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Foreword

ISO (the International Organization for Standardization) is a
worldwide federation of national standards bodies (ISO
member bodies). The work of preparing International
Standards is normally carried out through ISO technical
committees. Each member body interested in a subject for
which a technical committee has been established has the
right to be represented on that committee. International
organizations, governmental and non-governmental, in
liaison with ISO, also take part in the work. In the field of
conformity assessment, ISO and the International
Electrotechnical Commission (IEC) develop joint ISO/IEC
documents under the management of the ISO Committee on
Conformity assessment (ISO/CASCO).
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The procedures used to develop this document and those
intended for its further maintenance are described in the
ISO/IEC Directives, Part 1. In particular the different
approval criteria needed for the different types of ISO
documents should be noted. This document was drafted in
accordance with the editorial rules of the ISO/IEC Directives,
Part 2 (see www .iso .org/ directives).
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Attention is drawn to the possibility that some of the
elements of this document may be the subject of patent rights.
ISO shall not be held responsible for identifying any or all
such patent rights. Details of any patent rights identified
during the development of the document will be in the
Introduction and/or on the ISO list of patent declarations
received (see www .iso .org/ patents).

RAFE AR R N E TR &
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Any trade name used in this document is information given
for the convenience of users and does not constitute an
endorsement.

ARSTA P8 P R A AT 7 L A RS 2
JIER PR AHIE R, ARE .

For an explanation on the voluntary nature of standards, the
meaning of ISO specific terms and expressions related to
conformity assessment, as well as information about ISO’s
adherence to the World Trade Organization (WTO) principles
in the Technical Barriers to Trade (TBT) see the following
URL: www .iso .org/ iso/ foreword .html.
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This document was prepared by the ISO Committee on
Conformity Assessment (CASCO) and circulated for voting
to the national bodies of both ISO and IEC, and was
approved by both organizations.

12O 1SO PERE 23 1 23(CASCO) 2
5, I K4 1SO Al IEC K E Z ALK
=, FHERIHEAELHE.

The main changes compared to the previous edition are as
follows:

— the risk-based thinking applied in this edition has enabled
some reduction in prescriptive requirements and their
replacement by performance-based requirements;

— there is greater flexibility than in the previous edition in
the requirements for processes, procedures, documented
information and organizational responsibilities;

— a definition of “laboratory” has been added (see 3.6 ).
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Introduction

This document has been developed with the objective of
promoting confidence in the operation of laboratories. This
document contains requirements for laboratories to enable
them to demonstrate they operate competently, and are able
to generate valid results. Laboratories that conform to this
document will also operate generally in accordance with the
principles of ISO 9001.

il 5 AR ) H 0 3 5 S2 6 =8
TERIEAE . AbRHER T LI = REEIIE
B HE1ERE 71, I EHLAERS =4 A AL ss
RIVER . 75 G A PR AE 5256 = 08 5
FMAE 1S09001 1 JE RIS /E [ -

This document requires the laboratory to plan and implement
actions to address risks and opportunities. Addressing both
risks and opportunities establishes a basis for increasing the
effectiveness of the management system, achieving improved
results and preventing negative effects. The laboratory is
responsible for deciding which risks and opportunities need
to be addressed.

ASHRUE B SR S 2 R IR I i
X RS AIATLAE o ] B 2%k JRUBS: ATATL A8 A
RIVEHRRA RN PRSGERCR
AR S5 S T 8L ) it o S8 ‘5 5
A 7 N R A IR ATAT LA

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.

il FHAS AR VRS (2 it S 6 5 5 FLAd LA
HIE1E, A BT E G BRI AL
i, WA BT AR P P S
RS BT G AR, R BEL R
EINERINS

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.

Further details can be found in the ISO/IEC Directives, Part
2.
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ISOIEC 17025:2017 General requirements for the

ISOIEC 17025:2017 A8 M F0A%3 v S 16

competence of testing and calibration laboratories FREHREHER
1 SCOPE 1 Vi [
This document specifies the general requirements AEREIE T LI =E/E /1. A 1F
for competence, impartiality and consistent M DL K B EIE R R
operation of laboratories.
This document is applicable to all organizations AArvEdE ] TG MBSz =
performing laboratory activities, regardless of the EBNES, AN REES
number of personnel s,
Laboratory customers, regulatory authorities, SEIGERIR . RSN
organizations and schemes using peer-assessment, K BIAT AR B VR L A
accreditation bodies, and others use this document TTATLAG) B AR e ) A b e
in confirming or recognizing the competence of B AT S e gk
laboratories BRI EA TSR3 = A
2 Normative references 2 et 5| B e
The following documents are referred to in the AVrES| B T RS0, X
text in such a way that some or all of their content PRI 43 BR A3 N B R T A
constitutes requirements of this document. For FRERESR . o A s %
dated references, only the edition cited applies. . O sz ) R
For undated references, the latest edition of the éﬁ: ;ﬁ/égg};ﬂi]iim ’}T&Eg
referenced document (including any amendments) i AR Z 25 3 7K e
applics. B AR RIEIT) .
ISO/IEC Guide 991), International vocabulary of ISO/IEC 1875 99 [EH Prit & 5414
metrology — Basic and general concepts and Y F A 38 FH M 2 2 A e AR
associated terms (VIM) B ISO/IEC 17000 & &3P sE—
ISO/IEC 17000, Conformity assessment — S A JE
Vocabulary and general principles e
3 Terms and definitions 3 ARIEFE X
For the purposes of this document, the terms and ISO/IEC #5F 99 #1ISO/IEC
definitions given in ISO/IEC Guide 99 and 17000 1 FE I BLA FIRAE
ISO/IEC 17000 and the following apply. F5E S3E AT A AU
ISO and IEC maintain terminological databases ISO F1 IEC 4E4 i) FH T An AL 1Y
for use in standardization at the following AVE R EE MR
addresses: Sl W5 STZ 2
. ; . ISO TEZ I & -
_ ISQ Onhne. browsing platform: available at http://www.iso.org/obp
https:// www .iso .org/ obp IEC L FFFHCE S
— IEC Electropedia: available at http:// o
. http://www.electropedia.org/
www .electropedia .org/
3.1 impartiality 3.1 NIEME
presence of objectivity BN PIAEAE

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

TE 1 B R RE A 2 A
FAEBRCARR, DXL
(3.6) HIEBIF~EARIFZ0

Note 2 to entry: Other terms that are useful in
conveying the element of impartiality include
“independence”, “freedom from conflict of
interests”, “freedom from bias”, “lack of

99 ¢

prejudice”, “neutrality”, “fairness”,
29 ¢

“open-mindedness”, “even-handedness”,
“detachment”, “balance”.

TE 2 HAh AT FRoR 2 IR
BERIOREE: 0. M. T
A 2t 74 5% AT L AT D
ar, AF. BAEFFH AMEA
fay ANSZAAREW. P

TURS Page 1/35




ISOIEC 17025:2017 #&MAMBFELBER N HNEBEHEXR

KR EINT R, Tel.: 18657856588 (HIEES

)

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

[J5 4 : ISO/IEC 17021-1:2015,
3.2, B —AEVF 1 RLeszig =
AT I A

3.2 Complaint 32 i
expression of dissatisfaction by any person or ATATT N R R M LI = (3.6)
organization to a laboratory (3.6), relating to the HVEE BN R B IAANTEE, IF
activities or results of that laboratory, where a WA SR AT N .
response is expected
[SOURCE: ISO/IEC 17000:2004, 6.5, modified [J5 H: 1SO 17000:2004, 6.5 1&
— The words “other than appeal” have been o e T B ERRAR,  BAsE
deleted, and the words “a conformity assessment 35 S HOE B Bk 45 AR e
body or accreditation body, relating to the . S ) 2
activities of that body” have been replaced by “a Tiﬁﬂiﬂ*@ﬁjiﬂ\—ﬁﬂmﬁtﬁi/ﬁ
laboratory, relating to the activities or results of 7]
that laboratory”. ]

33 interlaboratory comparison 33 Sudy =5 8] B Xof
organization, performance and evaluation of FZ IR 26 F, AN ER
measurements or tests on the same or similar S AN SIS 25 56k AH [R) B RALA )
items by two or more laboratories in accordance AT B T ZEL 21 S
with predetermined conditions RIS
[SOURCE: ISO/IEC 17043:2010, 3.4] [J5 H: ISO/IEC 17043:2010, 3.4]

34 intralaboratory comparison 34 Seid = N B
organization, performance and evaluation of FZ IR I e 26, TE[R]—5E
measurements or tests on the same or similar 622 (3.6) PYEBRFAH [E AL
items, within the same laboratory (3.6), in () A I B ARG S  4EL 2
accordance with predetermined conditions SEHFTEAR <

3.5 proficiency testing 3.5 VAL AN
evaluation of participant performance against F) FH s =5 18] Bb Xk, F2 RE i 2 il
pre-established criteria by means of SE IVENSEN S0 1 e
interlaboratory comparisons (3.3)
[SOURCE: ISO/IEC 17043:2010, 3.7, modified [J5 H: ISO/IEC 17043:2010,
— Notes to entry have been deleted. ] 3. 7—EECMEE T )

3.6 Laboratory 3.6 SO
body that performs one or more of the following M) —A B2 AN TE S L
activities: A
— testing vl
— calibration Kot
— sampling, associated with subsequent testing or - B R b R U AL
calibration —— 5 J5 S B HEAH G 1)

il

Note 1 to entry: In the context of this document, VE 1: FEARFRUE, <5286 =75
“laboratory activities” refer to the three & Fik =FEE .
above-mentioned activities.

3.7 decision rule 3.7 F1) 5 FH )
rule that describes how measurement uncertainty 1 7 A H0E EOR I, iR
is accounted for when stating conformity with a {A] 2 e B AT S EE R0
specified requirement

3.8 Verification 3.8 ok

provision of objective evidence that a given item
fulfils specified requirements

SRAML VLR HE IR I 25 52 0 H s
RERRTE B o
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EXAMPLE 1 Confirmation that a given reference B 1. UESZEEN =B RN
material as claimed is homogeneous for the 10mg IF, St AH e 8- AE A1 &
quantity value and measurement procedgre ' P S, bRl R 135
concerned, down to a measurement portion having Wk 5 HL AR G — B
a mass of 10 mg. N e oy
EXAMPLE 2 Confirmation that performance Lﬁth 2‘:‘ l%?k E“li I A SR
properties or legal requirements of a measuring AE B E K

BT, I .
system are achieved. Bl 3: RS 2 H bRl S A E
EXAMPLE 3 Confirmation that a target B
measurement uncertainty can be met.
Note 1 to entry: When applicable, measurement VE 1: SRR, N4SEENEA
uncertainty should be taken into consideration. e,
Note 2 to entry: The item may be, for example, a W 2: WHTTLAE, #iltn—A
process, measurement procedure, material, oo e = A 5
compound, or measuring system. ﬁié{gzﬁﬁ‘ VR B
Note 3 to entry: The specified requirements may {): E”}’_{; e,
be, for example, that a manufacturer’s /ir“ 3: ﬂ*i’i‘#;‘kﬁ‘r DL Gt f2
specifications are met. 72T AL E o
Note 4 to entry: Verification in legal metrology, as U 4 VESIFEFRESIE, Wi
defined in VIML, and in conformity assessment in VIML A3 & & &3 2 I E
general., pe}"tains to the. exarpinatiog and marking S, e RS R 30
and/or issuing of a verification certificate for a FROR/E H BRAEIE . (%
measuring system. I S 3 LB
Note 5 to entry: Verification should not be %Ef ges &”.%]E’J lﬁ;iﬁ‘ J‘ p\“iﬁ” I,
confused with calibration. Not every verification verification” 1
is a validation (3.9). E 5: ./fhlﬂf‘xfhél'%ﬁtdﬁ/ﬁs/ﬁo
Note 6 to entry: In chemistry, verification of the AREANBAEE I o
identity of the entity involved, or of activity, EI_ 6: TEAH, JuEiE e
requires a description of the structure or properties STAR AR, FEE R IR 1Z 5L
of that entity or activity. M_( EIE M 1 4 R A v

2.44]

3.9 Validation 3.9 fifiih
verification (3.8), where the specified Ko B L R v A2 T 0 1 56
requirements are adequate for an intended use iF (3.8) .

EXAMPLE A measurement procedure, ordinarily s — AN R K R
useq for the.measurement of mass concentration B o IR I R R, R
of nitrogen in water, may be validated also for BN g AT B T A A Ly o
measurement of mass concentration of nitrogen in = =
B o =y ®
human serum. AR
[SOURCE: ISO/IEC Guide 99:2007, 2.45] [J5 H: ISO/IEC f&Fd 99:2007,
2.45]

4 General requirements 4 1 FH LR

4.1 Impartiality 4.1 //_\\IETE

4.1.1 | Laboratory activities shall be undertaken 4.1.1 | LIS E GBS B ST, R
impartially and structured and managed so as to SHARERY A T FARE A TE M,
safeguard impartiality.

4.1.2 | The laboratory management shall be committed to | 4.1.2 | SZEG 2 & 3 2 A IE P& .
impartiality.

4.1.3 | The laboratory shall be responsible for the 4.13 Sz s N A H SIS S VR F A
impartiality of its la-boratory a}ctivities and shall EME T, SRR W4k
not allow commercial, financial or other pressures HoAh 75 T8 6 S i A B

to compromise impartiality.
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4.1.4 | The laboratory shall identify risks to its 414 S =8 N RS B =2 A TE
impartiality on an on-going basis. This shall B AR j‘zltb IR SR Y N SR (5
include those risks that arise from its activities, or VEZ . SR RFIE R, BE
from its relationships, or from the relationships of T2 N RER. SR,
its personnel. However, such relationships do not XL 2 3 jE; s o ,ﬁgA =
necessarily present a laboratory with a risk to I e
impartiality. [ TEE = A2 XU
NOTE A relationship that threatens the VE: &S = AN IEER e R
impartiality of the laboratory can be based on BESE TR AL, AL, &3,
ownership, governance, management, personnel, A, EEREE. 5.
shared resources, finances, contracts, marketing 5 ol o e
(including branding), and payment of a sales Z%;iﬁ(@ggﬁ ;iii %:\F 3;}43;%
commission or other inducement for the referral of = e A -~
new customers, etc. =5 o

4.1.5 | If arisk to impartiality is identified, the laboratory | 4.1.5 SRR ) N TE T XU, S2Ed =
shall be able to demonstrate how it eliminates or S BE % 3IE IR Gn{a] i [ 58 I RS
minimizes such risk. FE Rk /N3 o XL

42 Confidentiality 42 st i

4.2.1 The laboratory shall be responsible, through 4.2.1 Sl = NIl B 3Rk
legally enforceable commitments, for the S AR, BHESEI =GB R
management of all information obtained or created ELEG PR (4 AR A P AT
during the performance of laboratory activities. A S R N S
The laboratory shall inform the customer in Sk AT SR 3 3?13’]/{\:: -
advance, of the information it intends to place in il %DEFA' AL
the public domain. Except for information that the BR, BSR=ESE M HAE
customer makes publicly available, or when (flan: BN BFEHEED
agreed between the laboratory and the customer HAt A 15 BN L RIE
(e.g. for the purpose of responding to complaints), B, NP2,
all other information is considered proprietary
information and shall be regarded as confidential.

4.2.2 | When the laboratory is required by law or 422 SEIS AR IR PR B R B [R5
authorized by contractual arrangements to release BB B 242 B, Byt b
confidential information, the customer or |
individual concerned shall, unless prohibited by g;ﬂﬁgj\{ j\E:”m LR
law, be notified of the information provided.

4.2.3 | Information about the customer obtained from 423 | NEF LA EE Cnfir AN B
sources than the customer (e.g. complainant, BN RECE 2RI ER,
regulators) shall be confidential between the ﬁ TR PRI SR 3 AR . [k
customer and laboratory. The provider (source) of Sl s s AR
this information shall be confidential between the ;M Al I_’I"; ’ ;’\T%E‘Tm
customer and laboratory. The provider (source) of RS BT ORIED
this information shall be confidential to the
laboratory and shall not be shared with customer,
unless agreed by source.

4.2.4 | Personnel, including any committee members, 424 AN, BFEERRESR R SR
contractors, personnel of external bodies, or SN HLAI N . B S 2= 1
individuals acting on the laboratory’s behalf, shall AN, NGRS S22 VE B i
keep confidential all information obtained or T o 2R AR B A ) A
created during the performance of laboratory
activities. PR

5 Structural requirements 5 ZEREER

5.1 The laboratory shall be a legal entity, or a defined | 5.1 SIS s N O SR, By SE

part of a legal entity, that is legally responsible for
its laboratory activities.

S TP B 5 0 — Y 1%
s 5230 A B R AR A
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NOTE For the purposes of this document, a
governmental laboratory is deemed to be a legal
entity on the basis of its governmental status.

TE: FEAPRHES, BURF S S
T BUR A LA S AR

52 The laboratory shall identify management that has | 5.2 SZIG 2 VA T R SR = A
overall responsibility for the laboratory. EEEER,

53 The laboratory shall define and document the 53 S N B A AS FR UE I 52
range of laboratory activities for which it o5 = VRSV B 3 S0 . S2Ie
co?forlms with ;his c‘lfcuqiir{[; .Tlée 1aborattofr:y st}ﬁgll 2 B B4 AR I S22 U
only claim conformity with this document for this _ g S 4
range of laboratory activities, which excludes %gg%ﬁjﬁj’ AR
externally provided laboratory activities on an SN S e
ongoing basis.

5.4 Laboratory activities shall be carried outin sucha | 5.4 S 25 W DA AR AR L SEI6 =
way as to meet the requirements of this docur-n.ent, 2P v E LA AR AL AN
the laboratory’s customers, regulatory authorities (LR SR (1977 RIFJRIE D), iX
s oramistons povidng oo e || st . 5
. i e ML 0 5, SRAE I S 51
its permanent facilities, at sites away from its o Vo . —
permanent facilities, in associated temporary or &iﬁ@: 2 I B S B 1 S
mobile facilities or at a customer’s facility. =il

5.5 The laboratory shall: 5.5 S N
a) define the organization and management a) i 5 SZIG =5 1R ZH 23 A T 45
stmctgre .Of the laboratory,. its p!ace in any parent M. HAERMAA S R A S, DL
organization, and the relatlonshlps between T R RS AR S R 4 ]
management, technical operations and support 12 7
services; AN e ,
b) specify the responsibility, authority and b)%ﬂ%ﬁ%@ﬁétﬁzj} éﬁ%ﬁ%} .
interrelationship of all personnel who manage, M PR B A B ARG 5
perform or verify work affecting the results of HR ST BRI B 2R s
laboratory activities; )RR PPl 5 LA, A
¢) document its procedures to the extent necessary BT P D 5 S 6 22 i B
to ensure the consistent application of its £ — 3550k 0 225 A 2 ek 2R B
laboratory activities and the validity of the results.

5.6 The laboratory shall have personnel who, 5.6 SEISENA N R BAEATIR
irrespeptive of other responsibilities, have the . Ft 75 FRUASURI R 38 Y5 (AN 14 LA BR
authority and resources needed to carry out their #), [
duties, including: e " e

> Y ~ F AN B NS
a) implementation, maintenance and improvement E)?EE{TEJ 'ﬁﬁiéziaéli Eﬁii
of the management system; A)L’;b B EEVRAR S SSaEE
b) identification of deviations from the ijifﬁ i '%El s %
management system or from the procedures for OPRISTIESSFN 2/ USES
performing laboratory activities; 2w 5 P4 T
¢) initiation of actions to prevent or minimize such d) ) S256 = B H E R & S H AR
deviations; FAEATRAA S 17 K
d) reporting to laboratory management on the o) W ARSI 2 Bl A ek
performance of the management system and any
need for improvement;
e) ensuring the effectiveness of laboratory
activities.

5.7 Laboratory management shall ensure that: 5.7 SO = R SRR -

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

b) the integrity of the management system is

a)fEEEA RN LG AL
AN At SR ) B 5 T
ATV ;

b) 24 HERI A S it 6 B Ak 2 )38
B, RFEEA RN EEE,
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maintained when changes to the management
system are planned and implemented.

6 Resource requirements 6 TR ER

6.1 General 6.1 syl
The laboratory shall have available the personnel, S by =5 N T A% BE R M\ 5. 5 56
facilities, equipment, systems and support services FIEB PTG B B
necessary to manage and perform its laboratory RG R TEIRS .
activities.

6.2 Personnel 6.2 N

6.2.1 | All personnel of the laboratory, either internal or | 6.2.1 | ff7g 1] GEFZ M SLEG E iGN
extprpgl, that coulq inﬂugnce the laboratory B, TR NN OB
aCtl\lilt.leS shalhact 1mp;:}1;tl§111}1, Ee cczmp?tent and B, RATHAIE. BEES. 31z
WOIK 1n accordance wi € laporatory S ﬁ@igﬁ%%ﬁﬁﬁ-‘%gﬁéiﬁfo
management system.

6.2.2 | The laboratory shall document the competence 6.2.2 S =8 N G = M S 6 =B i B 45
requirements for each function influencing the BRI 4% R RS 1) BE SR ) 58 B
resul.ts of la?o;atog ac:c[i.vities, i?;:vludti'ng - SRR, AFER R . . BRI
requirements for education, qualification, training, ST L R AL RIS A SR
technical knowledge, skills and experience. BORRIT, BREAIZEA S EK

6.2.3 | The laboratory shall ensure that the personnel 6.2.3 S == AR N R B A H R
have the competence to perform laboratory WS BIE N IRE 1T, FERLB LT
activities for which they are responsible and to AR BT R SRR
evaluate the significance of deviations.

6.2.4 | The management of the laboratory shall 624 | SEIGEGSHEMN SIS E N R
communicate to personnel their duties, RN . AT AR AT
responsibilities and authorities. .

6.2.5 | The laboratory shall have procedure(s) and retain | 6.2.5 | s2ig=E N A UL N REF HARF L
records for: e
a) determining the competence requirements; a) 5ERE /7R
b) sel'ec.tlon of personnel; b) ARz
¢) training of personnel; R
d) supervision of personnel; c) - nit%x
e) authorization of personnel; d) AZ‘\ el
f) monitoring of competence of personnel. e) NG

f) NRABETE.

6.2.6 | The laboratory shall authorize personnel to 6.2.6 | SEIG WA M AR E LIS I
perform specific laboratory activities, including N BT, AFEEART T
but not limited to, the following: HVED]

a) development, modification, verification and gk s o
i > N IZ N Y l]
validation of methods; 2& IR ABEG SRS
b) analysis of results, including statements of . .
conformity or opinions and interpretations; b)‘ f*ﬁ %;% , BHER AR
¢) report, review and authorization of results. B LR R
c) ki, HAMAHELS R
6.3 Facilities and environmental conditions 6.3 it R A 15 2% A
6.3.1 | The facilities and environmental conditions shall 6.3.1 B AT B 358 2% A8 N 3 S T SR G

be suitable for the laboratory activities and shall
not adversely affect the validity of results.

EXCFINVRIEE SEE Qi s
AR .
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NOTE Influences that can adversely affect the
validity of results can include, but are not limited
to, microbial contamination, dust, electromagnetic
disturbances, radiation, humidity, electrical
supply, temperature, sound and vibration.

T XS RA AL A R R
RERBFRHEART: LS
oo KB BEETIU. B 12
FE. e, R, AEEMIRE.

6.3.2 | The requirements for facilities and environmental | 6.3.2 | N2¥ M SLIG E 3G B0 b 5 10
conditions necessary for the performance of the Yk it S BA 385 24 1 TSR ) 2
laboratory activities shall be documented. A,

6.3.3 | The laboratory shall monitor, control and record 6.3.3 M ICHNTE . AR TR A
environmental conditions in accordance with LA AT BRI, BIR S SR
relevant specifications, methods or procedures or ok B A AR, SRS R
where they influence the validity of the results. M. 42 EAE IR S

6.3.4 | Measures to control facilities shall be 6.3.4 | NSC . W4 O e BV E e ) ik
implemented, monitored and periodically Wi [ i, 3 e it B AL FE(E AN
reviewed and shall include, but not be limited to: (FE=
a) access to and use of areas affecting laboratory a) HE I F B 5200 5535 20
activities; 1 5k
b) prevention of contamination, interference or " et s
adverse influences on laboratory activities; b) %Jﬁ ijﬁ iﬁ%ﬁéﬁzﬂ HIREP/AN
c) effective separation between areas with + TjEEZTl RS20 ;
incompatible laboratory activities. c) A RK R B AR A SEEG =I5 Bl

HR X3k o

6.3.5 | When the laboratory performs laboratory activities | 6.3.5 | 245286 E 7F /K A $E 6 2 Ah i
at sites or facilities outside its permanent control, AR T M S = IR A,
it shall ensure that the requirements related to A B AR T S e
facilities and environmental conditions of this S~ S

\i;,‘% ) 228 )) ®
document are met. BABKAFIER
6.4 Equipment 6.4 W
6.4.1 | The laboratory shall have access to equipment 6.4.1 St = N B E AT B SLiG =

including, but not limited to, measuring
instruments, software, measurement standards,
reference materials, reference data, reagents,
consumables or auxiliary apparatus which is
required for the correct performance of laboratory
activities and which can influence the result.

B HT R B RERZ IR 45 R A B
#o BRREART: WELGE.
Bk WEARHE. ARHEYI . S
B KN TR e B B
B

NOTE 1 A multitude of names exist for reference
materials and certified reference materials,
including reference standards, calibration
standards, standard reference materials and quality
control materials. Reference materials from
producers meeting the requirements of [ISO 17034
come with a product information sheet/certificate
that specifies, amongst other characteristics,
homogeneity and stability for specified properties
and, for certified reference materials, specified
properties with certified values, their associated
measurement uncertainty and metrological
traceability.

Reference materials should be used from
producers that meet ISO 17034.

7 12 bRHEY) TR E AR AEY) T
LMK, SRR S
EhrE . REVRE . bRESEY)
AR EEHYIR . 52 1SO
17034 23R (bR D) o A 7= 3 $
HERIAREY 2B 7= S B
BAET, BREARES DA
SRR R I K AR e
WA IEARHER, 52 haEs
FIE R AR A AH DR BN &=
AN SRR . (B
7 B REIRE AR R RN
PRUERE S, DRI BE Jnha vHE A

Fﬁl”o )

2445 FH V6 A 1SO 17034 (kR
W A 2 SR A IR HE P
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NOTE 2 ISO Guide 33 provides guidance on the
selection and use of reference materials. ISO
Guide 80 provides guidance to produce in house
quality control materials.

VE 2:1SO F6F4 33 45 T i)
JRIEFEAVE KRR . 1SO F5 R
80 25t T PN ) £ o B R )
JR 48 -

6.4.2 In those cases where the laboratory uses 6.4.2 Seudy =A% FH Ak A FE 81 DLAN I 4
equipment outside its permanent control, it shall BB, N T AR T T A%
ensure that the requirements for equipment of this fEEsR .
document are met.

6.4.3 | The laboratory shall have a procedure for 6.4.3 SpIS BN AN, B8k B
handling, transport, storage, use and planned 15 F AN d2t R e 35 & TR R,
maintenance of equipment in order to ensure DA EL T B8 1E 332 AT 3EB 1

roper functioning and to prevent contamination S TPt e 4
zr c{)eterioration. ¢ ’ PR R L .

6.4.4 | The laboratory shall verify that equipment 6.4.4 AP N AT ] B EE R O\
conforms to specified requirements before being FHBT, S22 N IRTE G & e
placed or returned into service. HIESR

6.4.5 The equipment used for measurement shall be 6.4.5 FH T & 10 15 2% DL RE 1% 18 31
capable of achieving the measurement accuracy or 2 1 N VA T O AN S
measurement uncertainty required to provide a RE, DU 2 4 R
valid result.

6.4.6 | Measuring equipment shall be calibrated when: 6.4.6 ERAEG R, WSk & NI T
— the measurement accuracy or measurement U
uncertainty affects the validity of the reported R VAR B N
is léle;clsi,b(;zrltion of the equipment is required to FEFEROIRIAR 5 2 A M4 2N, B
establish the metrological traceability of the " LR ﬁ ?&‘%%‘% /H/;]ﬁ‘fii
reported result. WIUEE,  ZESRX BR HEATRME
NOTE Types of equipment having an effect on the T R T A5 R A R B
validity of the reported results can include: FRAT] B AL
— those used for the direct measurement of the — T E NS Rk
measurand, e.g. use of a balance to perform a %, i, A5 ST
mass measurement; TSR0 8 4, b1
— those used to make corrections to the measured AT R B
value, e.g. temperature measurements; | ? /J\,% AP LB R
— those used to obtain a measurement result P ‘I IEIETT S8
calculated from multiple quantities. R EEIRI B4

6.4.7 | The laboratory shall establish a calibration 6.4.7 S = N ERHE T X, T
programme, which shall be reviewed and adjusted R FLE R, DUARERE R
as necessary in order to maintain confidence in the R AS IS O
status of calibration.

6.4.8 | All equipment requiring calibration or which has a | 6.4.8 | g FE A HEE A G N EA RN
defined period of validity shall be labelled, coded HAR 2% NAT FFRZS, 4miidak DL
or otherwise identified to allow the user of the FoAth 7 BRI, 58 1 A F A
equipment to readily identify the status of S 1 T ke S NS A LR e b
calibration or period of validity. ;;Eiﬂ@b\w&@ HORA A

6.4.9 | Equipment that has been subjected to overloading | 6.4.9 | 1R &H &AM E AR Y. 4

or mishandling, gives questionable results, or has
been shown to be defective or outside specified
requirements, shall be taken out of service. It shall
be isolated to prevent its use or clearly labelled or
marked as being out of service until it has been
verified to perform correctly. The laboratory shall
examine the effect of the defect or deviation from
specified requirements and shall initiate the

HATSHELS SR L B s SR PR R
bt (YAt PR VA A K S
XL T DARE 8 LAB iR
BN A 25 BRI LA IR 1)

ZuE OiFH, HEELTRIER
BIREIEH TAE. sSKiG = MZ A
4 U o Bl 2 R SR RIS
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management of nonconforming work procedure
(see 7.10).

R BIART& TARE B
(R 7.10) .

6.4.10 | When intermediate checks are necessary to 6.4.10 | HEER| FHHAEAZ 2 DR R 5
maintain confidence in the performance of the ZNEREHE O, NIRRT
equipment, these checks shall be carried out %,
according to a procedure. B

6.4.11 | When calibration and reference material data 6.4.11 | SR HERIFRAEY) 5 28 A
include reference values or correction factors, the LS EMBIBIER T, 2 s M
laboratory shall ensure the reference values and R 1% 5 2 {8 MG TE R 8 3
correction factors are updated and implemented, E S s D) 3 g
as appropriate, to meet specified requirements. ;iﬂﬁ%iﬁﬁﬁ% NI, Al 2 AE

222K

6.4.12 | The laboratory shall take practicable measures to | 6.4.12 | s2i6= WA V)L R 4T BIFE i, B
prevent unintended adjustments of equipment 1 VA% kAN T S g
from invalidating results. S

6.4.13 | Records shall be retained for equipment which can | 6.4.13 | NARLEN SEEG E VG B0 B0 1)
influence laboratory activities. The records shall WERIET. I MEFELLT
include the following, where applicable: & 1 7 2
a) the identity of equipment, including software , B30 .
and firmware version; ?4): H);&f. HOBL, BRI
b) the manufacturer’s name, type identification, ﬁ: A .
and serial number or other unique identification; b? ﬁéuj\'ﬂ?ﬁﬁg *d‘: i M. RS
¢) evidence of verification that equipment B A PE—MEAR I
conforms with specified requirements; o) WA EFE Z R M IIEIE
d) the current location; iR
e) calibration dates, results of calibrations, d) SRS,
a(gjllllstments, e;.cbcept[ance c;iteriai,. ];md. the.due dalte o) RUEAR]. BlEER, B
of the next calibration or the calibration interval; R T Y T Yo 25 VA P
f) documentation of reference materials, results, ;JE% \E]g;ﬁq %Z/i) :{éﬁ%ﬁgﬂ?ﬂ\&/ﬁ Hy
acceptance criteria, relevant dates and the period )‘;Eﬂ AL R VS
of validity; O WREVR RS 4R e
g) the maintenance plan and carried out to date, WCHEE DU AH SRR A 2508 5
where relevant performance of equipment; g) S AR I4E 1K
h) details of any damage, malfunction, A E AT 43
modification to, or repair of, the equipment. h) &R, B, ke

FERTEAER.
6.5 Metrological traceability 6.5 TR
6.5.1 | The laboratory shall establish and maintain 6.5.1 NN IR R = 45 R =

metrological traceability of its measurement
results by means of a documented unbroken chain
of calibrations, each contributing to the
measurement uncertainty, linking them to an
appropriate reference.

PRI, S8 = M I B O
AN B B IR HE B 538 4 255
PRUERIBERE, et RO HE XS Tl
AN E XA TR

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

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

7E 1: 7£ ISO/IEC 1615 99 1,

THEWIRE B ORI & 45 1
R, 5 SR mT Ld IS T O
ANTR] T AR % 5 2 5 e AH
Kot , FIREES £ 5] NEA
e

VE2: R EIEME N
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5 R KR A

6.5.2 The laboratory shall ensure that measurement 6.5.2 Sl =s NaE I DA 5 A
results are traceable to the International System of gz b e | B Nk iy
Units (SI) through one of the following: (SD
a) calibration provided by a competent laboratory; S S A 2 HEL A A
NOTE 1 Laboratories fulfilling the requirements ?’;‘é AEREIN S = SEARAORE
of this document are considered to be competent. ; . o
b) certified values of certified reference mzfterials T 1e WA BRHEEOR I 5 0 5
provided by a competent producer with stated AR RESTH -
metrological traceability to the ST; b) BRI MIbRAEY) B A e
NOTE 2 Reference material producers fulfilling AL IR S I EWVR S ST A
the requirements of ISO 17034 are considered to WEFR Y R R AR S
be competent. . FE2: WA 1SO 17034 EER 047
c) d1recj[ reahz:altlon of the SI units eqsured by WM R 2 7R 0 R A i
comparison, directly or indirectly, with national or
international standards. B o e
NOTE 3 Details of practical realization of the o) SIS HES I, BN B
definitions of some important units are given in Rl A 42 5 1 o ] b Bl
the SI brochure. X RARIIE o

TE3: ST P 7 —SH R
A SRS bR I RS B

6.5.3 When metrological traceability to the ST unitsis | 6.5.3 | $E AR EA A RETH= YR F] ST B
not technically possible, the laboratory shall S}, S2ie e BE T 51 77 RF
demonstrate metrological traceability to an B AT IR B 0E U B kR,
appropriate reference, e.g. Al
a) certified values of certified reference materials ’ n N o
p)rovided by a competent producer; a& A H?jj [iﬁ‘m@%ﬁ %ﬁﬁ
b) results of reference measurement procedures, B BEH A UEARHEP R () A {EE‘
specified methods or consensus standards that are b) EHZHMERF . e
clearly described and accepted as providing VEBCR AR T I R P OhR v,
measurement results fit for their intended use and 45 B R T ik, FHE S
ensured by suitable comparison. LS T ARAE

6.6 Externally provided products and services 6.6 AR BRI ) P2 il A AR 5%

6.6.1 The laboratory shall ensure that only suitable 6.6.1 S = N AR R M S2 G S VE B

externally provided products and services that
affect laboratory activities are used, when such
products and services:

a) are intended for incorporation into the
laboratory’s own activities;

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

¢) are used to support the operation of laboratory.
NOTE Products can include, for example,
measurement standards and equipment, auxiliary
equipment, consumable materials and reference
materials. Services can include, for example,
calibration services, sampling services, testing
services, facility and equipment maintenance
services, proficiency testing services and
assessment and auditing services.

RIS 7 i A AR 55 O3 1, £
1

a) REANERSR M 7 et AR 55 H
TSR0 B SIS

b) Kefh B fit A #8 2> B 4
dn AN AR 55 LR i 2 7 I

¢) FF3CREsREs = MiafE.
FE: 7 b A AR I AR A 3
oy FBNBLAE . HAEARL AR HE
Yalsto AR 55 Al EAE AR 55 il
FEARSS AR 55 Bt AN i
YEY RS, AETUSAER 55 BL KPR
B A A% R 55 o
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6.6.2 | The laboratory shall have a procedure and retain 6.6.2 seis == N A LN &SRR R AN
records for: e
a) defining, revieyving and approving the . a) BGE. T PRI Se = 0t
Larlz)c()lfcti)srzeivriecllgrements for externally provided e ﬁ‘ A H% SR, »
b) defining the criteria for evaluation, selection, 1?) T FERT %ﬁllftﬁjﬁ}j E/:Jﬁ‘/?'j
monitoring of performance and re-evaluation of ﬁja:f%‘ RO EHTVF s
the external providers; s
¢) ensuring that externally provided products and c) TESFH AR HR AL 1 = ot A Al
services conform to the laboratory’s established LRI, BYEIEIRMALA R P 2T,
requirements, or when applicable, to the relevant N AR5 S0 2 0 A R
requirements of this document, before they are & B, 3 R AR AR e
used or directly provided to the customer; .
d) taking any actions arising from evaluations, ’ . =
monitoring of performance and re-evaluations of (11[2 fRYEX ﬁﬁl:\nlzfiﬁ ﬁ-lﬁﬁ H—_ﬂiﬁ‘
the external providers. He AR EURT P 45 FOR U i -

6.6.3 | The laboratory shall communicate its requirements | 6.6.3 | 5256 % N 5 AN AL N 75 74038 A
to external providers for: A DL S R .
a) the products and services to be provided; a) EHRALEIRE B RIRSS
b) the acceptance criteria; b) IS HE N5
¢) competence, including any required Lj,f g ! -
qualification of personnel; ¢) fig/), BIRARPTR &L
d) activities that the laboratory, or its customer, s
intends to perform at the external provider’s d) e = B P AR SR A
premises. N FR) 3 P AT BRI )

7 Process requirements 7 TR

7.1 Review of requests, tenders and contracts 7.1 R, AR BAE [E R VE

7.1.1 The laboratory shall have a procedure for the 7.1.1 Seus = N A VEH ER AP A
review of requests, tenders and contracts. The B . 1SR SR
procedure shall ensure that: a) WARIILE SR, TR,
a) the requirements are adequately defined, el AR
documented and understood; o ,Z . A
b) the laboratory has the capability and resources jli)bﬂf%iﬁ A 1A B 2 X
to meet requirements; LR,
c) where external providers are used, the c) HAfEASMRIE UL, NI
requirements of 6.6 are applied and the laboratory B 6.6 HIEER, SEUG % N A
advises the customer of the specific laboratory R A R A S S it ) SR =
activities to be performed by the external provider EB, FRIRAE P E
ia\?g]ggnllsI:}il: :;:22;; taﬁ)arzr:;?r;nally provided 1. 78 FHUIGL P ATRECEAISH

S+ S IA 22 ST .

laboratory activities can occur when: HB&E% EE%EME%{E?JL 5o
— the laboratory has the resources and Ab%gﬁgﬁﬂiﬁ{ﬁm I BE A
competence to perform the activities, however, for HIBES], SR E T T B F
unforeseen reasons is unable to undertake these in ERIA B 7 HH 30 20 B4 BB 85
part or full; —SRE WA TT I BN B
— the laboratory does not have the resources or PEANEE
competence to perform the activities. d) EFIE S BT,
d) the appropriate methods or procedures are BB L P TSR
selected and are capable of meeting the customers’ o O AR 4 A P
requirements. ;%§$?AWTE,?\Z\?%T%,F ); gﬁz\
NOTE 2 For internal or routine customers, 7 7] B PR &R AT TR AL AT
reviews of requests, tenders and contracts can be
performed in a simplified way.

7.1.2 The laboratory shall inform the customer when the | 7.1.2 M PSR T EAN S G

method requested by the customer is considered to

LR E, SRR SOE R
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be inappropriate or out of date.

7.1.3 When the customer requests a statement of 7.13 4 22 P B SR A S A I B AR A il
conformity to a specification or standard for the W5 TG B A T 17 7 B
test or calibration (e.g. pass/fail, @i/t 7ERYR A/
in-tolerance/out-of-tolerance) the specification or 7 ; 4 R 2 o
standard, and the decision rule shall be clearly % ﬁn ??ﬁ R ; HT\’, E H)E”E_Iﬁ; AEH
defined. Unless inherent in the requested e % J"‘) ‘J‘i Jziﬁj': ¥ ;JLE A f) U :l—zg
specification or standard, the decision rule FHABIFR IR, FRAFAE ek
selected shall be communicated to, and agreed PRAEAS B C LS A E FL
with, the customer.

NOTE For further guidance on statements of ¥ FEHEHEKH— SRR
conformity, see ISO/IEC Guide 98-4. ISO/IEC 98-4.

7.1.4 Any differences between the request or tender and | 7.1.4 R B 54 R 2 8] R AE AT
the contract shall be resolved before laboratory 25 NTESZIS = VRS T R R iR
activitiflc%mrllllenci Elagh contract Sh?lll be o RIS [B] S B S 2 FlK
acceptable both to the laboratory and the o door 537 > T S AR B A
customer. Deviations requested by the customer iig%;zﬁﬁ;iﬁﬂgj}g?ﬁgﬁ
shall not impact the integrity of the laboratory or ~ =S i DRI S
the validity of the results. RNk o

7.1.5 | The customer shall be informed of any deviation 7.1.5 | 54 FBAR RS N IB AR .
from the contract.

7.1.6 | If a contract is amended after work has 7.1.6 | MR TAEFF G EBSEFE, NiE
commenced, the contract review shall be repeated ST A FNEE, BB A A
and any amendments shall be communicated to all s AT
affected personnel.

7.1.7 | The laboratory shall cooperate with customers or | 7.1.7 | fEVEIER B R M AR5 I
their representatives in clarifying the customer’s WA TAERI A, 2ih=
request and in monitoring the laboratory’s 5% P AR A,
performance in relation to the work performed.

NOTE Such cooperation can include: W XFhEET .

a) providing reasonable access to relevant areas of a) FOVFIE G HE N S22 ke X
the laboratory to witness customer-specific o, DAIEL 51%% F A S 1 Sl
laboratory activities; =T,

b) preparation, packaging, and .dispa.tch of items by %/t F AT B T 10
needed by the customer for verification purposes. W L

7.1.8 Records of reviews, including any significant 7.1.8 MNAREE B IE 3, BT E A
changes, shall be retained. Records shall also be B2, . 13 & P SR B SR Ih =
re‘{aiped of }I)lertinent discussions with a cus‘;i)mer VER G5B 5% P e R AR
relating to the customer’s requirements or the SINCE )
results of the laboratory activities. AT URAE -

7.2 Selection, verification and validation of methods 7.2 TIERIGEE. EAIfAIA

7.2.1 Selection and verification of methods 7.2.1 TV 3% BE AN EEAIE

7.2.1.1 | The laboratory shall use appropriate methods and | 7.2.1.1 | S25& ‘55 W AS FH & 24 10 /7 1 A1 FE

procedures for all laboratory activities and, where
appropriate, for evaluation of the measurement
uncertainty as well as statistical techniques for
analysis of data.

JF IR SR S E A (24
VSR TR AR BE, LA 5
HBARBEATBAR T

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

VE: ARFRMERT iR RN 2
ISO/IEC $875 99 & X f <l £ %
7B ) SCA]
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7.2.1.2

All methods, procedures and supporting
documentation, such as instructions, standards,
manuals and reference data relevant to the
laboratory activities, shall be kept up to date and
shall be made readily available to personnel (see
8.3).

FiT A 532 R R SRR SR L AR
FFEUT ARG T NI, B
U5 S8 I B R 9R 2 45
prdE. FASEHSE (UL 8.3)

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

S8 = N B DR A5 FH 550 T 5 R0
AETTE, BRAEAGEBAN AT fE
. ER, NAbFE I IEfE ]
RIE 15 AR DR R P PR — S5k

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

E: IREERR . XEREE
K MIbRiE, B2 A RRE
BE T IR EAT SEIR I I
B AR 75 B, IF HiX sebrit
IR M et S (INAL I
s BB, WA TR T4
FEEEE AR o X7 ik
IR F D IR, W] R L 2 E
B An 4 ) = b 78 A

7.2.1.4

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

7.2.1.4

2 R TE E B VAR, S8
6= N FEE 2 5 VE R AN
Z o HEREAE R A brAsifE . X
S B ] X v AT PR 5 3%
B R A 44 FOR A B  A SCR)
BT R AT, B
B RALE 1759, AT
PS8 ST R BUAE B 51 .

7.2.1.5

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

7.2.1.5

SEOG AL G ANTTIRHT, MRS
g IERIZ %071, AR IRAESE
L& A7 iR RE o N ORAF SR IE
WL WRAEAHAEI T J5
1%, NLAE PTG ORESE b EB BEAT
Bk

7.2.1.6 When method development is required,
this shall be a planned activity and shall be
assigned to competent personnel equipped with
adequate resources. As method development
proceeds, periodic review shall be carried out to
confirm that the needs of customer are still being
fulfilled. Any modifications to the development
plan shall be approved and authorized.

TR E JVER, TR,
It B A 2 BT RE
N RHEAT o FE 7V E 1S A2
r, BIBEAT VR R, DAERIASE
B % 7 K TF AR
AT A% B A3 B HEHERTIZ AL -

7.2.1.7

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

7.2.1.7

SR I B 5 IE RN R, N
SR IZ IR B ST AR
Wr. SRIGEBOFHR 5% .

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

VE: B B T UL
Al 215

7.2.2

Validation of methods

7.2.2

JIERIA
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7.2.2.1 | The laboratory shall validate non-standard 7.2.2.1 | 5286 NS AERRUE JTVE SR
methods, laboratory-developed methods and ) S8 14 7 v B T S S el 4
standard methods used outside their intended HIE A7 V2« BECAAs e  A v
scope or otherwise modified. The validation shall e ST i R R TT G
be as extensive as is necessary to meet the needs %&igf %\ﬁﬂﬁéégggﬁlﬁﬁ 1
of the given application or field of application. " %‘%% DABRRLEEE B
NOTE 1 Validation can include procedures for VE 1 Bl T AL A
sampling, handling and transportation of test or RS VA T Ak A S R R
calibration items. I .
NQTE .2 The techniques used for methgd VE2: W UL —RhE L R A
validation can be one of, or a combination of, the NN .
following: ﬁﬁjﬂiﬁ%mj‘ o i
a) calibration or evaluation of bias and precision a) A %%%%{EEJZ%{E%E&
using reference standards or reference materials; AT IEHE BTt ey RS 8 P2 5
b) systematic assessment of the factors influencing b) WFEZm 45 R R RSt
the result; PEE
¢) testing method robustness through variation of ¢) BT AR | S BUS I
controlled parameters, such as incubator MG, AR A L R . R
temperature, volume dispensed; AR,
d) comparison of results achieved with other - Trﬁ’ \ e A o
validated methods; d) 5 Al DA TR AT 45
e) interlaboratory comparisons; ARLERS s
f) evaluation of measurement uncertainty of the e) S5 = A Xt
results based on an understanding of the £) AR PE X T 2 i ) 3 A N
theoretical principles of the method and practical FEECAS I 7V B S B 2 361
experience of the performance of the sampling or 7 B AN T FE
test method.

7.2.2.2 | When changes are made to a validated method, the | 7.2.2.2 | 24& ok S B\ 10 5 VLR, N
influence of such shall be determined and where TE X EAB IS o 24 R IR
they are found to affect the original validation, a JE A WA, W 8 3 AT
new method validation shall be performed. e

7.2.2.3 | The performance characteristics of validated 7.2.2.3 | H¥fd F H I TR fe s
methods as assessed for the intended use, shall be MEHEATHARS, N R RPN E
relevant to the customers’ needs and consistent sk, WAL EER.
with specified requirements.
NOTE Performance characteristics can include, VE: MR AR E AR
but are not limited to, the measurement range, F. MEJEHE. M. 811
acculraci/', the r}l(eiasure.meni[.ur}cergainty off the. B AT FE R TR B R
results, limit of detection, limit of quantification, e by Mk 4 J M HE
selectivity of the method, linearity, repeatability or g;ﬁ?;%?ii% ifﬁ%ﬂ\ﬁiigi
reproducibility, robustness against external -2 o f ﬂ o o RS e L
influences or cross-sensitivity against interference ERARARISR I v B A 2
from the matrix of the sample or test object, and TR RBUE VAL i -
bias.

7.2.2.4 | The laboratory shall retain the following records 7.2.2.4 | s286 = NARAE LR A IE 5%
of validation: a) fFH AR F,
a) the validation procedure used; b) HSEMIER,
b) specification of the requirements; F e g b S b
¢) determination of the performance % E%E 7 IR RER 1
characteristics method; d) FRIFHIER;
d) results obtained; ) JIIEA AL W IR 5
e) a statement on the validity of the method, W& E .
detailing its fitness for the intended use.

7.3 Sampling 7.3 A

T185 Page 14/35




ISOIEC 17025:2017 #&MAMBFELBER N HNEBEHEXR

SEIAT AL, Tel 118657856588 (R{EES

7.3.1 The laboratory shall have a sampling plan and 7.3.1 W S = N 5 SRR I BARE VHE T
method when it cgrries out sampling of S MRS AT R
tmances, il o product o bt || b, iR Y
address the factors to be controlled to ensure the 73&@ i ﬁﬁﬁ%ﬁ?u EE%%L 4
validity of subsequent testing or calibration R B = ‘ﬁyﬂ”ﬁ&{ﬁé” KA
results. The sampling plan and method shall be T o FEAF )30 N RE 95 45 21tk
available at the site where sampling is undertaken. FEH IR . REGH, MR
Sampling plans shall, whenever reasonable, be i A G vt I ks E et
based on appropriate statistical methods. 578

7.3.2 The sampling method shall describe: 7.3.2 FhAE T VEMN IR .

a) the selection of samples or sites; a) FESLERAT B k%,

b) the sampling plan; b) HhRET R

Substance, mateial or product o yild he ) P A RIB R B

required i;em for subsequent testing or calibration. i ‘”EE' H‘? ﬁi”%ﬂ]ﬂ\ L

NOTE When received into the laboratory, further T SR HE H Y i

handling can be required as specified in 7.4. e LR BN E,
SEFRER I, 7.4 HIHLE -

7.3.3 | The laboratory shall retain records of sampling 7.3.3 | 7.3.3 SEUG = NS EIEE N
data 'that forms part of the testing or callibration Ko B v AR — 3 o155
that is undertaken. These records shall include, T3 . X R EE DL ARG
where relevant: o
a) reference to the sampling method used; e s
b)) date and time of sanfplir?g; a) P Fﬁ Eﬁ?ﬁﬂﬁjﬂ‘j&;
c¢) data to identify and describe the sample (e.g. b i H A S il
number, amount, name); o) WA IR RE I BE (A
d) identification of the personnel performing T HEMBI ;
sampling; O MRS B,
€) ider}tiﬁcation of the equipment gged; e) TP ¥4 IR 3
f) environmental or transport conditions; £ M e &
ﬁz dlagrarps or oth.er equivalent means t.o identify ) B, R RELE

e sampling location when appropriate; " b e
h) deviations, additions to or exclusions from the KEZ/‘W‘“‘A‘ZE?&" e
sampling method and sampling plan. hj %\iﬂ%ﬂﬁﬁﬁ% M -l ) B
2] B ik o

7.4 Handling of test or calibration items 7.4 &I RS HEYD & ) Ak B

7.4.1 The laboratory shall have a procedure for the 7.4.1 S =3 N A K B A HED 5 1)
transportation,. receipt, h.andling, protection, . B ALE . R
sto.rage,. rete.:ntlon,'and dl‘sposal or re-tl.lrn of test or (REE . ETR LRI L, Mg
e e AR RN
calibration item, and to protect the interests of the (k2 u&i5§§52)3 ﬂfﬁ_ﬁﬁ ik
laboratory and the customer. Precautions shall be HIPTHRLE . FEALE. ik, R
taken to avoid deterioration, contamination, loss A e Al R v
or damage to the item during handling, B, R EEE ey i
transporting, storing/waiting, and preparation for, v Egea iRl . NiESEREY)
testir.lg or ca.llibratif)n. Handling instructions AL E SR
provided with the item shall be followed.

7.4.2 The laboratory shall have a system for the 7.4.2 S I8 25 N A5 TR I AR VRS U B AR

unambiguous identification of test or calibration
items. The identification shall be retained while
the item is under the responsibility of the
laboratory. The system shall ensure that items will
not be confused physically or when referred to in

HEPD IR R S8 S S AR i
I ORE IRl DR B 1% 0 R . AR IR &R
SN R d AN AESE) B D
SRECHAB S R . &,
PR RGNS B
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records or other documents. The system shall, if
appropriate, accommodate a sub-division of an
item or groups of items and the transfer of items.

2 i F 4 73 A it ) A 32

7.4.3 | Upon receipt of the test or calibration item, 7.4.3 | RESCRE I B HEYD S, NAd 3%
deviations from specified conditions shall be S S RS o 246
recorded. When there is ‘doul?t about the suitqbility T5E TR B R A 6 ], B
Zf an item for test or cahbratl(.)n,.or wheq an item W R A R AR, 52

oes not conform to the description provided, the s . VSN
laboratory shall consult the customer for further Eugﬁjgtﬁ?ui ﬁzz‘ﬁ” il "ﬂ?
instructions before proceeding and shall record the Jt, DR BB, It
results of this consultation. When the customer SN EE R 2% HE W ES
requires the item to be tested or calibrated T HLE A AT EE SR AT R B
acknowledging a deviation from specified RUERT, S22 W AEHR 4 il 4
conditions, the laboratory shall include a R, TR B T RE B 45
disclaimer in the report indicating which results B
may be affected by the deviation.

7.4.4 | When items need to be stored or conditioned 7.4.4 my S EEZEENERELET
under specified environmental conditions, these EAEEE, NARE. Bisfd
conditions shall be maintained, monitored and FeIX R4 2%
recorded.

7.5 Technical records 7.5 FARIC

7.5.1 The laboratory shall ensure that technical records | 7.5.1 Sy = N AR — T S8 =S
for each laboratory activity contain the results, I ARIC TR R
report and sufficient information to facilitate, if DI ZE T 6% I YR 581 5 e 0
possible, identification of factors affecting the B A 2 :
measurement result and its associated iﬁi‘@ iﬂ;;ﬁ}fg}iﬁ Aigﬁ
measurement uncertainty and enable the repetition oy e o N 'ij .
of the laboratory activity under conditions as close AR DL I ﬁ%%‘j‘*
as possible to the original. The technical records 8l e BRI TN B A BRI S
shall include the date and the identity of personnel G BN B A R H
responsible for each laboratory activity and for RN BRI e 4 B %
checking data and results. Original observations, YE RN 24 B 7E U0 %2 31 5 3 758 )
data and calculations shall be recorded at the time AT EE 3 R R S AT R
they are made and shall be identifiable with the ?D;jjla% ? FPLETIE S L
specific task. s

7.5.2 The laboratory shall ensure that amendments to 7.5.2 Szl = N AR R AR E B
technical records can be tracked to previous T] DLIE I B BT — A B B R 4G
Ve.rs_ionls or dto origcilne(lll é)bservztifg)lrls. ]?105111 l;hek NRELLE B AR JE LA T DA
original and amended data and files shall be kept, ok N /
including the date of alteration, an indication of EH&HE E/f&jz; ] IEI{’;FV:] E}ﬁ%gm
the altered aspects and the personnel responsible A, ﬂ:"giiaﬁ AL 5T
for the alterations. BUIPNZE

7.6 Evaluation of measurement uncertainty 7.6 MEATHEERITEE

7.6.1 | Laboratories shall identify the contributions to 7.6.1 | SEIG I N I E AN E
measurement uncertainty. When evaluating DUk VB M A E B,
meaSIereme;lt uncertainty(i all cl(:ntributions ;vhich ST R IE MM T R A
are of significance, including those arising from B g : a—
sampling, shall be taken into account using m&\%m Ak, EAFER B AT
appropriate methods of analysis. e

7.6.2 | A laboratory performing calibrations, including of | 7.6.2 TT R HE R SR8 =, BFERHE H

its own equipment, shall evaluate the
measurement uncertainty for all calibrations.

CL A, BV el
BRI
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7.6.3 | A laboratory performing testing shall evaluate 7.6.3 | JTREARGIN ) S2E6 = M AT 8 T &
measurement uncertainty. Where the test method AHAERE o 24 B TSI 7 v 1 B
precludgs ri gorous eva!uati(l)ln 1(1)1 meas(linre;nen(t1 S DL T T 5 B N o
uncertainty, an estimation shall be made based on s : ‘A ;
an underst};nding of the theoretical principles or sk :1;‘3 MEF%‘Z‘%‘?:XT ii;m‘l/fffﬁf’]
practical experience of the performance of the T%%‘@ﬁﬁ TR B
eietihgl RIAT VAL -
NOTE 1 In those cases where a well-recognized VE 1. FEEELR, AR
test method specifies limits to the values of the T o R AN o P SR
maj 01; sou;ce; of mefasurement' unc?nﬁinty lan(li ) HMERNE T BRAE, JE9e Tk
specities the form ot presentation ot the calculate + / — o 1 s
results, the laboratory is considered to have %%ﬁﬁé}ﬁmﬁﬁ;ﬁ%?ﬁﬁ% o %%
satisfied 7.6.3 by following the test method and ﬁm”‘“iﬁfn?& F UL, B2
reporting instructions. 7.6.3 HIER,
NOTE 2 For a particular method where the TE2: XKL, WRCH
measurement uncertainty of the results has been FEFISUE T 25 S AN E
established and verified, there is no need to B, seagas HEERE iR I it o6
evaluate measurement uncertainty for each result R R 2, AN EE 4G
if the laboratory can demonstrate that the A BT s B AN
identifiled critical influencing factors are under V3 H 24585 1 ISOMEC 14
control.
NOTE 3 For further information, see ISO/IEC P 98-3.1SO 5725 A ISO 21748,
Guide 98-3, ISO 5725 and ISO 21748.

7.7 Ensuring the validity of results 7.7 AR 5 1A Rtk

7.7.1 | The laboratory shall have a procedure for 7.7.1 | SEEGE N Mgk A )

monitoring the validity of results. The resulting
data shall be recorded in such a way that trends
are detectable and, where practicable, statistical
techniques shall be applied to review the results.
This monitoring shall be planned and reviewed
and shall include, where appropriate, but not be
limited to:

a) use of reference materials or quality control
materials;

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

¢) functional check(s) of measuring and testing
equipment;

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

e) intermediate checks on measuring equipment;
f) replicate tests or calibrations using the same or
different methods;

g) retesting or recalibration of retained items;

h) correlation of results for different
characteristics of an item;

1) review of reported results;

j) intralaboratory comparisons;

k) testing of blind sample(s).

FERF o it R 4 AR 1 77 N
TR K s, iy, M
KRG EAREEL R LRE
L% W P AT SRRV, M
REALFEEANR T AR & 21077
=

a) A FARAEY) BT BT S A% 5
Ji s

b) A HAth EAR E RE ik AT
TR A AR B AR

o) W& A il ¥ 2% B D e A% A s
& @R, A TR
AE,  FE ] A

e) DB HIAZ 2 s

£ A FH AR [R] 5eAS [7] 7 V2 3E 4T B
=R ol i

g) RAEFEm I E B RN E S
RRAME

h) Wi A [E R P45 R 2 TR A
Ktk

D HAERE R

) SEESE A HERT

k) BRI
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7.7.2 | The laboratory shall monitor its performance by 7.7.2 | AATANGE 4y, S2EGE M S
comparisqn with results of otther 1ab9ratori§s, . At S 25 ) 45 B LY 6 SR s s
where available and appfopnate. This mqmtormg FCE TN R I 45 N AT S R
shall be planned and reviewed and shall include, B, AFE(E R T DL R i
but not be limited to, either or both of the gahn BB A
following: 2‘1‘) ZINRE IR ; _
a) participation in proficiency testing; #£: IS0 /IEC 17043 f 8 X Tfik
NOTE ISO/IEC 17043 contains additional VAL AT : 2k a7t il i
information on proficiency tests and proficiency g B 3 2 ISO / IEC 17043
testing providers. Proficiency testing providers BRI FE Fr R IR AN
that meet the requirements of ISO/IEC 17043 are BAR 1
considered to be competent. b) SR EE JIHAE 2 AN 528
b) participation in interlaboratory comparisons 2 ] Hetot
other than proficiency testing.

7.7.3 | Data from monitoring activities shall be analysed, | 7.7.3 | N #r e =G sh s, HH T
used to control and, if applicable, improve the PR (A& H) ook seid == uE
lafb(cl)ratofry’s activ'itieg. If thg r@ults offthe a(llnalyl;sis . SR EE SRS
of data from monitoring activities are found to be + EL 471 S " 7
outside pre-defined criteria, appropriate action g?i;ﬁ?@g E?gfg‘g E%ﬁ%‘?ﬁ
shall be taken to prevent incorrect results from . ;‘ H H
being reported. 4R

7.8 Reporting of results 7.8 R 45 R

7.8.1 | General 7.8.1 pyill

7.8.1.1 | The results shall be reviewed and authorized prior | 7.8.1.1 | &5 HA7F & H fif v 20k 55 25 A4t
to release. i
The results shall be provided accurately, clearly, St == 38 DLIR 5 1O Rt
unambiguously and objec;tive!y, usua}ly in a report g B R IR . BEEE T
(e.g. rz: te;‘st rep(;rt o)r a cdalll‘;)rﬁt}onlczrtlfﬁ:etlltle or EMREIR ) |, IR T
report of sampling) and shall include all the 1 N .
information agreed with the customer and ziigggiﬁ';ﬁ;%i;gﬁg
necessary for the interpretation of the results and s TR, a0 # AN
all information required by the method used. All i H LA B FIT PR R B R I 4
issued reports shall be retained as technical 58 I Rk & RAE
records. ARidx T LARAE
NOTE 1 For the purposes of this document, test E 1 BT, Rk & AR
reports and calibration certificates are sometimes YEE B B FR ARSI 5 F A
referred to as te.st clertiﬁcates and calibration VAR
reports, respectively. . 2. R AR ME R R,
NOTE 2 Reports can be issued as hard copies or . . X S
by electroni]é) means, provided that the ’ b 1T AR DLl 77y UK
requirements of this document are met. i

7.8.1.2 | When agreed with the customer, the results may 7.8.1.2 | &% 1 [FEE, 0] FH Rt 7 3k
be reported in a simplified way. Any information fe gk LR E R E 7.8.2
listed in 7.8.2 to 7.8.7 that is not reported to the % 7.8.6 MEHIEE, B
customer shall be readily available. G TR/

7.8.2 | Common requirements for reports (test, 7.82 | ke (e, RAEECHIAE) i@

calibration or sampling)

E-B
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7.8.2.1 | Each report shall include at least the following 7.82.1 | [RAESLE EHE ARG, BN
information, unless the laboratory has valid GHE N2/ AR RAE R,
reasons for not doing so, thereby minimizing any 5 B FEE Ml g%/ 5 R 5 P 11
possibility of misunderstanding or misuse: T RGP
a) a title (e.g. “Test Report”, “Calibration b E,ﬁ' TR TIAR 2.
Certificate” or “Report of Sampling”); a) L D‘ u{)\i By I
b) the name and address of the laboratory; HEUE 7 BRI S D
¢) the location of performance of the laboratory b) SEIG S B AR ALAL ;
activities, including when performed at a customer o)JF Fe SLu = iE B i, AL
facility or at sites away from the laboratory’s e P T S = [ 8 i LA
permanent facilities, or in associated temporary or BB A, B AE AR S s B B RS
mobile facilities; —h AL .
d) unique (iidentiﬁcat'ion ttt{at all itslcomponents (ziwe zj)] %f;jﬂb H AT B A AR A
recognized as a portion ot a complete report and a Iy Cbden N
clear identification of the end; Pl r HOME - ﬁ*’f?’q’ bl
e) the name and contact information of the KERUIR T SRR R
customer; )BT I RABRE(E R
f) identification of the method used; ) Bt 7R A
g) a description, unambiguous identification, and, )W A . BHA AR IR DA
when necessary, the condition of the item ; AR IR AS
h) the date of receipt of the test or calibrati(.)n. Ty B v R L 39, DA%
1t§rp(s), and the c!at.e of samphgg, Where this is S 2 B {4 2 R P B O T
critical to the validity and application of the N
results; FE R s
1) the date(s) of performance of the laboratory i)SE e = A5 S I H
activity; AR B R AT H 3
j) the date of issue of the report; k) 5 45 5K 1A R4 N A
k) reference to the sampling plan and sampling SR, SzEg e B H A AL A B B
method used by the laboratory or other bodies HhRET R AT RE 5 1
Wher'e these are relevant to the validity or 1)Zh S S AT . Bl v B
application of the results; S A S
1) a statement to the effect that the results relate pEE pow o ST A
only to the items tested, calibrated or sampled; m)/“% ’ L‘-é' I, ?ﬁfd“”Eﬁm;
m) the results with, where appropriate, the units of )X VEAN T i S A s
measurement; o) G HEME AR A
n) additions to, deviations, or exclusions from the p) A4 R R B TN IR AL 1,
method; TR
0) identification of the person(s) authorizing the
report;
p) clear identification when results are from
external providers.
The laboratory should include a statement SEI6 S N 2 R A2 SR 6 = 4L
specifying that the report shall not be reproduced W, AEEHEREHEE (&3¢
except in full, without approval of the laboratory. SEIBAN .

7.8.2.2 | The laboratory shall be responsible for all the 7.8.2.2 | SEIGEXIRE T TA (S E N

information provided in the report, except when
information is provided by the customer. Data
provided by a customer shall be clearly identified.
In addition, a disclaimer shall be put on the report
when the information is supplied by the customer
and can affect the validity of results. Where the
laboratory has not been responsible for the
sampling stage (e.g. the sample has been provided
by the customer), it shall state in the report that the
results apply to the sample as received.

==

ot, HESRMEHE RSN %
JHER AL IR BT AR IR
b, 2% AR ALK 45 S AT ERE M

G IR RBERT, s A S
TR . S B A ST ALY
Be(lnt a2 P 4R 1), RLAER
A B A5 R IE TR A

HH o
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7.83 Specific requirements for test reports 7.83 For R 25 1 e e Bk

7.8.3.1 | In addition to the requirements listed in 7.8.2, test | 7.8.3.1 | 7.8.3.1 [& 7.8.2 FiAE R 2 4),
reports shall, where necessary for the K & 38 N AL 2 DL T R A
interpr.etation of the test results, include the IS B S B
folowing: | y a) HEE ORI, 05
a) information on specific test conditions, such as 5 42
environmental conditions; e ANITS e e e
b) where relevant, a statement of conformity with b) AHORHY, 5 EREGRIE R
requirements or specifications (see 7.8.6); HERH (7.8.6) ;
c) where applicable, the measurement uncertainty o) K, FERIMELT, 77
presented in the same unit as that of the T 4 E AH [F) B 1 B AN
measurand or in a term relative to the measurand S8 JEE A £ P AR X I B A
(e.g. perc;:nt) whenil " et ” SERE (IME 4D -
;Stltrésséletse;vant to the validity or application of the —iﬂﬂ%?jﬁ%%fﬁéiﬁiﬂﬂ%%ﬁﬁ
— a customer’s instruction so requires, or ﬁ@k'f&ﬁﬁﬁjﬁﬂ? ECLE
— the measurement uncertainty affects — & BRI
conformity to a specification limit; — I AN R JRE R T ) 5 RV
d) where appropriate, opinions and interpretations PR RRTA TR .
(see 7.8.7); d) &4, SRR (L
e) additional information which may be required 787) ;
by specific methods, authorities, customers or o) M ik VA E LI
groups of customers. e PSR [ Fo A

7.8.3.2 | Where the laboratory is responsible for the 7.8.3.2 | H{spiG s ARG SN, R
sampling activity, test reports shall meet the FRTRAN I 25 B2 T R 5
requirements listed in 7.8.5 where necessary for WL 7.8.5 ZEIER.
the interpretation of test results.

7.8.4 | Specific requirements for calibration certificates 7.8.4 | KUEIE B EER

7.8.4.1 | In addition to the requirements listed in 7.8.2, 7.8.4.1 | [F 7.8.2 BIERAN, KUEIEF N
calibration certificates shall include the following: AL ER.
a) the measurement uncertainty of the ' a) 5 4 I [ BT f AR
measurement result prese.nted in the same unit as G 5 R m B AR T 38
that of the measurand or in a term relative to the HA) |
measurand (e.g. percent); - A ’ N
NOTE According to JCGM 200:2012, a T AR JCGM 200:2012, Ul
measurement result is generally expressed as a FREH RN MR,
single measured quantity value including unit of /B0, 375 0 B A AN B AN E T
measurement and a measurement uncertainty. b) BUENE B I & 25 R H R
b) the conditions (e.g. environmental) under which W B2 (IR &) .
the calibrations were made that have an influence c) B BT - B £ 7
on the measurement results; CRLI A)
c) a statement identifying how the measurements A IS e T
are metrologically traceable (see Annex A); d) WIATHRAG, RIS
d) the results before and after any adjustment or 4R
repair, if avaﬂable; e) *H%Hﬁ ’ Sg*ﬁ%ﬁl}”@ E/‘J’/TTT/JT-
e) where relevant, a statement of conformity with HHEAE (7.8.6) ;
requirements or specifications (see 7.8.6); ) EHE, =LA (L
f) where appropriate, opinions and interpretations 787) .
(see 7.8.7).

7.8.4.2 | Where the laboratory is responsible for the 7.8.4.2 | Y{spus = A0 SR AMETE SN, tnsE

sampling activity, calibration certificates shall
meet the requirements listed in 7.8.5 where
necessary for the interpretation of test results.

fRRBRI A R TFE, RUEIED
NI 2 7.8.5 S E R .
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7.8.4.3

A calibration certificate or calibration label shall
not contain any recommendation on the
calibration interval except where this has been
agreed with the customer.

e TR BT b 2 A< L 7
RERHE LRI EE L, AR T 5%
PSR-

7.8.5 | Reporting sampling — specific requirements 7.8.5 | IREHIFHE—EFRRER
Where the laboratory is responsible for the R s G = TR, 5 7.8.2
s-arnpli.ng activity, in additiqn to the requiremepts BB SR A1, R AL S DL R iR
listed in 7.8.2, reports shgll 1nclud§ the following, st BT RS B
wliclelre életces?ary folr. the interpretation of results: a) HirkE H I,
a) the date of sampling; .
bg unique identiﬁcpatioi of the item or material bz ‘TEE E¥ D it BRI Hfj e
sampled (including the name of the manufacturer, PR Gl I, R I 44
the model or type of designation and serial PR FRos 8 5 BRI DL K P 31
numbers as appropriate); 5
¢) the location of sampling, including any c) MFEIE, BFEER. HE
diagrams, sketches or photographs; E B
d) a reference to the sampling plan and sampling d) HREH R AR 77 i
S . o e) HRHL AR R LS AR
e) detglls of any env1ronmental cor}dltlons during B 1) L AR A 4 (2
sampling that affect the interpretation of the test FEHITEAIA E‘% tH” e
results; f) VFE J5 Sl s o i
f) information required to evaluate measurement AN E FE R R IS B .
uncertainty for subsequent testing or calibration.

7.8.6 | Reporting statements of conformity 7.8.6 | IREFESMHEH

7.8.6.1 | When a statement of conformity to a specification | 7.8.6.1 | 24fif ! 5 VG kA UE /TS =
or standard is proyified, the laboratory sha.ll . A B, SO 2= N 2% re 5 Fr A A 2
document the dec1s1qn rule employed, taking into SR U AE 2 1 R 7K ST e 5
Tlse rjectand satistical assumptions) assocated s SAREARRIERD
with the decision rule employed and apply the P @)ﬂ AL RE BN 5 PR
S 5, I R A R o
NOTE Where the decision rule is prescribed by E: R R E Y
the customer, regulations or normative documents, EIE T RN, TEH—
a further consideration of the level of risk is not R RS T .
necessary.

7.8.6.2 | The laboratory shall report on the statement of 7.8.6.2 | SEIG = AEIR S AT S BA I N
conformity, such that the statement clearly VEMTFRIR .
identifies: | a) G ISE A T b
a) to which results the statement of conformity e
applies; e e e
br))r\)vhich specifications, standards or parts thereof b) Y?ﬁ’% EZKJWE%M\% I A
are met or not met; B 5
¢) the decision rule applied (unless it is inherent in c) FEAIIAE N CERAEME
the requested specification or standard). e S .
NOTE For further information, see ISO/IEC i i —{E B W ISO/IEC 51
Guide 98-4. 98-4.

7.8.7 | Reporting opinions and interpretations 7.8.7 | WA RN ERE

7.8.7.1 | When opinions and interpretations are expressed, | 7.8.7.1 | 43R = WAERLE, S2I6 2= M

the laboratory shall ensure that only personnel
authorized for the expression of opinions and
interpretations releases the respective statement.
The laboratory shall document the basis upon
which the opinions and interpretations have been
made.

R R IR A BE KA
JLAMARRE o SO % LR L AT A
T R4 1) S
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NOTE It is important to distinguish opinions and
interpretations from statements of inspections and
product certifications as intended in ISO/IEC
17020 and ISO/IEC 17065, and from statements
of conformity as referred to in 7.8.6.

E: NERX SR ILNERES
ISO/IEC17020 H [ 46 25 5 B

ISO/IEC17065 FF 7= S iE 7
B DL K 7.8.6 W AT & 7 B 1) 22

=
It o

7.8.7.2

The opinions and interpretations expressed in
reports shall be based on the results obtained from
the tested or calibrated item and shall be clearly
identified as such.

7.8.7.2

0 T PR AR R AR S T4
AL AR AE DD it R 45 2R 7 b
P DAARIR

7.8.7.3

When opinions and interpretations are directly
communicated by dialogue with the customer, a
record of the dialogue shall be retained.

7.8.7.3

B TE T B S %
AR, R OR BT A D
Ko

7.8.8 | Amendments to reports 7.8.8 | BMIRkE

7.8.8.1 | When an issued report needs to be changed, 7.8.8.1 | 4 K GV BLE B &K AT B K AT
amended or re-issued, any change of information B3R, BRI v iR I b U
shall be clearly identified and, where appropriate, S B, & SRR B B
the reason for the change included in the report.

7.8.8.2 | Amendments to a report after issue shall be made | 7.8.8.2 | &2 & &K AR K & B, NWAY LLE
only in the form of a further document, or data InSc sk B =, 36
transfer, which includes the statement 4P R
“Amendment to Report, serial number... [or as -~ = Ak
otherwise identified]”, or an equivalent form of Xf % f j,j,”” (‘EZ,\EG@L\ )‘
T Rt B, BHh SR S
Such amendments shall meet all the requirements Fo " L i
of this document. BTN & ABR e 1 BT A 225K

7.8.8.3 | When it is necessary to issue a complete new 7.8.8.3 | H{AHVE KA TIRER, M
report, this shall be uniquely identified and shall Y FME—PERRIR, IRV B TR AR
contain a reference to the original that it replaces. e AR 2

7.9 Complaints 7.9 ik

7.9.1 The laboratory shall have a documented process to | 7.9.1 Sug 2= N A HI VT RSO R AR
receive, evaluate and make decisions on SRR R, FER R
complaints. H sz

7.9.2 A description of the handling process for 7.9.2 | FIZSAHR A ERES, B3R
complaints shall be available to any interested ot F5 A o FR 6 8 B SO . 7E
party on request. Upon receipt of a complaint, the BEFRG, 50503 MR
laboratory shall confirm whether the complaint LR b 7 25 (] S0 2 R
relates to laboratory activities that it is responsible = %E\J\ - Eﬁ%gﬁ%ﬁ,iﬂ*ﬁ%

: S %, GAAHSR, WINARFE . SEIG
for and, if so, shall deal with it. The laboratory . . .
shall be responsible for all decisions at all levels VRS ER QU EE SRR EL N IR RS
. o %ﬁ = S

of the handling process for complaints. AEDLDT -

7.9.3 | The process for handling complaints shall include | 7.9.3 MBI R AR M 2 2D LS DA
at least the following elements and methods: 2T
a) description of the process for receiving, a) MHERIIE. Bk, W
validating, investigating the complaint, and DL s 5T g 2 3 —
deciding what actions are to be taken in response ;\E%{kmmm&‘ﬁfﬂ HERLFEHY
to it; . i o
b) tracking and recording complaints, including P) EE‘E’% 3'123%&'1)%‘, (EEEVRLE
actions undertaken to resolve them; RFF ﬁ)i SR H) Fie it 5
¢) ensuring that any appropriate action is taken. o) PR FIUE 2 46 i -

7.9.4 | The laboratory receiving the complaint shall be 7.9.4 | BERNFFISLIG = M G SR ISR

responsible for gathering and verifying all
necessary information to validate the complaint.

FHISUERT A L EREE, A
IBFR B R
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7.9.5 Whenever possible, the laboratory shall 7.9.5 HERRE, seig =M A mEIFRA
acknowledge receipt of the complaint, and provide S BN HEEF, 3 A LRk A PRt
the complainant with progress reports and the T P 45 1 b P
outcome.

7.9.6 | The outcomes to be communicated to the 7.9.6 | 5&iF AN EEPSERNBS T
complainant shall be made by, or reviewed and W R ) S 22 % B ) UTE 9= 1)
approved by, individual(s) not involved in the DR, B AU
original laboratory activities in question. 0 2w kB e
NOTE This can be performed by external e ATHSMA S S
personnel.

7.9.7 | Whenever possible, the laboratory shall give 7.9.7 | REA[RE, sSpuG SR YR 5E
formal notice of the end of the complaint handling WG N IE RIS TR
to the complainant.

7.10 Nonconforming work 7.10 ANFFETAE

7.10.1 | The laboratory shall have a procedure that shall be | 7.10.1 | 245286 E 3Gz w45 R AT &
implemented when any aspect of its laboratory RS % Pk s — 800
activities or results of this work do not conform to RIS (B, % B 4 At
its own procedures or the agreed requirements of T W Sl 4 LA B g
the customer (e.g. equipment or environmental tﬂﬂ?f‘im‘ﬁ ET‘IEI, mﬂ%irﬁh@
conditions are out of specified limits, results of ek J"Em/%) U ) ’ j‘ =R
monitoring fail to meet specified criteria). The JP TSRt ZFEF ML OR
procedure shall ensure that:

a) the responsibilities and authorities for the a) HEANTTE LIEE IR 5T
management of nonconforming work are defined; R A7+

b) actions (including halting or repeating of work b) it LA S g ST 1) KUK 2
and withholding of reports, as necessary) are N AT ik 125 i
based upon the risk levels established by the ﬁﬁ%ﬁ\ﬁ (@'%\M %HT Sl
ety ST LAEUB I

¢) an evaluation is made of the significance of the o) W AFFE AR ™ H ik,
nonconforming work, including an impact LA 73 BT ) 5 il 5 SR A 0 5
analysis on previous results; d) XAFFE TAR B TR 32 A
d) a decision is taken on the acceptability of the H g,

nonconforming work; ¢) LER, @ENE YT
e) where necessary, the customer is notified and 1

work is recalled; s -

f) the responsibility for authorizing the resumption f) PR LA -
of work is defined.

7.10.2 | The laboratory shall retain records of 7.10.2 | SEESE ML FAES TAEAM
nonconforming work and actions as specified in 7.10.1 23K b)E HFE K
7.10.1, bullets b) to f). Wi o

7.10.3 | Where the evaluation indicates that the 7.10.3 | {PEINRIAAFKT S TA/ER BE
nonconforming work could recur, or that there is WRAER, S sSzi =BT s
doubt about the conformity of the laboratory’s FAS T 2 (25 M R A VR
operations with its own management system, the ey s
laboratory shall implement corrective action. I, SR S ORI A

7.11 Control of data and information management 7.11 Bt ffs B

7.11.1 | The laboratory shall have access to the data and 7111 | 52562 N BESR ST B SL 06 = 0%
information needed to perform laboratory T ERBIEFE E
activities.

7.11.2 | The laboratory information management system(s) | 7.11.2 | i T, b, 0. e

used for the collection, processing, recording,
reporting, storage or retrieval of data shall be
validated for functionality, including the proper
functioning of interfaces within the laboratory
information management system(s) by the

FAE B REHE S =5 R
BB R GAE BN AT RLEAT
ThRewih, BFESk =15 88
ARG A NE LSBT BEK
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laboratory before introduction. Whenever there
are any changes, including laboratory software
configuration or modifications to commercial
off-the-shelf software, they shall be authorized,
documented and validated before implementation.

EE AL, WL =R
B O R A ISR A s T A2
5t FH AT LA AR AL T2 S A I
s

NOTE 1 In this document “laboratory information
management system(s)” includes the management
of data and information contained in both
computerized and non-computerized systems.
Some of the requirements can be more applicable
to computerized systems than to
non-computerized systems.

NOTE 2 Commercial off-the-shelf software in
general use within its designed application range
can be considered to be sufficiently validated.

E 1A hesgl =5 BEE AR
g s ENEATEETHSE L
R ARG B AR
T EIR RS, ALERE
EH TR RS .

TE 20 W B R AR B
FR N2 FH ¥ BB PSP AT 4
2 78 KRN .

7.11.3 | The laboratory information management system(s) | 7.11.3 | s2ig = E BB RGN :
shall: a) Bk REFAIVI IH);
a) be protected from unauthorized access; b) 24 R LA IESE BT
b) be safeguarded against tampering and loss; %,
c) be operated in an environment that complies e A R 5 b e
with supplier or laboratory specifications or, in the ©) E? E’i’\ij ﬁﬁ?ﬁ*%é* L AE
case of non-computerized systems, provides AL HizAT, EZXE‘?FEIIEWﬁHL
conditions which safeguard the accuracy of A48, RSN AL R
manual recording and transcription; TERAE ) 25 s
d) be maintained in a manner that ensures the d) DARAECREEFNME B e B
integrity of the data and information; T R 4Ed
e) include recording system failures and the o) AL ARG TALE 2411
appropriate immediate and corrective actions. 25 ke T 1] TE

7.11.4 | When a laboratory information management 7.11.4 | Hspibws B R4 i
system is managed and maintained off-site or AN L N R R AT PR L,
through an external provider, the laboratory shall S35 A1 2 45 1 A4 7 7 R
ensure that the provider or operator of the system o e AL e 22
complies with all applicable requirements of this ;%ﬁﬁﬁ A AR E
document. °

7.11.5 | The laboratory shall ensure that instructions, 7.11.5 | sEES =N R T 5 T3S
manuals and reference data relevant to the SR S HAS T 254 X1
laboratory information management system(s) are B RS % B
made readily available to personnel. )

7.11.6 | Calculations and data transfers shall be checked in | 7.11.6 | M %f 2 AR 47 3E 24
an appropriate and systematic manner. AL

8 Management system requirements 8 EPRAR REER

8.1 Options 8.1 Yo

8.1.1 | General 8.1.1 pyill

The laboratory shall establish, document,
implement and maintain a management system
that is capable of supporting and demonstrating
the consistent achievement of the requirements of
this document and assuring the quality of the
laboratory results. In addition to meeting the
requirements of Clauses 4 to 7, the laboratory
shall implement a management system in
accordance with Option A or Option B.

OMIEYVAS SVANE 1 NI Y RPN
FEHEER, ZEHEERNAEY
SCHFAIE B S8 8 455 S /e A
PRUEESR I HLARIE S = 45
IR . BRipALEH 4 2Rk E5H 7
FAMIER, LI EM% T A
85 30 B SR EAR R

NOTE See Annex B for more information.

E: BZEEZ AKX B.
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8.1.2 | Option A 812 | 7L A
As a minimum, the management system of the SR EHAR R B /D NAFE R
laboratory shall address the following: Bl N2
— management system documentation (see 8.2); SRR RSO (I 8.2)

8—3 ;ontrol of management system documents (see ek 2R E (T 8.3)
— control of records (see 8.4); _ﬂ%:}i\ﬁi (L ‘8'4) .

— actions to address risks and opportunities (see — R0t R L&
8.5); 8.5)

— improvement (see 8.6); —ft (I 8.6)

— corrective action (see 8.7); — A e (W 8.7)

— internal audits (see 8.8); — N (I 8.8)

— management reviews (see 8.9). —EHFHE (K89

8.1.3 | Option B 813 | 7B
A laboratory that has established and maintains a S == F R 1S09001 [ EE R 2
management system, in accordance with the SRS A R, IR H B
requirements of [SO 9001, and that is capable of BANEE S A S 4 %%
supporting and demonstrating the consistent A5 7 A2 T SR i S A S
fulfilment of the requirements of Clauses 4 to 7, % 4 mﬂ;«:jﬁi’]ﬂf%}f? ’ Hj%ﬁ
also fulfils at least the intent of the management i7/2 Z% ;5,5.2 AR %‘ 8.9 %K
system requirements specified in 8.2 to 8.9. PRLE IS HRRER.

8.2 Management system documentation (Option A) 8.2 BHIAR M 5 A)

8.2.1 | Laboratory management shall establish, 8.2.1 S e = B T N BT S ) RO AR
document, and maintain policies and objectives B A A kR B B ECER H
for the fulfilment of the purposes of this. doc.:ument W, ELS R % B F B AR e S
and shall ensure that thfe policies and objectives 25 4 2R I S N B A
are acknowledged and implemented at all levels of HIHT
the laboratory organization. o

8.2.2 The policies and objectives shall address the 8.2.2 R AN B AR N BE AR TN 5256 2= [
competence, impartiality and consistent operation Be 1. ANIEMH—F0ELT.
of the laboratory.

8.2.3 | Laboratory management shall provide evidence of | 8.2.3 | SZi& s &8 1 2 W iR AR 7 S s
commitment to the development and WA TR R DL R s ot A
implementation of the management system and to AR R E AR
continually improving its effectiveness.

8.2.4 | All documentation, processes, systems, records, 824 | EHMERANMAE. 5 el
related to the fulfilment of the requirements of this TR A FREE SR AR T X
document shall be included in, referenced from, or . TR, RS, 0.
linked to the management system.

8.2.5 All personnel involved in laboratory activities 8.2.5 Z 550G = VESI A N AN
shall have access to the parts of the management T FAR R 55 3E A 1 Bk &
system documentation and related information that SRR E AL,
are applicable to their responsibilities.

8.3 Control of management system documents 8.3 IR RS Ot A)D
(Option A)

8.3.1 The laboratory shall control the documents 8.3.1 Sz N 3R H 555 R AR R

(internal and external) that relate to the fulfilment
of this document.

RATRKI A FBA SRS AF

NOTE In this context, “document” can be policy
statements, procedures, specifications,
manufacturer’s instructions, calibration tables,
charts, text books, posters, notices, memoranda,
drawings, plans, etc. These can be on various
media, such as hard copy or digital.

TE: A, <3Cff DGR
KA R, FE. HER
V. IR R BB
Foo TN BRI, BB T
iy B RIS, XECRR]
REZKSRAE SRR B, Bl nfgss
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8.3.2 The laboratory shall ensure that: 8.3.2 S = N AR
a) documents are approved for adequacy prior to a) SUPER AR AR Gt
issue by authorized personnel; I A
b) documents are periodically reviewed, and 2 4 e e o AT e )
updated as necessary; b %;ﬁ EEﬁ% g%ﬂi%i;%ﬁ
¢) changes and the current revision status of 2 VAl AE
documents are identified; A e )
d) relevant versions of applicable documents are d) 7EfEH i@,@ﬁjﬂéﬁ%ﬁﬁi p'e
available at points of use and, where necessary, PRIFR R RRAS, SEERS, NS4
their distribution is controlled; H R
e) documents are uniquely identified; e) ST ME— VAR
f) the unintended use of obsolete documents is £) 7 1 E B SCAE O A T 00 £ A
prevented, and suitable identification is applied to A / e /
them if they are retained for any purpose. E;iﬂ:gg Ei’?ggﬁ ;.; Hoffe

’ ) MKV 7%

8.4 Control of records (Option A) 8.4 s 5 A

8.4.1 The laboratory shall establish and retain legible 8.4.1 Sudy == N @ AR AT Wil
records to demonstrate fulfilment of the 3¢ DUIE S0 e A FR eI B SR
requirements in this document.

8.4.2 | The laboratory shall implement the controls 8.4.2 | SEEG = NICRKMIFRIR . 20l
needed for the identification, storage, protection, R, &4y AR, M. 547
Bgck-upl, a;c?:live, rectlrie¥zlr1ll, ie]toenti?n tinrllle,uamdt ’ HAFIAL B S BT 3 s h] . St

isposal of its records. The laboratory shall retain - # IPON=T
records for a period consistent with its contractual ilaiagg/g ]}% gﬁi &E;
obligations. Access to these records shall be o v vl jg = i/
consistent with the confidentiality commitments W, IEFN G TR
and records shall be readily available.
NOTE Additional requirements regarding VE: S ARIC SR E AR SR I
technical records are given in 7.5. 75,

8.5 Actions to address risks and opportunities (Option | 8.5 T RS AL R HE s (7 =0
A) A)

8.5.1 The laboratory shall consider the risks and 8.5.1 Sph = N RS s B s s E
opportunities associated with the laboratory SR RS FOHLIE, DL
activities in order to: a) H{RAS Tk £ e SeE LT
a) give assurance that the management system iy 4 L
achieves its intended results; e _

2 S E S /"\& N N
b) enhance opportunities to achieve the purpose b) iE" HRIINIH = H HIA H b
and objectives of the laboratory; E‘Jﬂﬁ\; . ) o
¢) prevent, or reduce, undesired impacts and c) TRl B S = s B
potential failures in the laboratory activities; ANFI S e FIRT B R 2R
d) achieve improvement. d) SIS
8.5.2 | The laboratory shall plan: 852 | sEIG=EMNKL:

a) actions to address these risks and opportunities;
b) how to:

— integrate and implement the actions into its
management system;

— evaluate the effectiveness of these actions.

a) o XU LIS [R5
Jite 5

b) .

— T BAR R PR I SR IX
L e

— PP X S il P A R
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NOTE Although this document specifies that the
organization plans actions to address risks, there is
no requirement for formal methods for risk
management or a documented risk management
process. Laboratories can decide whether or not to
develop a more extensive risk management
methodology than is required by this document,
e.g. through the application of other guidance or
standards.

T BARATRERE LN ekl
JS30F PASE PR 4t B R ZE SRz
P I AR RGBS B B 7 R Bk X
In=SESVREYIAN S SIS ]
TR A& 15 R FHE H A B R
IS Z RS BT i,
i N e T R B v

8.5.3 | Actions taken to address risks and opportunities 8.5.3 | NXT XSG AIALIE 145 it v 5
shall be proportional to the potential impact on the Fof Sy 2= 4k BELAE A (R PR AT B
validity of laboratory results. A3 7
NOTE 1 Options to address risks can include VE 1 MRS I AR R
identifying and avoiding threats, taking risk in FERBE R, A TSR H 138 AR X
order to pursue an opportunity, eliminating the K, TR KRR, AR R F AT
risk source, changing the likelihood or 2 ke = I\ -
consequences, sharing the risk, or retaining risk by H: ﬁﬁ\k}:if 7 Tﬁml}\&’ ‘Ejﬁj—: T
informed decision. ﬁ‘?*ﬁ%{ﬁ 4&\%%%{&4&‘9&%7}’(1@‘
NOTE 2 Opportunities can lead to expanding the P . .
scope of the laboratory activities, addressing new T 2: HUBRREfefEskin =Y e
customers, using new technology and other TEBIVEHE, AR, R
possibilities to address customer needs. F AT HoAth 5 N X 7R

8.6 Improvement (Option A) 8.6 gt Ot A)

8.6.1 The laboratory shall identify and select 8.6.1 SEBG 2 N U R B L4,
opportunities for improvement and implement any I B0 T it
necessary actions.

NOTE Opportunities for improvement can be VE: SEEG EE n] v PR EAR
identified through the review of the operational B SLHiECE. MR B bR, T
procedures, the use of the policies, overall CEELAITEHE G, ST . A
objectives, audit results, corrective actions, (SN Vo ¥
mejlnagement review, suggestions from personnel, Z‘:@Dﬁf }i@ﬁ;@ ¥ #ﬂﬁﬁfﬁﬂ]
risk assessment, analysis of data, and proficiency HE e & R SR L2
testing results.

8.6.2 | The laboratory shall seek feedback, both positive | 8.6.2 Sl == N [ 2 IE SR A, Bl
and negative, from its customers. The feedback B ETH 8 2 A Y o N AT
shall be analysed and used to improve the Fi i e e b, DAk AL
management system, laboratory activities and S A 2 )
customer service. %\ ’ %Ej ifsznglg % ‘
NOTE Examples of the types of feedback include /f ;L}i o %ﬁim@ ‘%‘: g):l
customer satisfaction surveys, communication WREEE. SRS INAEIER
records and review of reports with customers. D R S=

8.7 Corrective action (Option A) 8.7 2 IEFE i (520 A) [ 9001 )
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8.7.1 When a nonconformity occurs, the laboratory 8.7.1 MRAEANFTEN, SZEEMN:
shall: a) EFIN, N R
a) react to the nonconformity and, as applicable: SRR i DA R AN
— take action to control and correct it; o
— address the consequences; ;
b) evaluate the need for action to eliminate the _A‘LI\E%“E R o A e
cause(s) of the nonconformity, in order that it does b) i%ﬁ_l:y iz, W Ed
not recur or occur elsewhere, by: ZORBU I, CLHER AT &
— reviewing and analysing the nonconformity; (RS ERL aE f H F R A B AE
— determining the causes of the nonconformity; Hithdg & kA
— determining if similar nonconformities exist, or — AP AT S
could Il)otentially occur; tod RS B
¢) implement any action needed; = o S6HT 4k 45 A
d) review the effectiveness of any corrective " E%?ﬁzﬁﬁjiﬁf HE AR
action taken; 2 T e .
e) update risks and opportunities determined ©) S H B it 4 B
during planning, if necessary; d) VFH BT R B2 R4S
f) make changes to the management system, if Rtk s
necessary. e) WAERF, FEHTAE SRR AR A
5E B XU AL 5
f) DER, BEEHER,
8.7.2 Corrective actions shall be appropriate to the 8.7.2 A IERE N SA ST A TR
effects of the nonconformities encountered. 1) A 3& 8 o
8.7.3 The laboratory shall retain records as evidence of: | 8.7.3 Spus = NARBEIE S, VE NN AIE
a) the nature of the nonconformities, cause(s) and T «
any subsequent actions takgn; - a) A IR . PoAE B A
b) the results of any corrective action. 58 5 TS B E 5
b) A IEfEHE S
8.8 Internal audits (Option A) 8.8 WilE 1% (530 A)
8.8.1 The laboratory shall conduct internal audits at 8.8.1 S Iy 2% o 22 W S R ) st 1] ]
planned intervals to provide information on HEAT N A%, DABRAL e
whether the management system: KA A A,
a) conforms to: a) REKL:
— the laboratory’s own requirements for its A e i e e et S
management system, including the laboratory —x gﬁ"zz E % ?ﬁ HHL R R IR,
activities; ALFESLIG Z V& Bl ;
— the requirements of this document; —APRHER LR
b) is effectively implemented and maintained. b) & 745 2 280 St A R
o
8.8.2 The laboratory shall: 8.8.2 SIS N

a) plan, establish, implement and maintain an
audit programme including the frequency,
methods, responsibilities, planning requirements
and reporting, which shall take into consideration
the importance of the laboratory activities
concerned, changes affecting the laboratory, and
the results of previous audits;

b) define the audit criteria and scope for each
audit;

c) ensure that the results of the audits are reported
to relevant management;

d) implement appropriate correction and
corrective actions without undue delay;

e) retain records as evidence of the

a) MR SL 0 I B R F A

SR SIZ 6 = 1A AR A AN DL o A%

Mg R, sR&. e eIk
FFERT S, BT RS

R JTiE BRTT. SRRIERAIR
==k

b) HURE B o A ) e A A U A
B(EAEER

c) TRORE B A 4 R Ak i 4 A R
L

d) B RBOGE 24 A2 1E
i It
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implementation of the audit programme and the e) PRI, 1E AN #% 7
audit results. 5 DI A T4
NOTE ISO 19011 provides guidance for internal Y. R E A A1 R S I 1SO
audits. 19011

8.9 Management reviews (Option A) 8.9 FHFH 5N A)

8.9.1 | The laboratory management shall review its 8.9.1 SIS = 1 B LR W e R SRR
management system at planned intervals, in order BT 1] 1) o o S 25 [ A FAA &
to ensure its continuing suitability, adequacy and BEATRRR, LR R E B
effectiveness, including the stated policies and ] e fvy =
objectives related to the fulfilment of this ﬁ\jﬁﬂ ij‘nﬁ‘)& B @jﬁﬁkﬁ
document. AARHERIAR OS5 B H A0 H AR o

8.9.2 | The inputs to management review shall be 8.9.2 | sZIGE NI E FIEE 1IN,
recorded and shall include information related to FEEFELL RS A,
the following: . a) L5 SR A ORH Y AN 3R
a) changes in internal and external issues that are (A5,
relevant to the laboratory; _ -

b) fulfilment of objectives; by Hxnsk J:. o
¢) suitability of policies and procedures; c) BURMTEY E/‘J@%‘@E‘
d) status of actions from previous management d) AR B VEE R AU
reviews; TH;
e) outcome of recent internal audits; e) ITHAN EEE A% 45
f) corrective actions; £ A EFE
g) assessments by external bodies; o) HIANEHLRIHEAT (T o 5
h) changes in the volume and type of the work or ) TR T A0 A A Bk
in the range of laboratory activities; T i e -
i) customer and personnel feedback; %gﬂéé Eji Vi PRl 22 Al
i) complaints; D % A5 ) Rt
k) effectiveness of any implemented i B
improvements; k) SE it 50 PR AR s
1) adequacy of resources; 1) EIRI TR
m) results of risk identification; m) R T ) ) 45 B
n) outcomes of the assurance of the validity of n) ARIESE A A
resuls; and o 0) JAIKEE, WUEIiEE)
0) other relevant factors, such as monitoring o
activities and training. uRGRAE
8.9.3 | The outputs from the management review shall 8.9.3 BHEHE RN IR

record all decisions and actions related to at least:
a) the effectiveness of the management system and
its processes;

b) improvement of the laboratory activities related
to the fulfilment of the requirements of this
document;

¢) provision of required resources;

d) any need for change.

BT ) PR g M it -
a) EEAA A R R A R
b) JEATASKRIE B SRAN ORI 5L 4
I B it

) FEALHT R A B

d) P AR .
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Annex | (informative)Metrological traceability Annex | CHERMWE) TFEFRME

A A

A.l General A.l eyl
This annex provides additional information on T 5= Y T R SR A R & A
metrological traceability, W}'li.ch is an important PN I ] s BT Bl A5 1) 2B T
concept to ensure comparal?lllty of.measurement L, I BT SR 1
results both nationally and internationally. BRI B

p= = /o

A2 Establishing metrological traceability A2 ST E YR

A.2.1 | Metrological traceability is established by A2.1 | BEEFFELLT N A
considering, and then ensuring, the following: T2 YR .
a) the specification of the measurand (quantity to a) HUEBIE (WNERE
e e AR b) — AT A LT 02

) a documented unbroken chain of calibrations e o1 v e —

going back to stated and appropriate references ;E% ’_E‘I‘U‘{Bﬁﬁ{}:?i U; U] E’/_]ﬁé g
(appropriate references include national or Z %M ifE S@%’\Eﬁ 25 bt i
international standards, and intrinsic standards); R B Brpn it A AR
¢) measurement uncertainty for each step in the 7D
traceability chain measurement uncertainty is ) 1&HRZE W) 5 1V R B
evaluated according to agreed methodg; rR 4525 1 T 1 R S T
d) each step of the chain is performed in d) SR I A e i S 2
accordance with appropriate methods, and the N N=E I él;m
measurement results and associated, recorded 2;5%% %{?ﬁ@%?ﬁ/%i&m
measurement uncertainties; 0 IDACHY % : o
e) the laboratories performing one or more steps in el?jj?#ﬂ;/}j%«'ﬁﬁﬁ#}%ﬁ*%ﬁ@i\%hﬁ
the chain supply evidence for their technical R ) S5 =8 B s R R
competence. JTHTUEYE o

A.2.2 | The systematic measurement error (sometimes A2.2 | AUl G IR A s FE SR =
called “bias”) of the calibrated equipment is taken VB AE 33 31 S8 23 1 I i 4
into account to disseminate metrological e A A AR h
traceability to measurement results in the N s ;

. H‘ AN 5] °
laboratory. There are several mechanisms i %i;ﬁug{ﬁg)ﬁ y‘)?ﬁ;i[gjﬂm
available to take into account the systematic 2 Hé%l LS
measurement errors in the dissemination of MARFMEIRE.
measurement metrological traceability.

A.2.3 | Measurement standards that have reported A23 | BEESIMSZE A4S I S AR UE

information from a competent laboratory that
includes only a statement of conformity to a
specification (omitting the measurement results
and associated uncertainties) are sometimes used
to disseminate metrological traceability. This
approach, in which the specification limits are
imported as the source of uncertainty, is
dependent upon:

— the use of an appropriate decision rule to
establish conformity;

— the specification limits subsequently being
treated in a technically appropriate way in the
uncertainty budget.

BIE R, iR A 5ERRE
PEFE B (A B8 1 W& A5 RAAH O
ANRESE) 5 %I EFHER N
AR TG TR IR, AT
PR &R AN 8 B2 SR U, (H T
EECT

— A FH 2 ) 2 5 PR 5
ks
—EBE J5 A E B VRS, DAL
AR b il 1) 77 R AL BV R

=
EHo

The technical basis for this approach is that the
declared conformance to a specification defines a
range of measurement values, within which the
true value is expected to lie, at a specified level of
confidence, which considers both any bias from
the true value, as well as the measurement
uncertainty.

BT I BORZEAE T 5P A
WK 5 REAT G R E T IR
ERVE L, T B DALRLE (1 &
B BEAE NG A, % TE BB RS T
AR i 12 LA K I B A 5 2
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EXAMPLE The use of OIML R 111 class weights
to calibrate a balance.

Bl TR 2R i E B
W 111 (COIML R111: 2004)H fi
SRR RALHE R

A3 Demonstrating metrological traceability A3 T B Rk i IE B

A.3.1 | Laboratories are responsible for establishing A3l | SEIGE N IR AMER R
metrological traceability in accordance with this TR . 15 & A FRvHE ) SRk = 2
doc?ment. Calillalratiion results fromdlaboratolries | BEFR RS 25 5 B TSR
conforming to this document provide metrologica s A A _
traceability. Certified values of certified reference o » IEO 17934_1?{/1‘%@%53_35‘#
materials from reference material producers # i @E?‘Eﬁ@%ﬁ H %{E‘
conforming to ISO 17034 provide metrological ERA R AR
traceability. There are various ways to HORAUEA 5 AHSHEHRF S 1, B
demonstrate conformity with this document, i.e. =0 (AR |« &%
third party recognition (such as an accreditation F AT A R B IR E .
body), external assessment by customers or br FAGARIE 26T, (EAR
self-assessment. Internationally accepted paths F,
include, but are not limited to the following.
a) Calibration and measurement capabilities a) CEE Y FEATVEE ) E
provided by national metrology institutes and B & H e R AL
desiggllated institues that have beilen subject to bRt B2 A2 H A Y
suitable peer-review processes. Such peer -review B Y S S
is conducted undereview is conducted the CIPM (jE:IPg%IEA%;Eg%?{Ti%
MRA (International Committee for Weights and O ;\" TL‘ = %'?W =
Measures Mutual Recognition Arrangement). A AN BT SR o
Services covered by the by the CIPM MRA can be CIPM MRA Ffi & it 1 iR 55 7 A
viewed in Appendix C of the BIPM KCDB 17E Bl bt 2 R i B bl oo ot
(International Bureau Weights and Measures Key & (BIPM KCDB) [ff3% C Hyx
Comparison Database) which details the range and WA A T RRITIR S5 1K G LA
measurement uncertainty for each listed service. B A Hfe 5 E
‘E) Calibration anq measurement ce}pabilities that b) 2% [ R Sz S A T A4

ave been accredited by an accreditation body a1 ( ) ri D

subject to the ILAC (International Laboratory o ILA:C W& IL,‘A‘C 7}’@): {
Accreditation Cooperation) Arrangement or to DA LIRS DA P AHLAG A BT A
Regional Arrangements recognized by ILAC have HEFNIN B R T Re R B B A T
demonstrated metrological traceability. Scopes of SR . PN T R E SRS =
accredited laboratories are publicly available from 3 BB AT MBAS A BT AL A T
their respective accreditation bodies. K7,

A.3.2 | The Joint BIPM, OIML (International A32 | HEEGE I E YRS ) E B

Organization of Legal Metrology), ILAC and ISO
Declaration on Metrological Traceability provides
specific guidance when there is a need to
demonstrate international acceptability of the
metrological traceability chain.

AINET, BIPM. OIML ([H PR
HiHEHLD . ILAC FTISO &
T EWYR I B A A B SR At
TEIT4ER.
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Annex | (informative) Management system Annex | CERBMERS) E3A R T

B optionsManagement system options B

B.1 Growth in the use of management systems B.1 MEEEHRRNT ZMNH, 5T
generally has increased the need to ensure that Spid e, BESRHIEEES S 1SO
liboratories can ol;erate a management systen}1 9001 X 15EAFRVE )& PR &
that is seen as conforming to ISO 9001, as well as v fh et o %
to this document. As a result, this document Lﬁ‘ﬂz EI;J thz?j%izk ﬁt’\ *
provides two options for the requirements related ) @Tﬂff/\ 7 b’:ﬁﬁ P A R AHK
to the implementation of a management system. EORIPFTT 3

B.2 Option A (see 8.1.2) lists the minimum B.2 A (L 8.1.2) FIH =
requirements for implementation of a management SEPRAK A S B R E SR, HE
system in a la;llaolrlatory. Care has beetr} ?geg O‘[(())1 N ISO 9001 H1 55208 2 4E )
incorporate all those requirements of I 4o N &
that are relevant to the scope of laboratory *H\?%ﬁ? zﬁ@:ﬁ;ﬁﬁfﬁ %
activities that are covered by the management e JI: s ‘mik ij:’ﬂ\
system. Laboratories that comply with Clauses 4 7 K, IFEHR 8 KT 5
to 7 and implement Option A of Clause 8 will A R, s fF AR &
therefore also operate generally in accordance ISO 9001 ¥y 5 1
with the principles of ISO 9001.

B.3 Option B (see 8.1.3) allows laboratories to B.3 7730 B (ML 8.1.3) VTS = 4%
establish and maintain a management system in HE 1SO 9001 [ E K 2 37 F 4 k7
accordance with the requirements of ISO 9001, in EHAR R, FERESCREAIE I RRAE
a manner that supports and demonstrates the PO 4 ST T &
consistent fulfilment of Clauses 4 to 7. . B S0 S S 8 2k
Laboratories that implement Option B of Clause 8 o "‘\EL[ ‘% 5 ’*'TA‘#
will therefore also operate in accordance with ISO /7B, R IS0 9001 i2
9001. Conformity of the management system YRR Soh = B A RAFE 1SO
within which the laboratory operates to the 9001 HIZLK, FFAUERISEL =
requirements of ISO 9001 does not, in itself, EA Y EF AR BB EEM
demonstrate the competence of the laboratory to cEHRS Fy . R, SEIG IR N
produce technically valid data and results. This is R 4 SR T T &R,
accomplished through compliance with Clauses 4
to 7.

B4 Both options are intended to achieve the same B4 PR T U B ES =N T a3
result in the performance of the management MRS R, BEGA & TR A
system and compliance with Clauses 4 to 7. TRk VMR 4 R EE T &K

E
NOTE Documents, data and records are v A [E 1SO9001 Al H A A i {4
components of documented information as used in ZhRvE, SO BURRND S
ISOd90(()1 1 2?:1d oth;:r ;n;magement‘system e RO A B R4
standards. Control of documents 1s covered in 8.3. A PR o
The control of records is covered in 8.4 and 7.5. 32 iiﬁiﬁ%?@giﬂﬁéugiﬁi
The control of data related to the laboratory e if‘:{ﬁ AR ‘1 . ; °
activities is covered in 7.11. ARAHE T A RS 2 V5B
Hm iz
B.5 Figure B.1 illustrates an example of a possible B.5 K B.1 45 Tl gefRERsLig =ia

schematic representation of the operational
processes of a laboratory, as described in Clause
7.

fELFER — N REE, s 7 %
AR
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Handling of test or calibration Ilum.\'@

Preparation Release

1

Calibration / test execution 1

Item of item of item 1
Sampling

7.3

- -

Item

Technical records

Resource < ;

Noncenforming
waork

information
management

contracts

. . Itewewtol Se!f_ttl:iﬂ. Ensuring the Evaluation of Report of
eques . re;nlf.s Sad veriticadon validity of measurement results
enders an Validation of results uncertainty

Figure B.1 — Possible schematic representation of the operational processes of a laboratory
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