao.

Chu thich 1 - Can thiét phai gidi thich hoic
dién gidi mét s& yéu ciu trong tiéu chudn
nay d& dam bao cac yéu cau dugc ap dung
médt cach nhat quan. Huéng d&n cho viéc ap
dung trong cac linh vue cu thé, dac biét 1a
cho cac co quan cbng nhan [xem TCVN
5954:1995 ISO/IEC Guide 58:1993), 4.1.3]
duoc trinh bay trong phu luc B.

Cha thich 2 - Néu PTN mong muén dugc cong
nhén mét phan hoc tt ca cac hoat déng thir
nghiém va hiéu chudn thi PTN nén chon mét
cd quan cbng nhan hoat dong phu hgp véi
TCVN 5954:1985 (ISO/IEC Guide 58),

2 Tiéu chuan trich dan

TCVN ISO 9001:2000, Hé théng quan ly chat
lugng - Cac yéu cau.

TCVN 6450:1998 (ISO/IEC Guide 2), Tiéu
chudn héa va cac hoat déng cé lién quan.
Thuét ngir chung va dinh nghia

TCVN 6165 :1996 (VIM:1993), Do ludng hoc.
Thuat nglr chung va co ban trong do ludng, do
BIPM, IEC, IFCC, ISO, IUPAC, IUPAP and
OIML ban hanh.

ChU thich 1 - Cac tiéu chuan, huéng dan lién
quan khac . vé cac chd dé cua tiéu chudn
nay dugc néu trong danh muc tai liéu tham
khao

3 Thuat ngir va dinh nghia

Céac thuat ngtr va dinh nghia trinh bay trong
TCVN 6450:1998 (ISO/IEC Guide 2) va TCVN
616§ 11996 (VIM:1993) dugc sir dung cho tiéu
chuan nay.

Chu thich 1 - Cac dinh nghia chung lign quan
t6i chat lugng dudgc trinh bay trong TCVN 1SO

1.6 If testing and calibration laboratories
comply with the requirements of this standard
they will operate a quality system for their
testing and calibration activities that also meets
the requirements of TCVN ISO 9001 when
they engage in the design/development of new
methods, andfor develop test programmes
combining standard and non-standard test and
calibration methods when they only use
standard methods.

Annex A provides nominal cross-references
between this standard and ISO 8001 and ISO
9002 for information only.

Note 1 - it might be necessary to explain or
interpret certain requirements in this
Standard to ensure that the requirements
are applied in a consistent manner.
Guidance for establishing applications for
specific fields, especially for accreditation
bodies [see TCVN 5954:1995 (ISO/IEC
Guide 58:1993), 4.1.3] is given in annex B.

Note 2 - If a laboratory wishes accreditation for
part or all of its testing and calibration
activities, it should select an accreditation
body that operates in accordance with
TCVN 5954:1995 (ISO/IEC Guide 58).

2 Normative references

TCVN ISO 9001:2000, Quality management
systems - Requirements.

TCVN 6450:1998 (ISO/IEC Guide 2), General
terms and their definitions concerning
standardization and related activities.

TCVN 6165 :1996 VIM:1993, International
vocabulary of basic and general terms in
metrology, issued by -BIPM, IEC, IFCC, IS0,
IUPAC, IUPAP and OIML.

Note 1 - Further related standards, guides, etc.
on subjects included in this Standard are
given in the bibliography

3 Terms and definitions

For the purposes of this standard, the relevant
terms and definitions given in TCVN 6450:1998
(ISO/IEC Guide 2) and TCVN 6165 :1996
(VIM:1993) apply.

Note 1 - General definitions related to quality are
given in TCVN ISO 9000 (1ISO 9000),



9000 (ISO 9000) con TCVN 6450:1998
(ISO/IEC Guide 2) néu ra cac dinh nghia cu
thé lién quan t6i tiéu chusn hoa, chimg nhan
va cdng nhan PTN. Trong trugng hap TCVN
ISO 9000 (ISO 9000) dua ra dinh nghia khac
véi dinh nghia trong TCVN 6450:1998
(ISONEC Guide 2) va TCVN 6165 :1996
(VIM:1993) thi s dung dinh nghia cia
TCVN 6450:1998 (ISO/IEC Guide 2) va
TCVN 6165 :1996 (VIM:1993).

4. Cac yéu ciu vé quan ly
41  Téchirc

4.1.1 PTN hoac t8 chic ma PTN 1a mdt bd
phan, phai 12 mdt thuc thé cé khd nang chiu
{rach nhi&ém vé mat phap ly.

4.1.2 PTN cd trach nhiém thuc hién cac hoat
ddng thir nghiém va hiéu chudn sao cho dap
ing dugc tat ca cac yéu cau cla tiéu chudn
nay va thod man yéu cau clia khach hang, co
quan c6 thdm quyén hodc cac ca quan cdng
nhan.

4.1.3 Hé théng quan ly clia PTN phai bao quat
céac hoat dong duoc thuc hién tai co s& ¢d dinh
cia PTN, tai hién trudng ngoai co sd ¢d dinh
hoac tai co sd tam thdi hay di déng.

414 Néu PTN Ia bd phan clia mdt t8 chic
thuc hién cac hoat ddng khac vdi viéc thi
nghiém va/hoac hiéu chudn thi phai dinh ré
trach nhiém cla moi nhan vién chd chét cb lién
quan hoac ¢é anh hudng t6i cac hoat ddng thir
nghiém va/hoac hiéu chudn cla PTN d& nhan
biét cac mau thuan tiém an vé quyén loi.

Ch thich 1 - Néu PTN 1a mét bd phén trong
mdt t8 chitc 16n thi nén sip x&p t8 chlc sao
cho cac bd phan cb lién quan vé lgi ich nhu:
san xuat kinh doanh, tiép thi ho4c tai chinh sé
khéng gay ra anh hudng bt Idi dén su phu
hop cla PTN theo cac yéu cdu cua tiéu
chusn nay.

Chu thich 2 - Néu mét PTN mong muén dugc
thita nhéan 1a PTN ctia bén thi ba thi sé phai
chimg minh rdng PTN d6 & khach quan, riing
nhén vién clia PTN @6 khéng bi 4p luc nao vé
thuong mai, tai chinh va ap e khac o6 thé anh
hudng dén cac quyét dinh o6 tinh kithuat. Phong
thir nghiém hoic hiéu chusn bén thir ba khéng
duoc tham gia bét ol cac hoat déng nao cb thé
t8n hai d&n @b tin cdy, tinh doc 1ap clia cac quyét
dinh va tinh trung thut lién quan dén hoat déng
thif nghiém ho#c hiéu chuén ctia PTN,

TCVN ISO/IEC 17025:2001

whereas TCVN 6450:1998 (ISO/IEC Guide 2)
gives definitions specifically related to
standardization, certification and laboratory
accreditation. Where different definitions are
given in TCVN ISO 9000 (ISO 9000), the
definitions in TCVN 6450:1998 (ISO/EC
Guide 2) va TCVN 6165 :1996 (VIM:1993)
are preferred.

4. Management requirements
4.1 Organization

4.1.1 The laboratory or the organization of
which it is part shall be an entity that can be
held legally responsible

41.2 Itis the responsibility of the laboratory
to carry out its testing and calibration activities
in such a way as to meet the requirements of
this Standard and to satisfy the needs of the
client, the regulatory authorities or
organizations providing recagnition.

413 The laboratory management system
shall cover work carried out in the laboratory's
permanent facilities, at sites away from its
permanent facilities, or in associated temporary
or mobile facilities.

414 If the laboratory is part of an
organization performing activities other than
testing and/or calibration, the responsibilities of
key personnel in the organization that have an
involvement or influence on the testing and/or
calibration activities of the laboratory shall be
defined in order to identify potential conflicts of
interest.

Note 1 - Where a laboratory is pant of a larger
organization,the organizational arrangements
should be such that departments having
conflicting interests, such as production,
commercial marketing or financing do not
adversely  influence the, laboratory's
compliance with the requirements of this
Standard.

Note 2 - If the laboratory wishes to be
recognized as a third-party laboratory, it
should be able to demonstrate that it is
impartial and that it and its personnel are free
from any undue commercial, financial and
other pressures which might influence their
technical judgement. The third-party testing or
calibration laboratory should not engage in
any activities that may endanger the trust in
its independence of judgement and integrity in
relation to its testing or calibration activities.
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4.1.5 PTN phai:

a) c6 nhan vién quan Iy va ki thuat dugc giao
quyén han va cac ngudn luc can thiét dé thuc
hién cac nhiém vu va dé xac dinh van dé phat
sinh do chéch hudng hé thdng chéat lugng hodc
cac thli tuc ti€n hanh phép thir nghiém va/hodc
hiéu chudn va dé dé xuit cac hanh déng
phong ngifa hodc gidm thiéu cac van dé dé
(xem 5.2);

b) co su s&p xép dam bao réing lanh dao va
nhan vién PTN khéng chiu bat ki ap Iuc nao
cla ndi bd hodc bén ngoai vé thuong mai, tai
chinh va moi ap Iuc khac cé thd anh hudng xau
dén chat lugng céng viéc cla ho;

c) c¢6 cac chinh sach va thi tuc dé bao mat
cac thong tin va quyén sd hiu cla khach hang
ké ca thi tuc dé bao vé viéc luu gilr va truyén
cac két qua bang dién ter

d) c6 cac chinh sach va thd tuc nhdm tranh
lién quan vao bat cif hoat ddng nao c6 thé [am
giam su tin cay vé nang luc, tinh khach’ quan,
quyét dinh tinh trung thuc hoac tinh nhat quan
hoat ddng cla PTN:;

e) xac dinh cd cau t6 chic va quan Iy cla
PTN va vi tri clia PTN trong t8 chitc chd quan
va cac mdi quan hé gitla quan ly chat lugng,
hoat déng ki thuat va dich vu hé tro;

f) quy dinh trach nhiém, quyén han va mdi
quan hé qua lai clia tat ca cac nhan vién quan
ly, thuc hién hodc kiém tra cong viéc cé anh
hudng dén chat Iugng clia phép thr nghiém
va/hoac hiéu chuan;

g) thuc hién viéc giam sat mdt cach thda dang
déi voi nhan vién thlr nghiém va hiéu chuan, ké
cad cac nhan vién dang tap su, thdng qua
nhitlng ngudi am hiéu cac phuong phap va thi
tuc thir nghiém va/hodc hiéu chuan, muc dich
ctia méi phép thir nghiém va/hoac hiéu chuin
bang cach danh gia cac két qua thir nghiém
va/hoac hiéu chudn:

h) cé ngudi quan ly ki thuat chiu trach nhiém
chung vé cac hoat dong ki thuat va viéc cung
cap cac ngudn luc can thiét dé dam bao chat
lugng céac hoat déng clia PTN;

i) bd nhiém mét ngudi trong PTN lam quan Iy
chat lugng (hodc dudi mét chic danh khac).

10

4.1.5 The laboratory shall

a) have managerial and technical personnel
with the authority and resources needed to
carry out their duties and to identify the
occurrence of departures from the quality
system or from the procedures for performing
tests and/ or calibrations, and to initiate actions
to prevent or minimize such departures (see
also 5.2);

b) have arrangements to ensure that its
management and personnel are free from any
undue internal and external commercial,
financial and other pressures and influences
that may adversely affect the quality of their
work;

c) have policies and procedures to ensure the
protection of its clients' confidential information
and proprietary rights, including procedures for
protecting the electronic storage and
transmission of results;

d) have policies and procedures to avoid
involvement in any activities that would
diminish confidence in its competence,
impartiality, judgemerit or operational integrity;

e) define the organization and management
structure of the laboratory, its place in any
parent organization, and the relationships
between quality management, technical
operations and support services;

f) specify the responsibility, authority and
interrelationships of all personnel who manage,
perform or verify work affecting the quality of
the tests and/or calibrations;

g) provide adequate supervision of testing and
calibration staff, including trainees, by persons
familiar with methods and procedures, purpose
of each test and/or calibration, and with the
assessment of the test or calibration results;

h) have technical management which has
overall responsibility for the technical
operations and the provision of the resources
needed to ensure the required quality of
laboratory operations;

i) appoint a member of staff as quality manager
(however named) who, irrespective of other



Ngugi nay ngoai cac trach nhiém va nhiém vu
khac, phdi ¢é trach nhiém va quyén han ré rang
dé dadm bao sao cho hé théng chét lugng ludn
dugc thuc hign va tudn thd. Ngudi quan ly chat
luong phdi lién hé truc tiép véi Ianh dao cao
nhéat c6 thdm quyén dua ra cac quyét dinh vé
chinh sach va nguén luc cla PTN.

i) b nhiém cac cdp phé cho cac chix danh
quan ly chl chét (xem ch thich).

Chu thich - Céc ca nhan cb thé c6 mét hoac
nhiéu chirc n&ng va s& khéng thuc t& néu bd
nhiém c&p phé cho moi chifc niing.

4.2 Hé théng chat lugng

421 PTN phai thiét lap, thuc hién va duy tri
mot hé théng chat lugng phu hgp v&i pham vi
hoat ddng. PTN phai lap thanh van ban céc
chinh sach, h& thdng, chuong trinh, thi tuc va
huéng din trong pham vi can thiét dé dam bao
chat lugng két qua thlr nghiém va/hoac hiéu
chudn. Tai lidu clia hé thong chat lugng phai
dugc phd bién, hiu 5, ludn sdn cb va dugce
nhan vién thich hap ap dung.

422 Cac chinh sach va muc tiéu clia hé
thang chat luong PTN phai duge xac dinh trong
s8 tay chat luang (STCL) (hodc dudi mét tén
goi khac). Cac muc titu chung phai dugc ghi
trong ban cong bd vé chinh sach chat lugng.
Ban cdng bd chinh sach chéat lugng nay phai
duoc ban hanh theo thdm quyén cla giam déc
diéu hanh va bao gém it nhat cac thdng tin sau:

a) cam két cla lanh dao PTN vé thuc hanh
chuyén mén tot, vé chat lugng dich vu thir
nghiém va hiéu chudn dai véi khach hang:

b) céng bé clia lanh dao vé tiéu chudn dich vu
ctia PTN;

c) muc tiéu clia hé thdng chét Iugng;

d) y&u cau tit ca nhan vién PTN cb lién quan
t8i cac hoat dong thir nghiém va hiéu chudn
phai hiéu rd hé thdng tai lidu chat lugng va ap
dung cac chinh sach va thl tuc trong cdng viéc
clia minh, va

e) cam két clia Ianh dao PTN vé tuan thd tiéu
chudn nay.

Chu thich - Céng b8 v& chinh sach chét ludng
phai ngdn gon va cé thé bao gbm cac ydu
c8u riing cac phép thir nghiém vaiho#c hiéu
chuén phai thudng xuyén dugc thuc hién theo
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duties and responsibilities, shall have defined
responsibility and authority for ensuring that the
quality system is implemented and followed at
all times;the quality manager shall have direct
access lo the highest level of management at
which decisions are made on laboratory policy
or resources.

) appoint deputies for key managerial
personnel (see note).

Note - Individuals may have more than one
function and it may be impractical to appoint
deputies for every function.

4.2 Quality system

421 The |I|aboratory shall establish,
implement and maintain a quality system
appropriate to the scope of its activities. The
laboratory shall document its policies, systems,
programmes, procedures and instructions to
the extent necessary to assure the quality of
the test and/or calibration results. The
system's documentation shall be
communicated to, understood by, available to,
and implemented by the appropriate personnel.

422 The laboratory's quality system policies
and objectives shall be defined in a quality
manual (however named). The overall
objectives shall be documented in a quality
policy statement. The quality policy statement
shall be issued under the authority of the chief
executive. It shall include at least the following:

a) the laboratory management's commitment to
good professional practice and to the quality of
its testing and calibration in servicing its clients;

b) the management's statement of the
laboratory's standard of service;

c) the objectives of the quality system;

d) a requirement that all personnel concerned
with testing and calibration activities within the
laboratory familiarize themselves with the
quality documentation and implement the
policies and procedures in their work; and

e) the laboratory management's
commitment to compliance with this Standard

Note - The quality policy statement should be
concise and may include the requirement that
tests and/or calibrations shall always be
‘carried out in accordance with stated
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cac phuong phap dugc céng bé va yéu cau
cha khach hang. Khi phong thir nghiém va
hiéu chusdn 1a mot bd phan clia mét t8 chirc
I6n thi mdt s& yéu t& cla chinh sach chét
luong c6 thé dudc néu trong cac tai lidu khac.

423 STCL phai bao gdm hoac phai vién dan
cac thi tuc hé tro ké ca thi tuc ki thuat. STCL
phai dua ra cac ciu truc cla hé thdng tai lidu
dugc st dung trong hé thang chat lugng.

424 Vaitrd va trach nhiém cla ngudi lanh
dao ki thuat va ngussi quan ly chat lugng, ké ca
cac trach nhiém dam bdo su phi hgp vdi tiéu
chudn nay phai dugc xac dinh trong sé tay chat
lugng.

4.3 Kiém soat tai lieu
4.3.1 Yéu cdu chung

PTN phai thiét lap va duy tri cac thl tuc kiém
soat tat ca cac tai lidgu thudc hé théng chét
lugng (cac tai lidu ndi bd hodc cd ngudn gabc tur
bén ngoai) nhu: cac ché dinh, tiéu chudn, tai
lidu chudn héa khac, phuong phap thir va/hodc
hiéu chuan ciing nhu cac ban vé, phan mém,
qui dinh ki thuat, hudng din va sé tay.

Ch thich 1 - Trong diéu nay "tai liéu" cé thé la
nhitmg céng bé vé chinh sach, cac thi tuc, qui
dinh ki thuét, bang hiéu chudn, sg dd, sach
ap phich, cac théng bao, ban ghi nhé, phan
mém, ban vé, ké hoach,.. Cac tai liéu nay cbé
thé cé nhiéu phuang thle thé hién khac nhau,
ho#c |4 ban in gidy ho#c dién tir va théng tin
c6 thé & dang ki thuat s6, ki thuat analog,
dang anh ho#c chi.

Chu thich 2 - Kiém scat dif lidu lién quan dén
thi nghiém va hiéu chuin dudc dé cép trong
54.7. Kiém soat hé sd dudc dé cép trong
412,

4.3.2 Phé duyét va ban hanh tai liéu

4.3.2.1 T4t ca cac tai liéu cho cac nhan vién
PTN sir dung nhu la mét phan clia hé théng
chét lugng phai dugc ngudi cé thdm quyén xem
xét va phé chudn trudc khi sir dung. PTN phai
thiét 1ap mot danh muc géc hodc mét thi tuc
kiém soat tai liéu tuang duong dé biét dugc tinh
trang ban hanh hién thdi, sy phan phéi tai liéu
trong hé théng chat lugng. Danh muc goc hodc
thli tuc ndy phai ludn sén cé dé tranh st dung
céc tai liéu khdng con hiéu Iuc vashozc 16i thai.

methods and clients' requirements. When the
test and/or calibration laboratory is part of a
larger organization, some quality policy
elements may be in other documents.

4.2.3 The quality manual shall include or make
reference to the supporting procedures
including technical procedures. It shall outline
the structure of the documentation used in the
quality system.

424 The roles and responsibilities of
technical management and the quality
manager, including their responsibility for
ensuring compliance with this Standard, shall
be defined in the quality manual.

4.3 Document control
431 General

The laboratory shall establish and maintain
procedures to control all documents that form
part of its quality system (internally generated
or from external sources), such as regulations,
standards, other normative documents, test
and/ or calibration methods, as well as
drawings, software, specifications, instructions
and manuals.

Note 1 - In this context "document” could be
policy statements, procedures, specifications,
calibration tables, charts, text books, posters,
notices, memoranda, software, drawings,
plans, etc. These may be on various media,
whether hard copy or electronic, and they
may be digital, analog, photographic or
written.

Note 2 - The control of data related to testing
and calibration is covered in 5.4.7. The
control of records is covered in 4.12.

43.2 Document approval and issue

4.3.2.1 All documents issued to personnel in
the laboratory as part of the quality system
shall be reviewed and approved for use by
authorized personnel prior to issue. A master
list or an equivalent document control
procedure identifying the current revision status
and distribution of documents in the quality
system shall be established and be readily
available to preclude the use of invalid and/or
obsolete documents.



4.3.2.2 Tha tuc dugc xét duyét phai dam bao
rang:

a) cac ban dugc phé duyét cla cac tai liéu
thich hgp phai ludn san cé & 4t ca nhimg noi
thuc hién cac hoat ddng chii yéu cb tac déng
dén van hanh c6 hiéu luc clia PTN;

b) tai liéu duge dinh ki xem xét va, néu can
thiét, duoc sita déi d& dam bao ring ching
tiép tuc phu hgp va tuadn thi theo cac y&u cau
duge ap dung;

¢) tat ca cac tai liéu khdng con hiéu luc hoac
18i thai phai bi thu héi & tat ca cac naoi ban hanh
hoac str dung, hoac bang cach khac nhdm dam
bao khdng cho st dung lai mét cach vé tinh;

d) tai lidu I18i thoi duoc luwu gilt do y8u cau
phap ly ho#c vi muc dich luu lai thdng tin phai
dugc danh dau thich hop.

4323 Tai lieu cla hé théng chat Iugng do
PTN ban hanh phai dugc nhan biét rd rang.
Viéc nhan biét ndy phai bao gém ngay ban
hanh va/hoac Ian slfa ddi, danh sé trang, tng
s6 trang hoac ky hiéu danh dau két thuc tai liéu
va thdm quyén ban hanh.

433 Thay dai tai liéu

4331 Viéc xem xét va phé chudn cac thay
ddi clia tai liéu phai do chinh bd phan da thuc
hién xem xét ban dau ti€én hanh, trir khi cé chi
dinh dac biét khac. Bd phan duoc chi dinh phai
co diéu kién tiép can cac théng tin co ban thich
hap 1am co sd cho viéc xem xét va phé chuan.

4.3.3.2 Néu cé thé, ndi dung thay ddi hoc noi
dung mdi phai dugc xac dinh trong tai liéu hoac
cac tai lieu dinh kém thich hap.

4333 Néu hé thong kiém soat tai liéu cla
PTN cho phép slfa doi cac tai lidu béng tay
trong khi chd dgi ban hanh lai tai liéu d6 thi
PTN phai xac dinh dugc thd tuc va tham quyén
stfa d3i nhu trén. Viéc stfa ddi phai danh dau ré
rang, ky xac nhan va ghi ngay. Mét tai liéu da
dugc stfa déi phai chinh thic ban hanh lai cang
s6m cang tot.

4334 PTN phai thiét lap thd tuc midu t3
cach thirc thue hién va kiém soat céac thay ddi
trong tai liéu dugc lwu gitr trong hé thng may
tinh.
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4.3.2.2 The procedure(s) adopted shall ensure
that:

a) authorized editions of appropriate
documents are available at all locations where
operations essential to the effective functioning
of the laboratory are performed:

b) documents are periodically reviewed and,
where necessary, revised to ensure continuing
suitability and compliance with applicable
requirements;

c) invalid or obsolete documents are promptly
removed from all points of issue or use, or
otherwise assured against unintended use;

d) obsolete documents retained for either legal
or knowledge preservation purposes are
suitably marked.

4.32.3 Quality system documents generated
by the laboratory shall be uniquely identified.
Such identification shall include the date of
issue and/or revision identification, page
numbering, the total number of pages or a
mark to signify the end of the document, and
the issuing authority(ies).

43.3 Document changes

4331 Changes to documents shall be
reviewed and approved by the same function
that performed the original review unless
specifically  designated  otherwise. The
designated personnel shall have access to
pertinent background information upon which
to base their review and approval.

4.3.3.2 Where practicable, the altered or new
text shall be identified in the document or the
appropriate attachments.

4333 If the laboratory's documentation
control system allows for the amendment of
documents by hand pending' the re-issue of the
documents, the procedures and authorities for
such amendments shall be defined.
Amendments shall be clearly marked, initialled
and dated. A revised document shall be
formally re-issued as soon as practicable.

4.3.3.4 Procedures shall be established to
describe how changes in documents
maintained in computerized systems are made
and controlled.
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4.4 Xem xét cac yéu ciu, dé nghiva hop
déng

4.4.1 PTN phai thiét lap va duy tri thd tuc xem
xét cac yéu cau, mdi thau va hgp déng. Chinh
sach va thl tuc xem xét dé quyét dinh hop
déng vé thir nghiém va/hoac hiéu chudn phai
dam bao réng:

a) cac yéu cau, bao gém ca phuang phap st
dung dugc xac dinh day di, Jap thanh van ban
va dugc hidu rd (xem 5.4 .2);

b) PTN cb nang Iuc va nguén Iuc dap (ng moi
yéu cau;

¢) phuong phap thif va/hodc hiéu chuan thich
hop duge Iufa chon va cé kha nang dap g yéu
cau clia khach hang (xem 5.4.2).

Bat c(r sut khac biét nao gilra yéu cau hodic mai
thau va hgp déng phai dudc giai quyét trude khi
bat d4u cong viéc, M&i hgp déng phai dugc ca
hai b&n PTN va khach hang ch&p nhéan.

Chu thich 1 - Viéc xem xét yéu cau, dé nghi va
hdp déng phai thuc hién mét cach cb hidu qua,
thuc t& va phai tinh dén tac déng cla cac khia
canh thdi han thuc hién, tinh phap ly va tai
chinh. D&i véi khach hang ndi bd, viéc xem xét
cac yéu clu, mdi thdu va hgp déng cb thé
duac thuc hién dan gian hon,

Cha thich 2 - Viéc xem xét nang luc cin dam
bdo xic minh dugc ring PTN cé ddy du
ngudn luc vat chat, con ngudi va théng tin, va
nhan vién cla PTN cé ki ning cing nhu
chuyén mén can thiét dé thuc hién phép thir
va/hodc hidu chudn cén thuc hién. Viéc xem
xét cé thé bao gém cac két qua tham gia so
sanh lién phong hoac thir nghiém thanh thao
trudc d6 vahoic thuc hién cac phép thir so
b& hodc cac chuong trinh hiéu chuin sif dung
cac mu ho#ic cac mau da biét trude gia tri dé
xac dinh d6 khdng dam bao do, cac gidi han
phat hién, gidi han tin cay...

Chu thich 3 - Mét hgp déng cé thé Ia bat cir
thod thuan ndo bang van ban hoic bing
miéng vé viéc cung ep cho khach hang dich
vu thir nghiém va/ho#c hidu chuan.

442 H6 so xem xét, baoc gém ca moi thay
ddi quan trong, phai dugc I gil. HO so ciing
phdi luu gilr nhimg thao ludn véi khach hang
lign quan dén yéu céu cla khach hang hoac
két qua cdng viéc trong thdi gian thuc hién hop
ddng.
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4.4 Review of requests, tenders and
contracts

44.1 The laboratory shall establish and
maintain procedures for the review of requests,
tenders and contracts. The policies and
procedures for these reviews leading to a
contract for testing and/or calibration shall
ensure that:

a) the requirements, including the methods to
be used, are adequately defined, documented
and understood (see 5.4.2);

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

c) the appropriate test and/or calibration
method is selected and capable of meeting the
clients’ requirements (see 5.4.2).

Any differences between the request or tender
and the contract shall be resolved before any
work commences. Each confract shall be
acceptable both to the laboratory and the client.

Note 1 - The request, tender and contract review
should be conducted in a practical and
efficient manner, and the effect of financial,
legal and time schedule aspects should be
taken into account. For intermal clients,
reviews of requests, tenders and contracts
can be performed in a simplified way.

Note 2 - The review of capability should
establish that the laboratory possesses the
necessary physical, personnel and
information  resources, and that the
laboratory's personnel have the skills and
expertise necessary for the performance of
the tests and/or calibrations in question. The
review may also encompass results of earlier
participation in interlaboratory comparisons or
proficiency testing and/or the running of trial
test or calibration programmes using samples
or items of known valua certified in order to
determine uncertainties of measurement,
limits of detection, confidence limits, etc.

Note 3 - A contract may be any written or oral
agreement to provide a client with testing
and/or calibration services.

442 Records of reviews, including any
significant changes, shall be maintained.
Records shall also be maintained of pertinent
discussions with a client relating to the client's
requirements or the results of the work during
the period of execution of the contract.



Chu thich - D6i vdi viéc xem xét cong viéc hang
ngay hodc cbng viéc don gidn khac thi viéc
ghi ngay thang va ngudi (vi du nhu ki tén) chiu
trach nhiém tién hanh cdng viéc trong hop déng
dugc coi la phit hop. D6i véi cae cdng viéc hang
ngay |4p di I&p lai, yéu cdu xem xét nay chi can
thuc hién & giai doan d4u tién hoc khi chap
nhan hop déng dé cac cdng viéc hang ngay
dugc thuc hién ding thoa thuén chung véi
khach hang midn 1A cac yéu cdu clia khach
hang khéng thay déi. B&i véi céng viéc thir
nghiém vahoac hiéu chudn méi, tién tién hon
ho#c phirc tap thi PTN céin phai duy tri mét hé
sdtoan dién han.

443 Vlec xem xét cling phai ap dung cho moi
cdng viéc thudc hogp déng phu clia PTN.

444 Khéch hang phai dugc théng bao vé moi
thay déi so vdi hop déng.

445 N&uhop déng cén stia ddi sau khi cong
viéc da bt dau thuc hién thi phai l3p lai qua
trinh xem xét hgp déng nhu trudc d6 va moi
stia d8i phai dugc thdng bao cho tat ca cac
nhan vién lién quan.

4.5 Hop déng phu vé thir nghiém va hiéu
chuidn

451 Khi mét PTN str dung hgp déng phu vi
mot ly do ngoai du kién (vi du: cdng viéc qua
13i, y&u céu can cb ki nang cao hon hodc tam
théi khdng d nang Iuc) hodc do thudng xuyén
can (vi du: thdng qua hop déng phu, qua dai ly
¢d dinh ho3c qua thoa thuan d3c quyén kinh
doanh) thi céc cdng viéc nay phai dugc giao.
Cho mét nha thdu phu cé nang luc thuc hién.
Nha thau phu c6 nang Iuc, vi du, 1a nha thau
phu, phti hap véi tiéu chudn nay d6i véi cac
cdng viéc dugc yéu cau.

452 PTN phai théng bao cho khach hang
b&ng van ban vé thoa thuan cé sif dung hop
dong phu va khi thich hop phai c6 dugc su
dong y ctia khach hang t6t nhat 1a bing van
ban.

453 PTN chiu trach nhiém d&i vdi khach
hang vé cdng viéc clia nha thdu phu ngoai trir
trudng hop khach hang hodc cd quan phap ché
cb t?';gm quyén chi dinh nha thau phu can dugc
st dung.

454 PTN phai c6 ban danh sach dang ki tat
ca cac nha thau phu sif dung cho cac phép thir
varhoac hiéu chudn va phai c6 hé so chimng
minh cac nha thau phu phi hop véi tiéu chudn
nay déi vdi cdng viéc dugc yéu cau.
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Note - For review of routine and other simple
tasks, the date and the identification (e.g. the
initials) of the person in the laboratory
responsible for camying out the contracted
work are considered adequate. For repetitive
routine tasks, the review need be made only
at the initial enquiry stage or on granting of
the contract for on-going routine work
performed under a general agreement with
the client, provided that the client's
requirements remain unchanged. For new,
complex or advanced testing and/or
calibration tasks, a more comprehensive
record should be maintained.

443 The review shall also cover any work
that is subcontracted by the laboratory.

444 The client shall be informed of any
deviation from the contract.

44.5 |If acontract needs to be amended after
work has commenced, the same contract
review process shall be repeated and any
amendments shall be communicated to all
affected personnel.

4.5 Subcontracting of tests and
calibrations

4.5.1 When a laboratory subcontracts work
whether because of unfores'ee"n reasons (e.g.
workload, need for further expertise or
temporary incapacity) or on a continuing basis
(e.g. through permanent subcontracting,
agency or franchising arrangements), this work
shall be placed with a competent
subcontractor. A competent subcontractor
is one that, for example, complies with this
standard for the work in question,

4.5.2 The laboratory shall advise the client of
the arrangement in writing and, when
appropriate, gain the approval of the client,
preferably in writing.

453 The laboratory is responsible to the
client for the subcontractor's work, except in
the case where the client or a regulatory
authority specifies which subcontractor is to be
used.

4.5.4 The laboratory shall maintain a register
of all subcontractors that it uses for tests and/or
calibrations and a record of the evidence of
compliance with this Standard for the work in
question.
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4.6 Mua dich vu va dé cung cap

4.6.1 PTN phai c6 chinh sach va thl tuc vé Iua
chon va mua cac dich vu va dd cung cap cb
anh hudng dén chéat lugng phép thlr va/hoac
hiéu chudn. Cac thd tuc nay phai ap dung cho
viéc mua, liép nhan, luu kho thudc thir va cac
vat ligu tidgu thu cia PTN lién quan dén thir
nghiém va hiéu chuin.

46.2 PTN phai dam bao rdng d6 cung (g,
thudc thif va vat lidu tiéu thu dugc mua cé anh
hudng téi chat Iuong clia cac phép thir va/hosc
higéu chuan sé khdng dugc sUf dung cho dén khi
chung dugc kiém tra hoac dudgc xac nhan |4 da
phu hgp vdi quy dinh ki thuat tiéu chudn ho#c
cac yéu cau dugc quy dinh trong cac phuong
phap thir va/hodc hiéu chudn lién quan. Cac
dich vu va hang cung cdp dugc sl dung phai
tuan tha theo y&u cau qui dinh. Hé so vé hoat
dong kiém tra su phi hop phai dugc Iuu gitr.

4.6.3 Tai lidu vé mua cac vat phdm anh hudng
14i chat lugng dau ra cla PTN phai bac gém
cac dif liéu mé ta dich vu va nguédn cung cap
da dat hang. Tai liéu vé mua phai dugc xem xét
va phé chudn v ndi dung ki thuat truéc khi sir
dung.

Chu thich - Viéc mé t& c6 thé bao gém chiing
loai, cdp, hang, nhan dang chinh xac. qui
dinh ki thuat, ban vé, hudng din kiém tra, s6
lidu ki thuat khac bao gém ca viéc phé chuin
céc két qua thlr nghiém, chét lugng dugc yéu
c8u va tiéu chudn hé théng chat luong dugc
ap dung dé tao ra vat pham.

464 PTN phai danh gia nha cung (ng vat
liéu tiéu thu, d6 cung cap va dich vu chil yéu cb
anh hudng dén chéat lugng clia thir nghiém va
hidu chudn, va phai va duy tri cac hé sg danh
gia, danh sach nha cung cap dudc phé chudn.

4.7 Dich vu ddi véi khach hang

PTN phai tao diéu kién cho khach hang hoac
dai dién clia khach hang hop tac dé lam 15 cac
yéu cau clia khach hang va dé theo dai hoat
dong clia PTN c6 lién quan dén cong viéc dugc
thuc hign nhung phai ddm bao duge tinh bao
mét dai vdi khach hang khac.

Ch thich 1 - Sy hap téc néu trén c6 thé bao gdm:

a) tao diéu kién cho khach hang ho#ic dai dién
clia khach hang tiép can nhing noi cé lién
quan ctia PTN dé ching kign viéc thuc hién
cac phép thir vathosc higu chudn cho khach
hang;
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4.6 Purchasing services and supplies

46.1 The laboratory shall have a policy and
procedure(s) for the selection and purchasing
of services and supplies it uses that affect the
quality of the tests andfor calibrations.
Procedures shall exist for the purchase,
reception and storage of reagents and
laboratory consumable materials relevant for
the tests and calibrations.

46.2 The laboratory shall ensure that
purchased supplies and reagents and
consumable materials that affect the quality of
tests and/or calibrations are not used until they
have been inspecied or otherwise verified as
complying with standard specifications or
requirements defined in the methods for the
tests and/or calibrations concerned. These
services and supplies used shall comply with
specified requirements. Records of actions
taken to check compliance shall be maintained.

46.3 Purchasing documents for items
affecting the quality of laboratory output shall
contain data describing the services and
supplies  ordered. These purchasing
documents shall be reviewed and approved for
technical content prior to release.

Note - The description may include type, class,
grade, precise identification, specifications,
drawings, inspection instructions, other
technical data including approval of test
results, the quality required and the quality
system standard under which they were
made.

464 The laboratory shall evaluate suppliers
of critical consumables, supplies and services
which affect the quality of testing and
calibration, and shall maintain records of these
evaluations and list those approved.

4.7 Service to the client

The laboratory shall afford clients or their
representatives cooperation to clarify the
client's request and to manitor the laboratory's
performance in relation to the work performed,
provided that the Iaboratory ensures
confidentiality to other clients.

Note 1 - Such cooperation may include:

a) providing the client or the client's representative
reasonable access lo relevant areas of the
laboratory for the witnessing of tests and/ or
calibrations performed for the client:



b) viéc chufin bj, déng gbi va glfi trd cac miu
thir va/hosic hiéu chuln do khach hang yéu
cAu a8 kiém tra xac nhan;

Chu thich 2 - Khach hang danh gia cao su duy
tri tét viéc trao ddi thdng tin, tr v&n va huéng
din nhimg vén dé ki thuét, y ki&n va di&n giai
dua vao két qua. Viéc trao d8i théng tin véi
khach hang, d4c biét khi khéi lugng c8ng viéc
nhidu, phai dugc duy tr trong sudt thai gian
thuc hién codng viéc. PTN phai thdng bao cho
khach hang bt cif sy cham trd ho3c cb sai
léch 16n nao khi thuc hién cac phép thir
nghiém va/hosc hiéu chusn.

Cha thich 3 - Khuyén khich cac PTN ti€p nhan
céc théng tin phan héi, ké cd tich cyc va tidu
cuc, tir khach hang (vi du: khdo sat khach
hang). Cac théng tin nay phai dugc dung dé
cai tién hé thdng chéat lugng, cac hoat déng
tht nghiém, hiéu chudn va phuc vu d&i véi
khach hang.

4.8 Phan nan

PTN phai cé chinh sach va thd tuc dé giai
quyét cac phan nan cla khach hang hodc cac
ban khac. PTN phai Iuu gilt hd so cla tat ca
cac phan nan va cac lan diéu tra ciing nhu
hanh déng khic phuc do PTN tién hanh (xem
4.10).

49 Kiém soat viéc thir nghigm va/hodc
hiéu chuan khéng phu hgp

491 PTN phai cé chinh sach va ap dung tha
tuc khi c6 bat cif cac khia canh va két qua nao
clia viéc thir nghiém va/hodc hiéu chuan, hoic
két qua clia céng viéc khdng phiu hgp vdi cac
th(i tuc cCta PTN ho3c yéu cau da thoa thuan
v&i khach hang. Chinh sach va thi tuc nay phai
dam bao:

a) &n dinh trach nhiém va quyén han quan ly
viéc khdng pht hgp va xac dinh cac hanh déng
(bao gdém ca: tam dimg céng viéc, gitr lai bao
cao thr nghiém va gidy ching nhan hiéu
chudn, khi can thiét) khi xac dinh dugc cong
viéc khong phu hop;

b) thuc hién danh gia mdc dd cong viéc khdng
pht hop;

c) thuc hién ngay hanh déng khic phuc cing
véi moi quyét dinh vé khd nang chdp nhan
cdng viéc khdng pht hop;
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b) preparation, packaging, and dispatch of test
and/or calibration items needed by the client
for verification purposes.

Note 2 - Clients value the maintenance of good
communication, advice and guidance in
technical matters, and opinions and
interpretations based on results.
Communication with the client, especially in
large assignments, should be maintained
throughout the work. The laboratory should
inform the client of any delays or mmajor
deviations in the performance of the teslts
and/or calibrations.

Note 3 - Laboratories are encouraged to obtain
other feedback »zi. posmve and negative,
from teen clients (e.g. client surveys). The
feedback should be used to improve the
quality system, testing and calibration
activities and client service.

4.8 Complaints

The laboratory shall have a policy and
procedure for the resolution of complaints
received from clients or other parties. Records
shall be maintained of all complaints and of the
investigations and corrective actions taken by
the laboratory (see also 4.10).

4.9 Control of nonconforming testing
and/ or calibration work

491 The laboratory shall have a policy and
procedures that shall be implemented when
any aspect of its testing and/ or calibration
work, or the results of this work, do not conform
to its own procedures or the agreed
requirements of the client. The policy and
procedures shall ensure that:

a) the responsibilities and authorities for the
management of nonconforming work are
designated and actions (including halting of
work and withholding of test reports and
calibration certificates, as necessary) are
defined and taken when nonconforming work is
identified;

b) an-evaluation of the significance of the
nonconforming work is made;

c) corrective actions are taken immediately,
together with any decision about the
acceptability of the nonconforming work;
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d) PTN phai thdng bao cho khach hang va thu
héi lai két qua cong viéc khong phl hop khi can
thiét;

e) dinh ré dugc trach nhiém vé quyén han cho
phép ti€p tuc cdng viéc.

Chu thich - Viéc phat hién ra cdng viéc khéng
phl hgp ho#c cac van dé phat sinh trong hé
théng chét Iuang hoic trong cac hoat déng
thir nghiém va/hodic hiéu chuén cé thé xay ra
tai nhidu noi khac nhau trong hé théng chat
lugng ho#c trong cac hoat déng ki thuat . Vi
du: phan nan cla khach hang, viéc kiém soat
chét lugng, hidu chudn thiét b, kiém tra cac
vat liéu tiéu thu, giam sat nhan vién, kiém tra
bién ban thir nghiém va gidy chimg nhan hidu
chuén, viéc xem xét clia lanh dao va cac
cudc danh gia ndi bd hodc bén ngoai.

492 Khiviéc danh gia chi ra rdng céng viéc
khéng phu hgp cé thé lai xay ra hodc cé nghi
ngd vé su phl hgp cla cac hoat ddng so vdi
cac chinh sach va cac thd tuc cla PTN phai
thuc hién ngay thd tuc hanh ddng khic phuc
néu d4.10.

4.10 Hanh déng khic phuc
4.10.1 Yéu cdu chung

PTN phai xay dung chinh sach, thd tuc va an
dinh cac quyén han thich hop dé thuc hién
hanh ddng khac phuc khi xac dinh dudc cdng
viéc khdng phU hgp hodc céc sai khac so vdi
chinh sach va tha tuc trong hé thdng chét lugng
hodc cac hoat déng ki thuat.

Chu thich - v&n dé ton tai cla hé théng chat
lugng ho3c cac hoat ddng ki thuit ciia PTN
c6 thé duoc xac dinh qua nhiéu hoat déng
khac nhau nhu: kiBm soat céng viéc khong
phit hop, danh gia nbi bé ho3ic bén ngoai,
xem xét clia lanh dao, thong tin phan héi tir
khach hang ho#c giam sat nhan vién.

4.10.2 Phan tich nguyén nhan

Thi tuc vé hanh ddng khéc phuc phai dugc bét
déu bang mét cude diéu tra dé xac dinh cac
nguyén nhan chinh ciia van dé.

Chu thich - Phan tich nguyén nhan |4 phin
chinh va déi khi la phén khé nhat trong thi
tuc vé hanh déng khac phuc. Théng thudng
nguyén nhan chinh lai khong ré rang va vi thé
ddi héi can phan tich cin than tat cad cac
nguyén nhén tiém &n c6 thé xdy ra. Céac
nguyén nhan tiém an cé thé bao gém: mau,

d) where necessary, the client is notified and
work is recalled;

e) the responsibility for authorizing the
resumption of work is defined.

Note - Identification of nonconforming work or
problems with the quality system or with
testing and/ or calibration activities can occur
at various places within the quality system
and technical operations. Examples are
customer  complaints, quality control,
instrument calibration, checking of
consumable materials, staff observations or
supervision, test report and calibration
certificate checking, management reviews
and internal or extemal audits.

492 Where the evaluation indicates that the
nonconforming work could recur or that there is
doubt abeut the compliance of the laboratory's
operaticns with its own policies and
procedures, the corrective action procedures
given in 4.10 shall be promptly followed.

410 Corrective action
4.10.1 General

The laboratory shall establish a policy and
procedure and shall designate appropriate
authorities for implementing corrective action
when nonconforming work or departures from
the policies and procedures in the quality
system or technical operations have been
identified.

Note - A problem with the quality system or with
the technical operations of the laboratory may
be identified through a variety of activities,
such as control of nonconforming work,
interal or extemal audits, management
reviews, feedback from clients or staff
observations.

4.10.2 Cause analysis

The procedure for corrective action shall start
with an investigation to determine the root
cause(s) of the problem.

Note - Cause analysis is the key and sometimes
the most difficult part in the corrective action
procedure. Often the rcot cause is not
obvious and thus a careful analysis of all
potential causes of the problem is required.
Potential causes could include client
requirements, the  samples, sample



cdc yéu ciu clia khach hang, qui dinh ki thuat
vé mAu, phuong phap va thil tuc, tay nghd va
dao tao nhan vién, vat lidu tidu thu hoac thiét
bi va viéc hiéu chuén thiét bi.

4.10.3 Lua chon va thuc hién hanh dong
khac phuc

Khi can phdi cé hanh ddng khic phuc thi PTN
phai xac dinh cac hanh ddng khic phuc cé thd
cb. PTN phai Iga chon va thuc hién hanh ddng
khic phuc c6 nhidu kha ning nhat dé loai trir
van d8 ton tai va ngan chan van dé dé tai dién.

Cac hanh ddng khic phuc phai dugc xem xét
tuong xUimg vdi mlc d§ quan trong va su nguy
hiém clia van dé.

PTN phai lap van ban va ap dung moi thay ddi
duoc yéu cau xudt phét tif viéc diéu tra nghién
c(u vé hanh dang khic phuc.

4.10.4 Theo ddi hanh dong khac phuc

PTN phai theo ddi két qua dé dadm bao hanh
ddng khéc phuc da thuc hién 1a c6 hiéu luc.

4.10.5 Panh gia bd sung

Khi phat hién cé su khong pht hgp hoac sai
khac gay nghi ngd vé su phi hap clia PTN vdi
chinh sach va thd tuc, ho3c nghi ngd vé su phu
hop clia PTN vdi tiéu chudn ndy thi PTN phai
dam bao réng cac linh vuc hoat ddng tuong
(mg phai dugc danh gia phii hop véi 4.13 cang
sém cang t6t.

Chu thich - Viéc danh gia b8 sung nhu thé
thudng didn ra tiép theo sau viéc thuc hign
hanh ddng khic phuc dé xac nh&n hiéu qua
clia hanh déng nay. Chi cin c6 danh gia bg
sung khi phéat hién ra vdn dé nghiém trong
hoZc nli ro d8i véi cdng viéc.

4.11 Hanh dong phong ngira

4.11.1 Nhimg cai tién can thiét va ngudn géc
tiém tang clia su khéng phU hop vé ki thuat
ho3ic hé théng chét Iugng phai dugc xac dinh.
Néu hanh ddng phong ngtfa 1a can thiét thi phai
xay dung thuc hién va theo ddi cac ké hoach
hanh ddng, dé gidm kha nang c6 thé xay ra su
khéng phit hap va tan dung co hdi ci tién.

4.11.2 Thd tuc vé hanh ddng phdng ngifa phai
bao gém cac dé xuat hanh ddng va kiém soat
d& dam bao cac hanh ddng nay cé hiéu luc.
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specifications, methods and procedures, staff
skils and training, consumables, or
equipment and its calibration.

4.10.3 Selection and implementation of
corrective actions

Where corrective action is needed, the
laboratory shall identify potential corrective
actions. It shall select and implement the
action(s) most likely to eliminate the problem
and to prevent recurrence.

Corrective actions shall be to a degree
appropriate to the magnitude and the. risk of
the problem.

The laboratory shall document and implement
any required changes resulting from corrective
action investigations.

4.10.4 Monitoring of corrective actions

The laboratory shall monitor the results to
ensure that the corrective actions taken have
been effective.

4.10.5 Additional audits

Where the identification of nonconformances or
departures casts doubt's on the laboratory's
compliance with its own policies and
procedures, or on its compliance with this
Standard, the laboratory shall ensure that the
appropriate areas of aclivity are audited in
accordance with 4.13 as soon as possible.

Note - Such additional audits often follow the
implementation of the corective actions to
confirm their effectiveness. An additional audit
should be necessary only when a serious
issue or risk to the business is identified.

411 Preventive action

411.1 Needed improvements and potential
sources of nonconformances, either technical or
concerning the quality system, shall be identified.
If preventive action is required, action plans shall
be developed, implemented and monitored to
reduce the likelihood of the occurrence of such
nonconformances and to take advantage of the
opportunities for improvement.

4.11.2 Procedures for preventive actions shall

include the initiation of such actions and application
of controls to ensure that they are effective.
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Chu thich 1 - Hanh déng phang ngifa la mét
qua trinh thién vé chli déng dé xac dinh cac
co hoi cai tién hon 14 su phan ing lai van dé
phat sinh hoac phan nan;

Chu thich 2 - Ngoai viéc xem xét cac thi tuc hoat
dbng, hanh ddng phong ngira c6 thé ddi héi
viéc phan tich dir liéu gém phan tich cac xu
huéng, rdi ro va két qua thir nghiém thanh thao.

412 Kidm soat hd so
4121 Yéu cidu chung

412,11 PTN phai thiét lap va duy tri cac thd
tuc d& nhan biét, tap hop, danh sé, ti€p can,
lap file (t&p), luu trlr, duy tri v& thanh ly cac ho
s0 chat Iugng va ki thuat. H8 so chat lugng phai
bao gdm céac bao cao danh gia ndi bé va xem
xét cla lanh dao cing nhu hd so clia cac hoat
déng phong ngirta va hanh dong khéc phuc.

4.12.1.2 Tat ca cac hd so phai rd rang, phai duoc
bao quan va dugc luu gilr theo cach sao che co
thé dé dang truy tim va duoc Iuu giilt trong mét
mai trudng thich hap dé& ng&n chan hu héng hodc
Xudng ¢ap clng nhu phong ngifa mat mat. Thdi
gian luu gilrcac hd sa phi duge quy dinh.

Chu thich - Céc hé sd cé thé 1a & bat cif phiong
thifc nao vi du ban in hodc ban luu dién tir.

4.12.1.3 Tat ca cac ho sa phai dugc Iuu giif an
toan va dam bao tinh bao mat,

41214 PTN phai c6 cac thl tuc dé bao vé
va sao lai hé so Iuu gilr trong may tinh va ngian
ngua viéc truy cap khong duge phép hoac sita
d6i hé sa nay.

4.12.2 Ho so kithuat

4.12.2.1 PTN phai luu gilr hd so cla cac quan
tric gc, sO ligu da x{t ly va thong tin can thiét
dé thist lap cudc danh gla hé sd hiéu chuan hd
sg nhan vién va mdt ban sao clia mdi bao cao
thr nghiém hodc gidy ching nhan hiéu chudn
da ban hanh trong mét thdi gian nhat dinh. Hb
so ddi v6i méi phép thir hodc hiéu chudn phai
lwu gilr day dd cac théng tin dé néu cb thé tao
diéu kién nhan biét cac yéu t6 anh hudng dén
d6 khéng dam bao do dé tao diéu kién che cac
phep thir va hiéu chudn dugc lap lai trong diéu
kién gan vdi diéu kién ban ddu nhat Cac hé so
phai bao gém ca dau hiéu nhan biét ngudi chiu
trach nhiém &y mau, thuc hién ting phep thir
va/hodc higu chudn va ngudi kidm tra két qua.

20

Note 1 - Preventive action is a pro-aclive
process to identify opportunities for
improvement rather than a reaction to the
identification of problems or complaints.

Note 2 - Apart from the review of the operational
procedures, the preventive action might
involve analysis of data, including trend and
risk analyses and proficiency-testing results.

412 Control of records
4.12.1 General

41211 The laboratory shall establish and
maintain procedures for identification, collection,
indexing, access, filing, storage, maintenance
and disposal of quality and technical records.
Quality records shall include reports from intemal
audits and management reviews as well as
records of corrective and preventive actions

4.12.1.2 All records shall be legible and shall
be stored and retained in such a way that they
are readily retrievable in facilities that provide a
suitable environment to prevent damage or
deterioration and to prevent loss, Retention
times of records shall be established.

Note - Records may be in any media, such as
hard copy or electronic media.

4.12.1.3 All records shall be held secure and
in confidence.

4.12.1.4 The laboratory shall have procedures
to protect and back-up records stored
electronically and to prevent unauthorized
access to or amendment of these records.

4.12.2 Technical records

4.12.2.1 The laboratory shall retain records of
original observations, derived data and
sufficient information to establish an audit trail,
calibration records, staff records.and a copy of
each test report or calibration certificate issued,
for a defined period. The records for each test
or calibration shall contain sufficient information
to facilitate, if possible, identification of factors
affecting the uncertainty and to enable the test
or calibration to be repeated under conditions
as close as possible to the original. The
records shall include the identity of personnel
responsible for the sampling, performance of
each test andfor calibration and checking of
results.



Chu thich 1 - Trong mét 88 finh vuc nhét dinh
vic Iuu gilf cac hé so clia tat ca cac quan tric
g6c cb thé khéng thue hién dugc hosic khéng
thuc té.

Chu thich 2 - H8 so ki thuét |4 tap hop dir liéu
(xem 5.4.7) va théng tin c6 duac khi thuc hién
cac phép thir vamosc hidu chusn va chi ra lidu
thdng s& clia qué trinh va chét lugng qui dinh
c6 dat duoc hay khong. H8 so ki thuét o6 thé
bao gém céc bidu mau, hop ddng, phigu Iam
viéc, s ghi chép, t& roi kiém tra, s8 ghi chép
c8ng viéc, d8 thi kiém soat, bién ban va gifly
chimg nhan hiéu chuin ndi bd va bén ngoai,
luu ¥, cbng van va théng tin phan héi cla
khach hang.

4.12.2.2 Cac quan tric, dir lidu va viéc tinh toan
phai thudng xuyén dugc ghi lai khi thue hién va
phai phan biét dugc theo cong viée cu thé.

4.12.2.3 Khi trong cac hé sa c6 sai 18i, phai
gach 18n sai I8 d6, khdng dugc tdy xoa, lam
cho khé doc hodic xo4 bo va phai ghi gia tri
dung bén canh. T4t ca cac thay ddi trong cac
hé so phai dugc chinh ngudi sifa chifa ky xac
nhan hozc viét tit t&n. Trong trudng hop hd sd
dugc luu gilr trong may tinh, phai cé bién phap
tudng ximg d& tranh mat mat hoac thay déi s6
lidu goc.

4.13 Danh gia ndi bd

4.13.1 PTN phai dinh ki thuc hién danh gia ndi
bd cac hoat déng clia PTN tuan thi mét ké
hoach va thd tuc da xac dinh nhim kiém tra
xac nhan xem cac hoat dong clia PTN con tiép
tuc tuan thd cac yéu cdu cla hé thdng chat
luong va cla tiéu chudn nay hay khéng.
Chugng trinh danh gia ndi bd phai dé cap dén
14t ca cac yéu té clia hé thdng chat lugng, bao
g6ém ca céc hoat ddng thir nghiém va/hodc hiéu
chudn. Ngudi phu trach chéat lugng co trach
nhiém lap k& hoach va t8 chic danh gid theo
k& hoach va theo yéu cdu cla lanh dao. Viéc
danh gia nay phai dugc nhimg ngudi da qua
dao tao va cb trinh dd chuyén mén thyc hién,
va néu ngudn Iuc cho phép, nhimg nguodi nay
phai déc lap véi hoat dong duge danh gia.

Chu thich - Chu trinh danh gia ndi bd théng
thrrgng dudc hoan tat trong mot ném.

4132 Khi cac phat hign danh gid din dén
nghi ngd vé hiéu Iuc hoat ddng hodc tinh chinh
xac, hodc tinh ding d&n cla cac két qua thir
nghiém hozc hiéu chuan thi PTN phai ngay 1&p
tirc thuc hién hanh déng khic phuc va phai
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Note 1 - In certain fields it may be impossible or
impractical to retain records of all original
observations.

Note 2 - Technical records are accumulations of
data (see 5.4.7) and information which result
from carmrying out tests and/ or calibrations
and which indicate whether specified quality
or process parameters are achieved. They
may include forms, contracts, work
sheets, work books, check sheets, work
notes, control graphs, external and intemal
test reports and calibration certificates,
clients' notes, papers and feedback.

4.12.2.2 Observations, data and calculations
shall be recorded at the time they are made
and shall be identifiable to the specific task.

4.12.2.3 When mistakes occur in records, each
mistake shall be crossed out, not erased, made
illegible or deleted, and the correct value
entered alongside. All such alterations to
records shall be signed or initialled by the
person making the correction. In the case of
recards stored electronically, equivalent
measures shall be taken to avoid loss or
change of original data.

413 Internal audits

4.13.1 The laboratory shall periodically, and in
accordance with a predetermined schedule and
procedure, conduct internal audits of its
activities to verify that its operations continue to
comply with the requirements of the quality
system and this Standard. The internal audit
programme shall address all elements of the
quality system, including the testing and/or
calibration activities. It is the responsibility of
the quality manager to plan and organize
audits as required by the schedule and
requested by management. Such audits shall
be carried out by trained and qualified
personnel who are, wherever resources permit,
independent of the activity to be audited.

Note - The cycle for intemal auditing should
normally be completed in one year.

4 13.2 When audit findings cast doubt on the
effectiveness of the operations or on the
correctness or validity of the laboratory's test or
calibration results, the laboratory shall take
timely corrective action, and shall notify clients
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thong bao béng van ban cho khach hang néu
viéc diéu tra cho thdy két qua ciia PTN dua ra
c6 thé bi anh hudng.

413.3 Phai luu hd so linh vuc hoat ddng dugc
danh gia, cac phat hién khi danh gia va Cac
hanh dang khic phuc phat sinh tir 1an danh gia
nay.

4.13.4 PTN phai kiém tra xa4c nhan cac hoat
ddng sau khi danh gia ndi bd va ghi lai viéc thue
hién va higu luc cda hanh dong khic phuc da
thuc hién

414 Xem xét cua lanh dao

4 141 Lanh dao PTN phai dinh ki thuc hién
mot cudc xem xét hé théng chat lugng cla
PTN va céc hoat ddng thd nghiém va/hoac
hiéu chudn theo k& hoach va thi tuc d& xac
dinh, dé dam bao hé thdng nay dang tiép tuc
thich hap, c6 hiéu Iuc, va d& dua ra nhimg thay
ddi hoac cai tién can thiét. Viec xem xét nay
phai dé cép 16i:

- Suthich hap clia chinh sach va cac thi tuc;

- Céc bao cao cla ngudi guan ly va giam
sat;

- Kétyua clia danh gia ndi bd vita qua;
- Hanh déng kiiaz phuc va phong nglfa;
- Céc cudc danh gia cla cac 18 chitc bén ngoai;

- Két qua so sanh lign phong hoic thir
nghiém thanh thao;

- Céac thay déi vé& khéi lugng, loai hinh cdng
viéc,

Thédng tin phan héi tir khach hang:

- Céc phan nan;

- Céac yéu t6 lién quan khac nhu cac hoat
dong kiém soat chat luong, ngudn Iuc va
dao tao nhan vién.

Chu thich 1 - Chu ki d8 thue hign xem xét cda
I&anh dao thudng la 12 thang mét 1an.

Chu thich 2 - Cac két qua nay |4 cd sd cho hé
théhg hoach dinh ctia PTN va phai bac gém

muc dich, muc tiéu va k& hoach hanh déng
trong nam tdi.
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~ executive management shall

in writing if investigations show that the
laboratory results may have been affected.

4.13.3 The area of activity audited, the audit
findings and corrective actions that arise from
them shall be recorded.

4.13.4 Follow-up audit activities shall verify and
record the implementation and effectiveness of
the corrective action taken.

4.14 Management reviews

4.14.1 In accordance with a predetermined
schedule and procedure, the laboratory's
periodically
conduct a review of the laboratory's quality
system and testing and/or calibration activities
to ensure their continuing suitability and
effectiveness, and to introduce necessary
changes or improvements. The review shall
take account of;

The suitability of policies and procedures;

Reports from managerial and supervisory
personnel;

- The outcome of recent internal audits;
- Corrective and preventive actions;
- Assessments by external bodies;

The results of interiaboratory comparisons
or proficiency tests;

- Changes in the volume and type of the
work;

Client feedback;
Complaints;

- Other relevant factors, such as quality
control activities, resources and staff
training.

Note 1' - A typical period for conducting a
management review is once every 12
months.

Note 2 - Results should feed into the laboratory
planning system and should include the
goals, objectives and action plans for the
coming year.



Chu thich 3 - Xem xét ciia lanh dao cdn bao
gBm ca viéc xem xét cac van dé c6 lién quan
tai cudc hop thudng ki clia lanh dao.

4.14.2 Phai ghi lai moi phat hién tir cudc xem
xét ctia 1anh dao va cac hoat ddng phat sinh tu
cudc xem xét nay. Lanh dao phai dam bao sao
cho cac hoat ddng nay thuc hién theo tién dd
thai gian thich hgp va dugc thoa thuan.

5. Cac yéu cdu ki thuat
5.1 Yéu cdu chung

51.1 Cob nhiéu yéu t6 quyét dinh mic dd
chinh xéac va dd tin cay cta phép thlr va/hodc
hidu chudn do PTN thyc hién. Cac yéu t6 nay
bao gém:

yéu t6 con ngudi (5.2);
- ti&n nghi va diéu kién mdi trudng (5.3);

- phuong phép thlt, hiéu chudn va higu luc
clia phuong phap (5.4);

- thiét bi (5.5);
- tinh lién két chudn do Iudng (5.6);
lay mau (5.7);

- quan Iy m3u thir nghiém va hiéu chudn
(5.8).

5.1.2 Mic dd ma cac yéu t& néi trén gop phan
tao ra do khdng dam bao do tdng hgp cd sy
khac nhau dang ké giita cac (loai) phép thlr va
cac (loai) phép hiéu chudn. PTN phai tinh dén
cac y8u to nay khi xdy dung cac phuong phap
va thdi tuc thir nghiém va hidu chudn, viéc dao
tao va trinh dd cla nhan vién cling nhu viéc lua
chon va hidu chudn thiét bi ma PTN sir dung.

5.2 Nhan su

521 Lanh dao PTN phai ddm bdo ndng Iuc
clia tit c& nhing ngudi van hanh cac thiét bi
cu thé, nhimg nguoi thuc hién thir nghiém, hiéu
chudn, danh gia két qua va ky duyét bao cao
thit nghiém va gidy chimg nhan hiéu chuén.
Khi PTN str dung nhan vién dang dugc dao tao
thi phai co su giam sat thich hgp. Céc nhan
vién thuc hién cac nhiém vu cu thé phai (2
ngudii ¢é trinh dd dua trén ca sd gido duc, dao
tao, kinh nghiém thich hop va/hoac thé hién
duoc cac ki nang theo yéu cau.
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Note 3 - A management review includes
consideration of related subjects at regular
management meetings.

4.14.2 Findings from management reviews and
the actions that arise from them shall be
recorded. The management shall ensure that
those actions are carried out within an
appropriate and agreed timescale.

5. Technical requirements
5.1 General

511 Many factors determine the
correctness and reliability of the tests and/or
calibrations performed by a laboratory. These
factors include contributions from:

- human factors (5.2);

accommodation and environmental

conditions (5.3);

- test and calibration methods and method
validation (5.4);

- equipment (5.5);
- measurement traceability (5.6);
- sampling (5.7);

- the handling of test and calibration items
(5.8).

512 The extent to which the factors contribute
to the total uncertainty of measurement differs
considerably between (types of) tests and between
(types of) calibrations. The laboratory shall take
account of these factors in, developing test and
calibration methods and procedures, in the training
and qualification of personnel, and in the selection
and calibration of the equipment it uses.

5.2 Personnel

5.2.1 The laboratory management shall ensure
the competence of all who operate specific
equipment, perform tests andlor calibrations,
evaluate results, and sign test reports and
calibration certificates. When using staff who
are  undergoing training, appropriate
supervision shall be provided. Personnel
performing specific tasks shall be qualified on
the basis of appropriate education, training,
experience and/or demonstrated skills, as
required.
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Chu thich 1 - Trong mdt s8 linh vuc ki thuét (vi
du: thif nghiém khéng pha huy) doi hoi nhimg
ngudi thuc hién cac nhiém vu cu thé phai 1a
nhimg ngudi cé chimg nhan hanh nghé. PTN
phdi chiu trach nhiém dap (mg cac ydu céu
cén chimg nhan hanh nghé. Cac yéu cdu vé
chimg nhan hanh nghé cb th& 1a bét budc k8
ca cac tidu chusn v& finh vuc ki thust cu thé
hoac do khach hang yéu céu...

Chu thich 2 - Nhan vién chiu trach nhiém vé
cac nhén xét va dién gidi trong bao céo thir
nghiém phai c6 trinh d8, dugc dao tao, cb
kinh nghiém phl hop va cé kién thic thich
hop vé phép thir dugc thuc hién va ciing can
cb:

- kién thirc c8n c6 vé cdng nghé thich hop 48
ch& tao cac vat phdm, vét lidu, cac san
pham...duoc thir hosic cach thic s dung
ho#c dinh sif dung cac miu, vat lidu, cac san
pham sit dung d6 va phai bi&t vé cac khiém
khuy#t va su gidm gia tri c6 thé xdy ra trong
khi dua vao sir dung;

ki&n thitc v& cac yéu ciu chung do luat phap
va cac tidu chudn qui dinh; hiu bist vé y
nghia quan trong cla nhimg sai léch dugc
phét hién lién quan dén viéc sif dung binh
thudng cac déi tudng, vét liéu, san phém...

5.2.2 Lanh dao PTN phai xay dung muc tiéu vé
huan luyén, dao tao va ki nang cla nhan vién
PTN. PTN phai c6 chinh sach va thi tuc d& xac
dinh nhu cdu dao tao va viéc 18 chic do tao
cho nhan vién. Chuong trinh dao tao phai phl
hdp véi cac nhiém vu hién tai va tuong lai PTN.

523 PTN phai si dung nhimg ngudi lam
viéc dai han hoc hop déng véi PTN. Khi sir
dung nhan vién ki hgp ddng, nhan vién hé trg
chinh va nhan vién ki thuat b8 sung, PTN phai
dam bao nhig nhan vién nay dugc giam sat,
¢ ndng luc va nhing ngudi nay lam viéc phu
hop vdi hé thong chat luong clia PTN.

524 PTN phai duy tri bdn md ta cdng viéc
hién tai cla ngudi quan ly, nhan vién ki thuat
va nhan vién hé trg chinh tham gia thif nghiém
va/hodc hiéu chun.

Ch thich - Ban mé ta céng viéc dudc xay dung

bang nhiéu céach thirc. T8i thidu cac théng tin
sau phai dugde xac dinh:
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Note 1 - In some technical areas (e.g. non-
destructive testing) it may be required that the
personnel performing certain tasks hold
personnel certification. The laboratory is
responsible for fulfilling specified personnel
certification requirements. The requirements
for personnel certification might be regulatory,
included in the standards for the specific
technical field, or required by the client.

Note 2 - The personnel responsible for the
opinions and interpretation included in test
reports should, in addition to the appropriate
qualifications, training, experience and
satisfactory knowledge of the testing carded
out, also have:

relevant knowledge of the technology used
for the manufacturing of the items, matenials,
products, etc. tested, or the way they are
used or intended to be used, and of the
defects or degradations which may occur
during or in service;

- knowledge of the general requirements
expressed in the legislation and standards;
and an understanding of the significance of
deviations found with regard to the normal
use of the items, materials, products, etc.
concemed.

5.2.2 The management of the laboratory shall
formulate the goals with respect to the
education, training and skills of the laboratory
personnel. The laboratory shall have a policy
and procedures for identifying training needs
and providing training of personnel. The
training programme shall be relevant to the
present and anticipated tasks of the laboratory.

5.2.2 The laboratory shall use personnel who
are employed by, or under contract to, the
laboratory. Where contracted and additional
technical and key support personnel are used,
the laboratory shall ensure that such personnel
are supervised and competent and that they
work in accordance with the laboratory's quality
system.

524  The laboratory shall maintain current
job descriptions for managerial, technical and

key support personnel involved in tests andlor
calibrations.

Note - Job descriptions can be defined in many

ways. As a minimum, the following should be
defined:



- tréch nhiém lién quan dén viéc thuc hién phép
thif nghiém va/hodc hidu chusn;
- trach nhidm lidn quan dén viéc l4p k& hoach thir

nghiém va/holic hidu chufin va danh gia két
qué;

- trach nhiém vé vidc bdo cdo va di&n gidi;

~  trach nhidm lién quan d&n sira d8i, tridn khai va
phé duyét cac phuong phap méi;

~  yéuclu v naing e chuyén séu va kinh nghiém;
- trinh d8 va chuong trinh dao tao;
- trach nhidm v& quan ly.

5.2.5 Lanh dao phdi giao trach nhiém cu thé
cho ngudi thue hign viéc [&y mAu, thir nghiém
va/ho3c hiéu chuﬁn va ngudi c4p gidy chimg
nhan thir nghiém va/hoac hidu chudn, ngudi
dua ra cac nhan xét va didn gidi va nhimg
ngudi van hanh cac thiét bi dc bidt. PTN phai
duy tri hd so v& quyén han, nang Iuc, hoc van
trinh dd chuyén mdn, ki ndng va kinh nghlém
thich hap clia tat ca cac nhan vién ki thuat k&
ca nhan vién hop déng. Thdng tin phai ludn
s8n c6 va phai ghi ngdy giao trach nhiém
va/ho3c ngay xac nhan néng Iuc.

5.3 Tién nghi va diéu kién mai trudng

6.3.1 Cac tién nghi clia PTN d& thlr nghiém
va/hoic hiéu chudn bao gém: ngudn nang
luong, anh sang va cac diéu kién mdi trudng
phai dam bao d& thuc hién chinh xac viéc thir
nghiém va/hodc hidu chudn. Ngoai y8u t5 trén
c6 thé cé thém cac yéu 6 khéac.

PTN phadi ddm bao sao cho diéu kién mdi
truing khdng anh hudng dén két qua ho3c anh
hudng bat loi d&n chét lugng cla cac phép do
nao. PTN phai dic biét quan tam khi ldy mau,
thir nghiém va/hodc hiéu chudn thue hién tai vi
tri khac véi vi trf ¢8 dinh cla PTN. PTN phai lap
thanh van ban céac yéu céu ki thuat vé tién nghi
va diéu kien mdi truing c6 th8 anh hudng dé&n
k&t qua thir nghiém va/ hodic hiéu chun.

5.3.2 PTN phai giam sat, kiém soat va ghi
chép cac diéu kién méi trudng theo yéu céu
cia qui dinh ki thuat, cac phuong phap va thd
tuc lién quan hodc noi cac didu kién mdi trudng
c6 th€ anh hudng tdi chét lugng két qua. Vi du,
PTN phai quan tdm d&n: v truing sinh hoc, bui,
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- the responsibilities with respect to performing
tests and/or calibrations;

- the responsibilities with respect to the planning
of tests andior calibrations and evaluation of
results;

- the responsibilities for reporting opinions and
interpretations;
- the responsibilities with respect to method

modification and development and validation of
new methods,

- expertise and experienca required;
- qualifications and training programmes;

- managerial duties.

525 The management shall authorize
specific personnel to perform particular types of
sampling, test and/or calibration, to issue test
reports and calibration certificates, to give
opinions and interpretations and to operate
particular types of equipment. The laboratory
shall maintain records of the relevant
authorization(s), competence, educational and
professional qualifications, training, skills and
experience of all technical personnel, including
contracted personnel. This information shall be
readilly availble and shall include the date on
which authorization and/or competence is
confirmed.

5.3 Accommodation and environmental
conditions

53.1 Laboratory facilities for testing and/or
calibration, including but not limited to energy
sources, lighting and environmental conditions,
shall be such as to faciltate correct
performance of the tests and/or calibrations.

The laboratory shall ensure that the
environmental conditions do not invalidate the
results or adversely affect the required quality
of any measurement. Particular care shall be
taken when sampling and tests and/or
calibrations are undertaken at sites other than
a permanent |aboratory facility. The technical
requirements for accommodation and
environmental conditions that can affect the
results of tests and calibrations shall be
documented.

5.32 The laboratory shall monitor, control
and record environmental conditions as
required by the relevant specifications,
methods and procedures or where they
influence the quality of the results. Due
attention shall be paid, for example, to
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nhidu dién tu, blc xa, 45 4m, ngudn cung cap
dién, nhiét dd va mc 6n va rung thich hap véi
cac hoat déng ki thuat lién quan. Phai diung
ngay viéc thl nghiém va hiéu chudn khi cac
d|eu kién méi trudng xdu anh hudng dén két
qua clia phép thlr nghiém va/hodc hiéu chuan.

533 PTN phdi cé su ngan cach cd hiéu qua
gilta cac khu vuc ¢b cac hoat dong khdng tuong
thich & gan nhau, va PTN phai thut hién cac bién
phap ngan ngla nhiém ban chéo.

5.3.4 PTN phai kiém soat kha nang tiép can va
kiém soat vigc sif dung cac khu vuc c6 gay anh
hudng 13i chét lugng thi nghiém vashoac hiéu
chudn. PTN phai xac dinh mic dé kiém soét
dua vao diéu kién cu thé cla PTN.

5.3.5 PTN phai dua ra cac bién phap qém bao
vé sinh cong nghigp t6t. PTN phai chuan bi thi
tuc dac biét khi can thiét.

54  Phuong phép thtr nghiém va hiéu
chuan va phé duyét phuong phap

5.4.1 Yéucau chung

PTN phai sir dung céc phuong phap va cac tht
tuc thich hop cho tat ca phép thr nghiém
va/hodc hiéu chuan trong pham vi cta PTN.
Diéu nay bao goém viéc iay mau, bao quan van
chuyén, Iuu gilr va chudn bi cac mau dé thir
nghiém vafhodc higu chudn, va khi thich hop,
xac dinh do khong dam bdo do clng nhu ap
dung ki thuat thdng ké d& phan tich di¥ liéu thir
nghiém va/hodc hiéu chudn.

PTN phai ¢é cac hudng dan sir dung va van
hanh cho tat ca thiét bi lién quan cing nhu
hudng dén vé bdo quan, chudn bi mau thir
nghiém va/hodc hiéu chudn hoac hudng dan vé
¢ hai viéc ma néu thiéu nhimg huéng dan nay
c6 thé 1am anh hudng dén két qua thir nghidm
va/hodc hiéu chudn. Tat cd hubng dan, tiéu
chudn, s8 tay va cac dir lidu tham khao lién
quan dén cdng viéc cla PTN phai duy tri cép
nhat va udn sdn ¢6 cho cac nhan vién sir dung
(xem 4.3). Cac thay d8i so véi phuong phap thir
nghiém va/hoac hiéu chudn chi duge ap dung
khi cac thay ddi nay da dudc lap thanh van ban,
dugc chimg minh v& mat ki thuat 1a ding, dugc
phép st dung va duge khach hang chap nhan,

Chu thich - Cac tidu chudn quéc gia. khu vuc
hodc quéc t& hotic cac qui dinh ki thuét khac
dudc thira nhan da bao gém thong tin day du

biological  sterility, dust, electromagnetic
disturbances, radiation, humidity, electrical
supply, temperature, and sound and vibration
levels, as appropriate to the technical aclivities
concerned. Tests and calibrations shall be
stopped when the environmental conditions
jeopardize the results of -the lests and/ or
calibrations.

533 There shall be effective separation
belween neighbouring areas in which there are
incompatible activities. Measures shall be
taken to prevent cross-contamination.

534  Access to and use of areas affecting
the quality of the tests and/or calibrations shall
be controlled. The laboratory shall determine
the extent of control based on its particular
circumstances.

5.3.5 Measures shall be taken to ensure good
housekeeping in the laboratory. Special
procedures shall bhe prepared where
necessary.

5.4 Test and calibration methods and
method validation

54.1 General

The laboratory shall use appropriate methods
and procedures for all tests and/or calibrations
within its scope. These include sampling,
handling, fransport, storage and preparation of
items to be tested andlor calibrated, and.
where appropriate, an estimation of the
measurement unceriainty as well as statistical
techniques for analysis of test and/ or
calibration data.

The laboratory shall have instructions on the
use and operation of all relevant equipment,
and on the handling and preparation of items
for testing and/or calibration, or both, where the
absence of such instructions could jeopardize
the resulls of tests and/or calibrations. All
instructions, standards, manuals and reference
data relevant to the work of the laboratory shall
be kept up to date and shall be made readily
available to personnel (see 4.3). Deviation from
test and calibration methods shall occur only if
the deviation has been documented,
technically jusfified, authorized, and accepted
by the client.

Note - International. regional or national
standards or other recognized specifications
that contain sufficient and concise information



va suc tich v& cach thirc thuc hién cac phép
thet va/hodc hidu chuan thi khdng ¢an phai b3
sung hoZc viét lai thanh tht tuc ndi bd néu
tiéu chuan ban hanh cé thé sl dung dugc cho
cac nhan vién ciia PTN. C6 thé cén cung cép
tai lidu b8 sung cho cac bude khéng bét bude
trong phuong phap hoac céac chi tiét thém
vao.

5.4.2 Lua chon phuong phép

>TN phai si dung cac phuong phap thir
aghiém va/hoac hiéu chuén, Ké ca phuong
shap 1ay méu, dap Ung theo yéu cau clia khach
yang va thich hop d8i vdi phép thir va/hodc
1i8u chudn ma PTN thuc hién; Uu tién s dung
>huong phap da dugc ban hanh dudi hinh thac
4 tidu chudn quoc t8, qudc gla hoac khu vuc.
5TN phai ddm bdo sur dung ban tiéu chudn méi
nhét trif khi ban tiéu chuan nay khéng phtl hgp
aoac khong thé thuc hign. Khi can thiét, tiéu
shudn phai dugc b sung thém cac chi tiét dé
43m bao ap dung nhat quan.

Khi khach hang khéng xac dinh rd phuong phap
strdung thi PTN phai lua chon céc phuong phap
thich hgp da dugc cong b§ frong tiéu chudn
quoc t&, quéc gia hoac khu vuc, hodc duge cac
16 chitc ki thuat cé uy tin ban hanh, hodc trong
cac tap chi, bai bao khoa hoc thich hgp ho#c
duge nha san xuét qui dinh. Cac phuong phap
do PTN thiét l1ap hoac chap nhén ciing c6 thé
dugc str dung néu cac phuong phap nay la thich
hgp véi muc dich s dung va néu phuong phap
nay dugc phé duyét. Khach hang phai dugc
théng bao vé phucng phap s dung. PTN phai
khing dinh c6 thé ap dung dung phuong phap
tidu chudn trudc khi bat dau thir nghiém va/hodc
hiéu chudn. N&u phuong phap tiéu chudn thay
ddi thi PTN phai 1ap lai viéc xac nhan.

PTN phai thong bao cho khach hang khi cac
phuong phap do khach hang yéu cau Ia khong
phii hop hoc 18i thai,

5.4.3 Cac phuong phap do PTN xay dung
Viéc dua cac phuang phap thir va hiéu chuén
do PTN xay dung dé st dung ndi bd phai 1a
mdt hoat ddng c6 k& hoach va phai phan cong
cho nhan vién ¢ nang Iuc, duge trang bi cac
nguédn luc can thiét,

Céac k& hoach phai dugc cap nhéat trong qua
frinh xay dung va PTN phai dam bao viéc trao
ddi théng tin cé hiéu'qua gilra tat cd cac nhan
vién tham gia.

5.4.4 Cac phuong phap khéng tiéu chuin

Khi can stt dung cac phuong phap khéng phéi la
phuong phéap tiéu chuan, cac phuong phap nay
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on how to perform the tests and/or
calibrations do not need to be supplemented
or rewritten as intemal procedures if these
standards are written in a way that they can
be used as published by the operating staff in
a laboratory. It may be necessary to provide
additional documentation for optional steps in
the method or additional details.

5.4.2 Selection of methods

The laboratery shall use test and/or calibration
methods, including methods for sampling,
which meet the needs of the client and which
are appropriate for the tests and/or calibrations
it undertakes. Methods published in
international, regional or national standards
shall preferably be used. 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.

When the client does not specify the method to
be used, the laboratory shall select appropriate
methods that have been 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. Laboratory-developed methods or
methods adopted by the laboratory may also
be used if they are appropriate for the intended
use and if they are validated. The client shall
be informed as to the method chosen. The
laboratory shall confirm that it can properly
operate standard methods before introducing
the tests or calibrations. If the standard method
changes, the confirmation shall be repeated.

The laboratory shall inform the client when the
method proposed by the client is considered to
be inappropriate or out of date.

5.4.3 Laboratory-developed methods

The introduction of test and calibration
methods developed by the laboratory for its
own use shall be a planned activity and shall
be assigned to qualified personnel equipped
with adequate resources.

Plans shall be wupdated as development
proceeds and effective communication
amongst all personnel involved shall be
ensured.

5.4.4 Non-standard methods

When it is necessary to use methods not
covered by standard methods, these shall be
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phai dugc thoa thuan vdi khach hang va phai co
cac qui dinh rd réng vé y&u cau clia khach hang
va muc dich cia phép thit va/hoac hidu chudn.
Phuong phap dugc xdy dung phdi dugc phé
duyét thich hap trudc khi st dung.

Chu thich - B&i véi cac phuong phap thif ng
va/holc hiéu chusn méi phai thiét lap th
thit nghiém vavho#ic hiéu chudn tnsc khl
hién phép thir nghiém vahosc hiéu chusin va
th tuc d6 phai bao gdm it nhét cac théng tin

sau:
a) su nhan biét thich hop;
b) pham vi ap dung;

c) mb ta chiing loai miu dugc thir nghiém hodc
hiéu chuén;

d) céac théng s8, cac dai Iuong va khodng phai xac
dinh;

e) dung cu va thiét bi k& ca cac yéu clu vé tinh
néing ki thuat;

f) yéu ciu vé chudn chinh, mau chu&n cén thiét;

g) yéu cau vé diéu kién médi trudng va mét s§ yéu
cAu vé thai gian 6n dinh;

h) maé 1A thii tuc bao gém ca:

- gidi ma diu hiéu nhan bigt mau, bdo quan, van
chuyén, luu gilr va chugn bi mau thif,

~  thuc hién kiém tra trudc khi bat ddu cng viéc;

- kiém tra dé dam bao rling thiét bi lam viéc 1a
dang d3n va, khi dugc yéu ciu, thiét bi phai
duoc hiéu chudn va hidu chinh true mdi 14n sir
dung,

—  phuong phap ghi lai cac dir liéu quan tric va két
qua;
cac bién phap do an toan cén chip hanh;

i) chudn muc va/hodc yéu ciu dé phé duyédtbac
bo;

j) dulidu dudc luu va phuang phap phén tich va
cach trinh bay dir liéu;

k) d6 khéng ddm bdo holic phuong phap uic
Iong dé khéng dam bao do.

5.4.5 Phé duyét phuong phap thir

5.4.5.1 Phé duyét Ia viéc khang dinh bang kiém
tra va cung cdp b&ng chimg khach quan ring
cac yéu cau xac dinh cho viéc slr dung cu thé
da dugc dap (ng.

5452 PTN phai phé duyét phuong phap

subject to agreement with the client and shall
include a clear specification of the client's
requiremenis and the purpose of the test
and/or calibration. The method developed shall
have been validated appropriately before use.

Note - For new test andlor calibration methods,
procedures should be developed prior to the
tests andlor calibrations being performed and
should contain at least the following
information:

a) appropnate identification,
b) scope;

c) description of the type of item to be tested or
calibrated;

d) parameters or quantities and ranges to be
determined;

e) apparatus and equipment, including technical
performance requirements;

f) reference standards and reference materials
required;

g) environmental conditions required and any
stabilization period needed;

h) description of the procedure, including:

- affiing of identification marks, handling,
transporting, storing and preparation of items

- checks to be made before the work is started,
checks that the equipment is working propery

and, where required, calibration and adjustment
of the equipment before each use,

the method of recording the observations and
results,
- any safety measures to be observed;

i) crteria andlor
approval/rejection;

requirements for
i data to be recorded and method of analysis
and presentation;

k) the uncertainly or the procedure for
estimating uncertainty.

54.5 Validation of methods

54.5.1 Validation is the confirmation by
examination and the provision of objective
evidence that the particular requirements for a
specific intended use are fulfilled.

5452 The laboratory shall validate non-



khéng tidu chudn, cac phuong phap do PTN
x&y dung hoac thiét k&, cac phuong phap tidu
chudn dugc s dung ndm ngoai pham vi dy
kién va vidc md rdng cing nhu thay d8i cac
phuong phép tidu chudn @& xac nhan riing
phuong phap nay |a phi hap véi myc dich sl
dung du kién. Viéc phé duyét nay phai dd bao
quat khi cén thiét 48 dap (mg cac ydu cu ap
dung hodc linh vuc ap dyng da dinh. PTN phai
ghi lai két qua cd duoc, thd tuc da sir dung a8
phé& duyét va cdng b8 rling phuong phap nay
phtt hgp véi muc dich st dung.

Ch thich 1 - Phé duyét c6 thé bao gém c4c thil
tyg vé 18y miu, bdo quan va vAn chuyén
mau.

Chu thich 2 - KT thuat ding d€ xac dinh tinh
niing slf dung mdt phuong phéap phai la mét
ho#c mét tap hop eac ki thuit sau:

st dung chufin chinh hosic mAu chudn d&
hiéu chusn;

- so sanh k&t quad dat duoc véi cac phuong
phap khac;

- 50 sanh lién phong thi nghiém;

- danh gia c6 hé théng cac y&u t§ anh hudng
dén két qua;

- danh gia d8 khéng dam bdo clia két qua dua
vao hiéu bi&t khoa hoc vé nguyén téc ly
thuyé&t clia phuong phép va kinh nghiém thuc
té.

Chu thich 3 - Khi ¢6 m6t s8 thay d8i trong céc
phuong phap khéng tiéu chuin da dugc phé
duyét thl 4nh hudng clia cac thay ddi nay
phéi dugc I4p thanh van ban vaA cain phai c6
phé duyét lai, néu thich hap.

5.4.5.3 Pham vi va dd chinh xac clia cac gia tri
c¢b6 duge tir phuong phap da dugc phé duyét
phai phi hgp v8i cac yéu ciu clia khach hang
khi danh gia muc dich dv dinh sir dung d3 dinh
(vi du: d6 khéng dam bao ciia két qua, gidi han
phat hién, chon phuong phap, dd tuyén tinh,
sai s8 thd do tac ddng tir b&n ngoai, gidi han dd
Ix= 1ai vathoac dd tai idp va/hodc dd nhay dbi
véi tinh can wo . ~4c thanh phdn mAwdsi
tuong thi).

Chu thich 1 - Phé duyét bao gfm qui dinh céc
yéu cdu, xac dinh dac tinh clia phuong phap
kiém tra xem cac ydu cfu c6 th§ thuc hién
béing cach sl dung céc phuong phép d6 va
cdng b6 vé gia trj st dung.

Chu thich 2 - Trong qua trinh xay dung phuong
phap, PTN cén phai thuc hién xem xét thuging
xuyén dé kiém tra xac nhan cac yéu clu ciia
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standard methods, laboratory-designed/
developed methods, standard methods used
outside their intended  scope, and
amplifications and modifications of standard
methods to confirm that the methods are fit for
the intended use. 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.

Note 1 - Validation may inciuee pfocedures for

sampling, hemeiing and transportation.

Note 2 - The techniques used for the
determination of the performance of a method
should be one of, or a combination of, the
following:

calibration using reference standards or
reference materials;

- comparison of results achieved with other
methods;

- interiaboratory comparisons;

- systematic assessment of
influencing the result;

= assessment of the uncertainty of the
results based on scientific understanding of
the theoretical principles of the method and
practical experience.

the factors

Note 3 - When some changes are made in the
validated non-standard methods, the
influence of such changes should be
documented and, if appropriate, a new
validation should be camied out.

54.5.3 The range and accuracy of the values
obtainable from validated methods (e.g. the
uncertainty of the results, detection limit,
selectivity of the method, linearity, limit .of
repeatability andlor reproducibility, robustness
against external influences andlor cross-
sensitivity against interference from the matrix
of the sampleltest object), as assessed for the
intended use, shall be relevant to the clients'
needs.

Note $ - . dation includes specification of the
requireme,.'~ determination of the
characteristics of the ™Methods, a check that
the requirements can be tun,..2d by using the
method, and a statement on the vam..'V-

Note 2 - As method-development proceeds,
regular review should be carried out to verity
that the. needs of the client are still being
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khach hang vBn dang duoc dép (mg. Moi
thay ddi trong cac yéu clu doi héi nhimg sira
ddi trong k€ hoach xay dung phuang phap
phéi dugc phé chudn va cho phép.

Chu thich 3 - Viéc phé duyét thuang duge dua
trén su can bang gilra chi phi, rdi ro va cac
kha nang ki thuat. Trong rat nhiéu trudng hop,
pham vi va d6 khéng dam bao clia cac gia tri
(vi du: 6 chinh xac, gigi han phat hién, dé
chon loc, db tuyén tinh, d6 13p lai, 4o tai lap,
sai 6 thd va dé nhay tuong tac) chi cé thé
dugc dua ra mét cach don gian do thidu
théng tin, -

5.4.6 Panh gia do khong dam bao do

546.1 Phong hiéu chudn ho3c phong thlr
nghiém thuc hién higu chudn ndi bd phai c6 va
phai ap dung thi tuc danh gia dé khong dam
bao do cho tat ca cac phép hiéu chudn va hinh
thitc hidu chuan.

54.6.2 Phdng thr nghiém phai cé va phai ap
dung th(l tuc dé€ danh gia dé khéng dam bao
do. Trong mdt s6 trudng hop nhat dinh, ban
chat cla phuong phéap thir cd thé han ché viéc
tinh toan nghiém ngat vé phuong dién do ludng
va théng ké dd khdéng dam bao do. Trong
nhimg trudng hop nay, PTN it nhat phai co
géng xac dinh tat ca thanh phan dé khéng dam
bao do, thuc hién danh gia hop Iy va phai ddm
bao rang hinh thirc thdng bao két qua khdng
dugc gay &n tuogng sai vé dd khéng dam bao
do. Viéc danh gia hop ly phai dua trén ki&n
thire vé tinh nang cla phuong phap va linh vuc
do, va phai sir dung, vi du, kinh nghiém trudc
dé va dirliéu cb gia tri.

Chi thich 1 - Mitc dé nghiém ngat can thiét dé
danh gia dé khéng dam bao do tuy thudc vao
cac yéu té nhu: .

- yéu cdu clia phuong phap thi,
- yéu clu clia khach hang;

- cac gidi han lam co s dé quyét dinh vé su
phs hop véi qui dinh ki thuat.

Chu thich 2 - Trong nhimg truang hop khi mét
phuong phap thir nghiém da dugc coéng nhan
réng rai qui dinh aisi han gia tri cla céac
ngudn chd v&= ¢4y nén d6 khéng dam bao
do va qui dinn cach thitc trinh bay két qua da
v~n twan, PTN dude coi la dap img dugc cac
diéu nay khi tuan theo phuong phap thir va
céc hudng dén 13p bao cdo (xem 5.10).
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fukilied. Any change in requirements requiring
modifications to the development plan should
be approved and authorized.

Note 3 - Validation is always a balance between
costs, risks and technical possibilities. There
are many cases in which the range and
uncertainty of the values (e.g. accuracy,
detection limit, selectivity, linearity,
repeatability, reproducibility, robustness and
cross-sensitivity) can only be given in a
simplified way due to lack of information.

546 Estimation of
measurement

uncertainty  of

54.6.1 A calibration laboratory, or a testing
laboratory performing its own calibrations, shall
have and shall apply a procedure to estimate
the uncertainty of measurement for all
calibrations and types of calibrations.

546.2 Testing laboratories shall have and
shall apply procedures for estimating
uncertainty of measurement. In certain cases
the nature of the test method may preclude
rigorous, metrologically and statistically valid,
calculation of uncertainty of measurement. In
these cases the laboratory shall at least
attempt to identify all the components of
uncertainty and make a reasonable estimation,
and shall ensure that the form of reporting of
the result does not give a wrong impression of
the uncertainty. Reasonable estimation shall be
based on knowledge of the performance of the
method and on the measurement scope and
shall make use of, for example, previous
experience and validation data.

Note 1 - The degree of rigor needed in an
estimation of uncertainty of measurement
depends on factors such as:

- the requirements of the test method;
- the requirements of the client;

- the existence of namrow limils on which
decisions on conformance to a specification
are based,

Note 2 - In those cases where a well-
recognized test method specifies limits to
the values of the major sources of
uncertainty of measurement and specifies
the form of. presentation of calculated
results, the laboratory is considered to
have satisfied this clause by following the
test method and reporting instructions
(see 5.10).



5.4.6.3 Khi danh gia dd khdng dadm bao do, tat
ca cac thanh phan dé khdng dadm bao dugc xem
I3 quan trong trong cac tinh hudng cuy thé cén
phdi duoc tinh d&n béng sif dung phuong phap
phan tinh thich hap .

Chu thich 1 - Cac yéu t8 gép phén vao dd
khéng ddm bdo do bao gém nhung khdng
gi6i han &, chufn chinh va mau chufn st
dung, phuong phap va thiét bi sir dung, diéu
kién mdi trudng, d3c tinh va didu kién cla
m&u thif hoac hidu chudn va ngudi thao tac.

Ch thich 2 - Sy bién d8i 1au dai dugc dy doan
trudc clia mAu thir varodic hiéu chuéin théng
thuding khéng dudc tinh dén khi danh gia dd
khéng dam béo do.

Cha thich 3 - D€ biét thém thong tin, hay tham
khdo TCVN 4550-88 (ISO 5725) va Hudng
d&n vé trinh bay d8 khéng ddm bdo do (xem
danh muc tai ligu tham kh3o).

54.7 Kiém soat dir ligu

5.4.7.% Viéc tinh toan va truyén dit lidu phai
dugc kiém tra thich hop theo cach thic c6 hé
théng.

54.7.2 Khi st dung may tinh hodc trang thiét
bi t ddng hoa d& thu nhan, xi Iy, ghi lai, bao
céo, Iwu trlr, hodc tra citu cac dir lidu thu
nghiém ho#c hiéu chudn PTN phai ddm bao:

a) phan mém may tinh do ngudi sr dung
xay dung phai dugc lap van ban day do,
chi ti&t va dugc phé duyét ia thich hap dé
strdung.

b)  phai thiét 1ap va ap dung thi tuc d8 bao
vé dir liéu, th tuc d6 phai bao gém,
nhung khdng dugc gidi han & tinh toan
ven, tinh bdo mét khi nhap hoc thu thap
dit lidu, luu gitr dir lidu, truyén va xUr ly dir
liéu.

¢)  May tinh va cac thiét bi tv ddng hoa phai
duge bao tri dé dam bao hoat ddng tét
trong cac diéu kién mdi trudng va diu
kidn hoat ddng can thiét d€ duy tri tinh
{oan ven cla dir ligu thr nghiém va higu
chudn.

Chu thich - Phan mém dugc mua tif cac nha
san xuét (vi du: chuong trinh xUr ly & ngil, co
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5.4.6.3 When estimating the unceriainty of
measurement, all uncertainty components
which are of importance in the given situation
shall be taken into account using appropriate
methods of analysis.

Note 1 - Sources contributing to the uncertainty .

include, but are not necessarily limited to, the
reference standards and reference materials
used, methods and equipment used,
environmental conditions, properties and
condition of the item being tested or
calibrated, and the operator.

Note 2 - The predicted long-termbehaviour of
the tested and/or calibrated item is not
normally taken into account when estimating
the measurement uncertainty.

Note 3 - For further information, see TCVN
4550-88 (ISO 5725) and the Guide to the
Expression of Uncertainty in Measurement
(see bibliography).

5.4.7 Control of data

5.4.7.1 Calculations and data transfers shall be
subject to appropriate checks in a systematic
manner.

547.2 When computers or automated
equipment are used for the acquisition,
processing, recording, reporting, storage or
retrieval of test or calibration data, the
laboratory shall ensure that:

a) computer software developed by the
user is documented in sufficient detail
and is suitably validated as being
adequate for use;

b) procedures are  established and
implerented for protecting the data; such
procedures shall include, but not be
limited to, integrity and confidentiality of
data entry or collection, data storage, data
transmission and data processing;

c) computers and automated equipment
are maintained to ensure proper
functioning and are provided with the
environmental and operating conditions
necessary to maintain the integrity of
test and calibration data.

Note - Commercial off-the-shelf software (e.g.
wordprocessing, database and statistical
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s& dif lidu, chuong trinh théng k&) cb thé
dugc coi nhu da duge phé duyét dé sif dung.
Tuy nhién, cac slia d8ithay ciu hinh, cac
phin mém ciia PTN phéi dudc phé duyét nhy
néutai54.7.2a.

5.5 Thiét bi

5.5.1 PTN phai dugc trang bi day d0 mai thiét
bi d& 14y mau, do va thlr nghiém can thiét 6é
thuc hién chinh xac cdng viéc thir nghiém
vafhoac hidu chudn (bao gém &y mau, chudn
bi cac mAu thir hoac hiéu chudn, x(r ly va phan
tich dir lidu thir nghiém va/hoac hiéu chudn).
Trong nhimg trudng hap PTN can s dung thiét
bi n&m ngoai pham vi kim soat thudng xuyén
PTN phai ddm bac nhimg yéu cau cla tiéu
chudn nay van dugc dap (mng.

5.5.2 Thiét bi va phan mém cla thiét bi dugc
st dung dé thir nghiém, hiéu chudn va 1dy mau
phai c6 kha nang dat dugc dé chinh xac can
thiét va phai phi hgp véi qui dinh ki thuat lién
quan dén thit nghiém va/hodc higu chudn
tuong tng. Chuong trinh hiéu chudn phai dugc
thiét lap cho cac dai lugng hodc gid tri chinh
ctia thiét bi khi cac dic tinh ¢d anh hudng dang
ké dén két qua. Trudc khi dua vao s dung
thiét bi (bao gédm ca thiét bi ding dé 1dy mau)
phai dugc hidu chudn hoac kidm tra d& khing
dinh réng thiét bi dap (ng céac yéu cau qui dinh
ki thuat clia PTN va tuan thd theo qui dinh ki
thuat tiéu chudn tuong (ng. Thiét bi phai dugc
kiém tra va/hoac duoc hidu chuan trude khi sir
dung {xem 5.6).

553 Chi nhimg ngudi dugc phép mdi co
quyén sUr dung thiét bi. PTN phai luén sin c6
hudng dén vé sir dung va bdo tri trang thiét bi
da cap nhat (bao gém tai liéu hudng dan sir
dung thiét bi do nha san xudt cung cap) cho
nhan vién thich hgp clia PTN sif dung.

5.5.4 Moi hang muc clia thiét bi va phan mém
cla thiét bi sir dung d8 thr nghiém va hiéu
chudn va cé y nghia quan trong déi vdi k&t qua
phai duogc ma hoa nhan biét rd rang, khi thich
hop.

555 PTN phai duy tri hdé so cho méi hang
muc thiét bi va cho phan mém cé y nghia quan
trong ddi vdi phép thir ho3c higu chudn thuc
hién. Ho so phai bao gom tdi thiéu cac thdng
tin sau:

a)  nhan biét hang muc thiét bi va phan mém
clia thiét bi do;
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programmes) in general use within their
designed application range may be
considered to be sufficiently validated.
However, laboratory software configuration/
modifications should be validated as in
5472a

5.5 Equipment

551 The laboratory shall be fumished with all
items of sampling. measurement and test
equipment required for the correct performance of
the tests and/or calibrations (including sampling,
preparation of test and/or calibration items,
processing and analysis of test and/or calibration
data). In those cases where the laboratory needs
to use equipment outside its permanent control, it
shall ensure that the requirements of this Standard
are met.

552 Equipment and its software used for
testing, calibration and sampling shall be
capable of achieving the accuracy required and
shall comply with specifications relevant to the
tests andfor calibrations concerned. Calibration
programmes shall be established for key
quantities or values of the instruments where
these properties have a significant effect
on the resulls. Before being placed into
service, equipment (including that used for
sampling) shall be calibrated or checked to
establish that it meets the laboratory's
specification requirements and complies with
the relevant standard specifications. It shall be
checked and/or calibrated before use (see 5.6).

553 Equipment shall be operated by
authorized personnel. Up-to-date instructions
on the use and maintenance of equipment
(including any relevant manuals provided by
the manufacturer of the equipment) shall be
readily available for use by the appropriate
laboratory personnel.

554 Each item of equipment and its
software used for testing and calibration and
significant to the result shall, when practicable,
be uniguely identified.

555 Records shall be maintained of each
item of equipment and its software significant to
the tests and/or calibrations performed. The
records shall include at least the following:

a) the identity of the item of equipment and its
software;



b) tén cla nha san xust, s6 séri hodc sy
phan dinh rd rang khac;

c) kidm tra thiét bi phu hgp véi qui dinh ki
thuat (xem 5.5.2);

d) v tri hién tai cla thiét bi, khi thich hop;

e) hudng din cla nha san xudt néu co,
hosc vién dAn nai co thé tim dugc tai lidu
hudng din clia nha san xudt;

f)  ngay, két qua va ban sao cla bién ban
ho#c gidy ching nhan cla tat ca cac lan
hiéu chudn va hidu chinh, chudn muc
chap nhan, ngay thang hiéu chusn [4n téi.

g) k& hoach bad tri ndu thich hap va viéc
bao tri da thuc hién theo k& hoach.

h)  moi hu hdng, su cd, stfa chira, thay ddi
d6i véi thiét bi.

5.5.6 PTN phai c6 cac thd tuc vé bdo quan,
van chuy8n, Iuu gilr, sir dung an toan va bdo tri
theo k& hoach thiét bi do dé ddm béo cho thiét
bi hoat dong t6t va nhdm dé ngin ngla su
nhi&m b3n hoac tranh xudng cap.

Chu thich - Cac thi tuc b8 sung c6 thé cén
thidt khi thiét bi do dudc sif dung & bén
ngoai PTN d§ thif nghi&m, hiéu chudn hosc
18y mAu.

5.5.7 Thiét bi bi qua tai, quan ly t6i hoac cho
nhimg k&t qua nghi ngd, ho3c da cho thdy cé
khuyét tat hoac két qua ndm ngoai giéi han qui
dinh cho phép khdng dugc st dung. Thiét bi
phéi dugc dé riéng hodc phai dugc dan nhan rd
rang hay danh dau 1a khdng dugc sif dung dé
tranh viéc sir dung cho dén khi thiét bi trén
dugc slfa chifa va viéc thlr nghiém va higu
chudn chi ra 1a thut hién chinh xac.

PTN phai kiém tra &nh hudng clia cac khuyét
tat ho3c sai léch so vdi gi6i han da qui dinh vé
phép thir nghiém va/hosc hiéu chudn trudc d6
va PTN phai ap dung thi tuc "kim so4t cong
viéc khong phi hgp" (xem 4.9).

5.5.8 Khicé thd, tat ca thit bi dat dudi sy kiém
soat clia PTN va thiét bi yéu cdu hiéu chudn
phai dugc dan nhan, ho3c dudge ma hoa hay cé
cach nhan bit khac d& chi ra tinh trang hiu
chudn k& ca ngay thang da hiéu chudn Ian cudi
va thdi gian ho3c thdi han y8u cdu hidu chudn
lai.
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b) the manufacturers name, type identification,
and serial number or other unique
identification;

¢) checks that equipment complies with the
specification (see 5.5.2);

d) the current location, where appropriate;

e) the manufacturer's J; structions, if available,
or referentS (o their location:;

1) dates, results and copies of reports and
certificates of all calibrations, adjustments,
acceplance criteria, and the due date of
next calibration;

g) the maintenance plan, where appropriate,
and maintenance carried out fo dats;

h) any damage, malfunction, modification or
repair to the equipment.

556 The laboratory shall have procedures for
safe handling, transport, storage, use and
planned maintenance of measuring equipment
to ensure proper functioning and in order to
prevent contamination or deterioration.

Note - Additional procedures may be necessary
when measuring equipment is used outside
the permanent laboratory for tests,
calibrations or sampling.

5.5.7 Equipment that has been subjected to
overloading or mishandling, gives suspect
results, or has been shown to be defective or
outside specified limits, shall be taken out of
service. It shall be isolated to prevent its use or
clearly labelled or marked as being out of
service until it has been repaired and shcwn Sy
calibration or test to perform correctly.

The laboratory shall examine the effect of the
defect or departure from specified limits on
previgus tests andlor calibrations and shall
institute the "Control of nonconforming work"
procedure (see 4.9).

558 Whenever practicable, all equipment
under the control of the laboratory and
requiring calibration shall be labelled, coded or
otherwise identified to indicate the status of
calibration, including the date when last
calibrated and the date or expiration criteria
when recalibration is due.
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55.9 Khi vi mét ly do ndo dé, thiét bi ndm
ngoai tam kiém soat truc tiép cla PTN thi PTN
phdi ddm bdo chitc nang va finh trang hiéu
chudn cia thiét bi dugc kiém tra va dat yéu cau
trudc khi thiét bi nay dugc sir dung lai.

5.5.10 Khi viéc kiém tra giita ki higu chuén 12
can thiét dé duy tri mic do tin cay vé tinh trang
hiéu chudn cia thidt bi, viéc kiém tra gitta ki
nay phai dugc thuc hign theo mdt thi tuc da qui
dinh.

5.5.11 Né&u hiéu chudn phat sinh mét loat cac
y&u 18 c&n hiéu chinh, PTN phai ¢ céc thl tuc
dam bdo sao cho cac phién ban (vi du: trong
phan mém may tinh) dugc cap nhat chinh xac.

5.5.12 Thiét bi thif nghiém va hiéu chudn bao
gdém ca phan cimg va phan mém phai dugc
bao vé dé tranh diéu chinh c6 thé Iam mat tinh
dung d4n cda cac két qua thir nghiém va/hosc
hiéu chuén.

5.6 Tinh lién két chudn do ludng
5.6.1 Khai quat

Tat ca cac thiét bi sir dung cho céng viéc thlr
nghiém va/hoac hiéu chudn, ké ca cac thiét bi
do phu (vi du: d8 xac dinh diéu kién méi
trudng) cé anh hudng dang ké dén dd chinh
xac hoic tinh dung din cla két quad hiéu
chuén, thir nghiém ho3c ldy mau phai duoc
hiéu chudn truéc khi dua vao st dung. PTN
phdi xay dung chuong trinh va thd tuc dé higu
chuan thiét bi.

Chu thich - Chuong trinh d6 can bao gém hé
théng Iwa chon, sif dung, hiéu chudn, kiém
tra, kiém soat, bdo tri cac chudn do Iudng,
cac miu chudn dugc st dung nhu 13 cac
chudn do ludng, thigt bi do va thdr nghiém
dugc st dung dé thuc hién cac phép thir
nghiém va hiéu chudn,

5.6.2 Céacyéu cdu cuthé

5.6.2.1 Hiéu chuin

5.6.2.1.1 Déi véi cac phong hiéu chudn, PTN
phai xay dung va thuc hién chuong trinh higu
chuén thiét bi d€ ddm bao cac phép hiéu chudn

va cac phép do do PTN thuc hién dugc lién két
t8i hé don vi quoc té (SlI).
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559 When, for whatever reason, equipment
goes outside the direct control of the
laboratory, the laboratory shall ensure that the
function and calibration status of the equipment
are checked and shown to be satisfactory
before the equipment is returned to service.

5.5.10 When intermediate checks are needed
to maintain confidence in the calibration status
of the equipment, these checks shall be carried
out according to a defined procedure.

5.5.11 Where calibrations give rise to a set of
correction factors, the laboratory shall have
procedures fo ensure that copies (e.g. in
computer software) are correctly updated.

5512 Test and calibration equipment,
including both hardware and software, shall be
safeguarded from adjustments which would
invalidate the test andlor calibration results.

56 Measurement traceability
56.1 General

All  equipment used for tests andfor
calibrations, including equipment for subsidiary
measurements (e.g. for environmental
conditions) having a significant effect on the
accuracy or validity of the result of the test,
calibration or sampling shall be calibrated
before being put into service. The laboratory
shall have an established programme and
procedure for the calibration of its equipment.

Note - Such a programme should include a
system for selecting, using, calibrating,
checking, controling and maintaining
measurement standards, reference materials
used as measurement standards, and
measuring and test equipment used to
perform tests and calibrations.

5.6.2 Specific requirements
5.6.2.1 Calibration

56.2.1.1For calibration laboratories, the
programme for calibration of equipment shall
be designed and, operated so as to ensure that
calibrations and measurements made by the
laboratory are traceable to the International
System of Units (SI) (Systeme international
d'unites).



Phong hiéu chudn thiét lap tinh li&n k&t chudn
clia cac chudn.do ludng va phuong tién do clia
ho t&i hé S| bing mét chudi hiéu chudn hoac
so sanh khdng d(t doan, ndi chudn hodc
phuong tién do @5 véi chudn d4u tuwng (ng
clia cac don vi Sl. Viéc ndi vdi cac don vi SI ¢
thé dat duoc bing cach din v8 cac chudn do
lusng qudc gia. Chudn do Iuwing qudc gia cb
thé Ia chudn d4u, chudn nay Ia su thé hién c4p
déu tidn cac don vi S| hodc nhimg dai dién
dugc thda thuén clia cac don vi S| dya trén cac
h&ng sé vat ly co ban. Chufn quéc gia cling ¢
thé 1a chudn thr duoc cac Vign do Iudng qudc
gia khéc hiéu chudn. Khi PTN sif dung cac dich
vu hiéu chudn, tif bén ngoai tinh lién k&t chudn
phai dugc dadm béo sir dung cac dich vu hidu
chudn chi tircac PTN ¢ nang ulg; kha nng do
va dam bdo tinh lién k&t chudn. Gidy chimg
nhan hiéu chudn do cac PTN cdp phai ghi két
qua do gém ca dd Rhdng dam bao do va/hoic
cdng bd phu hgp vdi mdt qui dinh vé do ludng
da xac dinh (xem 5.10.4.2).

Chu thich 1 - Cac Phong hidu chusn dép img
nhimg yéu ciu cla tiéu chuéin nay dugc xem
14 c6 nang Iuc. Gify chimg nhan hidu chuin
mang biéu tugng clia ¢ quan cdng nhén tir
mét phdng hiéu chudn dude cbng nhan theo
titu chudn nay cho cac phép hidu chuin
tuong (mg Ia bang chimg ddy du v& tinh lién
két chusn clia dir lidu hidu chu8n da bao cdo.

Chu thich 2 - Tinh lién két chusn téi cac dan vi
do lugng SI cb thé dat dugc bing viéc din vé
mét chudn diu phi hop [xem TCVN
6165:1996 (VIM 1993. 6.4)] ho#c din vé maot
h&ng s tv nhién c6 gia tri da biét theo don vi
hé SI tuong (Mg va dugc Dai hdi can do va Uy
ban cén do quéc t& (CIPM va CGPM) khuyé&n
nghi.

Chu thich 3 - Cac phong hiéu chusn duy tri
chusn d4u hodc chusn dai dién clia cac don
vi S dua vao hang s6 vét ly co ban c6 thé
khang dinh din xuét véi hé Sl chi sau khi céc
chugn nay dudc so sanh truc tidp hodc gian
tiép v6i cac chudn tuong dudng khéc clia mét
Vién do ludng qudc gia.

Chu thich 4 - Thuat ngir "qui dinh ki thuat do
ludng xac dinh" c6 nghia phai lam ré trong
gidly chilmg nhén hiéu chusn cac phép do da
dugc so sanh vé6i qui dinh ki thuét nao bing
cach néu I&n hoc dua ra vién din rd rang vé
qui dinh ki thuét.
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A calibration laboratory establishes traceability
of its own measurement standards and
measuring instruments to the S| by means of
an unbroken chain of calibrations or
comparisons linking them to relevant primary
standards of the S| units of measurement. The
link to Sl units may be achieved by reference to
national measurement standards. National
measurement standards may be primary
standards, which are primary realizations of the
S! units or agreed representations of S| units
based on fundamental physical constants, or
they may be secondary standards which are
standards calibrated by another national
metrology institute. When using external
calibration services, traceability of
measurement shall be assured by the use of
calibration services from laboratories that can

demonsirate  competence, measurement
capability and traceability. The -calibration
certificates issued by these laboratories

shall contain the measurement results,
including the measurement uncertainty and/or
a statement of compliance with an identified
metrological specification (see also 5.10.4.2).

Note 1 - Calibration laboratories fulfilling the
requirements of this Standard are considered
to be competent. A calibration certificate
bearing an accreditation body logo from a
calibration laboratory accredited to this
Standard, for the calibration concemed, is
. sufficient evidence of traceability of the
calibration data reported.

Note 2 - Traceability to SI units of measurement
may be achieved by reference to an
appropriate primary standard [see TCVN
6165:1996 (VIM:1993, 6.4)] or by reference to
a natural constant, the value of which in terms
of the relevant Sl unit is known and
recommended by the General Conference of
Weights and Measures (CGPM) and the
Intemational Committee for Weights and
Measures (CIPM).

Note 3 - Calibration laboratories that maintain
their own primary standard or representation of
Sl units based on fundamental physical
constants ran claim traceabilty to the SI
system only after these standards have been
compared, directly or indirectly, with other
similar standards of a national metrology
institute.

Note 4 - The term “identified metrological
specification" means that it must be clear from
the calibration certificate which specification
the measurements have been compared with,
by including the specification or by giving an
unambiguous reference to the specification.
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Chu thich 5 - Khi thuat ngir "chusn quéc 18"
hosc "chudn qudc gia" duoc sif dung lién
quan véi tinh d3n xust chudn, duoc gia thiét
rang chuin quéc gia va chudn qudc t§ nay
dap (ing cac dac tinh ki thuat clia cac chuén
dau dudc thita nhan trong hé don vi SI.

Chu thich 6 - Lién két dén chudn do ludng quéc
gia khdng nhat thiét yéu clu sif dung Vién do
ludng qudc gia clia nuéc ma noi PTN dat tru
sd.

Chui thich 7 - N&u mét phang hiéu chuan mong
mudn hoc cé nhu ciu nhan dugc su lién két
chudin clia mét Vién do ludng qudc gia khac
thi PTN phai lya chon mét Vién do Iudng
quéc gia tham gia that sy vao cac hoat déng
clia BIPM ho#c truc ti€p hosc théng cac cac
nhém khu vuc.

Chu thich 8 - PTN cé thé dat duge chudi hidu
chuén hod3c so sanh khéng gian doan cb thé
dat duoc bing mét sé budc dugc thuc hién do
cac PTN khac nhau c6 thé chimg minh dugc
tinh lign két chuan thuc hién.

5.6.2.1.2 C6 mot vai phép hiéu chudn hién tai
PTN khdng thé thuc hién hoan toan theo cac
don vi SI. Trong trudng hop dé, viéc hiéu chudn
phai chimg minh mifc dd tin cay trong phép do
b&ng viéc thiét lap lién két d&n cac chuadn do
ludng phl hgp nhu:

str dung cac mau chudn dugc chimg nhan
do ngudi cung (g c6 nang luc cung cap dé
c6 dugc tinh'chat vat Iy hoic hoa hoc tin
cay cua vat liéu.

st dung phuong phap da qui dinh va/ho3c
cac chuan thda thuan dugc miéu ta rd rang
va duoc tat ca cac bén lién quan chap
nhan.

Yéu cau PTN tham gia chuong trinh so sanh
lién phong phi hap néu cé thé.

5.6.2.2 Thirnghiém

52221 Daéi véi cac phong thir nghiém ap
dung cac yéu cau dua ra trong muc 5.6.2.1 cho
cac thiét bi do ludng va thir nghiém c6 st dung
ddi véi cac chifc n&ng do, trir khi chimg minh
dugc rang viéc hiéu chudn cé tac déng khdng
dang ké vao dd khéng dam béo do tong hop
cla két qua th(r nghiém. Khi phat sinh tinh
hudng nay, PTN phai dam bao rang thiét bi sir
dung ¢6 thé cung cap do khéng dam bao do
can thiét.
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Note 5 - When the terms “standard" or "national
standard' are used in connection-with
traceability, it is assumed that these
standards fulfil the properties of primary
standards for the realization of S| units.

Note 6 - Traceability to national measurement
standards does not necessarily require the
use of the national metrology institute of the
country in which the laboratory is located.

Note 7 - If a calibration laboratory wishes or
needs to nbtain traceability from a national
metrology institute other than in its own
country, this laboratory should select a
national metrology institute that actively
participates in the activities of BIPM either
directly or through regicnal groups.

Note 8 - The unbroken chain of calibrations or
comparisons may be achieved in several
steps carried out by different laboratories that
can demonstrate traceability.

56.2.1.2 There are certain calibrations that
currently cannot be strictly made in Sl units. In
these cases calibration shall provide
confidence in measurements by establishing
traceability to appropriate measurement
standards such as:

the use of certified reference materials
provided by a competent supplier to
give a reliable physical or chemical
characterization of a material;

the use of specified methods and/or
consensus standards that are clearly
described and agreed by all parties
concerned.

Participation in a suitable programme of
interiaboratory comparisons is required where
possible.

5.6.2.2 Testing

56.221 For testing Ilaboratories, the
requirements given in 56.2.1 apply for
measuring and test equipment with measuring
functions used, unless it has been established
that the associated contribution from the
calibration ' contributes little to the total
uncertainty of the test result. When this
situation arises, the laboratory shall ensure that
the equipment used can provide the
uncertainty of measurement needed.



Chu thich - Mirc d& PTN phai tuén thi cac yéu
clu dé cap, trong 5.6.2.1 phu thudc vao su
déng gbp tuong di clia 48 khong dam bao
do trong phép hiéu chuén véi dé khéng dim
béo do téng hop. N&u viéc hidu chudn 13 y8u
t8 anh hudng 16n thi cac yéu ciu trén phai
dugc tuan thi nghiém ngét.

56.2.22 Khi din xuat clia phép do dén cac
donvi Sl la khdng thé va/hodc khang thich hop
thi cac yéu ciu tuong tu vé tinh lidn két chudn
vi du, d68i v6i mAu chudn dugc chimg nhén, cac
phuong phép thoa thuan, var‘hoéc chudn théa
thuan ciing dugc yéu cdu nhu d8i véi cac
phong hiéu chun (5.6.2.1.2).

5.6.3 Chudn chinh va mau chuidn

5.6.3.1 Chuan chinh

PTN phai ¢6 chuong trinh va thi tuc vé hiéu
chudn cac chudn chinh. Cac chudn chinh phai
duoc hidu chudn bdi mét t8 chic c¢6 thé cung
cap viéc lién két chudn nhu dugc miéu t3 trong
5.6.2.1. Chudn chinh PTN luu gilr chi dugc sur
dung d& hiéu chudn va khéng dugc sir dung
cho cac muc dich khéc, trif phi PTN ¢é thé chi
ra réng tinh n&ng cGa né nhu chudn chinh van
c6 hiéu luc. Cac chudn chinh phai dugc higu
chudn trudc va sau khi c6 bat cit hiéu chinh
nao.

5.6.3.2 Mau chuin

Khi co thé, cac mau chudn phai dan xuét t6i
cac don vi do ludng S| hodc dén cac mau
chudn dugc chimg nhan. Cac mau chudn ndi
bd phai dugc kiém tra d&n mic t6i da khi diéu
kién kinh t& va ki thuat cho phép.

5.6.3.3 Kiém tra giira ki

PTN phdi tién hanh su kiém tra can thiét theo
cac thi tuc va k& hoach da qui dlnh de duy tri
suf tin cay vé tinh trang hiéu chudn clia chudn
chinh, chudn dau, chudn so sanh hoac chudn
cong tac, va mau chudn.

5.6.3.4 Van chuyén va luu giir

PTN phai cé thd tuc quan ly an toan, van
chuyén, Iwu gilr va s dung cac chudn chinh va
mAu chudn dé phdng nglra nhiém b2n hosc hu
hdng va dé bao vé tinh nguyén ven.
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Note - The extent to which the requirements in
56.2.1 should be followed depends on the
relative contribution of the calibration
uncertainty to the total uncertainty. If
calibration is the dominant factor, the
requirements should be strictly followed.

56.2.2.2 Where traceability of measurements
to Sl units is not possible and/or not relevant,
the same requirements for traceability to, for
example, certified reference materials, agreed
methods and/or consensus standards, are
required as for calibration laboratories (see
56.2.1.2).

5.6.3 Reference standards and reference
materials

5.6.3.1 Reference standards

The laboratory shall have a programme and
procedure for the calibration of its reference
standards. Reference standards shall be
calibrated by a body that can provide
traceability as described in 56.2.1. Such
reference standards of measurement held by
the laboratory shall be used for calibration only
and for no other purpose, unless it can be
shown that their performance as reference
standards would not be invalidated. Reference
standards shall be calibrated before and after
any adjustment.

5.6.3.2 Reference materials

Reference materials shall, where possible, be
traceable to Sl units of measurement, or to
certified reference materials. Internal reference
materials shall be checked as far as is
technically and economically practicac!c.

5.6.3.3 Intermediate checks

Checks needed to maintain confidence in the
calibration status of reference, primary, transfer
or working standards and reference materials
shall be carried out according to defined
procedures and schedules

5.6.3.4 Transport and storage

The laboratory shall have procedures for safe
handling, transport, storage and use of
reference standards and reference materials in
order to prevent contamination or deterioration
and in order to protect their integrity.
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Chu thich - Céc thli tuc b8 sung c6 thé 1a cén
thi&t khi cac chuén chinh va méu chusn dugc
stf dung bén ngoai vi tri ¢8 dinh ctia PTN dé
thir nghiém, hiéu chuin hosc |y mau.

5.7 Laymau

5.7.1 PTN phdi c6 ké hoach va thl tuc I8y
méau khi PTN thuc hién 1dy mau cac chét, vat
lidu hoac san phdm ding dé thir nghiém/hiéu
chudn ti€p theo. K& hoach 18y méu ciing nhu
thi tuc 18y méu phai cb sén tai vi tri thuc hién
viéc 18y mAu. K& hoach Idy mAu phai hop ly va
phai dua vao phuong phap théng k& phu hop.
Qua trinh I8y mAu phai ghi lai cac yéu t6 dugc
kiém soat d&€ dam bao hiéu luc clia két qua thir
nghiém/hiéu chudn.

Cha thich 1 - Ly mAu 1a mdt thi tuc da xac
dinh nhd d6 mét phan chét, vat liéu ho4c san
phdm dugc |14y d& tién hanh thir nghiém/iéu
chudn mét mAu dai dién trong toan bé miu.
D6i véi chat, vat lidu hosic san phdm dugc thir
nghiém hoc hidu chusin ciing c6 thé doi hdi
viéc 18y mAu theo qui dinh ki thuét phu hap.
Trong mét s& trudng hop nhét dinh (VD phén
tich mang tinh phap ly) miu cé thd khéng
phdi 12 dai dién nhung phai duoc xac dinh gia
tri hiéu luc,

Ch thich 2 - Thi tuc 18y mAu phai midu ta viéc
Iva chon, k& hoach I8y mA3u, thu hdiva chuin
bi mét mAu hodic cac mAu tir mét hop chét,
vét liéu hoic san ph8m dé cé dudc théng tin
cén thiét.

5.7.2 Khi khach hang y&u cau sira d8i, bd
sung hoac loai bét nhing thl tuc 1dy mau da
duac van ban hoa thi nhilmg yéu céu nay phai
dugc ghi chép chi i€t cing vdi nhilg dir liéu
I&y mau phl hop va phai luu gilr toan bd i lidu
lién quan dé&n két qua thir nghiém/hiéu chudn
clng nhu phai thdng bao cho nhimg ngudi ¢
lién quan.

5.7.3 PTN phai ¢ thl tuc ghi lai dif lidu phu
hop va cac hoat ddng lién quan @én Idy miu
hinh thanh nén mdt phan hoat ddng thir nghiém
ho#c hiéu chudn ma PTN tién hanh. Cac hé so
dé phai bao gdm thd tuc ldy miu duoc sir
dung, su nhan biét ngusi 18y mau, diéu kién
mdi trudng (néu phi hop) va cac biéu do hoic
nhimg céach tuong tu dé xac dinh vi tri 18y mAu
khi can thiét va néu phi hgp cac thi tuc 18y
méau, théng ké duoc ap dung.
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Note - Additional procedures may be necessary
when reference standards and reference
materials are used outside the permanent
laboratory for tests, calibrations or sampling.

5.7 Sampling

5.7.1 The laboratory shall have a sampling
plan and procedures for sampling when it
carries out sampling of substances, materials
or products for subsequent testing or
calibration. The sampling plan as well as the
sampling procedure shall be available at the
location where sampling is undertaken.
Sampling plans shall, whenever
reasonable, be based on appropriate statistical
methods. The sampling process shall address
the factors to be controlled to ensure the
validity of the test and calibration results.

Note 1 - Sampling is a defined procedure
whereby a part of a substance, material or
product is taken to provide for testing or
calibration of a representative sample of the
whole. Sampling may also be required by the
appropriate specification for which the
substance, material or product is to be tested
or calibrated. In certain cases (e.g. forensic
analysis), the sample may not be
representative but is determined by
availability.

Note 2 - Sampling procedures should describe
the selection, sampling plan, withdrawal and
preparation of a sample or samples from a
substance, matenal or product to yield the
required information.

5.7.2 Where the client requires deviations,
additions or exclusions from the documented
sampling procedure, these shall be recorded in
detail with the appropriate sampling data and
shall be included in all documents containing
test and/or calibration results, and shall be
communicated to the appropriate personnel.

57.3 The laboratory shall have procedures
for recording relevant data and operations
relating to sampling that forms part of the
testing or calibration that is undertaken. These
records shall include the sampling procedure
used, the identification of the sampler,
environmental conditions (if relevant) and
diagrams or other equivalent means to identify
the sampling location as necessary and, if
appropriate, the statistics the sampling
procedures are based upon.



5.8 Quan ly mau thir nghiém va hidu chusn

58.1  PTN phdi cé nhimg thd tuc v8 van
chuyén, tiép nhan, quan ly, I gilr, bio v8, Iuu
trir va hodc thanh ly cac mdu thi nghiém
va/moac hiéu chudn bao gém moi qui dinh can
thiét dé bao vé tinh toan ven clia miu thir
nghiém va/hosc hidu chuidn va a8 blo vé
quyén Ioi cla PTN va khach hang.

582 PTN phai c6 mét hé thdng ma hoa
mau thr nghiémva/hosc hidu chuin. Viéc ma
hoa mau phai duoc duy tri tai PTN trong suét
théi gian mAu t3n tai & PTN. Hé théng ma hoa
méu phai dugc thiét k& va hoat ddng sao cho
c6 thé dam bao miu khdng thé bi nhdm 1&n
trén thue t& hoac khi dugc vién din dén hé so
hodc cac tai liéu khac. H& thdng ma hoa nay
phai cho phép viéc sip x&p thanh cac nhém
méu nhd hon ho3c cho phép viéc chuyén cac
mé&u d&n hoac t PTN di néu phi hop.

5.8.3 PTN phai ghi vao hd so khi nhan mau
thir nghiém va/hoac hidu chudn khi thdy co bat
c khac biét hoic cb sai léch so vdi cac diéu
kién da qui dinh hodc trong cac phuong phap
thit nghiém ho3c hiéu chudn. Khi cé bat cir
nghi ngd nao vé su phu hop cla méu thir
nghiém va/hoac hiéu chudn hodc khi c6 mot
mau khdng phi hop vdi su midu t3 da cung
cép, ciing nhu phép thir hodc hidu chudn dugc
yéu cau khdng dugc qui dinh chi tidt, thi PTN
phai trao d8i y kién véi khach hang vé huéng
dén bd sung trudc khi tién hanh ciing nhu phai
ghi lai cudc trao ddi y kién nay.

584 PTN phai cé thd tuc va phuong tién phi
hop dé tranh hu hdng, mat mat hoac t3n hai
dén mau thir nghiém/iéu chudn trong khi luu
gilr, quan ly va chudn bi. PTN phai ap dung
hudng dan vé quan ly mau duge cung cap cing
mau. Khi mdu phai luu gilf trong cac diéu kién
moi trudng qui dinh thi cac diéu kién dé phai
duoc duy tri, kiém soat va ghi chép lai. PTN
phai lwu git cdn than mau thdr nghiém/iéu
chudn hodc cac phan clia miu, PTN phai cé
qui dinh vé Iwu gilr va tinh an toan dé bdo vé
tinh trang va tinh nguyén ven clia mau va cac
phan mau lién quan.

Chu thich 1 - N&u cac miu thir nghiém/hidu
chuén dugce sl dung lai sau khi thif nghiém thi
PTN cén phai d&c biét quan tdm dé dam bio
cac mu nay khdng bi pha huy hodc tén hai
trong qua trinh quan ly, th nghiém ho#c
trong qua trinh luu gilt/ ché dai.
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5.8 Handling of test and calibration items

581 The laboratory shall have procedures
for the transportation, receipt,.handling,
protection, storage, retention and/or disposal of
test and/or calibration items, including all
provisions necessary to protect the integrity of
the test or calibration item, and to protect the
interests of the laboratory and the client.

5.82 The laboratory shall have a system for
identifying test and/or calibration items. The
identification shall be retained throughout the
life of the item in the laboratory. The system
shall be designed and operated so as to
ensure that items cannot be confused
physically or when referred to in records or
other documents. The system shall, if
appropriate, accommodate a sub-division of
groups of items and the transfer of items within
and from the laboratory.

5.8.3  Upon receipt of the test or calibration
item, abnormalities or departures from normal
or specified conditions, as described in the test
or calibration method, shall be recorded. When
there is doubt as to the suitability of an item for
test or calibration, or when an item does not
conform to the description provided, or the test
or calibration required is not specified in
sufficient detail, the laboratory shall consult the
client for further instructions before proceeding
and shall record the discussion.

584 The laboratory shall have procedures
and appropriate facilites for avoiding
deterioration, loss or damage to the test or
calibration item during storage, handling and
preparation. Handling instructions provided
with the item shall be followed. When items
have to be stored or conditioned under
specified environmental conditions, these
conditions shall be maintained, monitored and
recorded. Where a test or calibration item or a
portion of an item is to be held secure, the
laboratory shall have arrangements for storage
and security that protect the condition and
integrity of the secured items or portions
concerned.

Note 1 - Where test items are to be retumed
into service after testing, special care is
required to ensure that they are not damaged
or injured during the handling, testing or
storing/ waiting processes.
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Chu thich 2 - Mét tha tuc 18y mAu va thdng tin
vé& luu gilr va van chuyén miu, bao gém ca
théng tin vé cac yéu t§ &y mAu anh hudng
dén két qua thif nghiém/iéu chudn cén dugc
cung c&p cho nhing ngudi cé trach nhiém vé
18y va van chuyén méu.

Chu thich 3 - Ly do d& luu gilr an toan mAu hiéu
chun/ thir nghiém cé thé 1a do hé so yéu
cdu, do doi hdi an toan hoic gia tri cla miu,
ho#c dé ti€n hanh cac phép hiéu chudn/ thir
nghiém dudc thuc hién sau nay.

59 Dam bio chat lugng két qua thd
nghiém va hiéu chuan

PTN phai c6 cac thl tuc kiém soat chét lugng
dé ki€ém tra tinh hiéu luc cla phép thir nghiém
va hidu chudn da thuc hién. Dir liéu két qua
phai dugc ghi chép sao cho cé thé nhan biét
cac khuynh huéng dién bién ctia cac két qua
va néu cé thé can phai ap dung ki thuat thdng
k& d& xem xét céc két qua. Viéc kiém tra nay
phai dugc 1&n k& hoach, soat xét lai va co thé
bao gém nhung khdng gidi han &:

a) sifdung thudng xuyén cac mau chuz{fn duge
ching nhan va/ho3c kiém soat chat lugng
ndi bd qua viée st dung cac mau chudn thit,

b) tham gia vac cac chuong trinh sc sanh lién
phong va th{r nghiém thanh thao;

c) thuc hién lai cac phép thd nghiém ho3c
hidéu chudn sir dung cling mdt phuong phap
hodc cac phuang phap khac nhau;

d) thtf nghiém hoac hiéu chudn lai cac méu luu;

e) tuong quan cla két qua tr nhing dac tinh
khac nhau clia mét mau.
Chu thich - Cac phuong phap phai phi hdp véi
chiing loai va khdi lugng cong viéc thuc hién

5.10 Béao cdo két qui
5.10.1 Yéu cdu chung

Cac két qua cla mdi phép thit nghiém, hiéu
chudn ho#c mét loat cac phép thir, hiéu chudn
do PTN thuc hién phai dugc baoe cao chinh xac,
ré rang, khdng ma hd va khach quan ciing nhu
phai phii hop véi cac chi dan cu thé trong
phuong phap thir nghiém hoac hiéu chuin.

Thong thuong cac két qua phai dugc bao céo
trong bao cao thir nghiém hoac gidy chimg nhan
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Note 2 - A sampling procedure and information
on storage and transport of samples,
including information on sampling factors
influencing the test or calibration result,
should be provided to those responsible for
taking and transporting the samples.

Note 3 - Reasons for keeping a test or
calibration item secure can be for reasons of
record, safety or value, or to enable
complementary tests andlor calibrations to be
performed later.

59 Assuring the quality of test and
calibration resuits

The laboratory shall have quality control
procedures for monitoring the validity of tests
and calibrations undertaken. The resulting data
shall be recorded in such a way that trends are
detectable and, where practicable, statistical
techniques shall be applied to the reviewing of
the results. This monitoring shall be planned
and reviewed and may include, but not be
limited to, the following:

a) regular use of cerlified reference materials
and/er internal quality control  using
secondary reference materials;

b) participationin interiaboratory comparison
or proficiency-testing programmes;

c) replicate tests or calibrations using the
same or different methods;

d) relfesting or recalibration of retained items;

e) correlation of results for different

characteristics of an item.

Note - The selected methods should be
appropriate for the type and volume of the
work undertaken.

5.10 Reporting the results
5.10.1 General

The results of each test, calibration, or series of
tests or calibrations carried out by the
laboratory shall be reported accurately, clearly,
unambiguously and objectively, and in
accordance with any specific instructions in the
test or calibration methods.

The results shall be reported, usually in a test



hiéu chudn (xem chu thich 1), va phai bao gém
14t ca cac théng tin ma khach hang y8u cdu va
can dé di&n gidi cac két qua thir nghidm va hidu
chudn cng nhu t4t ca cac thdng tin theo yéu
cau cla phuong phéap d3 sl dung. Théng tin nay
thuong & cac ndi dung dugc yéu cau trong
5.10.2va 5.10.3 hoac 5.10.4.

K&t qua cé thé dugc bao cao theo cach don
gian hon trong trudng hgp cac phép thlr hoi3c
hiéu chudn dugc thuc hién cho khach hang ndi
bd, hoac trong trudng hop cé mét thod thuan
béng van ban vai khach hang. Néu cac théng
tin liét k& trong muc 5.10.2 dén 5.10.4 khdng
duoc thdng bao tdi khach hang thi phai cé sén
trong PTN noi thuc hién thir nghiém va/ hoic
hiéu chudn.

Chu thich 1 - Cac bao cao thif nghiém va gidy
chiing nhén hiéu chuén déi khi cling dudc goi
tuong (ng la gidy chitng nhan thl nghiém
hoZc bién ban hiéu chuan.

Chu thich 2 - Cac bién ban thit nghiém ho3c
gidy chimg nhan hiéu chudn c6 thé ban hanh
dudi hinh thifc 14 ban in trén gidy ho#c truyén
dir lidu bing dién tif véi didu kién Ia dap (mg
cac yéu ciu cla tiéu chudn nay.

5.10.2 Bién bén th{r nghiém va gidy chimg
nhan hiéu chuin

M@i bién ban thir nghiém ho#c gidy chimg nhan
hiéu chudn phai bao gém it nhit cac théng tin
sau, trir khi PTN c6 ly do chinh dang dé khéng
tuan theo:

a) tiéu dé, vi du: bién ban thir nghiém hoac
“gidy chimg nhan hiéu chudn";

b) tén va dia chi cia PTN va vi tri nai tién
hanh th&t nghiém ho3c hiéu chudn néu
khac véi dia chi ctia PTN;

c) s6 ma hiéu thong nhdt cla bién ban thir
nghiém hogc gidy chimg nhan hiéu chuén
(ché&ng han sd seri) va trén méi trang phdi c6
mé hiéu d& dam bao ring trang d6 dugc thisa
nhan nhu & mét phancuahénbénﬂw
nghiém ho3c gidy ching nhan hiu chudn va
xac dinh r rang phéan két thic cla bién ban
thir nghiém hoac gidy chimg nhan hiéu chudn;

d) ténva dia chi cla khach hang;
e) néu phuong phap da s dung;

f) miéu ta, tinh frang va xac dinh ré rang mau
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report or a calibration certificate (see note 1),
and shall include all the information requested
by the client and necessary for the
interpretation of the test or calibration results
and all information required by the method
used. This information is normally that required
by 5.10.2, and 5.10.3 or 5.10 4.

In the case of tests or calibrations performed
for internal clients, or in the case of & written
agreement with the cllent, the results may be
reported in a simplified way. Any information
listed in 5.10.2 to 5.10.4 which is not reported
to the client shall be readily available in the
laboratory which carried out the tests and/or
calibrations.

Note 1 - Test reports and calibration certificates
are sometiies oolled test certificatas and
calibration reports, respectively.

Note 2 - The test reports or calibration
certificates may be issued as hard copy or
by electronic data transfer provided that the
requirements of this Standard are met.

510.2 Test
certificates

reports and calibration

Each test report or calibration certificate shall
include at least the following information,
unless the laboratory has valid reasons for not
doing so:

a) a title (e.g. Test Reporto or "Calibration
Certificate");

b) the name and address of the laboratory,
and the location where the tests andlor
calibrations were carried out, if different
from the address of the laboratory;

c) unique identification of the test report or
calibration certificate (such as the seral
number), and on each page an
identification in order to ensure that the
page is recognized as a part of the test
repoit or calibration certificate, and a clear
identification of the end of the test report or
calibration certificate;

d) the name and address of the client;
e) identification of the method used;

f) a description of, the condition of and
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da thir nghiém ho#c hiéu chuan;

g) ngay nhan mau thif hodc hiéu chudn, trong
trudng hop diéu dé 1a quan trong doi véi
hiéu luc va (mg dung két qua, ngay thang
thuc hién thir nghiém hoac hiéu chuan;

h) vién d&n d&n k& hoach va cac thd tuc 1dy
méu ma PTN hoac cac t3 chitc khac da sl
dung néu cb lién quan dén hiéu luc hoic
(mg dung cla cac két qua

i) cac két qud thlr nghiém hoac hiéu chudn
clng vdi cac don vi do Iudng, néu thich hop

j) tén, chic vy, chir ky ho3c nhan dang tuong
duong clia ngudi cé thdm quyén cap gidy
chimg nhan hiéu chudn ho#c bién ban thir
nghiém;

k) khi thich hgp, cdng b vé tinh hiéu Iuc cla
cac két qua chi lidn quan dén cac mau da
dugc thir nghiém ho#c hiéu chuin.

Chu thich 1 - Cac ban sao y ban chinh cba gidy
chimg nh&n hiéu chudn ho3c bién ban thir
nghiém ciing phai bao gém s6 trang va téng
sé trang.

Chu thich 2 - Khuy&n nghi ring, PTN nén c6
mét céng bd chi ra réing bién ban thir nghiém
ho#c gidy chimg nhan hiéu chudn khéng dugc
sao chép lai ngoai tnr toan bd néu khéng
duac su d6ng y bing vin ban clia PTN.

5.10.3 Bién ban thir nghiém

5.10.3.1 BS sung thém vao cac yu cau da
néu trong 5.10.2 bién ban thir nghiém phai bao
gdm cac thdng tin sau néu can thiét dé dién
giai cac két qua thir nghiém:

a) cac sai khac tUrviéc thém hoac bét di so véi
phuong phap thlr nghiém va thdng tin vé
diéu kién thir nghiém cu thé nhu: diéu kién
moi trudng;

b) khi thich hop, cong b6 su phi hap/khéng
phi hop so véi cac yéu cau va/hodc cac qui
dinh ki thuét;

¢) khi thich hap, cdng bé dd khdng d3m bao
do da dugc ubc lugng: thdng tin vé do
khdng d3dm bao do la can thiét trong cac
bién ban thir nghiém khi cé lién quan dén
hiéu Iyc hodc Ung dung clia k&t qud thir
nghiém, khi khach hang yéu cau ho¥c khi
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unambiguous identification of the item(s)
tested or calibrated;

g) the date of receipt of the test or calibration
item(s) where this is critical to
the validity and application of the results,
and the date(s) of performance of the test
or calibration;

h) reference to the sampling plan and
procedures used by the laboratory or other
bodies where these are relevant to the
validity or application of the results;

i) the test or calibration results with, where
appropriate, the units of measurement;

j) the name(s), function(s) and signature(s) or
equivalent identification of person(s)
authorizing the test report or calibration
certificate;

k) where relevant, a statement to the effect
that the results relate only to the items
tested or calibrated.

Note 1 - Hard copies of test reports and
calibration certificates should also include the
page number and total number of pages.

Note 2 - It is recommended that laboratories
include a statement specifying that the test
report or calibration certificate shall not be
reproduced except in full, without written
approval of the laboratory.

5.10.3 Test reports

5.10.3.1 In addition to the requirements listed
in 5.10.2, test reports shall, where necessary
for the interpretation of the test results, include
the following:

a) deviations from, additions to, or exclusions
from the test method, and information on
specific  test conditions, such as
environmental conditions:

b) where relevant, a statement of compliance/
non-compliance with requirements and/or
specifications;

¢) where applicable, a statement on the
estimated uncertainty of measurement:
information on uncertainty is needed in test
reports when it is relevant to the  validity
or application of the test results, when a
client's instruction so requires, or when the



dd khéng dam bao do anh hudng téi su phi
hop vai mdt gidi han clia qui dinh ki thuat;

d) cac nhan xét va gidi thich khi cin va cén
thiét va dugc yéu cau ( xem 5.10.5);

e) thong tin bd sung ma cac phuong phap cu
thé, khach hang hodc cac nhém khach
hang c6 thé yéu cau.

5.10.3.2 B3 sung vao cac yéu ciu da néu trong
5.10.2 va 5.10.3.1, néu can thiét dé dién giai
cac két qua thlr nghiém thi bao cao thif nghiém
bao gém thdng tin sau:

a) ngay lay mau;

b) xac dinh rd rang vé chat, vat ligu hodc san
phdm dugc |8y mau (bao gdm t&n cda nha
san xudt, kiBu ho3c loai ki hiéu va sé xeri,
néu thich hop);

¢) vi tri 13y miu bao gém cac biéu dé, ban dé
ho#c anh;

d) vién dan k& hoach va thii tuc da sir dung dé
ldy mau;

e) cac chi tiét clia moi diéu kién mdi trudng
trong qua trinh 18y mau cé thé &nh hudng
tGi dién gii két qua thir nghiém;

f) moi tiéu chudn hoac qui dinh ki thuét khac
vé phuong phap hoac th tuc I1dy miu va
cac sai khac thém vao hoic bdt di so véi
qui dinh ki thuat lién quan.

510.4 Gidy chimg nhan hiéu chuan

5.10.4.1 Ngoai cac yéu cau da néu trong
5.10.2 gidy chimg nhan hig¢u chudn cdn phai
bao gém nhimg thdng tin sau, khi can thiét, dé
dién gidi cac két qua hiéu chuan:

a) cac diéu kién (vi du mdi truong) khi thuc
hién hiéu chudn ma cé anh hudng t6i cac
két qua do;

b) dd khéng dam bao do va/hodc cdng b su
phi hop véi mét yéu cau ki thuat do luéing
xac dinh hodc cac diéu clia y&u cau dé;

¢) béng ching ring cac phép do duoc lién két
chuan (xem chu thich 2 trong 5.6.2.1.1)

5.10.4.2 Gidy chimg nhan hiéu chudn chi phai
lién quan t&i cac dai lugng va két qua clia cac
phép thir chitc nang. Néu cé cdng b vé su phi
hop véi mdt qui dinh ki thuat thi cdng bd nay
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uncertainty affects compliance to a
specification limit;

d) where appropriate and needed, opinions
. and interpretations (see 5.10.5);

e) additional information which may be
required by specific methods, clients or
groups of clients.

5.10.3.2 In addition to the requirements listed
in 5.10.2 and 5.10.3.1, test reports containing
the results of sampling shall include the
following, where necessary for the
interpretation of test results:

a) the date of sampling;

b) unambiguous identification of the
substance, material or product sampled
(including the name of the manufacturer,
the model or type of designation and serial
numbers as appropriate);

c) the location of sampling, including any
diagrams, sketches or photographs;

d) a reference to the sampling plan and
procedures used;

e) details of any environmental conditions
during sampling that may affect the
interpretation of the test results;

f) any standard or other specification for the
sampling method or procedure, and
deviations, additions to or exclusions from
the specification concerned.

5.10.4 Calibration certificates

5.10.4.1 In addition to the requirements listed
in 5.10.2, calibration certificates shall include
the following, where necessary for the
interpretation of calibration results:

a) the conditions (e.g. environmental) under
which the calibrations were made that have
an influence on the measurement results;

b) the uncertainty of measurement andlor a
statement of compliance with an identified
metrological specification or clauses there of;

c) evidence that the measurements are
traceable (see note 2in 5.6.2.1.1).

5.10.4.2 The calibration certificate shall relate
only to quantities and the results of functional
tests. If a statement of compliance with a
specification is made, this shall identify which
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phai xac dinh rd rang diéu ndo cla qui dinh ki
thuat dugc dap (ng va diéu nao khdng. Khi dua
ra cong bd vé su phl hop vdi mét qui dinh ki
thuat bd qua céc két qua do lugng va dd khdng
dam bao do kém theo thi PTN phdi ghi lai cac
két qua nay va luu gilr ching d& c6 thé vién
dén lai trong tuong lai.

Khi dua ra cong bd vé su phl hgp thi PTN phai
tinh dén dd khdng dam bao do

5.10.4.3 Khi mdt thiét bi higu chudn duoc hiéu
chinh hoac dugc sifa chita thi cac két qué higu
chudn trudc va sau khi hiéu chinh hosc sl
chita phai dugc ghi lai néu ¢

6.10.4.4  Giély ching nhan hiéu chudn (ho3c
tem hiéu chudn) khéng dugc bao gém bt cu
khuy&n nghi nao vé thdi han hiéu chudn trif khi
diéu nay da dugc thoa thuan véi khach hang.
Yéu cau nay cé thé dugc thay thé bang cac qui
dinh mang tinh phap luat.

5.10.5 Nhan xét va dién gidi

Khi dua ra nhan xét va dién giai thi PTN phai
1ap thanh van ban vé co sd dé dua ra nhan xét
va didn gidi. Cac nhan xét va dién gidi phai
dugce ghi rdé rang nhu trong béo cao thif nghiém

Chu thich 1 - Khdng nén c6 su nhdm 1An nhan
xét va din giai v6i gidm dinh va ching nhéan
san phdm nhu dugc dé cép trong TCVN
ISO/IEC 17020 va trong ISO/IEC Guide 65.

Chu thich 2 - Nhan xét va didn gidi trong bao
céo thir nghiém c6 thé bao gém, nhung
khéng gidi han & cac diém sau:

- nhén xét vé su phi hap/khéng phi hop cda
cac két qua so véi cac yéu clu

- viéc dap (g cac yéu cau trong hap déng
- khuyén nghi vé cach thirc st dung két qua
- hu8ng dan ddi véi viéc cdi tién

Chu thich 3 - Trong nhiéu truding hop viéc théng
bdo cic nhan xét va gidi thich bing cach dsi
thoai tnsc tiép véi khach hang cb thé 14 thich hop.
Su déi thoai nhu vay phéi duoc viét thanh vin
ban.

5.10.6 K&t qua thir nghiém va hiéu chuidn
nhan dugc tir nha thiu phu

Khi bién ban thir nghiém cé cac két qua thir
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clauses of the specification are met or not met.
When a statement of compliance with a
specificaton is made omitting the
measurement  results and  associated
uncertainties, the laboratory shall record those
results and maintain them for possible future
reference.

When statements of compliance are made, the
uncertainty of measurement shall be taken into
account.

5.10.4.3 When an instrument for calibration
has been adjusted or repaired, the calibration
results before and after adjustment or repair, if
available, shall be reported.

5.10.4.4 A calibration certificate (or calibration
label) shall not contain any recommendation on
the calibration interval except where this has
been agreed with the client. This requirement
may be superseded by legal regulations.

5.10.5 Opinions and interpretations

When opinicns and interpretations are
included, the laboratory shall document the
basis* upon which the opinions and
interpretations have been made. Opinions and
interpretations shall be clearly marked as such
in a test report.

Note 1 - Opinions and interpretations should not
be confused with inspections and product
certifications as intended in TCVN ISO/IEC
17020 and 1ISO/IEC Guide 65.

Note 2 - Opinions and interpretations included in
a test report may comprise, but not be limited
to the following:

- an opinion on the statement of compliance /
noncompliance of the results with
requirements;

- fulfilment of contractual requirements:;

- recommendations on how to use the results;

- guidance to be used for improvements.

Note 3 - In many cases it might be appropriate
to communicate the opinions and
interpretations by direct dialogue with the
client. Such dialogue should be written down.

5.10.6 Testing and calibration
obtained from subcontractors

results

When the test report contains results of tests



nghiém do nhimg nha thau phu thuc hién thi
cac két qua nay phai dugc chi ra mdt cach rd
rang. Nha thadu phu phai thdng bao két qua thr
nghiém b&ng van ban hodc qua cac phuong
tién dién tr.

Né&u phép hiéu chudn do nha thdu phu thuc
hién thi nha thu phu phai c8p gify ching nhan
hiéu chudn cho PTN dang hop d6ng.

5.10.7 Chuyén giao két qua biing dién tir

Trong truding hop cac két qua thf nghiém hoac
hiéu chudn duoc chuyén bing dién thoai, telex,
may fax hodc cac phuong tién dién to hoc
dién tir khac thi cac yéu ciu clia tiéu chudn nay
phai duoc dap (ng (xem 5.4.7).

5.10.8 Hinh thic bién ban va gidy chimg
nhan

Hinh thic cla bién ban va gidy chimg nhan
phai duoc thiét k& phU hop véi méi loai phép
thir hoac hidu chudn duge tién hanh va dé giam
16i da kha nang hiéu sai hoac lam dung.

Chu thich 1 - PTN phéi quan tam t8i cach trinh
bay bao cdo thr nghiém va gidy chimg nhén
hiéu chusn dic biét quan tam téi cach dién
giai dif liéu thit nghiém hoZc hidu chudn va
lam cho ngudi doc dé tiép thu.

Chu thich 2 - Céac tiéu dé phai dudc tiéu chusn
hoa t6i da.

5.10.9 Sira ddi bd sung thir nghiém hodc
gidy chimg nhan hiéu chudn

Viéc slfa ddi b3 sung ndi dung bao cao thir
nghiém hodc gidy chimg nhén hiéu chudn sau
khi 33 ban hanh chi duoc thue hién dusi dang
cta mot tai liéu bd sung hoic truyén dir liéu va
can kém theo tuyén bd: "B sung cho bién ban
thtr nghiém [hodc gidy ching nhan hiéu
chudn), s6 xéri... [ho3c cac nhan dang khac]"
hodc hinh thit nhan dang tuong duong. Viéc
stfa ddi nhu vay phai dap ing duoc tat ca cac
y&u cau cla tiéu chudn nay

Khi ¢dn ban hanh mdt bao cdo th(r nghiém
hoac gidy chimg nhan hiéu chudn hoan toan
mdi thi bao céo va gidy ching nhan nay phai
dugc nhan bidt mdt cach don nhat va phai vién
dAn tdi bao cao va gidy chimg nhan géc ma né
thay thé.
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performed by subcontractors, these results
shall be clearly identified. The subcontractor
shall report the results in writing or
electronically.

When a calibration has been subcontracted,
the laboratory performing the work shall issue
the calibration certificate to the contracting
laboratory.

5.10.7 Electronic transmission of results

In the case of transmission of test or calibration
results by telephone, telex, facsimile or other
electronic or electromagnetic means, the
requirements of this Standard shall be met (see
also 54.7).

5.10.8 Format of reports and certificates

The format shall be designed to accommodate
each type of test or calibration carried out and
to minimize the possibility of misunderstanding
or misuse.

Note 1 - Attention should be given to the lay-oit
of the test report or calibration certiticate,
especially with regard to the presentation of
the test or calibration data and ease of
assimilation by the reader.

Note 2 - The headings should be standardized
as far as possible.

5.10.9 Amendments to test recons ano
calibration certificates

Material amendments to a test report or
calibration certificate after issue shall be made
only in the form of a further document, or data
transfer, which includes the statement:
"Supplement to Test Report [or Calibration
Certificate], serial number ... [or as otherwise
identified]", or an equivalent form of wording.
Such amendments shall meet all the
requirements of this Standard.

When it is necessary to issue a complete new
test report or calibration certificate, this shall be
uniquely identified and shall contain a
reference to the original that it replaces.
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Phu luc A
(tham khao)

Chi dan tham khao so sanh vdi 1ISO 9001:1994 va ISO 9002:1994

Chu thich - Ban tiéng Viét khdng sir dung phu luc nay.
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Phu luc B
(tham khao)

Huéng dan cho viéc ap dung trong
céc linh vuc cu thé

B1 Cac yéu ciu cu thé trong tidu chudn nay
dugc dién dat cho cac trudng hgp chung va khi
dem ap dung cho tat ca cac phéng thif nghiém
va hiéu chuan cé thé can phai c6 thém cac giai
thich. Trong tai liéu nay cac giai thich vé viéc
ap dung nhu vay dugc goi 1a hudng dan ap
dung. Cac huéng dan ap dung khdng dugc co
nhimg y&u cau chung bd sung khac vdi nhimg
yéu cau da c6 trong tiéu chuin nay.

B2 Hudng dan ap dung cé thé dugc xem nhu
l& mét su trinh bay ti mi clia cac yéu cadu chung
cla tidu chudn nay cho cac linh vuc thif nghiém
hoac hidu chudn cu thé, cac ki thuat thd
nghiém, cac san pham, vat liéu hodc cac phép
thtr nghiém ho3c hiéu chudn cu thé. Do dé,
hudng dan ap dung phai dugc thiét lap bdi
nhitng ngudi cé trinh dé va kinh nghiém ki thuat
thich hap va phai gém cac diéu khoan can thiét
ho3c rat quan trong cho viéc tién hanh mat
cach chinh xac mdt phép thir nghiém hoac hiéu
chuan

B3 Tuy thudc vao (mg dung cu thé cé thé can
phai lap huéng dan (g dung cho cac yéu cau
ki thuat clia tiéu chudn nay. Thiét lap cac
huéng d&n Ung dung c6 thé hoan thanh qua
viéc cung cap chi tiét hoac thém cac théng tin
bd sung cho cac yéu cau chung trong timg diéu
khoan (vi du gidi han cu thé vé nhiét dd va dd
am trong PTN)

Trong mét vai trudng hap cac hudng dan (g
dung sé chi gidi han ap dung ddi vdi phuong
phap thir hoic hiéu chudn da xac dinh hodc
mdt nhém cac phuong phap thlr hodc hiéu
chudn. Trong nhing trudng hop khac cac
huéng dan (ng dung cé thé ap dung réng cho
cac san phdm thi nghiém ho3c hiéu chudn
ho3c toan bd hang muc cla céac linh vuc thir
nghiém ho3c hiéu chudn khac nhau

B4 Néu ap dung hudng dan (mg dung cho mét
nhém cac phuong phap thir hodc hiéu chudn
trong mdt linh vuc ki thuat hoan toan cu thé,
cach di&n dat chung nén s dung cho tat ca
cac phuong phap.
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Annex B
(informative)

Guidelines for establishing
applications for specific fields

B.1 The requirements specified in this
Standard are stated in general terms and, while
they are applicable to all test and calibration
laboratories, explanations might be needed.
Such explanations on applications are herein
referred to as applications. Applications should
not include additional general requirements not
included in this Standard.

B.2 Applications can be thought of as an
elaboration of the generally stated criteria
(requirements) of this Standard for specified
fields of test and calibration, test technologies,
products, materials or specific tests or
calibrations.Accordingly, applications shall be
established by persons having appropriate
technical knowledge and experience, and shall
address items that are essential or most
important for the proper conduct of a test or
calibration.

B.3 Depending on the application at hand, it
may be necessary to establish applications for
the technical requirements of this Standard.
Establishing applications may be accomplished
by simply providing detail or adding extra
information to the already generally stated
requirements in each of the clauses (e.g.
specific limitations to the temperature and
humidity in the laboratory).

In some cases the applications will be quite
limited, applying only to a given test or
calibration method or to a group of calibration
or test methods. In other cases the
applications may be quite broad, applying to
the testing or calibration of various products or
items or to entire fields of testing or calibration.

B.4 If the applications apply to a group of test
or calibration methods in an entire technical
field, common wording should be used for all of
the methods.
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Tuy theo su Iua chon, cé thé can xay dung mét
{ai liéu riéng cla cac hudng dan (g dung dé
b3 sung cho tiéu chudn vé cac loai cu the hoac
car nhom cac phép thir hoac hiéu chudn, cac
san pham, vat lidu hoac cac linh vuc ki thuat
cla cac phép thir hoac hiéu chuan. Tai liéu do
chi nén cung cap nhing théng tin bo sung can
thi€t trong khi van duy tri tiéu chudn nay nhu
mét tai liéu tham khao.

Can tranh cac hudng dan (ng dung qua cu thé
dé gidi han su phat trién clia cac tai liéu chi tiét

B5 Hudng dan trong phan phu luc nay cé thé
duge sir dung cho cac co quan céng nhan va
cac dang khac clia cac t8 chic danh gia khi ho
xdy dung cac hudng dan ing dung cho cac
muc dich rié ng (vi du: cdng nhan trong cac
pham vi cu thé).

48

Alternatively, it may be necessary to develop a
separate document . of applications to
suprlement this Standard for specific types or
groups of tests or calibrations, products,
materials or technical fields of tests or
calibrations. Such a document should provide
only the necessary supplementary information,
while maintaining this Standard as the
governing document through reference.

Applications which are too specific should be
avoided in order to limit the proliferation of
detailed documents.

B.5 The guidance in this annex should be
used by accreditation bodies and other types of
evaluation bodies when they develop
applications for their own purposes (e.g.
accreditation in specific areas).
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