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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).

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).

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).

Any trade name used in this document is information given for the convenience of users and does not
constitute an endorsement.

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.

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.

This third edition cancels and replaces the second edition (ISO/IEC 17025:2005), which has been
technically revised.

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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Introduction3] &

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.

1 E AFRAE T H G 500 SR IS AE G AbRiER S TSR R RESIEM s fEre . JFHRew - EmA
R RIVE R o FFA APRAE R S50 %08 7 12 MRS 1509001 SR RIS .

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.

AR HE TSR S50 5 TR R B T S of RUR: R o [ I 6] XUS FIBLIE 2 S 5 B 2 Rk B3 sk 3
Fev BLRCTRT A7 T RS (Rl S50 5 AT DT AR A 5 S X R XU AL

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.

A A B R e ik Sty = 5 HABH U I &4, A B TG SIS AZH, WA B TARMENIE 7 1 Ph iR 4t
o WURSER AT G AARUE, R R A EPR A

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.
FEASRHET, MM T BN EA R

— N7 RIRER;

—— “RIHT R

—— A7 RKoRw L,

—— “B&” KR HEERE ST .

ISO/TEC LA EE 2 #B73 honf X Lefial fif 1 S VE4R 1
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General requirements for the competence of testing and
calibration laboratories

S RN AE SE U6 = E T RYIE A 2K

1 Scope

1 Vs

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

AARHERE TSI RE Sy ARV DL RIS AR i@ FH 2K

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

APREE TP WS = imsh AR, AR GEmZ D,

Laboratory customers, regulatory authorities, organizations and schemes using peer-assessment,
accreditation bodies, and others use this document in confirming or recognizing the competence of
laboratories.

SIS R R E BN SR RAT VR AL ZUMIIRE L DA AT S AL P AR v A DA A 7T S5
EHET.

2 Normative references

2 PEtEs| H

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

ABRESI T T R BISCHE, X SCPE R ES 7 B4 A A B T AR ERER . XHEM H IS0, HRALS
MIBIRRAS s X BCATEN HIM S 300, RS IRA (RAEMEITD .

ISO/IEC Guide 991), International vocabulary of metrology — Basic and general concepts and associated
terms (VIM)

ISO/IEC 17000, Conformity assessment — Vocabulary and general principles

ISO/1EC F8Fd 99 [E Rt & 2fimil —JEACFN I8 F g2 S A S ARTE:
ISO/TEC 17000 A &P —ialyC A H

3 Terms and definitions

3 RiEFE X

For the purposes of this document, the terms and definitions given in ISO/IEC Guide 99 and ISO/IEC 17000
7
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and the following apply.
ISO/IEC #EFd 99 Al ISO/IEC 17000 H 5 A LA L TR AREAE & T Ahrd
[SO and IEC maintain terminological databases for use in standardization at the following addresses:

— ISO Online browsing platform: available at https:// www .iso .org/ obp

— IEC Electropedia: available at http:// www .electropedia .org/

ISO A 1EC 4E4r 1) F T At AL A TE £ b P oo bk 4

——ISO 7EZN Y- & : http://www.iso.org/obp

——IEC L IFHCEE: http://www.electropedia.org/
3.1 impartialitypresence of objectivity

AIEME

B IAFLE o

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).

1 BB 2 i RO R, AN L= (3.6) KIESN A AR .

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 prejudice”, “neutrality”, “fairness”,
“open-mindedness”, “even-handedness”, “detachment”, “balance”.

T 2. HAATHTRR A IR ERIOARTER . W WAL, TRZE R BEAI . BRI A, 2.
AT AMwAR . AN P4

[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.]

[J#H: ISO/IEC 17021-1:2015, 3.2, fBr—FEE 1 R L “SEEe =" AR “UIENLE” ]

3.2 Complaint

B

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

FEAT N R AR sEge % (3. 6) TGS ag RE AN &, HFHEER LT .

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

[J5 H: 150 17000:2004, 6.5 fEc—MER 7 “BRepiFsr” , DL “sege st O ahsiai )7 R “ S iheE Hlm ek
WAHLM S S) ]
3.3 interlaboratory comparison

SEIE 5 B EL o

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

8
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YRR E BI85 E,  FI A B AN 286 5 6 A R B AL 420 it 3 AT I B Bk T 2L 2R SR A DEATY
[SOURCE: ISO/IEC 17043:2010, 3.4]
[J5 H: 1ISO/IEC 17043:2010, 3.4]

3.4 intralaboratory comparison

ST = Py X

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

TS UE 261, AR —SEERE (3.6) PR AH R BRRABL A4 b AT DN R A U IR A 23 SRR VAR

3.5 proficiency testing

RE ST HAIE

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

MR g 2 ] LEXs,  $2 BT il g RO HE PP 20 (O g
[SOURCE: ISO/IEC 17043:2010, 3.7, modified — Notes to entry have been deleted.]
[V [9: 1SO/IEC 17043:2010, 3.7—&HC:MIFR T 1)

3.6 Laboratory

body that performs one or more of the following activities:

— testing

— calibration

— sampling, associated with subsequent testing or calibration

ME T H— A2 ANE B

—— il

—RHE

5 SRR R HE R (R

Note 1 to entry: In the context of this document, “laboratory activities” refer to the three above-mentioned activities.
L FEAKRAES,  “SRIR NS fg BIR = RS

3.7 decision rule

H AN

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

2P AT S URE ORI, 483 e 25 0 AN R R (K

3.8 Verification

L5q



FDIS ISO/IEC 17025 F3ExiiiE V2

provision of objective evidence that a given item fulfils specified requirements
SEAL R WA YE UE B 45 7€ T H 15 /2 A 52 K

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

B 1: UESSAE I B E/NE 10ng I, 0 TAE S BN ERE P 5, 255 bRV 103 SV 5 LA FR I — 8.
EXAMPLE 2 Confirmation that performance properties or legal requirements of a measuring system are achieved.

B 2: UESLCIAFIINE RGHIVEREBGE E E K

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

1 3+ UESI AL H AR SR A E L -

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

VE L SEFRE, R I E A E

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

2. WHWLE, flan— i, WERFR. W, LasilERg.

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

T 3: BUAE BERAT LU i A2 A2 R A RE

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

VE 4 VEHTFE AR EGIE, Gn7E VIML FUEH AR e S, 2RI R G AR A I bR ic f /e B
BFiET . GFEEE: ERERERIFENI, “verification” BHPEN “KiE” )

Note 5 to entry: Verification should not be confused with calibration. Not every verification is a validation (3.9).
5 WUEAN Y SIAERE . AR DIIEA A .

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

VE 6: FEALZETR, GRS YRR AT S SEAK KRR VER, 7 BRI S B 1 ) 45 A B
[SOURCE: ISO/IEC Guide 99:2007, 2.44]
[Y5H : ISO/TEC 8WF§ 99:2007, 2.44]

3.9 Validation

71N

verification (3.8), where the specified requirements are adequate for an intended use
XL RE EE SR 2 MR 3R (3.8) o

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

s — AN I EK TR R TR AR, B AT O R] T R AAR LE  SRU R R

[SOURCE: ISO/IEC Guide 99:2007, 2.45]
10
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[J5 H:I1SO/IEC f5F§ 99:2007, 2.45]

4 General requirements
4 BRAER

4.1 Impartiality
4.1 AIEH

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

4.1, 1 LR SIS N IEHL SR, I A2 G5 RS B RAUE A TR
4.1.2 The laboratory management shall be committed to impartiality.
4. 1.2 SEEG S E I EMH A BT A

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

4. 1.3 Sele S N S =IE AN A IEME 5T, AFvRRl. W55 B AR T T A R 7045 e I

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

414 SRS R SRR R A IE TR A XU, o X8 XU SRR R G 3l SEIR A A R R, B IR T SR
FENRMIRR IR, IXEERRIFAR— R 20 LI = A 2 IE VR A2 U

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

e SRS A IR R RTTRERE T A AL 260 B, A6 HERIE. W5, GF. mmEH (B
FEEED SO BB E S8R 7 A

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

4. 1. SNSRI 24 TE PR KUK, S 2 7 B 0 41F B e i B i AR P /N X At XU

4.2 Confidentiality
4.2 fREMH

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

4.2, 1 S NOB I O BATVERRO RV, R SRR S G B RS BT AR 4R BURIE B ST, SEIRE N
R A ARG BB RIZ T BRARR T ARG R, B = 5% 7 A 205 (10 : NIRRT H §D
HAA S REPA LG, BF IR .

4.2.2 When the laboratory is required by law or authorized by contractual arrangements to release
11



FDIS ISO/IEC 17025 H Xt V2

confidential information, the customer or individual concerned shall, unless prohibited by law, be notified
of the information provided.

4.2. 2 SR AR IR EOR A R BGE e R (5 2, BRIEHEEIESE,  Prid S ikqeE 12 NE 0 AR 5<% 7 sl
N

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

4.2.3 WEPUSNEIE (R N BEHUD SRCHRE IE R, BAEZ PSR = R . FRAE R
BT FE, SCI AN R R BT CRID

4.2.4 Personnel, including any committee members, contractors, personnel of external bodies, or
individuals acting on the laboratory’s behalf, shall keep confidential all information obtained or created
during the performance of laboratory activities.

4.2.4 N5, BFEEREZR. GFJ7 SN G BARRSCI S M N, RO S 56 46 % 3 s il A
FITaRAS B A T A5 RO

5 Structural requirements
5 GHER

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

5.1 S s NONVEHSEAR,  BUEH SR R IR € (10— 3873, SRS L8 S 30 Bl AR SR IA DT .

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

T FEAKRE, BUR S5 % 5T L BURF AL B L A s A
5.2 The laboratory shall identify management that has overall responsibility for the laboratory.
5.2 SEUG % LA E R S B A ST R

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

5.3 S0 55 NI E AT B AR A R0 S0 25 0 B0 T 1 1) G SOA . SIS P B AT A AN HR v R SR G 5 B AN N A A £
2 AN ARG 1) S8 % 5 )

5.4 Laboratory activities shall be carried out in such a way as to meet the requirements of this document,
the laboratory’s customers, regulatory authorities and organizations providing recognition. This shall
include laboratory activities performed in all its permanent facilities, at sites away from its permanent
facilities, in associated temporary or mobile facilities or at a customer’s facility.

5.4 SEIG N ATH R AFRE. SRIGER T R E B AR AR A R ER 7 ST RIS S, XS
AR E Vot [ E B ASM I, BRAE I N B B it 2 B0 Hh S 0 S0 =S B

5.5 The laboratory shall:
5.5 SZHG S M

12
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a) define the organization and management structure of the laboratory, its place in any parent organization,
and the relationships between management, technical operations and support services;

a) W € S S I H ANV PR K) . HAEBHAH SR A B, DU BE ., SRS ISR IR S (8] (55 & 5

b) specify the responsibility, authority and interrelationship of all personnel who manage, perform or
verify work affecting the results of laboratory activities;

b) FHL5E X S5 2 E B A5 RAT R I PR B BRAEAIIRAE N RIIR ST AU HOR R

¢) document its procedures to the extent necessary to ensure the consistent application of its laboratory
activities and the validity of the results.

o) KERE PP E SO, TEBSCAE A RE BE LA O S 960 5 0% 20 S FH £ — B AN 2 SR 3t oA JU o

5.6 The laboratory shall have personnel who, irrespective of other responsibilities, have the authority and
resources needed to carry out their duties, including:

5.6 SEiu s NA N REA EATIRT T BRI B (AR HARATT) , 645
a) implementation, maintenance and improvement of the management system;
a) SN PRI A R

b) identification of deviations from the management system or from the procedures for performing
laboratory activities;

b) W 5 PRAR FR B S0 = B A AR
¢) initiation of actions to prevent or minimize such deviations;
OF SIS oNEY - WS E S T E Ry

d) reporting to laboratory management on the performance of the management system and any need for
improvement;

d) [ S50 2 A B A 7 A PR BRI AT IR OURT S0t A 75 K
e) ensuring the effectiveness of laboratory activities.
e) B DR ILIR S G Bl A R

5.7 Laboratory management shall ensure that:

5.7 SEU =g B NI R -

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

a) TEE AR A R DB 2 2 A0 A SR 1) B Bk 5 T ATV T 5

b) the integrity of the management system is maintained when changes to the management system are
planned and implemented.

b) 24 FERIAN ST B A RTINS, ORI B R e B
6 Resource requirements

6 HIHER
13
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6.1 General

6.1 &

The laboratory shall have available the personnel, facilities, equipment, systems and support services
necessary to manage and perform its laboratory activities.

S N A BN S IS T R NG . Wit . RAE LSRR .
6.2 Personnel

6.2 AR

6.2.1 All personnel of the laboratory, either internal or external, that could influence the laboratory
activities shall act impartially, be competent and work in accordance with the laboratory’s management
system.

6.2. 1 P AlRERMSER =G ZN A 01, e R WHBN SUERANETA 51, NAT AR IR AREST. IF%IRsK
W= HAA R EOR AR

6.2.2 The laboratory shall document the competence requirements for each function influencing the
results of laboratory activities, including requirements for education, qualification, training, technical
knowledge, skills and experience.

6. 2. 2SS S N RAN SIEIG S5 B 45 R 2 WARE A BE 1 BRI 52 O, BIERTEE L B BRI SRR
FREM AR5 EK

6.2.3 The laboratory shall ensure that the personnel have the competence to perform laboratory activities
for which they are responsible and to evaluate the significance of deviations.

6.2.3 S NAAOR AN SR 2 H A DT SEIR IS RE J1, IR VA B IO RE R

6.2.4 The management of the laboratory shall communicate to personnel their duties, responsibilities and
authorities.

6.2.4 S A PR N S N IR ST SRR BEAT 48 -
6.2.5 The laboratory shall have procedure(s) and retain records for:
6.2.5 U6 = M A LA MR P IR IR K

a) determining the competence requirements;

a) HERETIER

b) selection of personnel;

b) A f1ifd

c) training of personnel;

c) NGtz

d) supervision of personnel;

d) AN

e) authorization of personnel;

14
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e) N GAHAL
f) monitoring of competence of personnel.
f) NGBS HIE.

6.2.6 The laboratory shall authorize personnel to perform specific laboratory activities, including but not
limited to, the following:

6.2.6 S0 WO FHAR E LI FIE AN IR, AR EAR TR HEZ) -

a) development, modification, verification and validation of methods;

a) PR B RAuEFIEhiN T %

b) analysis of results, including statements of conformity or opinions and interpretations;
b) 7 HTaE R, BLFERT AR B R AT AR

c) report, review and authorization of results.

c) hit. HAAHHES R

6.3 Facilities and environmental conditions

6.3 BRI BRM:

6.3.1 The facilities and environmental conditions shall be suitable for the laboratory activities and shall not
adversely affect the validity of results.

6.3.1 BEMANIA GG 2K AFIIE & T S =35 2l AR E RAT R A A RS2

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.

TE: XEERA BAEATA R R 3 O EARR T BUEYITSS. KA, BT fRa . . IR,
P RS .

6.3.2 The requirements for facilities and environmental conditions necessary for the performance of the
laboratory activities shall be documented.

6.3.2 NN MEE S0 S B0 T A 7 AR Bt S A 85 2% A ) SR A S Ao

6.3.3 The laboratory shall monitor, control and record environmental conditions in accordance with
relevant specifications, methods or procedures or where they influence the validity of the results.

6.3.3 HAHICHTE . 7R BRE PR A 2 AT BRI, BRIA S SR AF i 45 SR A RO RIS, SR SR IN  4% f) A
LRI A

6.3.4 Measures to control facilities shall be implemented, monitored and periodically reviewed and shall
include, but not be limited to:

6.3.4 NESEtE A% TP A 12 ) Ut A, X LR N AR E AN PR T
a) access to and use of areas affecting laboratory activities;

a) EN A FH 520 S 56 3 231 (19 X 35

15
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b) prevention of contamination, interference or adverse influences on laboratory activities;
b) TR S IS TN R

c) effective separation between areas with incompatible laboratory activities.

c) A RN B A S0 IS A X Ak

6.3.5 When the laboratory performs laboratory activities at sites or facilities outside its permanent control,
it shall ensure that the requirements related to facilities and environmental conditions of this document
are met.

6.3.5 SIS AE K AR ] A 3t 5 BT SR S BN, SR R R AN AR v A OGBS A R SR AR Y
R

6.4 Equipment
6.4 W&

6.4.1 The laboratory shall have access to equipment 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.

6.4.1 SIS G B AT E SEG =R ST KT RERC M A R ey, BEREAIR T B RS PR, SR
W FREMIR . BEECR. W, WSS E

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.

T 1 AREVIRAIEARHEVI A Z R AR, AR ERE G S5 RE. BERRIE . FRHESE Y B R R
PO A2 TS0 17034 ZER IARAE T A2 & ST OE AR D) I 2 BRAT 7 i A5 B B AR, BRIEARRS MRS 20
B RUE R IV A, W T UEARHERIR, (5 B P O S MR R AR A L A AR AN E AT
BN (B BREIRE AR R FOPRAERE &, PRIERHE I “FruEredh” o )

Reference materials should be used from producers that meet ISO 17034.
JS2 24 5 T /2 1SO 17034 FRIARAEN) o 2L 7 3 SR A B AR HE ) o

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.

T 2: 1SO $RM 33 4t T AR HEVI SR FEAAL FHIFE S . 150 FRF 80 45t 1 A BT il 4 ST B I M BT K 45

6.4.2 In those cases where the laboratory uses equipment outside its permanent control, it shall ensure
that the requirements for equipment of this document are met.

6.4.2 SEIG S AR R ASZ M LASMBE &I 5 WAl DR A2 AR HE RS 80 4% ) 25K

6.4.3 The laboratory shall have a procedure for handling, transport, storage, use and planned maintenance
of equipment in order to ensure proper functioning and to prevent contamination or deterioration.

16
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6.4.3 KU HENAAALIL, B, fEAE AAAHL T RIZE B AR, DL ORILDh BE IE Wi 47 IR By 1E¥s Yl fg
BfE.

6.4.4 The laboratory shall verify that equipment conforms to specified requirements before being placed
or returned into service.

6.4.4 BN B FHRN AT, St = MR AT & M2 K.

6.4.5 The equipment used for measurement shall be capable of achieving the measurement accuracy or
measurement uncertainty required to provide a valid result.

6.4.5 F -5 1R e 4 S Re A% 148 3 BT 75 1R 00 e A B2 O AN e B2, AR 30 46 1
6.4.6 Measuring equipment shall be calibrated when:
6.46 1L THITHLLT, MEBRERIEATIAE:
— the measurement accuracy or measurement uncertainty affects the validity of the reported results, or
—— 2000 A N AN S PR R A T SR R, R
— calibration of the equipment is required to establish the metrological traceability of the reported result.
—— NSRS R AT EIRE, BRI S BT R
NOTE Types of equipment having an effect on the validity of the reported results can include:
¢ RO AR A5 R Rk R R T T R LA
— those used for the direct measurement of the measurand, e.g. use of a balance to perform a mass measurement;
—— T ERNER N E RS, Fla, HREIE R E
— those used to make corrections to the measured value, e.g. temperature measurements;
——H T IEN AR %, A5 i 2 )
— those used to obtain a measurement result calculated from multiple quantities.
—— TR T F RN SR8

6.4.7 The laboratory shall establish a calibration programme, which shall be reviewed and adjusted as
necessary in order to maintain confidence in the status of calibration.

6.4.7 SU N ERETT R, JFAT E A AL ZATREE,  DURFFRRARRS K1 O

6.4.8 All equipment requiring calibration or which has a defined period of validity shall be labelled, coded
or otherwise identified to allow the user of the equipment to readily identify the status of calibration or
period of validity.

6.4.8 JITAy i BRLHE B A MLE A ROV 0 e 2 NAE I AR RS, gt B UAHAR DT SbRR, 5 (8 4 A5 AN g Tk
TR HE AR AT 200

6.4.9 Equipment that has been subjected to overloading 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 management of nonconforming work procedure (see 7.10).
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6.4.9 WURBAA T HEAEEAZY ., HATEESE R B C SonA B0 8 B e BREER, R A . XL
NP AR LA R, SO FREE sibR i LR IR B iz 5l CE M, BEL RIERIREIE R T/F, =
S A% L R I i 8 R SR S, IR AR TARE R (W 7.10) .

6.4.10 When intermediate checks are necessary to maintain confidence in the performance of the
equipment, these checks shall be carried out according to a procedure.

6.4.10 475 ZOM A A A 22 AR P B & AR RE AR Do, DS AR FPiAT I E

6.4.11 When calibration and reference material data include reference values or correction factors, the
laboratory shall ensure the reference values and correction factors are updated and implemented, as
appropriate, to meet specified requirements.

6.4.11 WIRKAERBRAEY) SREE T A& S HEBIB IR T, S = MR IR 1% 2 AME IR 119 2058 24 1) 508
AR, DA A2 FIE 25K

6.4.12 The laboratory shall take practicable measures to prevent unintended adjustments of equipment
from invalidating results.

6.4.12 SCU S N DISE AT (38Tt B Lk i R A I B T 3 B R R R

6.4.13 Records shall be retained for equipment which can influence laboratory activities. The records shall
include the following, where applicable:

6.4.13 NLARAFR SR S IH B A A I A HJiE R . 0K N A E DL E A A

a) the identity of equipment, including software and firmware version;

a) WA, SRR AR RCA

b) the manufacturer’s name, type identification, and serial number or other unique identification;
b) HIERIAFR. BT, RHNT S A E— AR R

c) evidence of verification that equipment conforms with specified requirements;

o) AT A E EOR N SR IESS

d) the current location;

d) HHTAALE

e) calibration dates, results of calibrations, adjustments, acceptance criteria, and the due date of the next
calibration or the calibration interval;

e) RHEFIY . RHESE R B AR B UScrE I DA R ORSHE AR F 3T A v fo 30

f) documentation of reference materials, results, acceptance criteria, relevant dates and the period of
validity;

) ARAEVIBTHISCAE . S55R . B I « RH SR s AN
g) the maintenance plan and maintenance carried out to date, where relevant to the performance of the equipment;
g) SRR TEREA R MY T R AT 4R

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

18
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h) WA IR HbE . SRS RIS B
6.5 Metrological traceability
6.5 THEBIENE

6.5.1 The laboratory shall establish and maintain 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.

6.5.1 NEILIFORFFIE LRIV RN, S = BOE I O AN B B RS HEBE 538 24 25 A Bk,
Fe P REUOREAE R I AN 52 FE A 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”.

7 1: £ ISO/IEC fi57d 99 ™, THEIIRIEE O “ B L5 RAVRFIE, 45 K] DUE R OO AN 8] W i e
H5SEMEMRE, FRHEY 2 5 N E L

NOTE 2 See Annex A for additional information on metrological traceability.
2 RTIFEWIENE R — 25 B A

6.5.2 The laboratory shall ensure that measurement results are traceable to the International System of
Units (SI) through one of the following:

6.5.2 St = NIE T BLT U5 R ORI 5 2R T BUR 2 [E BR Az ] (ST -

a) calibration provided by a competent laboratory;

a) H & B St s R p AR v

NOTE 1 Laboratories fulfilling the requirements of this document are considered to be competent.
VE 1 Tl R ASBR R S = AT N A B T

b) certified values of certified reference materials provided by a competent producer with stated
metrological traceability to the SI;

b) A& BE S HIFR ) A SR A F A BTV 2 ST A IEARHEY) BT AR AEAE
NOTE 2 Reference material producers fulfilling the requirements of ISO 17034 are considered to be competent.
T 2: W IS0 17034 EER BIARHEY) BT AL T B WU A BE I

c) direct realization of the SI units ensured by comparison, directly or indirectly, with national or
international standards.

c) ST MR EREI, JFild Bkl 5 I 5 al E Prbr i Hx R AR
NOTE 3 Details of practical realization of the definitions of some important units are given in the SI brochure.
T 3: ST Tt 1 — L BN A Sbr B LIS B

6.5.3 When metrological traceability to the SI units is not technically possible, the laboratory shall
demonstrate metrological traceability to an appropriate reference, e.g.

6.5.3 R EARTRETHRHIURR] ST HALIS, Sels = MBI F 517 AR Al 20E 1 25 AR, 0
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a) certified values of certified reference materials provided by a competent producer;
a)  H &R bRV UL P R A A IR AR S B R EAE ;

b) results of reference measurement procedures, specified methods or consensus standards that are
clearly described and accepted as providing measurement results fit for their intended use and
ensured by suitable comparison.

b) 122 M EFEFF  FE J7 15 B IR T I i) Bl ASOhr v , G005 485 SR 2 TUT 3, JFIR I 3 >4 EE X3 BAERAIE
6.6 Externally provided products and services

6.6 MR P AR

6.6.1 The laboratory shall ensure that only suitable externally provided products and services that affect
laboratory activities are used, when such products and services:

6.6.1 SIZU6 = LA DR B S A6 = 15 B A A ET 7 St AR 55 13 R, A4
a) are intended for incorporation into the laboratory’s own activities;
a) A HMERHEAL A R R 2% F T S = B B (RIS B

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

b) AN ERHR ALK Ty B4 FR ™ N IR 95 ELRAR S 40 5 I
c) are used to support the operation of the laboratory.
o) M 3CFrsRie = HisfE.

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.

e AT RS E R A A R THARRMORL AR AEI S . S5 TR A HE R 55 . SRR S . AR A
55 BTG RS, BEFTURIEAR 55 AL Vo MR A% AR 55

6.6.2 The laboratory shall have a procedure and retain records for:

6.6.2 SEI6 M AT L & BN I RE 7 AL 3K -

a) defining, reviewing and approving the laboratory’s requirements for externally provided products and services;
a) WiE . H A AIAHE SR8 30 A il A IR 55 R 25K

b) defining the criteria for evaluation, selection, monitoring of performance and re-evaluation of the
external providers;

b) TERANERBEN R IR 1B RIS T PR bR v

c) ensuring that externally provided products and services conform to the laboratory’s established
requirements, or when applicable, to the relevant requirements of this document, before they are used
or directly provided to the customer;
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o) FEREFHAMBIRBLR ™ RAIR ST AT, BRE IR AR 2, N ORTT &SI S IR, BOE R, e
AARAERIAR IS ER

d) taking any actions arising from evaluations, monitoring of performance and re-evaluations of the
external providers.

d) ARYE X S0 A LR PPN M AR B PR A 5 SRR it

6.6.3 The laboratory shall communicate its requirements to external providers for:
6.6.3 S5 5 N 5 A EI A N V) 38 LA LA oK

a) the products and services to be provided;

a) TR ML AR 55 5

b) the acceptance criteria;

b) RS HE I 5

c) competence, including any required qualification of personnel;

o) 71, BAEN BT B B

d) activities that the laboratory, or its customer, intends to perform at the external provider’s premises.
d) SEEG S B P AU SN T )3 T AT 1S 3

7 Process requirements

7 EREXR

7.1 Review of requests, tenders and contracts

7.1 ER. P& RKEHE

7.1.1 The laboratory shall have a procedure for the review of requests, tenders and contracts. The
procedure shall ensure that:

7.0.1 SER R PEH EOR . PR BAE R . AR N R

a) the requirements are adequately defined, documented and understood;
a) WIBRLE R, TR, AR

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

b) S5 F AT e 7 BRI R X LE K

c) where external providers are used, the requirements of 6.6 are applied and the laboratory advises the
customer of the specific laboratory activities to be performed by the external provider and gains the
customer’s approval;

c) HEHIAMBIRBEE I, Rifi 2 6.6 BIZK, SEUG S M A2 7 AR IR At St A SR I =g B, IR
=¥
NOTE 1 It is recognized that externally provided laboratory activities can occur when:

TE 1 fE T AL N AT RENE AR S S R S 0 == 05 3 -
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— the laboratory has the resources and competence to perform the activities, however, for unforeseen reasons is
unable to undertake these in part or full;

——SEI A TR IE S R BT RE J7, ORI HY T AN TR A4 JER R AN BE A 1L 78 70 B4 Bl 0 30
— the laboratory does not have the resources or competence to perform the activities.
—— S A T RS S ) BRI A e

d) the appropriate methods or procedures are selected and are capable of meeting the customers’
requirements.

d) JEFCE MIIRERER, JFRE L E T I EK .

NOTE 2 For internal or routine customers, reviews of requests, tenders and contracts can be performed in a simplified
way.

TE2: MPHSROIT A P, Bk BRI R R LT

7.1.2 The laboratory shall inform the customer when the method requested by the customer is considered
to be inappropriate or out of date.

7.1.2 HEPESRITIEAG GRS, SR EROERE .

7.1.3 When the customer requests a statement of conformity to a specification or standard for the test or
calibration (e.g. pass/fail, in-tolerance/out-of-tolerance) the specification or standard, and the decision
rule shall be clearly defined. Unless inherent in the requested specification or standard, the decision rule
selected shall be communicated to, and agreed with, the customer.

7.1.3 270 BORET S I SR HE A - A bR VAT S R A WY (i s/ RS I, 7R SR VERR P/ SR VR RRD
I, N2 BB RE A RN o SR A 0 5 R 5 2 PV B IS B R i, BRARRETE BAR AR B O 55 5 BRI o

NOTE For further guidance on statements of conformity, see ISO/IEC Guide 98-4.
e FFE A Bk — 48 WSO /IEC 98-4.

7.1.4 Any differences between the request or tender and the contract shall be resolved before laboratory
activities commence. Each contract shall be acceptable both to the laboratory and the customer. Deviations
requested by the customer shall not impact the integrity of the laboratory or the validity of the results.

7. 1.4 FOREBR S G R A R AT 2 5, ARSI S G Sh T R A At o B3I006 RS SO0 AN X7 #23%2
BRSNS T S 6 2 R A A SR AT R

7.1.5 The customer shall be informed of any deviation from the contract.
7.1.5 5 R AAT A (i 125 I S 2

7.1.6 If a contract is amended after work has commenced, the contract review shall be repeated and any
amendments shall be communicated to all affected personnel.

7.1.6 WRTAIMGEBSEE R, MESIHTEREE, JERESA BRI A 5.

7.1.7 The laboratory shall cooperate with customers or their representatives in clarifying the customer’s
request and in monitoring the laboratory’s performance in relation to the work performed.

7.1.7 TEEEE P ERMAVEE P IS CAERIU I, Segn s b 5% P sl ARG,

NOTE Such cooperation can include:
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T XA SRR A

a) providing reasonable access to relevant areas of the laboratory to witness customer-specific laboratory activities;
a) FVFIESHEANSCI SR, LIS 5128 A RN S0 =% 3l o

b) preparation, packaging, and dispatch of items needed by the customer for verification purposes.

b) %/ T IR H T & I sk e . RRATRIE .

7.1.8 Records of reviews, including any significant changes, shall be retained. Records shall also be
retained of pertinent discussions with a customer relating to the customer’s requirements or the results of
the laboratory activities.

7.1.8 NARFEPFHICSR, BIREMERIAML . X% 7 ZRESLE S s 4 R 5% 7 e N AL % T
PLERAT o

7.2 Selection, verification and validation of methods

7.2 JrikHiEEE. BAEAEIA

7.2.1 Selection and verification of methods

7.2.1 JFERE AR

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

7.2.1.1 SEHG S NAE T IE A I AR P T RS g S A GE 4D IR MEAFEE, Mg soREE
TR

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

e AFRUERTH “J737 IR N2 1S0/1EC FE RS 99 58 LIt “IRFET” (19 [F) i o

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).

7.2.1.2 FrAJriEs R ASCRE SN AR FFBUT A ROF 5 T NGB, Bl 55288 s is sh A G 3R 245 dRifk.
TS EESE (I 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.

SEIG =8 S PR A T B WA RURCA BT i, BRARA G I BN FT e b EEy, kb 78 77 iR A5 A 40715 DA OR N
I —Stk.

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.
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e AR ERR . DX ERE SRR AE, Bl A ARG L T AR AT SEBe S 0 S 1 R A 7R 0015 R
I HAX BebRitE 2 DL AT 3 S = 3 E N SUE R 7 KB 50, WA BT R s 5 SR 7 X i i)
ALEEOD R, WTBEA b B E BN A U kb 78 S

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.

7.2.0.4 5 P RARE P TR, SeUe S R FIE 2 15 R EN R o HEREAE T AR PR dE . DXaspR e BR
[ Kb E AT 5, Bl R R LA B i A7 R R BV i Ak, Bl & i3 e UE 1 5%
T S = R BB T T i

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 LI EAESINTIERT, NIGUEREWS IEWIZ 7%, DA IRBESCHLIT & A TERE . N ARAEIIETL 3.
IR RATHRIENT T 71k, AR T & AORE R b BB AT BAIE

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 the customer are still being fulfilled. Any modifications to the development plan
shall be approved and authorized.

7.2.1.6 A EGETEN, MR, IR BT R REIAT RN BT . A RDE SRR, B
AT VR, DSR2 P Fa ok o R TR A A A2 50 R4S Bt v A 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.

7.21.7 SEREIESISINENME, BRI E O SERH . RGBT %32
NOTE Customer acceptance of deviations can be agreed in advance in the contract.

T B A T LR A T 240 E .

7.2.2 Validation of methods

7.2.2 JFEEHIA

7.2.2.1 The laboratory shall validate non-standard methods, laboratory-developed methods and standard
methods used outside their intended scope or otherwise modified. The validation shall be as extensive as is
necessary to meet the needs of the given application or field of application.

7220 SHERIACARRRIE B SRR 00 R TUE T G RO P i BRSSO b it
AFRfiN e BN T RE A, DL AL T P 3k BIONE P Q5Usk F) 75 22

NOTE 1 Validation can include procedures for sampling, handling and transportation of test or calibration items.

T L BRI L ARSI SR AR i R A RIS S A

NOTE 2 The techniques used for method validation can be one of, or a combination of, the following:

T 20 AT BT — M e A EOR AT T IR A
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a) calibration or evaluation of bias and precision using reference standards or reference materials;
a) 225 hr i mbRHEY) S5 AT R vRE B A i o LA 85 22 5

b) systematic assessment of the factors influencing the result;

b) XF LML R AR M ARGV

c) testing method robustness through variation of controlled parameters, such as incubator temperature, volume
dispensed;

o) IR HAAE B S HUG I T IR AR, A IE IR AR . A AR A
d) comparison of results achieved with other validated methods;

d) 5HAL AR AT S5 R XS

e) interlaboratory comparisons;

e) SEIG = [A] Eux ;

f) evaluation of measurement uncertainty of the results based on an understanding of the theoretical principles of the
method and practical experience of the performance of the sampling or test method.

£ MR8 X 7 i i L 1 LA A A A I 7 vk 1 S ke £ 06 PP 5 SR IR AN RE

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

7.2.2.2 HBE OB VAR, R E X B 2R B S AR, N EETREAT TR A

7.2.2.3 The performance characteristics of validated methods as assessed for the intended use, shall be
relevant to the customers’ needs and consistent with specified requirements.

7.2.2.3 HHZAE ] H IR TR RO TERERFPEREAT BIAIY, NI AR % IR, IR A E R

NOTE Performance characteristics can include, but are not limited to, the measurement range, accuracy, the
measurement uncertainty of the results, limit of detection, limit of quantification, selectivity of the method, linearity,
repeatability or reproducibility, robustness against external influences or cross-sensitivity against interference from
the matrix of the sample or test object, and bias.

W JTNERE R AAREA R T WG AERIEE . SRR A E B AR R 7k R
etk EEVEBR I SRA AN RSN (0 Re A AR AR R i B B AT ) A2 . R AU LR A o

7.2.2.4 The laboratory shall retain the following records of validation:
7.2.2.4 UG NORAF L R HIAIL K :
a) the validation procedure used;

a) BRI

b) specification of the requirements;
b) HHE I ER
c) determination of the performance characteristics of the method;

o) WhE I ITIEEREARFE

25



FDIS ISO/IEC 17025 H Xt V2

d) results obtained;

d) FRIGHIEER

e) a statement on the validity of the method, detailing its fitness for the intended use.
e) JIiEARERE ], IR S HUN R E B

7.3 Sampling

7.3 ik

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

7.3.1 S SO JE SEAS I BAHETIT R 5T AORLE fh3EAT TR, SRR TR i . R IR N B I
FEHIAIRER, DU DR BE 5 Al s A e 45 A Rk o AE IR A ML RES A5 B RE T R AN . REEH, W
WRYEIE 24 (G I3 I ke TR

7.3.2 The sampling method shall describe:
7.3.2 HFETTIE R IA -

a) the selection of samples or sites;

a) FF B E L,

b) the sampling plan;

b) fFETH&;

c) preparation and treatment of sample(s) from a substance, material or product to yield the required item
for subsequent testing or calibration.

o) MWIBT . APREER b AR i R A R AR L, DA D B8 i e ) Bl vEE R0 i
NOTE When received into the laboratory, further handling can be required as specified in 7.4.
M SIS AR n, HE DA B BRI 7. 4 HIRE

7.3.3 The laboratory shall retain records of sampling data that forms part of the testing or calibration that
is undertaken. These records shall include, where relevant:

7.3.3 S S NLRRE AR VR e I s HE AR — 0 DR B DS e IR AT SR N A4 DL R A OG5
a) reference to the sampling method used;

a) PR

b) date and time of sampling;

b FtAf H 391 Kt 1] 5

c) data to identify and describe the sample (e.g. number, amount, name);

o) PRIAHEAFE R R (g5 . BEMATO
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d) identification of the personnel performing sampling;

d) FFEEANRNE R

e) identification of the equipment used;

e) PTHIBLE IR

f) environmental or transport conditions;

) skt

g) diagrams or other equivalent means to identify the sampling location when appropriate;
g) &I, P HEAL E ) B R B A S RO 3

h) deviations, additions to or exclusions from the sampling method and sampling plan.
h) 53R TR A TS P 8 B U

7.4 Handling of test or calibration items

7.4 AP AR AEY) 8 b B

7.4.1 The laboratory shall have a procedure for the transportation, receipt, handling, protection, storage,
retention, and disposal or return of test or calibration items, including all provisions necessary to protect
the integrity of the test or calibration item, and to protect the interests of the laboratory and the customer.
Precautions shall be taken to avoid deterioration, contamination, loss or damage to the item during
handling, transporting, storing/waiting, and preparation for, testing or calibration. Handling instructions
provided with the item shall be followed.

7.4.1 LI ENA RN ERMEY) IS . Bl B R AERE RE . IEEEGRIEHIRET, AR
R A HE) i e B DL R SR R SR AR TR P e . FEALE 18t RAF/AR% . e, il mids
SRR, BE R AR TS BRI, NI ST BEY A PR AL AR AR B .

7.4.2 The laboratory shall have a system for the 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 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.

7.4.2 SEI6 3 N AT TE IR ARSI S A HEA i R AR G o SR FE AR B DR R OR B Z AR IR . AR IR RGN R
Al AN SAESEN) b DS AR SO P RVE o 38 I, BR IR R G AL N i B AL PR 20 23 AN e A

7.4.3 Upon receipt of the test or calibration item, deviations from specified conditions shall be recorded.
When there is doubt about the suitability of an item for test or calibration, or when an item does not
conform to the description provided, the laboratory shall consult the customer for further instructions
before proceeding and shall record the results of this consultation. When the customer requires the item to
be tested or calibrated acknowledging a deviation from specified conditions, the laboratory shall include a
disclaimer in the report indicating which results may be affected by the deviation.

7.4.3 BRI ERE AEYD S I s ROE e 5 RUE 2R IR ES o 24X e 75 08 TR I B A BE 1), BCUY AN TF
TR AL IR IR S, SRIG = NG TAEZ Al R & ), DAMSRE— P Ruil, il g, 985
TE S 1 S AT B SR AT R B AE R, S0 = B AER 5 HR A S 0 75 B, 10 B I S mT BE S e &5

7.4.4 When items need to be stored or conditioned under specified environmental conditions, these

conditions shall be maintained, monitored and recorded.
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7.4.4 WYY S FEBAEIREEAM PHEASOAE, NARRE. M0 SR 4144
7.5 Technical records

7.5 FEARILFE

7.5.1 The laboratory shall ensure that technical records for each laboratory activity contain the results,
report and sufficient information to facilitate, if possible, identification of factors affecting the
measurement result and its associated measurement uncertainty and enable the repetition of the
laboratory activity under conditions as close as possible to the original. The technical records shall include
the date and the identity of personnel responsible for each laboratory activity and for checking data and
results. Original observations, data and calculations shall be recorded at the time they are made and shall
be identifiable with the specific task.

7.5.1 S S N DR A — ISR SIE B BRI A 5 R 0t AT DASEE T RE IR R 31 2 i 8 5 2R A L AN
W ERRERERE R, i IRAE R AT REHRE R A A 00 T R IZ I 0G50 . BRI RN AR B TS5
FIGBAE ERAESE R MR TN R ROWE SR HR A RN A S B BRI T LU, FFRA%
R EAESS T LA .

7.5.2 The laboratory shall ensure that amendments to technical records can be tracked to previous

versions or to original observations. Both the original and amended data and files shall be kept, including
the date of alteration, an indication of the altered aspects and the personnel responsible for the alterations.

7.5.2 SEI6 S SN R BRI T A E 2OAT CLB S BT — SRR BUR AR WL SR 45 R o W RAF SR AR R UL S A2 B0 ) Bt A
A, BAEES H, ARRE AN AT A 5

7.6 Evaluation of measurement uncertainty
7.6 WEAH € FHITEE

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

7.6.1 S8 = NI AN E BE AR DTk VP BN I, SR IE 4 (4 ) M 5 7 RE A R 2 Tk, £
FER B AFE R DTk

7.6.2 A laboratory performing calibrations, including of its own equipment, shall evaluate the
measurement uncertainty for all calibrations.

7.6.2 JFIERGHERSCIR S, WARRHER QR Bes, N E I A B R & AN 2 L

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

7.6.3 JT AN P S 6 2 7 P 5 B AN 08 PR o 44 RSN 75 25 1 JER DAL X LA™ A P DI B AN A8 FEIS S ST = B
BT 0 B SR B 1 AR A P 2T IR I SR R B0 R AT PR A

NOTE 1 In those cases where a well-recognized test method specifies limits to the values of the major sources of
measurement uncertainty and specifies the form of presentation of the calculated results, the laboratory is considered
to have satisfied 7.6.3 by following the test method and reporting instructions.

TE 1 FREERE LR, A DA TN 7 2o AN E B BRI AV EE 1 IRAE, JFRUE 1 REE R IR T 3,
Sl & N B ST T AR S B, BIEAL 7.6.3 AUEK .
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NOTE 2 For a particular method where the measurement uncertainty of the results has been established and verified,
there is no need to evaluate measurement uncertainty for each result if the laboratory can demonstrate that the
identified critical influencing factors are under control.

TE 20 0 —HEE TR, IR O FRIGE 1A R AR AN E B, S5 BRI U R S BE RS I IR 3R 24,
WUPAS 5 R RSG5 SR PP 8 T AN E L

NOTE 3 For further information, see ISO/IEC Guide 98-3, ISO 5725 and ISO 21748.
v 3 HZE 2 W ISO/IEC FE5Fd 98-3. 1SO 5725 Fl1 1SO 21748.
7.7 Ensuring the validity of results

7.7 B RE RIAE Rk

7.7.1 The laboratory shall have a procedure for 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:

7.7.1 S S NAT ML SR AR Y o 0S8 RAAE K7 AN TR R e ass, nnltr, RERA ST
AREELER . SIS N IR REAT SRRV, M % B EANR T LR & = 177 3

a) use of reference materials or quality control materials;

a) A AR AEY) o B R A

b) use of alternative instrumentation that has been calibrated to provide traceable results;
b) I H At LA HE RS S O vl IR 45 SR s

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

o) IEAI R 25 I D RERZ &5

d) use of check or working standards with control charts, where applicable;
d) &N, RS TERE, FEh ez,

e) intermediate checks on measuring equipment;

e) IME & A,

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

£ AR AR [R] BAS [R5 25 AT 2 A2 e I Bl v

g) retesting or recalibration of retained items;

) DRAFHF: ity ) F 2 A 00 i A2 A e

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

h) Wit AN [R5 SR 22 ) B AH S

i) review of reported results;

DB AR R4

j) intralaboratory comparisons;
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) SEERE N EXT

k) testing of blind sample(s).

k) BRI,

7.7.2 The laboratory shall monitor its performance by comparison with results of other laboratories,

where available and appropriate. This monitoring shall be planned and reviewed and shall include, but not
be limited to, either or both of the following:

7.7.2 ARSI, SRS ROB S AR H 0L R AR IR L. BRI BT R 8,
FEAEABR T LR $5 -

a) participation in proficiency testing;

a) ZIMAESIIE;

NOTE ISO/IEC 17043 contains additional information on proficiency tests and proficiency testing providers.
Proficiency testing providers that meet the requirements of ISO/IEC 17043 are considered to be competent.

vE: IS0 / IEC 17043 AL 5T HE IS UERBE D IAEFAEE I B B . 2 1S0 / 1EC 17043 R IIRE S
I EE BN N RB I

b) participation in interlaboratory comparisons other than proficiency testing.
b) S INEREE JT90UE 2 A1 ) S = B LT

7.7.3 Data from monitoring activities shall be analysed, used to control and, if applicable, improve the
laboratory’s activities. If the results of the analysis of data from monitoring activities are found to be
outside pre-defined criteria, appropriate action shall be taken to prevent incorrect results from being
reported.

7.7.3 Ny MRS OB, JFR TR (A& D ek SR SIS . i R R I v B o 2 A 45 SRk
U (U, S SREE 24 a7 L3 7 S I 45

7.8 Reporting of results

7.8 MELR

7.8.1 General

7.8.1 &AM

7.8.1.1 The results shall be reviewed and authorized prior to release.
7.8. 1.1 S5 RALK AT N 280 o S AL HE

The results shall be provided accurately, clearly, unambiguously and objectively, usually in a report (e.g. a
test report or a calibration certificate or report of sampling) and shall include all the information agreed
with the customer and necessary for the interpretation of the results and all information required by the
method used. All issued reports shall be retained as technical records.

S S T LR IR R BEAR (B A IR RHE T e TS ) IHER . VST IR
HER, I HMAREZ RIS R R b & 0 AL T TR EOR I A8 E B o I A R A o
AT LLRAF

NOTE 1 For the purposes of this document, test reports and calibration certificates are sometimes referred to as test

certificates and calibration reports, respectively.
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L AEASCH, AR A AR I A I AR DRI IE 5 IR R

NOTE 2 Reports can be issued as hard copies or by electronic means, provided that the requirements of this document
are met.

T 20 R EGHRAARAERIEOR, e a] DAREHE UL sl 1y 50K A

7.8.1.2 When agreed with the customer, the results may be reported in a simplified way. Any information
listed in 7.8.2 to 7.8.7 that is not reported to the customer shall be readily available.

7.8. 1.2 2% AR, AR RS AR WRRAE RS 7.8.2 £7.8.6 HEAINELR, &
JU R RETT I RAT o

7.8.2 Common requirements for reports (test, calibration or sampling)

782G W, RAEBMAE) HIERER

7.8.2.1 Each report shall include at least the following information, unless the laboratory has valid reasons
for not doing so, thereby minimizing any possibility of misunderstanding or misuse:

8.2. 1 lRAFI = AA MM, HMEGIREN 2/ DARE TINEE, KRR B )R> 3R AE s A AT
e

7.
e

»n o«

a) a title (e.g. “Test Report”, “Calibration Certificate” or “Report of Sampling”);
a) bRl (AN AR L CREIER” B CHIRERE T D

b) the name and address of the laboratory;

b) SRS =K A BRI

c) the location of performance of the laboratory activities, including when performed at a customer facility
or at sites away from the laboratory’s permanent facilities, or in associated temporary or mobile
facilities;

c) TSzt = i 2l (A Hh o, EUFEAE 20 7 Vit S50 = 1] 5 Vit LA AM AR, BIPE A 5% A i e R 2l 15 A

d) unique identification that all its components are recognized as a portion of a complete report and a clear
identification of the end;

d) Redh i B AR bR e v B AR R T — A OME—EAR IR, LSRR SR TR I AR IR
e) the name and contact information of the customer;

e) B A ARG R,

f) identification of the method used;

£) B AR

g) a description, unambiguous identification, and, when necessary, the condition of the item ;
o) Vi IR L B A FR VR LA S A I 4 it BRIR S

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

h) A B AR T, AR 5 SRR AT 28 P Y 225G B B2 Xl 1 400
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i) the date(s) of performance of the laboratory activity;
1) SEIG =S AT H 3,

j) the date of issue of the report;

3) B R A H 3

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

k) 1 5 S5 R A R BN A S, S S BRI T T A T S A T 92
1) a statement to the effect that the results relate only to the items tested, calibrated or sampled;
1) G5 AL G HATI L A HE Sl A < 0 75 B

m) the results with, where appropriate, the units of measurement;

m) 45K, d I, AE I E A,

n) additions to, deviations, or exclusions from the method;

n) X IEANTE S i 2 B

o) identification of the person(s) authorizing the report;

o) AL NI ;

p) clear identification when results are from external providers.

p) HAIRK A TAMNHR B I, T MTER IR

The laboratory should include a statement specifying that the report shall not be reproduced except in full,
without approval of the laboratory.

SO N 2 i R 2SI ke, A REIIRE KA (23CREIERSN .

7.8.2.2 The laboratory shall be responsible for all the 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.

7.82.2 SEEEMREFHAGER AT, BESRMENE R RSN 2 R A I E R N T MR IR . LR,
2 PR B B AT RERAM SR A RS, R PR ST . SR AN ST AR B (AR
FPRAE) BRSO UIAE RGE R TR BRE A

7.8.3 Specific requirements for test reports
7.8.3 R A FIREER

7.8.3.1 In addition to the requirements listed in 7.8.2, test reports shall, where necessary for the
interpretation of the test results, include the following:

7.83.1FR 7.8.2 A ERZ Ab, Kl ik N & U R A 25 2R i B 015 R -

a) information on specific test conditions, such as environmental conditions;
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a) REERIRLIARATE B, BT
b) where relevant, a statement of conformity with requirements or specifications (see 7.8.6);
b) AHKIS, SERMPERFTEEA (7.8.6) ;

c) where applicable, the measurement uncertainty presented in the same unit as that of the measurand or
in a term relative to the measurand (e.g. percent) when:

c) IR, FERHIEHLT, A i DB AR =] B Fe 058 A1 5 2 sl DU &8 AR R AN E . CnE e b
— itis relevant to the validity or application of the test results;
— U AN R R S5 AN 45 SR A 8 R A SR
— a customer’s instruction so requires, or
— B BRI
— the measurement uncertainty affects conformity to a specification limit;
— B AN 58 2 SR 2 5 R E IR AT A I
d) where appropriate, opinions and interpretations (see 7.8.7);
d) &4, B (W 7.8.7) ;

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

e) FFEJ % EE BN ECE T EOR I H AR .

7.8.3.2 Where the laboratory is responsible for the sampling activity, test reports shall meet the
requirements listed in 7.8.5 where necessary for the interpretation of test results.

7.8.3.2 U B A STMFEIEEIIN, ARSI A R T B, AR R A 7. 8. 5 2RI EER
7.8.4 Specific requirements for calibration certificates

7.8.4 RAEEFHIRFREZER

7.8.4.1 In addition to the requirements listed in 7.8.2, calibration certificates shall include the following:
7.8.4.1 R 7.8.2 ERAL, KAEHETNAEE LI TER:

a) the measurement uncertainty of the measurement result presented in the same unit as that of the
measurand or in a term relative to the measurand (e.g. percent);

a) 55 IS A [R] BT PR ANl PR AR R AR S (i B

NOTE According to JCGM 200:2012, a measurement result is generally expressed as a single measured quantity value
including unit of measurement and a measurement uncertainty.

T HR4E JOGM 200:2012, 545 ROE W s Ny — MRS, BRI S A0 AN e

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

b) KHETE B O I A5 KA I AT (AR
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c) a statement identifying how the measurements are metrologically traceable (see Annex A);
c) MELFTTHREBIRKI A (RS A

d) the results before and after any adjustment or repair, if available;

d) WrERAG, R EUE PR S R4 R

e) where relevant, a statement of conformity with requirements or specifications (see 7.8.6);
e) MR, SERIATEHIFTEIEAEY]  (7.86) ;

f) where appropriate, opinions and interpretations (see 7.8.7).

f) &4, =R (W 7.8.7) .

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

7.84.2 LN TUHIFEESIN, WUORBORI ISR TR, RUEIEPROR AL 7. 8. 5 2K ER

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.

7.8.4.3 AHEE BB HERR S AN ML AL S 0 HE IR, BRAFC 5% B il
7.8.5 Reporting sampling - specific requirements

7.8.5 WG MBE—HRPERER

Where the laboratory is responsible for the sampling activity, in addition to the requirements listed in 7.8.2,
reports shall include the following, where necessary for the interpretation of results:

URSEIR W TTHAE, BR 7.8, 2 AGERAL, i BRLHE LU MRS R 75 15 R

a) the date of sampling;

a) FliAEH s

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

b) HHLIP it S R E—PERR IR &Y, GHEHIERT AR, PR S SR LR FRAIS)

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

c) MFEAE, WHEEDIR. FEEE A

d) a reference to the sampling plan and sampling method;

d) R RIATRE T i

e) details of any environmental conditions during sampling that affect the interpretation of the test results;
e) Pl RE PRI A AR IR PR AR B AR A5 S5

f) information required to evaluate measurement uncertainty for subsequent testing or calibration.

f) PPIE i SR SR AE I AN 2 FE T 15 2
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7.8.6 Reporting statements of conformity

7.8.6 MERFEHEFH

7.8.6.1 When a statement of conformity to a specification or standard is provided, the laboratory shall
document the decision rule employed, taking into account the level of risk (such as false accept and false
reject and statistical assumptions) associated with the decision rule employed and apply the decision rule.

7.8.6.1 fift i RGBS AERT S VE AT WIS, SIS N5 B8 5 i P S R OG 1R U AT (iR 32 « FF iR
B LR G HED » RE BT 0 BRI R s SO 5 I S R

NOTE Where the decision rule is prescribed by the customer, regulations or normative documents, a further
consideration of the level of risk is not necessary.

TE: WARE S EMERE SO RLE TR, e RE R T

7.8.6.2 The laboratory shall report on the statement of conformity, such that the statement clearly
identifies:

7.8.6.2 UG ARG T A1k 75 I 2 AR AR -

a) to which results the statement of conformity applies;

a) FFaER B ke sy

b) which specifications, standards or parts thereof are met or not met;
b) il /2 BN R TSR AR AEECH R

c) the decision rule applied (unless it is inherent in the requested specification or standard).
c) A RAIERN (BRAFMTEabrdEh ) .

NOTE For further information, see ISO/IEC Guide 98-4.
2045 B 1SO/IEC $57F 98-4.

7.8.7 Reporting opinions and interpretations

7.8.7 5 B AR

7.8.7.1 When opinions and interpretations are expressed, 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.

7.8.7. 1 HRBF AR, S0 N Of KA RN 53 4 RE A AN B AR . SEI6 3 RORE S W ATRE R 4K
Bt € S
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.

VE: BIERX R LAEES 1S0/1EC17020 FRfE A A B . 1S0/TEC17065 AH1 A/~ d k= B A A 7. 8.6 H14F
GHFIHZER

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 h v AR DL AT AR S T R A A HE M e R 45 2R, R T T BAFR R
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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 HUXIE T AN ER S & S E AR, N OR B S E %
7.8.8 Amendments to reports
7.8.8 BBk E

7.8.8.1 When an issued report needs to be changed, amended or re-issued, any change of information shall
be clearly identified and, where appropriate, the reason for the change included in the report.

7.8.8.1 M BT BREF AAT COAAT IR, BRI ISR IRE G R, &SRR SRR .

7.8.8.2 Amendments to a report after issue shall be made only in the form of a further document, or data
transfer, which includes the statement “Amendment to Report, serial number... [or as otherwise identified]”,
or an equivalent form of wording.

7.8.8.2 B EAN IR A I, AL LLB IS F B m A s, IR LU A
BTy CEHAbARIRD REHIMEE” , B SR 3T

Such amendments shall meet all the requirements of this document.
1B AL A2 A DR IE R T AT 2R

7.8.8.3 When it is necessary to issue a complete new report, this shall be uniquely identified and shall
contain a reference to the original that it replaces.

7.8.8.3 HH M ERAT RN, Mgy FHE AR, JRE AR R
7.9 Complaints

7.9 i

7.9.1 The laboratory shall have a documented process to receive, evaluate and make decisions on
complaints.

7.9.1 SRS NAT T SO IS RER B PE O B R, IS BRI PUE

7.9.2 A description of the handling process for complaints shall be available to any interested party on
request. Upon receipt of a complaint, the laboratory shall confirm whether the complaint relates to
laboratory activities that it is responsible for and, if so, shall deal with it. The laboratory shall be
responsible for all decisions at all levels of the handling process for complaints.

7.9.2 FITEAHRTT A ZORAS, AT AFR AR A B R R B IS AR PIROR G, SR s N R
B HHATTRLR =IEA I, WA, MINALHE . 526 S N BOFAC B RE o i T O E 1151 .

7.9.3 The process for handling complaints shall include at least the following elements and methods:

7.9.3 ACFEFRIE R N D RE DL BRI

a) description of the process for receiving, validating, investigating the complaint, and deciding what
actions are to be taken in response to it;

a) WEURMFRNC WA T E DR PR R IR PR i 1 R A 152 5

b) tracking and recording complaints, including actions undertaken to resolve them;
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b) EREZIFICRAVR, BRI RER PR £
) ensuring that any appropriate action is taken.
c) PR IS =4 A Mt o

7.9.4 The laboratory receiving the complaint shall be responsible for gathering and verifying all necessary
information to validate the complaint.

7.9.4 FEFIBOFAILL BN A TTBCERIFIAET A LERER, DMEFIABFE 5 2.

7.9.5 Whenever possible, the laboratory shall acknowledge receipt of the complaint, and provide the
complainant with progress reports and the outcome.

7.95 REATRE, i NG AR CICEIBOR, JF IR A B R AR T A AL BE S5 R

7.9.6 The outcomes to be communicated to the complainant shall be made by, or reviewed and approved
by, individual(s) not involved in the original laboratory activities in question.

7.9.6 5HUR NVEIE S5 RS 5 s K SBe 205 Bl A TGOS I N S, B A A AE
NOTE This can be performed by external personnel.
e ATHIAMEBN 5 S

7.9.7 Whenever possible, the laboratory shall give formal notice of the end of the complaint handling to the
complainant.

7.9.7 REWTRE, RIS SRR YR e aE MOEAGE NS RUF A
7.10 Nonconforming work

7.10 ARFETIAE

7.10.1 The laboratory shall have a procedure that shall be implemented when any aspect of its laboratory
activities or results of this work do not conform to its own procedures or the agreed requirements of the
customer (e.g. equipment or environmental conditions are out of specified limits, results of monitoring fail
to meet specified criteria). The procedure shall ensure that:

7.10.1 HSE =IE AN RATT & B O B 5 IR R BUR BRI (Bilhn, 358 s B 2% 1 R
EPRAE, IS5 RARERG HE HIAEND , SIS NAREF T LLSE . 1225 N R

a) the responsibilities and authorities for the management of nonconforming work are defined;
a) WE AF & TARE HE A B SR

b) actions (including halting or repeating of work and withholding of reports, as necessary) are based upon
the risk levels established by the laboratory;

b) it LA o ST KU A5 GO Bt (R B 5 B B AR DL R k)

c) an evaluation is made of the significance of the nonconforming work, including an impact analysis on
previous results;

¢) WINAFFE AR ™ E M, ARG Hrxt Sl 45 SR i s ;
d) a decision is taken on the acceptability of the nonconforming work;

d) XEANEF & AR A AT R 52 PR R s
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e) where necessary, the customer is notified and work is recalled;

e) WE, AN IFHON TR

f) the responsibility for authorizing the resumption of work is defined.
f) HUEALHER R TAERIER 5T

7.10.2 The laboratory shall retain records of nonconforming work and actions as specified in 7.10.1,
bullets b) to f).

7.10.2 LW ERACFARKF S TIEM 7. 10. 1 %2 b) & ) BB KR .

7.10.3 Where the evaluation indicates that the nonconforming work could recur, or that there is doubt
about the conformity of the laboratory’s operations with its own management system, the laboratory shall
implement corrective action.

7.10.3 HIFN RN G TAE A REf IO ERT, B0 SER = Ra AT 5 AT BAR R (AT & PR R PRBERT, S
6y = W R A I it o

7.11 Control of data and information management

7.11 FEERAa G e E

7.11.1 The laboratory shall have access to the data and information needed to perform laboratory
activities.

7011 SIS N REIR AT T e SE IR A B P AR B AN S R

7.11.2 The laboratory information management system(s) 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 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.

7112 TR AREEL DR IR AE AR U R A R S A R AR SO BN A BT R BEAT D RE
W SRS REEASG T A MIELIET. DESCEHARGN, RS SR = Pl e & s i UK
BAFMEE, R AT RO RN

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.

L Ach “SEREEREHAS” O ENCEETHENUE R PRSI S . A AR5
PULI R 8E, AL EOREEE TR R St

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

T 2 H AR BRI BT R S Ve R A 8 T o B2 78 70 O
7.11.3 The laboratory information management system(s) shall:
7113 LR EMERE RGN

a) be protected from unauthorized access;
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a) B lEAREAZALHI Vs il
b) be safeguarded against tampering and loss;
b) ARy AR IR Rl 2k

c) be operated in an environment that complies with supplier or laboratory specifications or, in the case of
non-computerized systems, provides conditions which safeguard the accuracy of manual recording
and transcription;

C) FEAT A BN A Bt ie EAE MM BT iz AT, B TARTFRALAR S, RO ORS N TIe oML S 1

R

d) be maintained in a manner that ensures the integrity of the data and information;

d) DA R EEAE 2 52 B 1 U st AT 49

e) include recording system failures and the appropriate immediate and corrective actions.
e) WHE RGUR RO FANIE 2 1 5 S it A 2 IR it

7.11.4 When a laboratory information management system is managed and maintained off-site or through
an external provider, the laboratory shall ensure that the provider or operator of the system complies with
all applicable requirements of this document.

7.11.4 B A5 B B ARG R s R BN AT BN E Y, S S NI DR RS BN B B E R
FEE ABRHE R T I 2EK

7.11.5 The laboratory shall ensure that instructions, manuals and reference data relevant to the laboratory
information management system(s) are made readily available to personnel.

7.115 SER NIRRT TR G SRR EE SEHARGA XK. IS T
7.11.6 Calculations and data transfers shall be checked in an appropriate and systematic manner.
7.11.6 NIRRT IE DM ARG .

8 Management system requirements

8 HEMERENR
8.1 Options

8.1 F=R
8.1.1 General

8.1.1 A

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.

SIS Fifhls SSRGS EEAR, RE B RN SCREANE A SE R SR80 R AR EE R AR
EEHESROFTE. FBRIFCHE 4 FRXER 7 FFHER, LRSMIETTA ARG A B TREEAR.

NOTE See Annex B for more information.
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I BEEES WM B.

8.1.2 Option A

8.1.2 XA

As a minimum, the management system of the laboratory shall address the following:
el B PR R 20 NS T A

— management system documentation (see 8.2);
—EEA R (I8.2)

— control of management system documents (see 8.3);
— BB ARSI 8.3)

— control of records (see 8.4);

—idsdEd] (U 8.4)

— actions to address risks and opportunities (see 8.5);
— R KU AIHLIE i (L 8.5)

— improvement (see 8.6);

—oiik (W 8.6)

— corrective action (see 8.7);

— AL (W 8.7)

— internal audits (see 8.8);

—WERH I (I 8.8)

— management reviews (see 8.9).

—EEPEH (I 8.9)

8.1.3 Option B

8.1.3 75X B

A laboratory that has established and maintains a management system, in accordance with the
requirements of ISO 9001, and that is capable of supporting and demonstrating the consistent fulfilment of
the requirements of Clauses 4 to 7, also fulfils at least the intent of the management system requirements
specified in 8.2 to 8.9.

SEYG AL IR IS0900 1 Y ER E S I ORFFE B R, I HLREWS SCRPRIIE I RR BT 5 B8 A%k 22 35 T2 BRI S 36
=, WEWL TS, 25 E WS, 9GP HUE I E BR RE K.

8.2 Management system documentation (Option A)

8.2 HHE LR M (FR A

8.2.1 Laboratory management shall establish, document, and maintain policies and objectives for the
fulfilment of the purposes of this document and shall ensure that the policies and objectives are
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acknowledged and implemented at all levels of the laboratory organization.

8.2.1 S S A I N ST . Gl ORI AT A AhRdE H ARG H bR, BN SRAZESRA H AR S50 = 23
FHRN AT BIBRAHAT o

8.2.2 The policies and objectives shall address the competence, impartiality and consistent operation of the
laboratory.

8.2.2 WA H AR BEMBLSLI =N AE /T 2 IEVEA— 2847

8.2.3 Laboratory management shall provide evidence of commitment to the development and
implementation of the management system and to continually improving its effectiveness.

8.2.3 SUG 5 P N F A N R SIS PR 2R DA R R A At A RO AR VR IR

8.2.4 All documentation, processes, systems, records, related to the fulfilment of the requirements of this
document shall be included in, referenced from, or linked to the management system.

8.2.4 HHAK AN G 51 HBUEER 5 R AIRHE ZRA R A SO R, R4, e,

8.2.5 All personnel involved in laboratory activities shall have access to the parts of the management
system documentation and related information that are applicable to their responsibilities.

8.2.5 Z 555 AN BT N 51 B R 3RAS FLHR 513 A8 BRAA A SCAF AR SR A5 2
8.3 Control of management system documents (Option A)

8.3 BHEARXARER (T A)

8.3.1 The laboratory shall control the documents (internal and external) that relate to the fulfilment of this
document.

8.3.1 S & NLZ ] 556 AR AR HE EERA S 1 SRS R SCA

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: AR, 30 7 WTRURBORFEM . RE . E. SNER RIS RAERR . BER . R Tk
R FmeRs PR B THRISE . IXEESOPE R BEAR B AR AR b, BB P DL 5

8.3.2 The laboratory shall ensure that:
8.3.2 SLUG % PR :

a) documents are approved for adequacy prior to issue by authorized personnel;

a) SR RA T AN Bt e 78 01k 5

b) documents are periodically reviewed, and updated as necessary;

b) EMIH A, N T

c) changes and the current revision status of documents are identified;
c) WS B BN S BB T RS

d) relevant versions of applicable documents are available at points of use and, where necessary, their
distribution is controlled;
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d) FEAE A3 N AT SRAGIE F SO RUARRL A, i B2, A2 45 LR
e) documents are uniquely identified;
e) IR ME—PEARIR,

f) the unintended use of obsolete documents is prevented, and suitable identification is applied to them if
they are retained for any purpose.

f) By eAE RSO AR B A, ol TR H I OR B R RS, A S B FR IR
8.4 Control of records (Option A)
8.4 izl (5 A)

8.4.1 The laboratory shall establish and retain legible records to demonstrate fulfilment of the
requirements in this document.

8.4.1 SUs 5 W N AN ORAF T T (110 33 AIIE S /2 AhRHE K

8.4.2 The laboratory shall implement the controls needed for the identification, storage, protection,
back-up, archive, retrieval, retention time, and disposal of its records. The laboratory shall retain records
for a period consistent with its contractual obligations. Access to these records shall be consistent with the
confidentiality commitments and records shall be readily available.

8.4.2 SIS M RKIARIR . FEfd . RIS & AR, KR DRAFIIA AL B S AT 75 ] . SIS ROk
FEIBRRLAT &6 A 5% o CR DI RLAT & R AR o, D% 5 T3R5

NOTE Additional requirements regarding technical records are given in 7.5.
T WEARIDF A AR 7.5,

8.5 Actions to address risks and opportunities (Option A)

8.5 RIXXEAALEKIERE (77 A

8.5.1 The laboratory shall consider the risks and opportunities associated with the laboratory activities in
order to:

8.5.1 SIS = N 8 S I B RER A XA LIE, LA

a) give assurance that the management system achieves its intended results;

a) TR BIA 2R RENS SCEILHL HUYI4S

b) enhance opportunities to achieve the purpose and objectives of the laboratory;

b) HYuR SIS % H BOA H AR EIHLIE;

c) prevent, or reduce, undesired impacts and potential failures in the laboratory activities;
c) TR By S8 = i ) R R AN RS2 AT AT e PR R

d) achieve improvement.

d) LBt

8.5.2 The laboratory shall plan:
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8.5.2 SUG S N HR :
a) actions to address these risks and opportunities;

a) IR IZ L XS AIHLAE 1 i
b) how to:
b) il
— integrate and implement the actions into its management system;
—EAE PR R rp B I S X i
— evaluate the effectiveness of these actions.
— VP I S I AT R

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.

¢ ERORAHRHE AL E AL Sl T XU (08 Je» EL R B3R5 P A PR XU 6 B 5 2 e X B B A P ol
Iﬁo%%%T%E%Emﬁﬁﬁ$%@%*%Efﬁ%ﬂ@%@ﬁ&,m:ﬁﬁM%ﬁE%%ﬁﬁ@Q

8.5.3 Actions taken to address risks and opportunities shall be proportional to the potential impact on the
validity of laboratory results.

8.5.3 XS RS MUATLIE PO Jti 2 15 HL 0 SI2 6 =3 45 SR R R R 2 WA A G Lo

NOTE 1 Options to address risks can include identifying and avoiding threats, taking risk in order to pursue an
opportunity, eliminating the risk source, changing the likelihood or consequences, sharing the risk, or retaining risk
by informed decision.

VE 1e RO U K7 20 R G TR BRI By, 9 SR ARE ARG, Y B ARSI, 50 XU (1 R e PR B A
IR, BRAE T AR OGA B A2t R AR E XU

NOTE 2 Opportunities can lead to expanding the scope of the laboratory activities, addressing new customers, using
new technology and other possibilities to address customer needs.

T 2. HUBF R SCIe =Y IGAVEE, SRR, MBI AT 2R % 7 f K
8.6 Improvement (Option A)
8.6 i (FF A

8.6.1 The laboratory shall identify and select opportunities for improvement and implement any necessary
actions.

8.6.1 S = W ARBIME FECHENL 2, I R ZE 15 i -

NOTE Opportunities for improvement can be identified through the review of the operational procedures, the use of
the policies, overall objectives, audit results, corrective actions, management review, suggestions from personnel, risk
assessment, analysis of data, and proficiency testing results.

e SIS AEE PR R AR . SEIBOR . SR HAR. AR AIESE . EEIEE . N KRR
fiti o Bl 2 AN RE F7 AR S5 R L2 -
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8.6.2 The laboratory shall seek feedback, both positive and negative, from its customers. The feedback
shall be analysed and used to improve the management system, laboratory activities and customer service.

8.6.2 S F M A1 LRI, Joil e IE iE 2 T i) o ST AR TR e S i, DATSCBERE AR L S
HIGAN SRS

NOTE Examples of the types of feedback include customer satisfaction surveys, communication records and review of
reports with customers.

A REHIRADRBIEEE: 2 E RIS 5% RS IC A3 R PR
8.7 Corrective action (Option A)

8.7 A IEfEH (G A) [ 9001]
8.7.1 When a nonconformity occurs, the laboratory shall:
8.7.1 HRAENFTENS, T E N
a) react to the nonconformity and, as applicable:
a) WEMHI, XSARFE L B -
— take action to control and correct it;
— R DA I A2 IEAN T 5
— address the consequences;

— A BJER;

b) evaluate the need for action to eliminate the cause(s) of the nonconformity, in order that it does not
recur or occur elsewhere, by:

b) JEIL FANESD, VR FECRIUE I, DAHER AT SR, 3 S OR AR B AR H A I 5
— reviewing and analysing the nonconformity;
— VPR R
— determining the causes of the nonconformity;
—TREATT & IR A
— determining if similar nonconformities exist, or could potentially occur;
— 2 R I AFAE BT RER A AU AT A

c) implement any action needed;

c) S it i e PO ks

d) review the effectiveness of any corrective action taken;

d) DI BT SR A 24 A i A R0 s

e) update risks and opportunities determined during planning, if necessary;

e) AAEINF, HBTE SERIYIIALAA 2 XU AATLIE ;
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f) make changes to the management system, if necessary.

f) WEN, AEEHER,

8.7.2 Corrective actions shall be appropriate to the effects of the nonconformities encountered.
8.7.2 Y ILFE NS AT G 77 AL R A IE Lo

8.7.3 The laboratory shall retain records as evidence of:

8.7.3 L= NAREICT, MEATHIHIIRIES:

a) the nature of the nonconformities, cause(s) and any subsequent actions taken;
a) AFFEIITERT 7 AR R AT 5 BT R i

b) the results of any corrective action.

b) | I 45 R

8.8 Internal audits (Option A)

8.8 WlH & (iR A)

8.8.1 The laboratory shall conduct internal audits at planned intervals to provide information on whether
the management system:

8.8.1 S 5 N4 [ AR (R I B TRV 2E AT N AR e A%, DABR BT A BRAR R R M5 R
a) conforms to:
a) REFE:
— the laboratory’s own requirements for its management system, including the laboratory activities;
—RIE H S E AR REOR, WS E D)
— the requirements of this document;
—AHRHE R E R
b) is effectively implemented and maintained.
b) A& 145 2 A R A DR o
8.8.2 The laboratory shall:
8.8.2 S H 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;

a) MRIESLIZ BN EENE . SIS = AR LR S AL AOEE R, SRk S SRR AL R,
Ti RAFEHIR S J7ik WA SRRE R ARG

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

b) FILE B TR A% 1) B A HE U AN 5
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c) ensure that the results of the audits are reported to relevant management;

c) FADRAG H AL A R 4 A G B

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

d) SOy REGE 2 (21 IEANAY 145 it »

e) retain records as evidence of the implementation of the audit programme and the audit results.
e) REAICSR, ARSIt s 1% 5 58 AR o A 45 R RS

NOTE ISO 19011 provides guidance for internal audits.

E: WHEEHIZAHIRR S L 150 19011

8.9 Management reviews (Option A)

8.9 HHH (X A)

8.9.1 The laboratory management shall review its management system at planned intervals, in order to
ensure its continuing suitability, adequacy and effectiveness, including the stated policies and objectives
related to the fulfilment of this document.

8.9.1 S 1 B JZ 4% I SRl Ay I ] PE) B xS 6 = (4 B AR R AT VP, DA R LFR LG B L 8 PEAN
AR, AFEHAT AT HERARSCTT AT H AR

8.9.2 The inputs to management review shall be recorded and shall include information related to the
following:

8.9.2 S = NALKE BIFH AN, IR HRER:
a) changes in internal and external issues that are relevant to the laboratory;
a) SR AN AR R AR L ;

b) fulfilment of objectives;

b) HARSEHL;

c) suitability of policies and procedures;

o) BRI I B A

d) status of actions from previous management reviews;
d) DUEEE VP A BRI A 15 DL 5

e) outcome of recent internal audits;

e) AR d R HI 45 R

f) corrective actions;

) 2 IEH

g) assessments by external bodies;

g) HIAMEHLREAT IV o 5
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h) changes in the volume and type of the work or in the range of laboratory activities;
h) AR AN TARS A AR AL B S0 5 35 ShVE I 1324k

i) customer and personnel feedback;

D7 U R L T

j) complaints;

i &F

k) effectiveness of any implemented improvements;

kO St A A Rt s

I) adequacy of resources;

D BRI TR

m) results of risk identification;

m) USRI R 45 2R

n) outcomes of the assurance of the validity of results; and

n) PRIESE RA R4

0) other relevant factors, such as monitoring activities and training.

o) HABAHICKER, AnailiEzh sl

8.9.3 The outputs from the management review shall record all decisions and actions related to at least:
8.9.3 & FHVFHH [k HY 2 /b RT3 5 T A S U 5% R R E AN I

a) the effectiveness of the management system and its processes;

a) BRI RERA R

b) improvement of the laboratory activities related to the fulfilment of the requirements of this document;
b) JEAT AR HE EERAH S 1 S 56 235 B A 5t

c) provision of required resources;

o) PP B

d) any need for change.

d) Pt A

Annex A(informative)Metrological traceability

A (BORME) THEIRME

A1 B

This annex provides additional information on metrological traceability, which is an important concept to
ensure comparability of measurement results both nationally and internationally.
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TR A il DR DU 5 5 SR 6] A P ] B T RO A B MR, AR st 1 o SR I B R A 5 R
A.2 Establishing metrological traceability

A.2 BALTHEHIRME

A.2.1 Metrological traceability is established by considering, and then ensuring, the following:

A2.1 B REIFFA IR LT WA LR IR

a) the specification of the measurand (quantity to be measured);

Q) MUERIE (BERE .

b) a documented unbroken chain of calibrations going back to stated and appropriate references
(appropriate references include national or international standards, and intrinsic standards);

b) — RO RIAS BT R HESE , T LIRS0 A Y 38 2 2 B hn i (Gl 24 125 n A3 [ X ol B Bbr v
P EARIEMED

c) measurement uncertainty for each step in the traceability chain measurement uncertainty is evaluated
according to agreed methods;

c) &ML E M JEVEE MR BE T AR D R HE DI B AN E L 5

d) each step of the chain is performed in accordance with appropriate methods, and the measurement
results and associated, recorded measurement uncertainties;

d) PHEEE A RED R HEL OS2 BT TR T, B IR A R R R A LA S I B AN R

e) the laboratories performing one or more steps in the chain supply evidence for their technical
competence.

e) FEMIREE b AT — D B AR A S 6 = MR L BOR BE T RIIESE -

A.2.2 The systematic measurement error (sometimes called “bias”) of the calibrated equipment is taken
into account to disseminate metrological traceability to measurement results in the laboratory. There are
several mechanisms available to take into account the systematic measurement errors in the dissemination
of measurement metrological traceability.

A2.2 HBHE B FROR TH RV AR I B S = (I R A5 R, BB RBZ R RGN R IR E (IR
) o A UMLK REI & TR IR AL P ) R ST R 2

A.2.3 Measurement standards that have reported 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:

A.2.3 FRE ISR AR MR ARAE R B, W A SRNERIFT & VA ] G g 1 IS5 RN R A EFD,
G EAR A I A ] T AR TR IR, VOB SR AN E R AR, (H T VEECT

— the use of an appropriate decision rule to establish conformity;
— A5 P 3 PR A TR 5 A 5 1k

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

48



FDIS ISO/IEC 17025 H Xt V2

—1ERE e AN E VPR R, DABOR E& @y 2OR A BV &

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.

ST AR R L 15 B A W S VST S Ve s e 7 IR AVE R, vk SE DOUE i BAS AR IZ T L
VG RS T FAE A e DL S B AN E

EXAMPLE The use of OIML R 111 class weights to calibrate a balance.

B, T EZR RS E R 111 (OIMLR111: 2004) 48 F 25 25 F it Sk s v R
A.3 Demonstrating metrological traceability

A. 3 THEMIRERIER

A.3.1 Laboratories are responsible for establishing metrological traceability in accordance with this
document. Calibration results from laboratories conforming to this document provide metrological
traceability. Certified values of certified reference materials from reference material producers conforming
to ISO 17034 provide metrological traceability. There are various ways to demonstrate conformity with
this document, i.e. third party recognition (such as an accreditation body), external assessment by
customers or self-assessment. Internationally accepted paths include, but are not limited to the following.

A3.1 I GOITHEAREE SLTH EIWIIRTE . AT A AARAE R S AR AR AE S R A THE WY, £FE TS0
17034 [RIFRAEN) B 2L 3 SR B AOA IERR ) B AR A B THEIIEIE . A A F K7 2ORAE B S A SR HE AT &
P, BEE =T &N (AT R« 2 P AT AN PR o sl B R VP R o [ PR LA IR s, (HAR T

a) Calibration and measurement capabilities provided by national metrology institutes and designated institutes
that have been subject to suitable peer-review processes. Such peer-review is conducted under the CIPM MRA
(International Committee for Weights and Measures Mutual Recognition Arrangement). Services covered by the
CIPM MRA can be viewed in Appendix C of the BIPM KCDB (International Bureau of Weights and Measures
Key Comparison Database) which details the range and measurement uncertainty for each listed service.

a) CLIERIE 2 FATVF 0 KR e S AR E MU SR AL B PRt 2% 3 2 A AN B3 (CTPM MRA) T R i
AT RE ST o A% [FAT PP o R AE E PR B2 S A B AR ST SEtifY . CTPM MRA Jfr 7 o ¥ 55 RT LAFE [H B T
JRI I RBE L #ed 22 (BIPM KCDB) Bffsg C vhl b, Hegsthh 1 BRIUiR 55 ATE AN AT E L . o

b) Calibration and measurement capabilities that have been accredited by an accreditation body subject to
the ILAC (International Laboratory Accreditation Cooperation) Arrangement or to Regional
Arrangements recognized by ILAC have demonstrated metrological traceability. Scopes of accredited
laboratories are publicly available from their respective accreditation bodies.

b) ZF EFRLI =N AIEALLY (ILAC) s E TLAC A DX I B A rTHLAG A RT FRe v AN 2 i 7 E %
UM EA THEBIENE . ZRIN AT AR HE S = A G ] A AT B AT 345

A.3.2 The Joint BIPM, OIML (International 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.

A.3.2 {EFEE B AL 1 [ PR AR ANT, BIPM. OIML CHEPmyE#litE4H ) « ILAC A1 1S0 Ttk
A 7 R E TR 1He e .
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Annex B(informative)Management system options

P B (RRMERZ) EEARTR

B.1 Growth in the use of management systems generally has increased the need to ensure that laboratories
can operate a management system that is seen as conforming to ISO 9001, as well as to this document. As a
result, this document provides two options for the requirements related to the implementation of a
management system.

B.1 FEEE BUARM 2N, o, BEORHAZMEETT & 150 9001 AT & AbRHE) & BLAR RIZE K #55K
WA, I, AbrrEfR gt 7 St PR R A R ZR IR 5 30

B.2 Option A (see 8.1.2) lists the minimum requirements for implementation of a management system in a
laboratory. Care has been taken to incorporate all those requirements of ISO 9001 that are relevant to the
scope of laboratory activities that are covered by the management system. Laboratories that comply with
Clauses 4 to 7 and implement Option A of Clause 8 will therefore also operate generally in accordance with
the principles of ISO 9001.

B.2 U A (UL 8.1.2) FI|HSuh = 5 PR R I I A IR EER, H U4 150 9001 H -5 520 = 7% 2 Y Bl AH 5 1) 45
PR RITEER ., NIk, W5 7 APRES 4 530 E5E 7 48K, JFehtish 8 26300720 A 286 %, HisfFhEA
545 150 9001 145

B.3 Option B (see 8.1.3) allows laboratories to establish and maintain a management system in accordance
with the requirements of ISO 9001, in a manner that supports and demonstrates the consistent fulfilment
of Clauses 4 to 7. Laboratories that implement Option B of Clause 8 will therefore also operate in
accordance with ISO 9001. Conformity of the management system within which the laboratory operates to
the requirements of ISO 9001 does not, in itself, demonstrate the competence of the laboratory to produce
technically valid data and results. This is accomplished through compliance with Clauses 4 to 7.

B.3 /5B () 8.1.3) fVFsin s %K 1SO 9001 MIERE N ANYERFE AR R, JFRESCRANEMIFFEEAT &4 4 2%
PR 7 FAHIEDR . RIS S S 5 8 Sk 2 B, /R4 150 9001 IS E . Ski6 4 BlAA R AT 150
9001 [MIZEK, FFAIER L8 S B AT H B BOR EAT RN Ba A R IRE 1. JUIS, SKIR=IENAT &5 4 kB4

=+
7 o

B.4 Both options are intended to achieve the same result in the performance of the management system
and compliance with Clauses 4 to 7.

B.4 PN UM H AR RN TIERIMI R ISR, B &8 BAR R IO ZOR SOEAG SR 4 2K E50 7 K.

NOTE Documents, data and records are components of documented information as used in ISO 9001 and other
management system standards. Control of documents is covered in 8.3. The control of records is covered in 8.4 and
7.5. The control of data related to the laboratory activities is covered in 7.11.
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B.5 Figure B.1 illustrates an example of a possible schematic representation of the operational processes of
a laboratory, as described in Clause 7.
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Figure B.1 — Possible schematic representation of the operational processes of a laboratory
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