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L&i néi diu
TCVN ISO/IEC 17025:2017 thay th& cho TCVN ISO/IEC
17025:2007.

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

TCVN ISO/IEC 17025:2017 do Ban ky thuat Tiéu chuin

Quéc gia TCVN/CASCO Bénh gig s pha hop bién soan,

Tong cyc Tidu chudn Do lwong Chét ivgng d& nghi,
B Khoa hoc va Cang nghé cang b

TCVN ISO/IEC 17025:2017
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L&t gioi thiéu

Tiéu chuén nay dwoc xdy dyng nhim thic ddy sv
tin cay trong hoat dong cla cac phong thi nghiém.
Tiéu chudn nay bao gdm cac yéu ciu ddi voi
phéng thi nghiém, gitp phong thi nghiém chitng td
minh hoat dgng c6 nang lwc va cd kha ndng cung
cép cac két qua co gia tr st dyung. N6i chung, cac
phéng thi nghiém tuan theo tiéu chudn nay cling
s& van hanh theo cac nguyén tic clia TCVN ISO
9001.

Tiéu chudn nay yéu ciu phong thi nghiém hoach
dinh va thyc hign cac hanh déng nham giai quyét
riii ro va co hoi. Viéc gidi quyét ca rdi ro va co hoi
tao co s& cho viéc nang cao hiéu lyc clia hé
thdng quan ly, dat dwgc cac két qua tét hon va
ngan nglra nhirng anh hwéng tiéu cwe. Phong thi
nghiém chju trach nhiém d6i v&i vidc quyét dinh
nhirng rii ro va co’ hdi ndo cn dwoc gidi quyét.

Viéc str dung tiéu chuan nay sé tao thuan lgi cho
sw hop tac gitra cac phong thi nghiém va cac co
quan khac, hé tro trong viéc trao d@di thong tin va
kinh nghiém va trong viéc hai hoa cac tiéu chuin
va tht tuc. Viéc chdp nhan két qua gilva cac nwéc
cling sé thuan loi khi cac phong thi nghiém déu
tuan theo tiéu chuén nay.

Trong tiéu chuén nay, i

- “phai" chi mét yéu cau;

~  “can/nén” chi mot khuyén nghi;

- “dwoc phép” chi s cho phép;

~  “coth&" chi mdt kha nang hodc nang lirc.

Véi myc dich nghién ctru, khuyén khich nguoi
diing chia s& quan diém clia minh v& tiéu chuén
ndy va cac ndi dung wu tién thay ddi trong nhivng
phién ban tiép theo. BAm vao lién két sau dé tham
gia khao st trrc tuyén: 17025 ed3 usersurvey

Introduction

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

requirements for laboratories to enable them to

of laboratories. document
demonstrate they operate competently, and are
able to generate valid results. Laboratories that
conform to this document will also operate
generally in accordance with the principles of SO
9001.

This document requires the laboratory to plan and
actions to address risks and
Addressing  both
opportunities establishes a basis for increasing the

system,

implement
opportunities. risks and
effectiveness of the management

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

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

this document.

In this document, the following verbal forms are
used:

“shall” indicates a requirement;

“should” indicates a recommendation;

“may” indicates a permission;

“can” indicates a possibility or a-capability.

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

survey: 17025 ed3 usersurvey
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Yéu cau chung vé nidng lyc cia

phong thir nghiém va hiéu chuén

General requirements for the competence

of testing and calibration [aboratories

1 Pham vi ap dung

Tiéu chuin nay quy dinh cac yéu cdu chung vé
nang lire, tinh khach quan va tinh nhat quan trong
hoat djng clia cac phong thi nghiém (xem 3.6).

Tiéu chudn nay 4ap dung cho t4t cd cac td chirc
thirc hién hoat dgng thi nghiém, khdng phan biét
vé s6 lrgng nhan vién.

Khéch hang cla phong thi nghiém, co’ quan quéan
ly, cac td chirc va cac chwong trinh str dung danh
gi4 dong déng, cac td chirc cong nhan va céac td
chirc khac sl dung tiéu chuan nay trong viéc xac
nhén hodc thira nhan nang lyc clia cac phong thi
nghiém.

2 Tailiéu vién dan

Cac tai liéu vign dan dwéi day rat can thiét cho
vigc &p dung tiéu chuan nay. BGi voi céc. tai fidy
‘ghi n&m céng b thi 4p dung ban dwgc néu. D
voi cac tai ligu khéng ghi ndm cong b6 thi &p dung
bén méi nhat (bao gém ca céc stra ddi).

TCVN 6165, Tir ving quéc té vé do luvdmg hoc —
Céc khai niém, thuét ngi chung va co ban (VIM)Y

" Tai lidu ndy clng dwgc biét dén giéng nhi JCGM 200

1 Scope

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

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

Laboratory customers, regulatory authorities,

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

competence of laboratories.

2 Normative references

4

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

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

Tiéu chudn nay 4p dung céc thuat nglr va dinh
nghta trong TCVN 6165, TCVN ISO/IEC 17000 va
cac thuat nglr va dinh nghta dwél day.

- 1SO va |EC cing duy trl co s& di ligu vé thuat
ngt¥ si¥ dung trong tiéu chuén héa & dia chl sau:

- Nén trinh duyét tryc tuyén cla [SO:
http:/www.iso.org/obp
. Bach khoa dien t¥ cla IEC:

http://www.electropedia.org '

Khi c6 nhiéu dinh nghfa cho ciing mét thuat ng@,
thi wu tién st dung dinh nghia trong TCVN
ISO/IEC 17000 va TCVN 6165.

3.1 Tinh khach quan
Sir th& hién clia tinh vo tw.

CHU THICH 1: V& tw c6 nghia la khong c6 xung dot vé
lgi fch hodc xung dot lgi ich dwgc gidi quyét sao cho
khong dnh hudng bét lgi dén cac hoat dong sau d6 cla
phong thi nghiém (3.6).

CHU THICH 2: Céc thugt ng& khac co thd ding dé
truyén tai dac trwng cla tinh khéch quan la: “khdng cé
xung dét lgi fch®, “khdng thién léch”, “khdng thanh
kién", “trung 14p", “cong bang", "c&i m&”, "khdng thién
vi", “tach bach”, “can bing". . oo
[Ngudn: TCVN ISO/IEC 17021-1:2015, 3.2 dugc
stra @6i — T “td chrc ching nhan” dugc thay
bang “phaéng thi nghiém” trong Chu thich 1 va tir
“dgc 1ap” trong Chu thich 2 dwoc bd]

3.2 Khiéu nai

Viéc thé hién st khong hai long clia ca nhan hoic
8 chirc bat ky déi véi phong thi nghiém (3.6), lién
quan dén hoat dong hodic két qua ctia phong thi
nghiém d6, v&i mong mudn dugc dap lai.

3 Terms and definitions

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

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

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

IEC
http://www.electropedia.org

Electropedia:

available at

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

3.1 impartiality
presence of objectivity

Note 1to entry: Objectivity means that conflicts of
interest do not exist, or are resolved so as not to
adversely influence subsequent activities of the
laboratory (3.6).

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

. ‘“even-handedness”, “detachment”, "balahce".

[SOURCE: ISO/HEC 17021-1:2015, 3.2
modified — The words “certification body” have
been replaced by “laboratory” in Note 1 -to entry,

and the word “independence” has been deleted
from the list in Note 2 1o entry]

3.2 complaint

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



[Ngudn: TCVN ISO/IEC 17000:2007, 6.5 duwgc
stra d6i — Tir "khéng phai |2 yéu ciu xem xét lai”
dugc bd va t “td chirc danh gia sy pht hop hodc
t6 chirc cong nhan, fién quan dén hoat déng clia
t6 chirc 86" dwoc thay bing “phong thi nghiém,
lién quan dén hoat dng hodc két qua ctia phong
thi nghiém o)

3.3 So sénh lién phong

Viéc 3 chirc, thuc hién va danh gia cac phép do
hodc phép thir trén ciing ddi twong hodc trén déi
tegng twrong tw nhau béi hai hay nhidu phéng thi
nghiém theo nhirng didu kién djnh trwére,

[NGUON: TCVN ISO/IEC 17043:2011, 3.4}
3.4 So sénh ndi bd phong thi nghiém
Vigc td chivc, thiec hign va danh gia c4c phép do

hodc phép thir trén ciing mau thie hoéc trén méu
thlr twong ty nhau trong cing mét phong thi
nghiém (3.6) theo nhirng didu kién xac dinh trwoc.
3.5 Thir nghiém thanh thao

Banh gia vigc thyc hién clia cac bén tham gia
theo tiéu chi da duoc thiét Iap theng qua so sanh
lién phong (3.3).

INGUON: TCVN ISO/EC 17043:2011, 3,7 dugc
sira ddi — B chi thich]

3.6 Phong thi nghiém

T chtrc thire hign mot hay nhidu hoat déng sau:

- thr nghiém
- hiéu chuan

- lay mAu, lign quan dén viéc ther nghiém hosc
hiéu chudn sau do

CHU THICH 1: Trong béi canh cia tieu chuén nay, tir
"hoat dng thi nghiem" d& cap dén ba hoat dgng néu

TCVN ISO/IEC 17025:2¢

[SOURCE: ISO/IEC 17000:2004, 6.5, modified —
The words “other than appeal” have been deleted,
and the words “a conformity assessment body or
accreditation body, relating to the activities of that
body” have been replaced by “a laboratory,
relating to the activites or results of that
laboratory”.]

3.3 interlaboratory comparison

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

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

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

3.5 proficiency testing

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

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

3.6 laboratory

body that performs one or more of the following
activities:

— testing

— calibration

~ sampling, associated with subsequent testing
or calibration .

Note 1 to entry: in the context of this document,
‘laboratory activities” refer to the three above-
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trén.
3.7 Quy tic ra quyét dinh
Quy tic néu cach thirc @6 khdng ddm bdo do

dwoc tinh dé&n khi'két luan sy phli hop véi mét
yéu ciu xac dinh.

3.8 Kiém tra xac nhan

Viéc cung cép bang chng khach quan ring ddi
twong d4 cho @4p (ng cac yéu cau quy dinh.

VI DU 1: Xac nhéan rdng méu chudn da cho theo yéu
c4u |a déng nhét d6i véi gia trj dai lwgng va thi tyc do
lién quan, khi gidm phan chia do Ilwdng t&i khéi lveng
10 mg.

Vi DY 2: Xac nhan réng cac tinh ning hodc yéu ciu
phap dinh clia mot hé théng do la dat duorc.

VI DY 3: Xéc nhan riing d9 khong dam bdo do muc tiéu
1a co thé phi hop.

CHU THICH 1: Khi c6 thé &p dung, @3 khéng dam bao
do can dwgc dua vao d& xem xét.

CHU THICH 2: Béi twgng c6 thé 13, vi dy nhw qua
trinh, thit tuc do, vét lidu, hop chét hodic hé théng do.

CHU THICH 3: Cac yéu cAu quy dinh c6 thé 13, vi dy,
céc y&u cau k¥ thuat clia nha san xuét dwgc dap (ng.

CHU THICH 4: Kiém tra x4c nhan/kiém djnh trong do

ledng phép dinh, nhw dinh nghia trong VIML va trong
danh gia sy phu hop néi chung, lién quan dén vigc
kiém tra va gén ddu va/hodc phat hanh gidy ‘chirng
nhén kiém djnh cho hé théng do.

CHU THICH 5: Khong dugc nhim fan. kidm tra xac
nhan véi higu chudn. Khong cé bét-cte viec kim tra xac
nhan nao la x4c nhén gia trj s dung (3.9).

CHU THICH 6: Trong hoa hoc, kiém tra xéc nhan sy
dong nhat clia thyc thé lisn quan, hodc cia hoat tinh
can c6 sy md t3 v& clu tric hodic cac tinh chét cla
thyc thé hogic hoat tinh d6.

10

mentioned activities”
3.7 decision rule

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

specified requirement
3.8 verification

provision of objective evidence that a given item
fulfils specified requirements

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

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

EXAMPLE 3 Confirmation that a target measurement
uncertainty can be met.

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

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

Note 3 to entry: The specified requirements may be, for
example, that a manufacturer’s specifications are met.

Note 4 to entr'y: Verification in legal mefrology, as
defined in VIML, and in conformity assessment in
general, pertains to the examination and marking
and/or issuing of a verification certificate for a
measuring system.

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

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




[INGUON TCVN 6165:2009, 2.44, dwoc siva ddi
thuat ngt “kiém dinh” dwgc thay bing “kidm tra
Xac nhan”

3.9 Xac nhén gia tri siv dung

Kiém tra xéc nhén (3.8), trong d6 cac yéu ciu quy
dinh Ia thoa dang cho vigc si¥ dung da dinh.

Vi DY: Mét thii tyc do, thwang dwgce siv dung cho phép
do ndng a6 khdi lvgng nite trong nuérc, cling c6 thé
duoc xac nhan gia tr sl dung cho phép do trong huyét
thanh nguoi.

4  Yéuciu ci:ung

41 Tinh khach quan

4.1.1 Hoat dong thi nghiém phai dwgc thye hién
mot cach khach quan va phai dwgc td chire va
quan Iy sao cho d3m bao tinh khach quan.

4.1.2 Lanh dao phang thf nghiém phai cam két v&
tinh khach quan.

4.1.3 Phong thi nghiém phai chju trach nhigm déi
véi tinh khach quan trong cac hoat dong clia minh
va khdng dwgc cho phép cac ap lyc theong mai,
tai chinh hogc cé4c 4p lyc khac 1am anh hwdng
d@én tinh khach quan.

4.1.4 Phong thi nghiém phai nhéan dién c4c rdi ro
ddi voi tinh khach quan ctia minh mdt cach lign
tyc. Biéu ndy phai bao gdm cac.riii ro ndy sinh tle
" c4c hoat dong hodc tir cac méi quan hé cla
phong thi nghigm hay cac méi quan hé ciia nhan
sy cUa phong thi nghigm. Tuy nhién, cac méi
quan hé nay khéng nhét thiét thd hién phéng thi
nghiém c6 rti ro déi véi tinh khach quan.

CHU THICH: Méi quan hé de doa tinh khach quan cla
phong thi nghiém c6 thé do quyén s¢ haw, sy didu
hanh, quan 1y, nhan sy, chia sé ngudn luc, tai chinh,
hop dong, marketing (gdm c& xay dyng nhan higu) va
chi trd hoa hdng hay chi tra khac cho viéc gi¢i thigu

TCVN ISO/IEC 17025:2v .
[SOURCE: ISO/IEC Guide 99:2007, 2.44]

3.9 validation

verification (3.8), where the specified requirements
are adequate for an intended use

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

4 General requirements
4.1 Impartiality

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

41.2 The laboratory management shall be
committed to impartiality.

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

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

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

11
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khach hang méi,...

4.1.5 Khi mot rti ro dbi véi tinh khach quan duwoc
nhén dién, phong thi nghiém phai c6 kha nidng
chirng t& cach thic loai bd hodc gidm thiéu rdi ro
do.

4.2 Bdomat

4.2.1 Biing c4c cam két c6 gia trj phé;i ly, phong
thf nghiém phai chju trach nhigém ddi voi vige quan
ly t4t c& cac thong tin du’qc'thu duoc hodc tao ra
trong qua trinh thyc hign cac hoat dgng thi
nghiém. Phong thi nghiém phai thong bao trude
cho khach hang, vé& cac thong tin dy dinh cdng
khai. Ngoai trir thong tin ma khach hang cong khai
hodc khi dad dwgc phong thi nghiém va khéach
hang thdng nhét (vi du véi myc dich dap (ng
khiéu nai), tat ca cac thong tin khac déu duoc coi
la tai san. thong tin clia khach hang va phai dugc
coi la bi mét.

4.2.2 Khi phong thi nghiém theo yéu cau clia luat
phép hodc duoc uy quyén theo thda thuan hop
ddng dé cung cap thong tin bi mat, thi khach hang
hoédc ca nhan co lién quan phai dwgc thong bao
vé thong tin dwgc cung cép, trir trwdng hop luat
phap ngan cam.

4.2.3 Thong tin vé khach hang thu dugc tir'cac
ngudn khéng phadi 1a khach hang (vi dy:
bén khiéu nai, co quan quan ly) phai dwoc gitr bi
mét gitra khach hang va phong thi nghiém. Nguén
cung cdp théng tin nay phai dwgc phong thi
nghiém gi» bl mat va khéng dwgc chia sé voi
khach hang, trir khi dwoe nguwéi cung cép théng
tin dong v.

4.2.4 Nhan s, bao gdm moi thanh vién cla cac
ban, c&c nha thdu, nhan s clia cac td chirc bén
ngoai hodc cac ca nhan hoat dong véi danh nghta
ctia: phong thi nghiém phai git bi mat tat ca cac
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referral of new customers, etc.

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

4.2 Confidentiality

411 The be
through legally enforceable commitments, for the

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

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

notified of the information provided.

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

source.

424 Personnel, including any committee
members, contractors, personnel of external
bodies, or individuals acting on the laboratory's

behalf, shall keep confidential all information



-thdng tin thu dwoc hoidc tao ra trong qué trinh
thire hién cac hoat ddng thi nghiém, tri khi dwoc
lugt phap yéu ciu.

5  Yéuciuvé cociu

5.1 Phéng thi nghiém phai 13 mét phap nhan, hoiic
mét b phan xéc dinh clia phap nhén, chju trach
nhigm phap Iy d6i véi cac hoat ddng thi nghiém
clia minh.

CHU THICH: Trong tiéu chuan nay, phong thf nghigm
clia nha nwéc dwge coi la mat phap nhan trén co s& Vi
tri ctia phong thi nghigm trong ha théng & chire chinh
quy2n,

5.2 Phong thi nghiém phai xac dinh nguei lanh
dao/nguroi quan Iy chiu hoan toan tréch nhiem déi
v6i phong thi nghiém.

5.3 Phong thi nghigm phéi xac dinh va Iap thanh
van ban pham vi céc hoat ddng thi nghiém dap
(g tiéu chudn nay. Phong thi nghiém chl dwgc
cdng bd sy phit hop véi tisu chudn ndy doi voi
pham vi hoat déng thi nghiém nay va pham vi hoat
dong khdng bao gdm cac hoat ddng thi nghiém do
bén ngodi cung cép mét cach.thwong xuyeén.

5.4 Cac hoat dong thi nghiém phéi dwec thye hién
sao cho dap ng cac yéu ciu ciia tiéu chudn nay,
cla khach hang cla phong thi nghiém, cla co
quan quan Iy va clia céc t§ chirc thyc hién viéc
thira nhan. Biéu nay phai bao gém cac hoat dong
thi nghigm duwoc thuc hién tai tét.ca cic co s
thurdng xuyen ciia phéng thi nghiém, cac dia diém
ndm ngoai co s& thudng xuyén, cac co sé tam
thél hodc di dong c6 lien quan hodc tai co s& clia
khach hang. '

$.5 Phéng thi nghiém phai:

a) xéc dinh co c4u tb chirc va quan ly ctia phong
thi nghiém, vi tri cla né trong t& chirc me va
céc méi quan hé gia cac hoat dgng quan Iy,

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

§ Structural requirements

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

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

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

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

5.4 Laboratory activities shall be carried out in
such a way as to meet the requirements of this
document, the laboratory’s customers, regulatory
and providing
recognition. This shall include laboratory activities,

authorities organizations
performed in all its permanent facilities, at sites
away from its permanent facilities, in associated
temporary or mobile facilities or at a customer's
facility.

5.5 The laboratory shall:

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

1
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