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BU=forward

by FAE Ak o P T U S, BRI — s R
b | HE TR FUETRI G 45 HE

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

1F . R ROC(E B AHA AR E R ELET— R ELH
e AR

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

W “seieE” W X (M3.6)
a definition of “laboratory” has been added (see 3.6).




5I1S0 9001x% %

JR I "
RN i
1 | A
9001 TR
*%
BR
FR

WWW.gqyan.com




5150 9001:2015[1) 5% &
Relationship with ISO 9001: 2015

o FFGASHRE Y S0 S e F AL IS0 9001
el E CHrE )

* Laboratory conforming to this document will also operate generally in

accordance with the principles of ISO 9001 (introduction)

S = R AR R AN AT E1S0 9001 I ANREIE
1506 5 FL 46 Y L AR A B A
KIgeS) CFixB)

b

* 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.



JointISO-ILAC-I4F
Conmunigue on the
Management Systems Requirements of ISO/IEC 17023,
General Requirements for thecompetence gf testing and
calibration laboratories

A lgboratory's fulfillment of the requirements of IS0/IEC 17025 means the laboratory meets
both the technical competence requirements and management system requirements thot are
necessary for it to consistently defiver technically valid test results ond calibrations. The
management system requirements in ISO/IEC 17025 are written in language relevant to
leboratary operations and operate generally in accordance with the principles of 150 9001
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1.7 Scope

o AHRAEMLE TSR = MIRE S A IEMEARE
ZEicEIIE 2K .

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

.+ & ;%ﬁMfﬁﬁﬁﬁﬁmﬁ%,ﬁé

/_\Aj\i Ey/ o

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

SEIOERCNEREAEN, RENSE
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Scope

LIn =R A EAL . A AT
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Tﬁ IS PREER AN\ BRI\ SE I = K HE T -

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.
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2. 0vE 14 5 A S

Normative references

B

ISO/IEC Guide 99, [E PRil&ARE—FANIE
IME2 LR AHIRARTE  (VIM)

ISO/IEC Guide 99, International vocabulary of metrology —
Basic and general concepts and associated terms (VIM)

ISO/IEC 17000, &% 1FE — AN 1E A8 F [ |

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




3 RNIBEFIE X
Terms and definitions
SO/IEC 17ooomﬁﬁﬁﬁ LT

|SO/|EC§¢‘6+99$B

A ARTEF e i

N7

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

ISORTIECHEF 1]
T

ISO and IEC maintain terminological databases for use in

I T AR A AR TEE 8

standardization at the following addresses:

ISO f‘éﬂz/XJ /A 3

ZE Hh ik U

-4 http://www.iso.org/obp

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

— |EC BT

A
= -

http://www.electropedia.org/
— |EC Electropedia: available at http:// www .electropedia .org/




3 RNiEFIE X

Terms and definitions

* I1SO/IEC 17025:2005 ey
« JE: 1SO 9000 A | 5mEA RIEHHE X,
ISO/IEC 17000 N & [ TH € T 5\ UERIS2 55
HINATE LHIE . #1SO 9000 5I1SO/IEC
17000 FIVIM H25 e A 57, e

11SO/IEC 17000 FIVIM H ) 5E X .




3 RiEFE X

Terms and definitions

e 3.1 A I Impartiality (ISO/IEC 17021-1:2015, 3.2)
— B HERGFE.

— presence of objectivity

1 UM ERE AR O AR R R, AhsLik= (3.6)
[R5 B AR 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).

£2: HARAT AT R A IR ERARER: OREAR AR %A
W AL A BAEITH . AMEAE . A AR, P,

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

[J5 H : 1SO/IEC 17021-1:2015, 3.2, B —EFE1F L “seigEs” A “IDUENL
M7 FREE2 R T RS, ]



3 RNiEFIE X

Terms and definitions

e 3.2#%1/f Complaints (1SO 17000:2004, 6.5)
— BT A HR?
— AT N RBRZH AR R SRR = (3.6) Fh LG shE 4,
REEAWE, FHEBREE TN,

— [JR H:1S0 17000:2004, 6.5 1B —Mlkx 1 “BrHUFILN” , DL “S256
EHIESIEEE R RE “CSHEIUEENA 0N R LA HES) 7 ]




3 RIEME X

Terms and definitions

e 3.3 5255 = [A] b X Interlaboratory comparison
— |ISO/IEC 17043:2010, 3.4

B R, B A S e A
L e R

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

e 3.4 SELG = N LU Intralaboratory comparison
INEW]

— F B IS M B 2, AR (A S E6 = PN %0 A [F] B
jéU»Elﬁ#@nnl%fT{m L _L{)n Eﬁgﬁ//\\ %ﬁéﬂb?f)l o

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




3 RiEFNE X

Terms and definitions

e 3.5 fig /1451l proficiency testing (1SO/IEC
17043:2010, 3.7)
— M FH S8 = Ta] BeoF, - 42 B8R e il e IR vRE DU PP Ay
Z N Wik

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




3 RNIEHIE X
Terms and definitions

* 3.6 SZI = laboratory [INEW]
— EH R — P MNE S AL
— body that performs one or more of the following
activities:
Kl testing
« X calibration
o 5 5 Skl SR AR 5% B AR
sampling, associated with subsequent testing or calibration
— VE: EARPREF, “SLIREIES)” f8 Lk =MES)
— Note 1 to entry: in the context of this document, “laboratory activities”
refer to the three above-mentioned activities.




3 RiBEHE X

Terms and definitions

e 3.7 HAIEZFLN| decision rule

— S 5 ERIFTE TR, ka5
& AN E FE B A

— rule that describes how measurement uncertainty is
accounted for when stating conformity with a specified
rquirement.

E M ?




3 RIBEATE X

Terms and definitions

e 3.8 Ik verification (VIM) [ 1so/IEC #57599:2007,

2.44)

— PR UE A Uk B 45 7 T H T 2 0 E EEK
— provision of objective evidence that a given item
fulfils specified requirements

LE BT R 14 HH IR 25 2% 3K
- JTIEHIE
- B Y UE
- TR B RAE

131 1 Lok ?
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VEL: IERE, BB RN = A E E
%Haﬁﬁﬁu%,W@*%ﬁﬁ\W§ﬁ$\%ﬁ\%%
CF@EZ}WJ%/\/}E

VE3: TR R E B R, i R

E4: FEEREFTFEARE (viML) FE XIEIE, L E
%TA%ﬁE¢m&ﬁ,mhﬁ%@%%%ﬁ%ﬁﬁﬁﬂﬁ
(B0 HBIEUESS (ETC E A THEME, “%W
i HFRA R

S WIEAESKRERE. A NRIUEE 2N (3.9) .

TE6: f@c%tlj IO UESEAR S BE PR, 75 B I 1% 52k
G ) 25 R B

[ H : ISO/IEC $5F599:2007, 2.44]




3 RiEFNE X

Terms and definitions

e 3.9 ffi1\ validation (VIM) [ iso/iec #5799:2007, 2.45)

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

— KPR R SR 2 T A i B Bek (3.8)

EHT ROV 1 R 2 2% T 21 1 A
- JT IR A
-5 B EE RS R

~-- BT K “HHIL” ==confirm, £ 2 validate
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General requirements

e 4.1/~ IETE Impartiality

o 4.2 f£2% 4 Confidentiality

e MEIET: ISO/CASCO PROC/33 (ISO/CASCOMHE

) 8 A 2SR )

e Mandatory wording: ISO/CASCO PROC/33 General
requirements in 1ISO/CASCO standards




b b

4.1 » IETHE Impartiality ...,

41L* éﬁ IE M SEHE SIS = VS, FEM SR
B FARIEA LM

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

4.1.2 SEI =B E N A~ IEHEAATE Cor)

The laboratory management shall be committed to impartiality.

4.1.3 S8 = N HAR S 2 E@ﬁ%,ﬁﬁﬁﬁﬂ\
I 5% Bl FL e U3 T ) R 040 8 R

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

compromise impartiality .

4.1.5.b) BEERFEESEENR TAZRE N TERERARZIRAY.
RBERIMEBAES @I, WSSTIEMAEEDFIRE;
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4.1  1EPEImpartiality

o 4.1.4 SZIGE N FF4E E'”IJ/\‘:'@E@W&O X
g PN g AV Rl = s vy N L = A S B S 11

*§J:r: MR R IR, XL RIFIE—
AR LR EMAFERR. ()

. 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.




4.1 ~ 1ETE Impartiality

o VE: fESEREE Y BRI R AT RESE T AT
AR BRI, B AR, FEE5H,
o5, & e (BHmHED 3
g ﬁ{é]i%'%ﬁ B E TR T 2 5

* 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.




4.1  1EPEImpartiality

4.1.5d

e 4.1.5 YN IR AN H o 1B XSS, SEEG = N RE
’@%ﬁi@%ﬁﬂ@‘?ﬁ'Bﬁ@i]ﬁj@zr&ﬂd\ﬁ_ﬁm&

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




4.2 PR% 4
Confidentiality 4.1.5¢

42,1 5240 S BB Lk AR R,
XS FE SIS G ) PR G B0 AL 5 HURIEE
L SRR A T B
B T R
;\:%ﬁﬁﬁ/mau\%ﬂ%ﬁ jj ) H% }_‘_‘%'f%

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 R% 4 Confidentiality

o 4.2.2 I EARIVA AL EOR BLE [F XL #&
REAB SR, BREZEILsL, Friffiris
BRCEF PR P EA N G

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




4.2 R% 4 Confidentiality

» 423 NETLISNRIE (IUF# .
BLED SRR R
iﬂz‘gg /E—I.I/f%m o iﬁﬂﬂmu E/JEI:/"\E{/\
@E,iLQTf ﬂ%/mum%&
77 CRIE) . [

— ] DLIZE P R Bl AN 18 R SE 5 =

* |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.




—~7 ML . o ge
4.2 {725 M- Confidentiality
4.15c
» 424 \b1, BfFEREMR. GFJT. 4
HWINAPNAET v e Y NP
it SRS = i SR IR R B A R T A (5
BIRE, REEXRRRI
* 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, except
as required by law.

WILIMS R G H RAE T 55
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5 25 f ELK

Structural requirements 4.1

* 5.1 SEEOE NONIRSE, SR s 4
Eﬁaﬁmﬁﬁﬂﬁf Fy SRR Y SER EIE B AR AEIA

J\ ___‘O

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

i EAIRY, HEEREETRUMNL
BN 4 i A LA
* NOTE For the purposes of this document, a governmental

laboratory is deemed to be a legal entity on the basis of its
governmental status.




5 25 1) B R

Structural requirements

* 5.2 SLHG = N E X S = U T )R B

—

JZ~ ©

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

AEEH “mEEEE”



75 1) 53R Structural requirements

o 5.3 SLIG T MARE FF & AN bR 1 SE LG
ixﬁzjm: Tl e, S = S B
7G2S R B 206 = IE 3 A A FE R

ZE AN ERIRIF I SELS EVE Bl . [HT]

 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. ( NEW)
734
subcontract
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& 4 2 5K Structural requirements

4.1.2/3

o 5.4 SEIGEMN LI AN E. SEER . 14

HM@m%ﬁﬁfﬂm%ﬁm%Xmﬁﬁ?/

iEE), IXAFESLES = AL E e RN . [ e T

u%mﬂm,ﬁfﬁ%ﬂﬁi@mmmw\%
A it S A SE G ==V B

* 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.

%FHJ

L%*T




5 %512 3R Structural requirements

e 5.5 SZI6 = W The laboratory shall: :

— a) i & SE I = A ZAME

P 5,

LT

415e

-+

AL

MBI E, DUEREHE., BARESEM RS

I‘ETJ EI/‘J?\%/ N5

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;



5 %512 3R Structural requirements

4.1.5f
— b) AL E X 5256 = ih sh 45 R M Y B g 2
BAF BRI N IR DT BUJAIA B & ;

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

— C)REFE - 1) 28 RO F HURE FE LLB DR SE 56 == 05 3]
STt HY) — SO AN 45 SR RE O SR U

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

4.2.1



5 %512 3R Structural requirements

4.1.5a

. 5.6 Sy S\ BN LA AT IR 5T A LR
MY (AR HARER T , B4E:
* The laboratory shall have personnel who, irrespective of other

responsibilities, have the authority and resources needed to
carry out their duties, including:

—a) L PRI AN E AR R

— implementation, maintenance and improvement of the
management system;

— b) iR 55 BAR R BSLES = SRR 1 S
— identification of deviations from the management system or
from the procedures for performing laboratory activities;




ZE R E R Structural requirements
— ) KBTI BIT Bl i AR BE 2D 1X S i 5 1 i it

— initiation of actions to prevent or minimize such deviations; 4.1.5a
—d)JA rﬁlp AH’“’“@/KT AR RISAT IR
ﬂ{ 4151

— reporting to Iaboratory management on the performance of the
management system and any need for improvement;

— e)ﬁﬁﬂ%ggg(ﬁ\%{ﬁiﬂ H G R 4.1.5 h

— ensuring the effectiveness of laboratory activities.

ANFEAEH -

o BHHEHANRMEARNR MikR: feEREEENR
. FETE IACEEN

- FAREHE

NB KA BEZN



& 4 2 5K Structural requirements

4.1.6

* 5.7 SE5G = B N OR 424

* Laboratory management shall ensure that :

—a) EPRPE IR RA R W AR
B E AT
— communication takes place regarding the effectiveness of the

management system and the importance of meeting customers
and other requirements;

—b) SRS AR R AR RS, (RiGE HE
R SRR s 427

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

Ll




6 % Y5 E K Resource requirements

e 6.1 5. General
e 6.2 N\ 1 Personnel
* 6.3 WA KA
— Facilities and environmental conditions
e 6.4 %% Equipment
e 6.5 1T = YE L Metrological traceability
* 6.6 ZPERTRAL AT i AR S

— Externally provided products and services




6.1 2. Jl|General -

o SLOGE N RASE TR S S = hE B i
I, Wt WA RAMSLFARSS o

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




6.2 N\ iPersonnel .

5.2.3

e 6.2.1 FTE A]RERCIHSEIS =VEBI N 1, T2 N 3B
ANk esha Nm, A TANIE. B8/, 1%
HEsCIf = B PR R B R TAE.

* 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.

WIS 5
AREE. B ARk
N -
N LEZTIN
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6.2 N\ iPersonnel .

5.2.2

o 6.2.2 S MR RS S I = VE BN A5 R 1Y 25
HREERTE ﬁﬁj?%ﬂmﬁiiﬁﬁ (SEEIUE =N
TEASS Bl. BORFIIR. TR A b T 2L
3K o
* 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.

R ALE I ZESK,  MHBR G ZE0K
B IBORAER; Bt SEFEN; Sl e




6.2 N\ iPersonnel

5.2.1

¢ 6.2.3 *5’&@7“6%1%1\%/\% LA ST ) SE I
EWEBIMIEE T, FRREVEN R B R BB .

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

ﬂﬂ'JE%S 2.1 T
WASET GXEW, A5
HEEH, ZiEE)
= AR 5



6.2 N\ iPersonnel

5.2.4

e 6.2.4 LI EEHEN 55K E N gt IR
D1~ ot A AIA PR BEAT VA I .

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

AL “ TS —id

BUE 17X TAERBRIVER: (5.2.47E)
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6.2 N\ iPersonnel .

5.2.2/3

* 6.2.5 LI ENA LL MEFI IR ALK
* The laboratory shall have procedure(s) and retain records for:
— a) BiE AE /123K (5.2.1)

— determining the competence requirements

— b) AN hiik#%

— selection of personnel

- o Aiiils.2.2) N BT
— training of personnel

— d) A aE(5.2.1)

— supervision of personnel
— e) AN D #4(5.2.5)

— authorization of personnel
— f) N J) % (5.2.3)

— monitoring of competence of personnel v




. NG
BN, BB AT, B AT
» Nme/iids (ALLLE)
—HeA: SR, BT
— DR AHT, S R R
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~ Hi
« W7 WAL, WHCa, ®Z/MHERE, EEmE (5,
NERBAEE IR, JhHEEEXS/PT)



6.2 N\ iPersonnel .

* 6.2.6 SLINFE MR 72 MEHF E HISEE =
a3, BAEEAR T

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

—a) FF R B WUEFER A T iE
— development, modification, verification and validation of
methods;




6.2 N\ iPersonnel

) AMHTAE L, AR O 7 B LR R

— analysis of results, including statements of conformity or
opinions and interpretations;

—c) i B EAMLESS R

— report, review and authorization of results.

[ HUVH BB dr e R e % ]

AR AL? AU 7




6.3 il AN IR 15 %Atk

Facilities and environmental conditions

 6.3.1 WA GG SR NV IE & T 5L 58 = 5 51,
ANDNEX 45 B RS = A AN 52
 The facilities and environmental conditions shall be suitable

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

53.1
5.3.2

« VE: X% %‘éﬁxﬁz VA ASA 520 1) R 25 B F5 {H AN PR
T WAEYER KA BT R R
fitd ., JEE. A EMNIRS.

 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.




6.3 W AN 5 264

Facilities and environmental conditions

* 6.3.2 NORE S50 VI B Bl A /e 1Y) it A%
I SR AF ZE R RE O

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

53.1



6.3 W AR 1B 4644

Facilities and environmental conditions

. 6.3.3 MHIEHTE. FIEEREE AR &
AR, SRS ISR
o, SO s T B A R PR A 4%

* 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.

LL LH

(ias T, BIREEER, TEESUEMIRESR L )
SE, EREUKGFARGICERS) LSRN EMERNTARE.
RIS S0 BIEFIENEN, H5RAICSRSE. R

= > " a
k‘ﬁﬁ' thE EaiD R —ERS, )
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6.3 Wt AN A B SR A4

Facilities and environmental conditions

5.3.4/5.3.3

* 6.3.4 NSCJ A% I R SIPP B ] O 1) 95 e
FEEAR T

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

—Mﬁkﬁ@%%miAfﬁﬂmyﬁ

access to and use of areas affecting laboratory activities;

—Mﬁ%ﬁ% & BIEAPIS Y. TR RS

— prevention of contamination, interference or adverse influences on
laboratory activities;

— )H MG E A SLES % 15 5 [X 35k
— effective separation between areas with incompatible laboratory
activities.

—




6.3 SLI6 = W i AN A B SR A
Facilities and environmental conditions

6.3.5 24 S U K A2 S IR A B N
HALIGEIEBIN, NERLRT AP P A o< 1t
NEZS R L

'I'I

 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.



B delete

o MRS Bt R SE S = I RN 55, b

R ) € % T THUARE P

T o

* Measures shall be taken to ensure good housekeeping in the laboratory.

Special procedures shall be prepared where necessary.

o ISR RMIE AR AN (B AL ST,

A5 1B A ThE

(6.3.1785)



6.4 W 4%

Equipment -

o 6.4.152560 F MR AT IEI T R SEI =03 i 75 1)
#ﬁ%i?iﬂﬂé R &(BFEEAR T W=

OB AR SREYIR. S5 RE.
JVJ HFEMEH BIAEE ). [new]

* 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) that
is required for the correct performance of laboratory

activities and that can influence the results. [new]




6.4 W 4%

Equipment

e VF1¥ *2%@%@7?%?%%%%;%% % a?ﬁﬁ‘%%@
R 2 L UERR 2
JBi. 1SO 17034%5 H | AW i A= E \4 151 S /ﬁ%
ISO 17034Z K 145 HEV) ot iﬁﬁ%ﬁiMﬁ%ﬁﬁ%ﬁH’Jo i
1@5017034;&&[51’1%/@%;53 FE PR P AR YD T = 1
/f ﬁﬂﬂ'f:uuﬁ/lﬁ% ET\ iﬂ"lﬁ%ﬁ%%ﬂ:/"@mﬁm%f
I3 SRR E M, X T B AR HEYI B, {5 8 a2
E%%H’Jﬁ{ﬁ@ FH I I &= A e B AN v SR

[new]

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. ISO 17034 contains additional information on reference material
producers (RMPs). RMPs that meet the requirements of ISO 17034 are considered to be
competent. Reference materials from RMPs meeting the requirements of ISO 17034 are
provided 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. [new]




6.4 W 4%

Equipment new

o VE2: ISOf8FA334 H | pniEY) i ik B AN
T35 TE . 1ISOFRFE8025 H T N 2% 4% Ji &
Y5 T8 T

— 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.




6.4 X 25Equipment

55.1

* 6.4.2 1ESZIG =A% FH 7Kk A% 6l 2 A 25 1T,
I TR PR A AN T o) 150 25 ) S 5K

 When the laboratory uses equipment outside its permanent
control, it shall ensure that the requirements for equipment
of this document are met.

(2 P B )
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6.4 X 25Equipment

5.5.6

e 6.43 SLIGEN AT, BHEi. 5. [

g s AR e, LABRERH D e
1B & s 4T FRBT 1BV G RE IR AL, o

 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.




6.4 X 5 Equipment
* 6.4.47E A TRNAE FH B CE 5 A5 FH RIS

S AN == 0 e = 7,24 WA = e
SEEIG =8 N 26 UE AT S R E HIBE K
* The laboratory shall verify that equipment conforms to

specified requirements before being placed or returned into
service.

(EEBNE—SReS RSt (TASIERRS) )

IRHEFRNER—UERSRESRE. fERiITNE. RSHEZLNE
IS, SEREREE,EEELIIN RMERTINSE, IKHERINREF

5.5.2

HENER—IRENER, IRFHHENER, SEIEFINEX......
IGIERFER—BOE/MEE, e (R, X)) F......

ATIGERBNEENE, SEIGENRHIENAISEF, BBRISIERISTRISIES
RN GE. ----BENNCR, INEFSSEER—TERKRXEF, B8
Q:"’%%?I\EI@’I%)RO WERA R, FHEXTICR.

e 2005: ZBEILICHE Check or calibrate
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6.4 X %% Equipment

5.5.2

* 6.4.5 FH & 1)V 25 N B 5 1K 21 B 75 1)

%@%fﬂ<ﬁ>%%7%EE’U%m
BRI E R

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




6.4 X 25Equipment

5.5.2

* 6.4.6 /£ NAHITHOL T, B e N BEAT R i

* Measuring equipment shall be calibrated when:

— B R A R I = AN O s e ik v 45 R A
RO A (ED

— the measurement accuracy or measurement uncertainty affects
the validity of the reported results, and/or

— NS B g R E IR, EORXT 1
HATHMHE [new]

— calibration of the equipment is required to establish the
metrological traceability of the reported result. [new]




6.4 W 4%

Equipment

o BUMAR G 4k S RO T TR T f
— W T ERM S B g, s B R o
B3
— T E IR AR, BRI
— T B AR RIS R B
 NOTE Types of equipment having an effect on the validity of the

reported results can include:

— those used for the direct measurement of the measurand, e.g. use
of a balance to perform a mass measurement;

— those used to make corrections to the measured value, e.g.
temperature measurements;

— those used to obtain a measurement result calculated from
multiple quantities.
)




6.4 X 25Equipment

5.5.2

» 6.4.7 LI EMNHERME T FE, FHITEH
MAEREEE, PURFEX KRR S HIE O

* 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 X 25Equipment

5.5.8

 6.4.8TF i ERMEEE A FE R BOEHH 1528 DAY A5
%, AL B LA 77 SRR, 1 B A A R
IR AR AEIRAS BA R

e 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.

« AERRAER EORHER H B, BRI H I
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6.4 X 25Equipment

%&%ﬁlﬁﬂiﬁﬂ‘ﬁfi—ﬁ o T
By, 307~ A R B BlGE J%LL_E_KEV‘“E“,
ofﬁu%f?U%%Uﬁ%,,
@ﬁﬂ%%ﬁ%%ﬁu%a1 :
ERBARE L TAE. S2It s A%
%%ﬁ%%ﬁéﬁ?ﬁﬁﬁ/”ﬂ ?ﬁ)’i'ﬁjﬁ@
EHAEF (7. 10)

Equipment that has been subjected to overloading or mishandling, gives
guestionable 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 X 25Equipment

* 6.4.10 =75 2 A I IR A% 2 DA DR 5 104 1 RE
NSO, BRI TR

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

2005:
=4 7 LM S 1B A% B AR K5 B R HEGS A T A5 R, W %
M HIRE Py 1847

When intermediate checks are needed to maintain confidence in the
calibration status of the equipment, these checks shall be carried
out according to a defined procedure.
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IR AT BRI &, A2 pr R e it

— BRI AER 1 WA TR B A
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6.4 X 25Equipment

5.5.11
* 6.4. 11ﬁﬂ7%1‘§‘%$ﬂﬁ‘/’%%}ﬁi BIETEE =%
(BB IER 1, 256 s MR 1% 2% HAM
i 1E K715 211 S B s AN, BAH 2
ME ZEK
 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 X 25Equipment

5.5.12
* 6.4.125255 = VA V) SERMAT RIS i, B7ikix
RIS RS ESERT Y
 The laboratory shall take practicable measures to prevent

unintended adjustments of equipment from invalidating
results.




6.4 1% 5 Equipment

555

o 6.4.13 N ARAFXT LIS FIE A A S X 210K -
S N AL FE DL R & FH 2

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

a) B ARA], EREEAE AN B 1 FRicAS

the identity of equipment, including software and firmware version;

b) H&E R AR AR R 5 BCHARME— PR R

the manufacturer's name, type identification, and serial number or
other unique identification;

C) WAETH ME EE RSO U UE 3 5

evidence of verification that equipment conforms with specified
requirements;

d) HHiHiE;

the current location;

5.5.4 A TR AR HE FExt 45 A E B & — i & S H B A, anm]
Hb’ i@ﬁ‘hﬂﬂuﬂﬁ ré*ﬂ_\‘-[//\o




6.4 X 25Equipment

—e) BHEH. SR, A HE. IlcE ]
AN IR AE R T H B Bl 11 5 1
— calibration dates, results of calibrations, adjustments,

acceptance criteria, and the due date of the next calibration
or the calibration interval;

+ RABPLHETE T2
— ) WAEVIR RSO AR SeEN . AHOS H
AN RO

— documentation of reference materials, results, acceptance criteria,
relevant dates and the period of validity; [new]




6.4 X 25Equipment

—g) HRAMREAERII4ES TR Cgt AT i 4E S
— the maintenance plan and maintenance carried out to date, where
relevant to the performance of the equipment;

—h) AR #E. SeREE B RTELEE B

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

MRS R WA FS, NSNS )

Delete manufacturer instruction, control as external document
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o 5.5.3u e M HIZ N AHI N RERIE. B3
AYEFF B s i B CELFS & filiE R 2
% KA RTMD NAETEid B S5 =1 RN K

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




M EE delete

- 559 Bkl AN, £RERE T S50
ETHEA ], S % N R % R R
£ PO D R RTRE AR A5 HEAT 1 75 3 Bl S

—l—l—‘.iZA :I_—:
/ %‘éﬁl;(o

* When, for whatever reason, equipment goes
outside the direct control of the laboratory, the
laboratory shall ensure that the function and
calibration status of the equipment are checked
and shown to be satisfactory before the
equipment is returned to service.



6.5 1T = IHIHE

Metrological traceability

5.6.2.1.1

* 6.5. 1N IR E 45 R I T =il

S 58 N S T RS H AN ] W B RS 1E B
R =45 R 5E 2S5 iR, HA
FERBAEXT I 2 AN B € BE 259 DR o

* 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 T = VR I

Metrological traceability

e V¥1: FEISO/IECEFE99 Y, HEWIETEE XN
OB gE B, 45 n] DL T BOoc A i)
ANB) B IR HEBE 5 S b AR O, BRI
B2 5] N E A EFE”

« 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".

o VE2: KT =EIIEM: R E 245 B LM RA

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




6.5 T = VR I

Metrological traceability

» 6.5.2 S8 = MY PR 7 U Rl = 45 R
A R 2 [ B Bz (S

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

—a) BB IS0 SR LR e s B

— calibration provided by a competent laboratory; or

— VL TR A PR BRI SE IS = AR N A2 A BE ST
— NOTE 1 Laboratories fulfilling the requirements of this document are

considered to be competent.



6.5 TH =W UEE

Metrological traceability

— b) B 2588 JIBIPREYD R A rE A HR it
YR 22 SIH)E WA EEYD R B AR HE1E

5.6.2.1.2

F = B 11

=N

=20

— certified values of certified reference materials
provided by a competent producer with stated

metrological traceability to the SI; or

—V¥2: Vi AEISO 17034 3K AR Y i 28 77 & 4

WA eI

— NOTE 2 Reference material producers fulfilling the
requirements of ISO 17034 are considered to be

competent.



6.5 TH =W UEE

Metrological traceability

—c) SIR I EZE I, HiEdEEEEES

5.6.2.1.1

+

2% B ] B s v EE o SR PRAIE

— direct realization of the Sl units ensured by comparison,

directly or indirectly, with national or international standards.

—VE3: SITMEE T — e E AL E SR bR

CBUREITEPSE

— NOTE 3 Details of practical realization of the definitions of some
important units are given in the Sl brochure.



6.5 T =R
Metrological traceability ...,

* 6.5.3 BN LA AR TFEPIIRBISIFALN, SL50
= MAIE R R IR 208 2 S hnilE, .

* When metrological traceability to the Sl units is not
technically possible, the laboratory shall demonstrate
metrological traceability to an appropriate reference such as:

— a) A& Re /TR R LB A UEAR HEY 5T B A R

— certified values of certified reference materials provided by a competent
producer; or

—b) BEWRRFE SR, W 7 s A s i o
URRAE, b O R 4% BUE L TR 2, it
it 4 He T LB

— 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. : ‘ —
MER: RIRERT, ZERZINIE =4 B 956 =8 8] B
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Metrological traceability
o WA, AN X 0o il Bl #HE 22 5K
— KRR N 2N I %A
o MZE RIJIIEM R HEOR, A MR

R AR
1 B

o 5 “R%”

E

H, BHES \E§£EI+E/9§E/)?T

1 0 KT A - A vt el

o MIER5.6.32 2 hrtEFbRUEY) T - 2578 5
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Externally provided products and services

o Z:HBISO 9001:2015, & F2005: 4.654.5
« BUH “a” HiA]




6.6 FMEEFT AL it A AR 55

Externally provided products and services

o 6.6, SIS B 5 S 5 U 0 0 5 R g A
W4 s P, A

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

when such products and services:
—a) HTe8 = H B iEsIHI - A RS ;
— are intended for incorporation into the laboratory’s own activities;
— b) 5L E K AR Bl B e A AR S5 B R 2 K
]

— are provided, in part or in full, directly to the customer by the
- ©) FATF LI SIS (R S R R
Y.

laboratory, as received from the external provider
— are used to support the operation of the laborator




6.6 FMEEFT AL it A AR 55

Externally provided products and services

BRI /‘\/\ﬂlli% ?F%Hﬁ
B " /l%%%ﬁﬂr** Y. k55 ml
RS Ef KIS . i
Bﬁzﬂlu%%?}ji@&, ¢ 7155k Mk 55 BL %

5 A HTAZ RS

A)

74
L

“ﬁ

—

T

|~
L\L

 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.

w55 7
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Externally provided products and services

* 6.6.2590 B NA LL MG HFE P AT K

* The laboratory shall have a procedure and retain records
for:
—a) BAE. B T AN S E0 2 0T AR AR i AT AR 55 1)
2ok, (4.6.1/4.6.3/4.5.1)

— defining, reviewing and approving the laboratory’s requirements
for externally provided products and services

— b) BREXSHPERALN I B PRAT . e SR A
BT PEINHEN] s (4.6.3/4.6.4/4.5.1)

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

Iml




6.6 YN ERFRAL R = i A AR 5%

Externally provided products and services

— o) e AR GL IS SRS BT, SR R
BROh7 P12 BT, LR A S5 5 B 2K
S P, A S 2K

(4.5.4/4.5.1/5.6.2)

— 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;

—d) LR SRR VR B R T
B BRI, GHT)

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




6.6 YN ERFRAL R = i A AR 5%

Externally provided products and services
* 6.6.35:50 % N 5 A EAE N P VA 38 DL A 25K (4.6.3/4.5.1)

* The laboratory shall communicate its requirements to external providers
for:

— a) TR f AR 55
— the products and services to be provided;
— b) e icHEN;
— the acceptance criteria;
— o) BeJ1, BN ESRT;
o BHEMRS, s, PT?
— competence, including any required qualification of personnel;
— d) S E B P I SN IR N R 137 B #E AT B B0
— activities that the laboratory, or its customer, intends to perform at the
external provider’s premises.

« ET RHE?
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Ak
o SIS E NLARAF RS AN/ BAR HEE Hh A FH AR

S R, THIRAE R TAERF &4

7HE I )k B o

* The laboratory shall-maintainaregisterofa

calibrations-and a record of the evidence of
compliance with this International Standard
for the work in question.
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4.6.4
7%5'¢if 1%1? XU )10 S AR R

I/\_A I—I‘

The Iaboratory shall maintain records of these
evaluations and list those approved.

4.6.1
— AAIAE AR B (6.4.3 7))
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Process requirements

7.1 B3R, ARHANE R DEE

Review of requests, tenders and contracts

7.2 FERIERE. B UEATER A

Selection, verification and validation of methods

7.3 £ Sampling.

7.4 F B2 HEY) i I A4b B Handling of test or calibration items
7.5 3 AR it Technical records

7.6 Y= AN 5 BEPE %2 Evaluation of measurement uncertainty
7.7 HaAR 2t 55 2 Ensuring the validity of results

7.8 25 AR &5 Reporting of results

7.9 ¥ iJF Complaints

7.10 A55F8& TAE Nonconforming work

7.11 F 535 M E B Control of data and information
management
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Review of requests, tenders and contracts

e 7.1.1 SEIGEMNAVEHER . b AIE R B
R, UifR (4.4.1)

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

— a) RRLE ZK, RO, IR
— the requirements are adequately defined, documented and
understood;

— b) 256 =G R 7 A E YR A IX e B R

— the laboratory has the capability and resources to meet the
requirements;

2005:4.4/4.5/5.4
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7.1 B3R, pRPAMEETP
Review of requests, tenders and contracts

— c) B N ALE B, N E6.6H)ER, SEIGE N
AN AN SRt SE Y SR =I5 S, ISR
P A& (4.5.2)

— 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;

4.5.25250 = PNCR B H A R AGE R 2 7, T I AR B
HEVE, e B A E.

The laboratory shall advise the customer of the arrangement in writing and,
when appropriate, gain the approval of the customer, preferably in writing.
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7.1 23R, B AEEVEH
Review of requests, tenders and contracts

o VE1: 7E FAELL N AT ae A FH MR SR AL I SE e = 0 21
— SKIRE A RSB R BRARE ), (BT AR
) JER R AN BE A HH 58 70 B A 3 30 5
— SEEG = WA T RS S ) B A e
e NOTE 1 Itis recognized that externally provided laboratory activities can
occur when:

— the laboratory has the resources and competence to perform the
activities, however, for unforeseen reasons is unable to undertake
these in part or full;

— the laboratory does not have the resources or competence to perform
the activities.

45.1 1EX



7.1 23R, 0BG FEVEEH
Review of requests, tenders and contracts
—d) SEFEE W A VEERRE T, JRERIH R R 1

3K (4.4.1 c)

— the appropriate methods or procedures are selected and are capable
of meeting the customers’ requirements

I

— VE2: XMWHEEEATE T, ER. FrHAE R PR ] et 1T .
— NOTE 2 For internal or routine customers, reviews of requests, tenders
and contracts can be performed in a simplified way.

4.4.17F 1:

S—

R A5 A1 R A PP e A] DL A7 2GdE AT
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7.1 B3R, FpBHEEPE
Review of requests, tenders and contracts
o 7.1.2 [ BRI ITIEA GBS T N Y
%"/—‘j:l% \_\L@%DEF o
* The laboratory shall inform the customer when the method

requested by the customer is considered to be inappropriate
or out of date.

o

5.4.2
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7.1 Z3R. bR B MG RTEE

Review of requests, tenders and contracts

e 7.1.3 %EF BE SR BT R jZ?B?‘{Eﬁﬁlu 5H#iw
BARERF SR A Cni@d/REE, R
%BE%?@E’?} Ifj%fl;@nl)rﬁ]% z}‘“ )jﬁé%%i%%ﬂ%%i
J L ) =
I%“Elliﬂﬁjﬁﬂ’@li% 2 H H%&

* 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. [new])

¢ VE: 5ot BT H3E T HLISO/IEC 98-4.

« NOTE For further guidance on statements of conformity, see
ISO/IEC Guide 98-4. [new]
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o AHREXT “HPERN T FEOR, HHle e SN
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Br, SiBss BOR P s MU 5% P s, JEAE
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Mo 2=
A F |
Upper Specification T E
I i
Nominal
MUl I
* I
Lower Specification T
. " I I
Measurement result Pass Pass Fail Fail

MU = 95% expanded measurement uncertainty

D e BB ) B
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BN T XA AN RIESK, R SE g =AM VE AT & AT

%gﬁ%ﬁg?ﬁ!ﬂ%K%%fE, R ol e S B I 45 R U ES R 1 RIS GEEHFR

« SR SREOAA SRR, FFERAERE,

MEE: 1.60 ppm
R E: 1.50 ppm
:I »
R

(1) &={E: 1.60 ppm
(2)r= i HIBR{E (EFR) : 1.50 ppm
PASS or Fail ??



A e AL

o WRFERBNMEAFHERE: 0.20 ppm :
 PASS: 1.60-0.20=1.40 ppm
 Fail: 1.60+0.20=1.80ppm

ME- 1.60 ppm
Fan I MR{E : 1.50 ppm

(iR ) AF (RESE-RE)
LI = M AGiR?

Zie [SEREAERME: AMFERTHHAE]
B, WREEKFATLMET95%N, NAMEEMAE: AMFEREREH.
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7.1 ZR . pRPAIE R VEEH

Review of requests, tenders and contracts

-714%ﬁﬁmiﬁ?ﬂiz®WMfT -
A S0 25 3% 1) H R Bl Ad 9 EﬁAmﬁ

W*% ﬁ%Fﬂﬁ@xogF%Xmﬁ
BN 52 M SR 56 25 R TS BRAE SR I U

[ new)

e 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.
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— The customer shall be informed of any deviation from the
contract.
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* 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.
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4.7.1

 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.
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Review of requests, tenders and contracts
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* NOTE Such cooperation can include:

e a) providing reasonable access to relevant areas of the laboratory to witness
customer-specific laboratory activities;

* b) preparation, packaging, and dispatch of items needed by the customer for

verification purposes.
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Review of requests, tenders and contracts
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e 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.
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* The laboratory is responsible to the customer
for the subcontractor’s work, except in the
case where the customer or a regulatory
authority specifies which subcontractor is to
be used.
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Selection, verification and validation of methods
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— Selection and verification of methods
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— 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.
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Selection, verification and validation of methods
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* NOTE “Method” as used in this document can be considered
synonymous with the term “measurement procedure” as

defined in ISO/IEC Guide 99. [new]
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Selection, verification and validation of methods
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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).
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Selection, verification and validation of methods
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 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.

4.2
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Selection, verification and validation of methods 5.1
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 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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Selection, verification and validation of methods
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* 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.
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Selectlon, verification and validation of methods
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 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.
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Selection, verification and validation of methods
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* 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.
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Selection, verification and validation

of methods
54.1

* 7.2.1.7 SERWESMWE 155, MEIORH %
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e Deviations from methods for all laboratory activities shall occur
only if the deviation has been documented, technically justified,

authorized, and accepted by the customer.
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NOTE Customer acceptance of deviations can be agreed in advance in the contract. [new]
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Selection, verification and validation of methods

e 7.2.2 J71EMGIA Validation of methods 5.4.5.2
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* 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.
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Selection, verification and validation of methods
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 NOTE 1 Validation can include procedures for sampling, handling and
transportation of test or calibration items.

5.4.5.2
note 1
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Selection, verification and validation of methods
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54.5.2
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 NOTE 2 The techniques used for method validation can be one of,
or a combination of, the following:

- a) IS bR SR AT et ok i

il 17 AR

X,

— calibration or evaluation of bias and precision using reference
standards or reference materials;

e b) X 52N

25 R BRI AR S P DY o

— systematic assessment of the factors influencing the result;
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Selection, verification and validation of methods

c) I BRI HI SR I T AR A AR IR AR RS |
IFEEAEFREE; [new]

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

d)-5 HAth AN B TR T 45 R EEXT S

— comparison of results achieved with other validated methods;
e) SL 56 == [H] B Xt

— interlaboratory comparisons;
F) AR08 4 T8 T A L 0 A0 0y 32 1 52
2255 VP 5E 45 R 1 S AN E

— 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.
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Selection, verification and validation of methods
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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.

* 7.2.2.3Z4% 48 I H BIXS TR BT BE R PEREAT A
B, RO T HI R K, AT & e ZR.

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

5.4.5.3
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Selection, verification and validation of methods
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NOTE Performance characteristics can include, but are not limited

to, measurement range, accuracy, 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.
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Selection, verification and validation of methods
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 The laboratory shall retain the following records of validation

—a) [EH AR

— the validation procedure used;
—b) MERIERK; [new]

— specification of the requirements;

- o HERITVETERERFIE: [new]

5.4.5.2

— determination of the performance characteristics of the method;

—d) REHIER;

— results obtained;

—e) JNEA R E I, IR S T

A & ' .

— a statement on the validity of the method, detalllng its fitness for the

intended use.
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e 5.4.5.1 Validation is the confirmation by
examination and the provision of objective
evidence that the particular requirements for
a specific intended use are fulfilled.
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 NOTE 3 Validation is always a balance between costs,
risks and technical possibilities. There are many cases
in which the range and uncertainty of the values (e.g.
accuracy, detection limit, electivity, linearity,
repeatability, reproducibility, robustness and cross-
sensitivity) can only be given in a simplified way due to
lack of information.
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* 7.3 15500 = N e S SR HE TS V)5 A
*ﬂrEZFn%‘z’f%ﬁéHﬂL B Eiﬁifrklﬁnﬁ/i

HRE 7 v N B A=, UIHEE S
e
%%ﬁﬁé% ﬁﬁrﬂ?m ’

* 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.
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The sampling method shall describe:

a) B i B A7 B e

the selection of samples or sites;

b) IR X

the sampling plan;

c) NI AARLEG™ i G i R ) e AL HE, - DAAEE
9 Bt e ) B 1 A v

preparation and treatment of sample(s) from a substance, material or

product to yield the required item for subsequent testing or calibration.

e =N e, BB ER IL7.AR L E .
NOTE When received into the laboratory, further handling can be required
as specified in 7.4.
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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:

—a) P H BT

— reference to the sampling method used;

— b A H BRI H];

date and time of sampling;

- %> AR AR (WS . BEMAL
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data t)o identify and describe the sample (e.g. number, amount,
name);
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7.3 FE
—d) HENBIIRA;

— identification of the personnel performing sampling;

—e) FTAAIIRA;

— identification of the equipment used;

— f) I B F 2k A

— environmental or transport conditions;

—g) & 4, RAHIEEAL B s B A RO 2

— diagrams or other equivalent means to identify the sampling location
when appropriate

— h) SEEETERR AR RS B

— deviations, additions to or exclusions from the sampling method and sampling
plan.
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* NOTE 1 Sampling is a defined procedure whereby a part of
a substance, material or product is taken to provide for
testing or calibration of a representative sample of the
whole. Sampling may also be required by the appropriate
specification for which the substance, material or product is
to be tested or calibrated. In certain cases (e.g. forensic
analysis), the sample may not be representative but is
determined by availability.
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Handling of test or calibration items ss:
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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.
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5.8.2

 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.
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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.
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* When items need to be stored or conditioned under specified
environmental conditions, these conditions shall be
maintained, monitored and recorded.
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Technical records 4.13.2.1

4.13.2.2
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* 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.
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 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 retained, including
the date of alteration, an indication of the altered aspects and the
personnel responsible for the alterations.
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Evaluation of measurement uncertainty
5.46.3

o 7.6.1 SEZUGE NI S AN G B A DTRR .
PPE I = A E R, R A& 285 M
JTEFE ST A B Tk, AR B AR
DTHR o

* Laboratories shall identify the contributions to measurement
uncertainty. When evaluating measurement uncertainty, all
contributions that are of significance, including those arising

from sampling, shall be taken into account using appropriate
methods of analysis.
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Evaluation of measurement uncertainty
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A laboratory performing calibrations, including of its own
equipment, shall evaluate the measurement uncertainty for
all calibrations.
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Evaluation of measurement uncertainty
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* Alaboratory 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.

5.4.6.2
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Evaluation of measurement uncertainty
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K o 5.4.6.2 42

* 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.
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Evaluation of measurement uncertainty

E2: N —HFE V5, R O E IR UE |45
7%5’]0”%7%7\5&, i‘L‘%_L:b/\ﬂ‘llElﬂﬂ Eﬂ//\ﬁIJEI/J
R K = %1%, MAFENBNGRIEE
MEAHEE. [nhew]

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
dentified critical influencing factors are under control.

VE3: H 25 E 2 WISO/IEC F8F598-3. 1SO

21748H11S0 5725 2 5britE. (5. 4. 6. 37F3)

NOTE 3 For further information, see ISO/IEC Guide 98-3, ISO
21748 and the ISO 5725 series.

L4
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* NOTE 1 The degree of rigor needed in an estimation of
uncertainty of measurement depends on factors such as:
— the requirements of the test method;
— the requirements of the customer;

— the existence of narrow limits on which decisions on conformity
to a specification are based.
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i 2: TEVF I S N e BER, T8N 5 R R/ B HE YY)
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NOTE 1 Sources contributing to the uncertainty include, but are not
necessarily limited to, the reference standards and reference
materials used, methods and equipment used, environmental
conditions, properties and condition of the item being tested or
calibrated, and the operator.

NOTE 2 The predicted long-term behaviour of the tested and/or
calibrated item is not normally taken into account when

estimating the measurement uncertainty.
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Ensuring the validity of results

o 7.7.15250 WA MG RA MERER . Il
REAE P 7 ANAE T R & sy, tnnlAT,
RERFGTFHREH A LS R, S200 % N IR i 34T
R, N EART LU E =407 3

* 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:
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b b

Ensuring the validity of results

a) {5 FH o THE 20 Jo B

A 1 )

— use of reference materials or quality control materials;
b) 158 FH HAth LS v BE A st £t Tl U &5 2R AN A

— use of alternative instrumentation that has been calibrated to provide

traceable results;

c) W == ANAS I % 2% B D BE A% A ----—-- 6.4.10

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

d) &, ff

T BB AT E, I

— use of check or working standards with control charts, where

applicable;
e) M E &I HAEZE -------- 6.4.10

— intermediate checks on measuring equipment;

WWWw.gqyan.com 160
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-
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Ensuring the validity of results

f) 48 FH A [F] BAS [B) 5 VR EAT B

methods;

2 2 I B T

— replicate tests or calibrations using the same or different

g) DRAFEHF il Y BB 55 A 0 B B 0 ARG
— retesting or recalibration of retained items;
h) ) i A (B ARR I 45 2R ) A ORI

— correlation of results for different characteristics of an item;

LR L or T — )

— review of reported results;
j) S5 = N LT

— intralaboratory comparisons;
k) B I

— testing of blind sample(s).
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Ensuring the validity of results

RN TR R epe
[ e JL;O il 73 :,/f
> 3 ﬁlilgﬁ 7Y, @?ﬁfETBE U—Fi}% !

* 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:

—a) ZNge Ik

— participation in proficiency testing;

— b)) ZINEREE 7% UE 2 AN 2L 56 = [A] EE X .

— participation in interlaboratory comparisons other than proficiency testing.
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 V¥: 1SO/IEC 1704301 7T He /1 S uk Al Ae
ISR SR AL FIF NS B . W 21S0 / IEC 17043
FR B RE /AR A A\ N2 A B JTHT

e 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.
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Ensuring the validity of results

C 7,73 RO fﬁz:ﬂ 0508, I | T4
A Can@E ) B seis =iEsh . R R I

W5 23 {ﬁzjjéﬁjc)ﬁ/\ifﬁ%? H TIUE AR ]I
ISR 4 7 12 2 5

* 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.
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RepOrtlng of results 5.10.1

7.8.1 =] General 510.2)) {ERIB IR
7.8.1.1 G5 RAE L AT B B AIHLAE . | meavmmmomn;

J

7.8.1.2 %‘%%x_ o U?&iﬁﬁﬁ;ﬁ%{,vn% <1§J 1T i3
Eﬁﬁﬁﬁ%%f@u,vm% *EF‘” @J%E)‘j Eh=3ik

fipt R o5 B iy b 75 B CA A Pl ﬁ/icgikﬁ’]éimnuo
ﬁﬁﬁﬁu E’Jibﬁﬁifhﬁﬁjﬁ?kﬁ%% DIRAT » 41321

The results shall be reviewed and authorized prior to release. 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.
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Reporting of results

o VEL: FEADCH, AR A AL HEUE T I
%ﬁﬁ&ylj_\l”il::%ﬂzn*fzyﬁj:&ﬁb o 5_10_1%1_1
* NOTE 1 For the purposes of this document, test reports and

calibration certificates are sometimes referred to as test
certificates and calibration reports, respectively.

o VE2: HEHEAASHERIESR, G T LA
PR TR A
* NOTE 2 Reports can be issued as hard copies or by electronic

means, provided that the requirements of this document are
met.
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Reporting of results o

» 7.8.13 &% A=, AR RTT ik
Z5 Ko W R %Fiﬁ&ﬁﬁ 8.2 427.8.6 T
FIHIE S, 27 NRETT RS

 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.
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Reporting of results
7.8.2 WA WA R G, A HESEHAE)

Common requirements for reports (test, calibration or sampling)

7.8 2.1 AESEIS S HEA A B, SN0

= /DA L, I is3 /1>
jriﬁ%ﬁgﬁlﬂmm B N PR JEE ik 2D 12 A

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:

a) brel (Flan R E” . RIEIET Y B
“HIAER ST )

a title (e.g. “Test Report”, Callbration Certificate” or “Report of Sampling”);

b) SEIG =5 1 44 FRANHEHE ;

5.10.2

 the name and address of the laboratory;
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Reporting of results

o) LI EiEaI I &, EIELER Wi
S0 2 [ o 1 DA O R, B A OC R Il )
B A% B it N

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;

d) 445 £ T AT 2553 B E A9 AR 5 — 0 5 1
HE— PRI, BLACR B R 4 R BT TR IR s
unique identification that all its components are recognized as

a portion of a complete report and a clear identification of the
end;
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Reporting of results
o o) WP HIAMMEREEE 5 CHhHHIED

 the name and contact information of the customer;

« f) BT J5ERTR A

* identification of the method used;

o g) Van HUFEIA . BRI IR IR LA K )
mPPIRA (20053%A “LER” )

e adescription, unambiguous identification, and, when necessary, the
condition of the item ;
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Reporting of results

h) Rl B AE) i RSO H 3, BA R &5 R
R 23T A R 28 o BB ) itk H 3

* 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;

i) SEIG = IE BB R H #;

* the date(s) of performance of the laboratory activity;

i) e E HYRAT H 3

the date of issue of the report;
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Reporting of results

» k) W5 55 R KA LB N F AR, SE5

2 S LA AL FE B R R e
1t B 5
* 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;

o N)ZERANE MR PR E A A A Ok
EI/JFE' Eﬁ;

e a statement to the effect that the results relate only to the
items tested, calibrated or sampled;
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Reporting of results
m) &5 R, &SR, WA E R

the results with, where appropriate, the units of measurement;
n) XPTIEAN TR IR ES R OB XA IR 75
additions to, deviations, or exclusions from the method;

AN RR A ORESR: RS, BFEEERIRIR)
identification of the person(s) authorizing the report;

o) 14 Bk H TR E RS, EMibs1R (5.10.6)

clear identification when results are from external providers.

&:Eﬁim%%“%éiﬁﬂﬁzﬁégﬁﬁﬁﬁﬁ
AR RS AT LU S A AT . 510202
NOTE Including a statement specifying that the report shall not be reproduced except in full

without approval of the laboratory can provide assurance that parts of a report are not taken
out of context.
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o VE1: fuil
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M Exdelete
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Reporting of results

9[‘;% : )f:'il:/l:'f m:uj‘ﬁjgfn E T

e th Ry =S5 == AN ST AR B
D%é“ %FT%)TA ), f\i‘“ Ejfﬂﬁ én%iiﬁj.l,
AL 21 FRIAE o [new]

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.

5102 k) 1BEY, SR SHRMSBREY E %00,

~

, I A% A
1 Yad \c;%ﬁ:
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Reporting of results
7.8.3 Farill i B g B oK

Specific requirements for test reports
7.8.3.1 BR7.8. 2T AR 2 Gb, A6l o B AL 55 LA
D RS 5 B P 7 S B

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:

— a) R E MRl S AHE E, A3 Asa AR F

— information on specific test conditions, such as environmental
conditions;

— b) fHRI, HESREGHTEHIFTEEE] (M.7.8.6) ;
— where relevant, a statement of conformity with
requirements or specifications (see 7.8.6);

{5.10.3a) IENFENRE. ERHTS, LIRSEEIFEGNER, MRIEFEE, ]

5.10.3
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— I, iy A 4 == AR (R BT R AN e
&%Fi{ﬁ'JgEl’J?FHXM”JET e (anE stk

— 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:

o 5K E5 R BA R BN, H A ORI

* itis relevant to the validity or application of the test results;
P ERH

* acustomer’s instruction so requires, or

o M EAHHE B R 2] 570 IR & 1) FF5 e

. ;cif:r?itr_neasurement uncertainty affects conformity to a specification
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Reporting of results
—d) G, AR (17.8.7) ;

* where appropriate, opinions and interpretations (see 7.8.7);

—e) FFE T iE 5 E BN B P ZL R BB I

=/t 0

 additional information that may be required by specific methods,
authorities, customers or groups of customers.
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Reporting of results

e 7.8.3.2 H{LIOFE M ST HIMETE SRS, 1R
B 45 B =3 R4 &5 D3 2 7.8.55%

 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

4 )
5.10.3.2 SFIICNERIERRRRT, WSIMFEEREREIES, RY

5.10.2 #1 5.10.3.1 FRFIBIERZHP, ENEIETIIRE:
- /
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Reporting of results

7.8.4 B A4 8 R
Specific requirements for calibration certificates
7.8.4.1 [%7.8. 2 EK I, KHEEBMNAE LI MMER:

In addition to the requirements listed in 7.8.2,

calibration certificates shall include the following:

— a) S I = A B EA7 B B A E B B U = B AE Yo
e (WA ;

— 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);

5.10.4

[2005: & ANHf e
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Reporting of results

o VF: RHEISO/IEC 699, & 45 HiH F 3£
NN AR, LRI = B A =
AHEEE. [new]

* NOTE According to ISO/IEC Guide 99, a measurement result is generally
expressed as a single measured quantity value including unit of
measurement and a measurement uncertainty.
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—%?@ﬁ%mNM%%%ﬁ%m%%#<m%ﬁ%

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

— o) WEIn B PRI (LRAD

— a statement identifying how the measurements are metrologically traceable
(see Annex A);

—d) iF, AESEHERTERE R
— the results before and after any adjustment or repair, if available;

—e) MRHY, HERBGEHAEERH (J7.8.6)

— where relevant, a statement of conformity with requirements or specifications
(see 7.8.6);

—f) &30, EXAFE ()7.8.7)

— where appropriate, opinions and interpretations (see 7.8.7).
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o 7.8.42 LK E M ARG SIR, WIRMERE
RUELE R ETE,  KUEIE T N £ 7.8.5%6 3K
FIEXK, [hew]

 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 calibration results.

BEUES V0 S i AE g 2
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o 7.8.4. 3R L5 B HHE AR 22 AN AL S X5 A5 T
FIHARIEE I, FRAES 5% P A i

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

-
5.10.4.4 BIHIED (BIERE) FRESIIEIERIEIRRERYEN, A
[RAEESERIER Y I ZERETEEREMEML.  (RIFR)

* This requirement may be superseded by legal regulations. )

X
@%)ﬁ ﬁm&@
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Reporting of results

7.8.5 1% T M — 7 E K
ISR SED S A TTAIAE, FR7.8.2F0HIEORSN, S AR
CLUR R4S R AT 5 115 B -

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:

a) fIAE H 1,
the date of sampling;

mWMW@}%EM%—ﬁﬁ%(Léﬁ 35 1) 1
ﬁmﬁﬁ\ﬁﬁmiﬁﬁ%iuﬁﬁﬂﬁ)

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);

5.10.3.2
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c) irEA B, BIFEERx. EEEIE A

the location of sampling, including any diagrames,
sketches or photographs;

d) TR TH I AR 5 V2 5
a reference to the sampling plan and sampling method;
e) FHIF I A% o 2 Mk 45 SR ARRE B A R SR A B TR S S

details of any environmental conditions during
sampling that affect the interpretation of the results;

f) PFRE Jo SRAa I B v A U AN 5 B2 P 7 BUAE 2

information required to evaluate measurement
uncertainty for subsequent testing or calibration.
[new]
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786 :J: /v/v /\ TEELF” Eua HEIE

R
Reporting statements of conformity

7.8.6.1 B 5 Ve AR ERT & = BB, S
=

IAERL

i'l

Viny

0y 52 137 8 L i FE e 0 A S ) R 7K
(IS, BUR ARG
R AR RO T34 5

I

 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.
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Reporting of results

o VE: WREF . EIEGHTEE A E T
AERN, EFRF—LERNAGEFL T .

* 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.
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e 7.8.6.2 SEI EEIRE LT & M4 BAR NIEMTAR IR -

* The laboratory shall report on the statement of
conformity, such that the statement clearly identifies:
— a) fF& 1% = B 1E TR 45 R
— a) to which results the statement of conformity applies;
— b) R BT R PEERTE . AREEE A BB sa0ae
— b) which specifications, standards or parts thereof are met
or not met;

— o) EFAIE RN CBRAEMTEEAMEF CBED -

— ¢) the decision rule applied (unless it is inherent in the
requested specification or standard).

5.10.4.2
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FEMIARAE: SN/T 2158 #E H & i Hh 23 A0 M A BY = o il v

RIIEEES
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Reporting of results
o 7.8.7 IR T = WL ANMER

Reporting opinions and interpretations

5.10.5

Hw

4\ )

. 7.8.7.1*‘%%Lﬁﬁ$ﬂﬁﬁf—‘ﬁﬁ, SEIG = N AR
HEZRNN R A G KAR = IFARRE . SCI6
= N R AR El’il@i?%%ﬂﬁ)&iﬁﬁ

 When opinions and interpretations are expressed, the
laboratory shall ensure that only personnel authorized for the
expression of opinions and interpretations release the
respective statement. The laboratory shall document the basis
upon which the opinions and interpretations have been made.
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5.10.57F1
T MYER X 9= LA R 51SO/1EC17020
TR A A L 1SO/IEC17065H P i AR
= AHPL N 7.8.6F & = BRI ZE F o

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.

&

Im
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Reporting of results

o 7.8.7.2 45 B = LN AR N 3

SURCHER S 2, T T AR

5.10.5

457 f

 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.
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5.10.5y%3

e 7.8.73 JLINE AR ERMER P HEREN
FFRRERT, MR XHEILS . (JFERAEE)

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




M Exdelete

* 5.10.5
. %g Fe I A S R WA R R DLE R (EARR T 1431
4
- MERFME (EARFE) ERFEHPEN;
— AFZERTIELT;
— el e FH 45 R

— HTHERTES
* NOTE 2 Opinions and interpretations included in a test report may
comprise, but not be limited to, the following:

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

— fulfilment of contractual requirements;
— recommendations on how to use the results;
— guidance to be used for improvements.
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5.10.9

. 7.8.81224#k 55 Amendments to reports

¢ 7.8.8.1 [ L. MBI BREH K AT C AT 1
e, NAERSHIEHRRBEHER,
& B AT B S R A

* 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.
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Reporting of results

5.10.9

e 788 2B E K 'JEI’J?E«&:HT WAY LB NS4

&ﬁ%%%%ﬁﬁ

— “WFI=A......
EE %%ﬂ%l%o

&

SRR
%ﬁ%)ﬁim@&”,

18 U2V A2 A TEE ) BT oK

* 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.

* Such amendments shall meet all the requirements of this

document.
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. 7883¥ﬁﬂ‘g7i4ﬁé%‘ﬁﬁﬁi°ﬁiﬁ N %5 T
ME— bR, FREBH B8R R & o

 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.




Al

* 5.10.6 M\t 5 3R fo ORI AT AS vE 245 R
— 705 N PA A5 T R 1O 2l T A AR
= %TQY’%_J’E%EZ/ MRS, AT IZ TARR S 5
[ o g L A R SR e = HY B UE 5.

e 5.10.6 Testing and calibration results obtained from
subcontractors

i

— The subcontractor shall report the results in writing or
electronically.

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



Al

e 5.10.7 S5 H AL Y A Bh . AL, f&

L EY A H - B EE R T A A A Bl A
ZERE, N AR ERESR (L 5.4.7)

e 5.10.7 Electronic transmission of results

* In the case of transmission of test or calibration results
by telephone, telex, facsimile or other electronic or
electromagnetic means, the requirements of this
International Standard shall be met (see also 5.4.7).
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-aﬁgﬁﬁﬁﬁgﬁﬁgﬁiﬁ%%m%ﬁﬁ
?}i'_@/l)i/ R 1%%%% ~0F' Ha)% o

o VE1: LR IR SR HALE T 10 g,
%;I\%Emwm@w%m% K78 H T
Wi

o VE2: RN R ATREHIAR AL o

 5.10.8 Format of reports and certificates

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

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

NOTE 2 The headings should be standardized as far as possible.
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Complaint »
o 7.9.1 SEE = N A HITT O B AR R
VAP $C R, AT TR T E

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

4 ™
4.8 LN ENAHCRIIERLIEREZPEMASEIRRF. MEFREIRF

AICRUAR SEIEsT IR RASEERIM EREERTCR (W4.11) .
N /

[ LT ]
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Complaint

» 7.9.2 T AR TT A BRI, N AT IRAFX VR
AP AR U SO . FEERIIROR S, SR
NI 15 5 H A BT S *‘Wﬁﬁﬁlﬁﬂé
ANARDG, UNACER. S e NS SCF AR IR

T PA PE 3T

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.
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Complaint

o« 793U E AN E/DBSF LT ERAMITIE:

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

a) MIEYFRIEN. BN T DL S e R BUAL B 1S i
A B U A

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

b) ERERFFICRICF, I NMERBF TR I 7

tracking and recording complaints, including actions undertaken to
resolve them;

c) FATRKEUE 23 HI 5 it o

ensuring that any appropriate action is taken.
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Complaint

e 7.9.4 B R|F YRR SELG T M 51 57 WEE IR
e LERGEE, MEFAANBRIFEEBEAE R

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

llll'
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Complaint

« 7.9.5 RETHE, LB MNEHIMBIRA UK
PNBF, I ) H R AL B g RE i 5 A0 Ab
HEER

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

\I
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Complaint

* 7.9.6 SR ANIHIERISE RN -5 T A

SEIG EIEF) AR N RIE]E, Bl &
FAHEHE

* 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.

o V¥: B HANEE 1 ST .

 NOTE This can be performed by external personnel.

/N FRAEL S0 =
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Complaint

e 7.9.7 JEAEE, I

SR = 1

E YR AL

M IEFGE R ZE BF A

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

complainant.

SERE
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Nonconforming work

.

L&

4.9.1

e 7.10.1 45256 RiE BB A RARF & H CHFE

o A SR

H B FR

H,

Ao e BN
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 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:




71008776 TAE

Nonconforming work
a) B R AR A R BR AR )

the responsibilities and authorities for the management of nonconforming
work are defined;

b) 3 JitE LASEIG =5 33 57 ) KU S JOoN Fe il (RFE L ENEIFERER
TAERL A& Hk #r)

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

c) "M ARF& TAER ™ EME, SIFESHTXTFern g R IIs0m;
an evaluation is made of the significance of the nonconforming work,
including an impact analysis on previous results;

d) X ARFE TAE R A8 52 A5 R e
« MIBRILEIZY IE
a decision is taken on the acceptability of the nonconforming work;
e) WERT, B FHEUHTIE;
where necessary, the customer is notified and work is recalled;

f) e HLHER B TAERIER 5T

the responsibility for authorizing the resumption of work is define
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Nonconforming work

e 7.10.2 3L EMACKALFE TAEFT7.10.15%
ZKH b)) e TEE. [hew]

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

* 7.10.3 SV R A ’***A—J’E? EFHIR R
I, BTS2 = e 4T 5 KA BLR R FI AT
At A PREER, SR “’ﬂXQLIL HE

 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.

Ul

4.9.2
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Control of data and information management

o 7.11.1 SEEG = N REIRTFIT R LI = IH ST R
RS E . new

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




7.11 FEEH|ME RS H

Control of data and information manageme5n4t72

e 7.11.2 FH T Uk£E, ﬁiﬂﬁ K R ﬁﬁ%ﬂz
*A%?éﬁli’)ﬁﬁlﬁ;ﬂ =[5 BE B A G ER N A
R HEAT IR N, LRSI 5 S T A S
5?‘49’]1%_"5\‘_??0 Y S RGN, SRS

06y = A BON) e FH I B s e, AEAE

BTSRRI SO AE I -

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.




7.11 FiEE & fE BT

Control of data and information management

Fl: A “sEiEEREH R BiETHE
WAHETH AU R G P B AIE 8. AHEE
%‘%ﬁﬂ%%%é}i, A LR E H T AR &
gL hew

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.

FE2: 3 PR AR MR A L I R Py 1
AN B & i 78 43 BRI 5.4.7.20%
NOTE 2 Commercial off-the-shelf software in general use within its
designed application range can be considered to be sufficiently validated.
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Control of data and information management

e 7113 LG EERE

H RGN

 The laboratory information management system(s) shall:

— a) 5 IER AL HI 7 17 5

— be protected from unauthorized access;

— b) %24 (R4 A I BEBOR 5 2 o

— be safeguarded against tampering and loss;

~
/4.1 3.1.4 ERENBEFRFIFNFMIIBFEAFHICR, FIHLEREE

EIR A ZPL.

*5.4.7.2 b) @I L HEEAR R IR . XL RASE ((HARRT) « Zd

.

MNBCKEE . BOUEAFME . SO A AV AL 2R Y 5 B E AN OR T8 1 5

/




7.11 BUHE&H|E B &7

Control of data and information management

— R AT B B PR REAT, o Tkt
SHLRG, SRR A TR TR AL new

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

— d) LA DR BE NS 2 1 58 B 1 1) O AU b AT 4E 7

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

— e)BIF RGRBILFKME L ) R BIE MMM IEFEE. new

— include recording system failures and the appropriate immediate and
corrective actions.




7.11 FEEH|ME RS H

Control of data and information management

e 7.11.4 BB =E B E H RS E R LB/
N BT E B4, SLREMNFRR

AL N T BUIE S B AT B AR T &
JESK . new

 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 FEEH|ME RS H

Control of data and information management

e 7.11.5 LI EMNMALR R L 5 TR SEIn =5 5
EH ARG A RS %~ﬂﬂ$ﬂ7‘§%éﬂ)§o new

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

[5.4.1 FIESSERETEEXNESS. . FRHNSSIRNESMITEEH J

ZFRITER (W4.3) .

. 7[7:/.\1%1{6 N T S AN AR AR 3R AT 1 2 N R S

e (Calculations and data transfers shall be checked in an
appropriate and systematic manner.




8. B FHR R BER
Management system requwements

8.1 77 =\, Options

8.2 B R (7= A)

Management system documentation (Option A)

8.3 HHMA R =] (7 A)

Control of management system documents (Option A).
8.4 1t 1# il (J77XA) Control of records (Option A)
8.5 NXF KU A& ) FE it (5 ZUAD

Actions to address risks and opportunities (Option A)
8.6 it (5XA) Improvement (Option A).

8.7 Y 1IE#E 7t (/730A) Corrective action (Option A)
8.8 WHl8i % (J71UA) Internal audits (Option A)

8.9 HHPEH (J7NA) Management reviews (Option A)




8.1 /7 1\, Options

e 8.1.1 5.l General 42.1
 SRERALY ), SR TRIE
%E?Q%P %%%@mﬁﬁﬁﬁﬁﬁ\

2N :“Qf\_\L:zé/\7< £ [ig=g
5% A2 56 %ﬁm 577%?1 TR, S0

%77 NAB T A\ BE B EAR R .

 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.




[y,

8.1 /7 1\,
¢ 8.1.2 FIL A
o LEEHKAR/DNAFETINE:

 Asa minimum, the management system of the laboratory
shall address the following:

— EHAERX (I8.2)

— management system documentation (see 8.2);

— BRI RS (18.3)

— control of management system documents (see 8.3);
— idx¥EH| (UL8.4) control of records (see 8.4); 1 ﬂﬂjﬁgh%%
— MO RS A L& ) fE e (.8.5)

— actions to address risks and opportunities (see 8.5);
— ot (L8.6) improvement (see 8.6);

— 2 1IEH5 (ML8.7) corrective actions (see 8.7);

— WEE % (I.8.8) internal audits (see 8.8);

— EFPEE (IL8.9) management reviews (see 8.9).
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8.1 /73

8.1.3 J73\B
Option B

%‘L%A%?ﬁ,‘\\lso 90015’@2&1&#&‘% B4
%, FFH e ST RFAIUE B £74 ?fﬁﬁ P SE
§77%/Tj\g2kmpb"hi, 22 /b ETEvB 25
8.9 K H R B BB FAKR R EK

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.
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Management system documentation

e 8.2.1 SLIGEEH AN . Zmihl| I LRFERT
EAPME H R ECER Hbn, BMNAPRZ
BURA H bR sein BHRRI L FZN 153

PR A PAT 4.22

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 acknowledged and
implemented at all levels of the laboratory organization.

'I'I'[

(421 TWEEET, THNESSEENEEIEEEEGR; SRS,

HIE. itEl. EFRMESPBHERTE, FEZIRERSEISEMNF/HEESR

REFRFRAIER., BRENERMEEERRA R, FEHIEE, SKREFIHNT,

4.2.2 TREETBPRPESREFXMIBER, REE=HHEE, NMERSEFMH
_ (Al IFRE) A, RblES S BirHEEIE TRV
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Management system documentation

o 8.2.2 WA B fr N AR SE 5 = 1) e
EMHER—30zE. new

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

o 8.2.3 SEZUG = B M B[ i 57 A S i B
R 22 DL Fof e bt A 00 7 i B UE AR

* Laboratory management shall provide evidence of commitment to
the development and implementation of the management system
and to continually improving its effectiveness. 4.2.3

[4.2 3 i 2 1 e PR R A ISCiE SR R A RIS EEH H AW I FIEANIER. }
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Management system documentation

+ 824 EHARMNALE . 5| FHEEERN & AN
HEZRBI A XX TR, RO RSF. 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.

* 8.2.5 Z 5L WG SIHI A N RN Al 3RS
A ST B AR R AR OB B 4.2.1

* 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.




8.3 B H A R HHIEH| (J7=(A)

Control of management system documents (Option A)

8.3. 1546 = M 3% 1] 5 1 2 AR EEE SR A R N
ERAN S EB A 431

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

— VE: A, ‘S RIMULRBURFEH. B, .
FERE UL . BRERK % HARHT . gRME
BE. Sz HREETHSE. B A EAES
FEE L, m@%mmﬁmm

— 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.

4.3.17F1



8.3 B K 2RI IEH] (J77A)

Control of management system documents (Option A)

 8.3.2 %gﬁgﬁﬁﬁ%fﬁ% 432
* The laboratory shall ensure that:
— a) XA R ATRT IR AON LAt 78 01

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

— b) & HIVRE SO, BN B R
— documents are periodically reviewed, and updated as
necessary;

— ) WRADCAE BT R TIRAES

— changes and the current revision status of documents are
identified;




8.

3 B HA R RIER] (7 3(A)

Control of management system documents (Option A)

d) 7E A5 FH b R N R A& B ST A L RiAS e R, HOR TN 32
o

relevant versions of applicable documents are available at points of
use and, where necessary, their distribution is controlled;

e) U ME—PEFRIA
documents are uniquely identified;

f) B AR SO BRI A, Joe TR H i1 Or B8 AR 2K
A, NAE BRI

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

BB MR R A H B BITARRS TS, B U e s S
Z5 R B IC A R AT LAY
HUH A AR I EOR, % ZOR %A
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8.4tk HIHEH| (J73KA)
Control of records (Option A)

. 8.4.1 S0 5 L S (R O DA
O SR AR O R e

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

4 N

4.13.1.1 SEIEEMERNVFFRIFAS), WER. =51, FEN. FiE. & 4EPH

VAR U IEfEEFNFRFLIRERYICR.
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8.41C kK5 (77 (A)
Control of records (Option A) ...

» 8.4.25LI FMNXTICKHIFRR A RIS &

1 B, AL ESREE
. SIS IR & & X 5. id
SR B BT & (R AR, 0N 5 TR
new

 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.

C s RHEAIRR AN ER 7.5,

NOTE Additional requirements regarding technical records are given in 7.5.




B delete

4.13.1.1
?iﬂ%ﬁ&%? $Vﬁiﬁ T H PR E R DL &
i Tt A0 TS %%ﬂ

Quality records shall include reports from internal
audits and management reviews as well as records of
corrective and preventive actions.

4.13.1.2
%:ﬁ%ﬂﬁ?&ﬁﬁ%i,%m@%ﬂﬁ%?ﬁ

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



8.5 M X XU AHLIE HIFE e (77 ZUA)D
Actions to address risks and opportunities (Option A)
* 8.5.1 S0 = N 2F R SIS A BRI RS LS, DL

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

a) fff DR BEAAR 28 SC I LTI 45 21

give assurance that the management system achieves its intended
results;

b) 3G 5 SCIL S = H AN H AR B LIS ;
enhance opportunities to achieve the purpose and objectives of the
laboratory;

c) TR Bl /b S8 =5 3 B AN A 2 A AT BE ) 2R I
prevent, or reduce, undesired impacts and potential failures in the
laboratory activities;

d) S O

achieve improvement.



8.5 X MU A LB 5 e (J720A)

Actions to address risks and opportunities (Option A)

° 8527%5’4:[: fﬂZ'J

 The laboratory shall plan:

a) VX IR XSS AL A Y 5 it

b) actions to address these risks and opportunities;

b) U: how to:
—1E B HAR 2 A B G I S it IX S T

* integrate and implement the actions into its management system;
— P I i it A R

e evaluate the effectiveness of these actions.
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Actions to address risks and opportunities (Option A)

T BIRAPRAE R E 2 2N 5 ok XU ) 4

&

i, AR R IE AL 2 R B B 7 it el
B AR R A, S R
gE! ngtj7‘*§/&ﬁ/ KB &)_UK_L THTVA, U

Fin

18 I M. FL e T T bR T o

 NOTE Although this document speC|f|es 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.
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Actions to address risks and opportunities (Option A)

* 8.5.3 N X XSS LIS HY ity e B, -5 HXS 52
O =5 45 R R R TS R M AH TS MY

e Actions taken to address risks and opportunities shall be
proportional to the potential impact on the validity of laboratory
results
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Actions to address risks and opportunities (Option A)

VEL: ST RS H O TR IR A R B, N

%XML%%H@,@HRVﬁ &QRVMT

@—‘Z)ﬁﬁ, ﬁj\il:aﬂlz/\ Tft Tﬁﬂ‘ﬁ?ﬂn I Ellj;b
Mi&%ﬂﬁﬂmo

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

2. VUE gEE Ll =Y BIGSILE, WmiF
R, ﬁﬂﬁﬁ*ﬂx@ﬁﬁrﬁgF =K.

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.
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Improvement (Option A)

* 8.6.1 S0 = N P T3 3 IO = FOR B ZE ]
%ﬁﬁo 4.10

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

— yE: LI =EAEE VPR ERERE Y . SOBUR. SR H
PRy BHAZEE R, AIEE. EREHE. AR X
G PPl R o i A BE 3k 4 AR L 2

— 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. \‘\‘
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Improvement (Option A)

+ 8.6.25CH SN )2 P AER ) 5, ke IETH

e S o DL AT AR R X S iy, PAESGt
kR, L SEEFIE RS .

 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.

—F: RBHRAERBIER: BRPHEERE. 5%
YA 1B E S AN 2 [F] PR R

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

HHI%Z%‘
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Corrective actions (Option A)

e 8.7.1 REMNFFERS, SCIG ==

4.11.1

*  When a nonconformity occurs, the laboratory shall:

a) EHIS, XJARF S X

react to the nonconformity and, as applicable:

SREUGE M T LA BRI A A 4 s

— take action to control and correct it

— A E JE R

— address the consequences
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Corrective actions (Option A)

« b) VOB R, AR A A A
ﬁ%/’:\‘ f‘{kﬁézﬂ]}%%t/:\‘/fmiﬁé\ﬁézz

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

by:
— SRR TR 4

— reviewing and analysing the nonconformity

— BT & R R A ;

— determining the causes of the nonconformity

— 7€ 72 DA e K A RIARIANTT &

— determining if similar nonconformities exist, or could potentially occur-




8.74 IEF5 il (F<3(A)
Corrective actions (Option A)
c) S I 7 A4k e

— implement any action needed;
d) PP PR B M 1E 9w i A R
— review the effectiveness of any corrective action taken;

e) (WAENY, BEFTE S Al 5 I XS AT ATLAE 5

— update risks and opportunities determined during planning, if
necessary;

f) DAER, BHEAEHAR,

— make changes to the management system, if necessary.
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Corrective actions (Option A)

* 8.7.2 Y IESH N5 AT & BT AL IS I AR IE M. o

* Corrective actions shall be appropriate to the effects of the
nonconformities encountered.

o« 8.7.3 LI EMIREH LT, 1TEAN NAIHIHUESE:
 The laboratory shall retain records as evidence of:
a) AFFERIMERT . A R RIS J5 B R B 46 i

— the nature of the nonconformities, cause(s) and any subsequent
actions taken;

b) 24 I Fi i ) 45

— the results of any corrective action.
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NOTE Cause analy5|s is the key and sometlmes the most difficult
part in the corrective action procedure. Often the root cause is not
obvious and thus a careful analysis of all potential causes of the
problem is required. Potential causes could include customer
requirements, the samples, sample specifications, methods and
procedures, staff skills and training, consumables, or equipment
and its calibration.
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4.11.5 Additional audits

Where the identification of nonconformities or departures casts doubts on
the laboratory's compliance with its own policies and procedures, or on its
compliance with this International Standard, the laboratory shall ensure

that the appropriate areas of activity are audited in accordance with 4.14
as soon as possible.

NOTE Such additional audits often follow the implementation of the
corrective actions to confirm their effectiveness.

An additional audit should be necessary only when a serious issue or risk
to the business is identified.

/

&
sl
SYJ_
St
il
-
lmH:
o
==
iy

o B



8.8 N H #Z (J7Z\A)
Internal audits (Option A)

o 8.8.1 546 5 v 2 I SRR ) A [ TR B 2k AT P 350 B A
PASR A e BAR R 1) R AIE B

 The laboratory shall conduct internal audits at planned intervals to
provide information on whether the management system:
a) /& 515 & conforms to::

o SKIGE H B EHARENR, WKk EED)

— the laboratory’s own requirements for its management system,
including the laboratory activities;

o AFRUEMIE R
— the requirements of this document

b) 72 515 245 R St Al PR

— is effectively implemented and maintained.

| B 0 R R
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Internal audits (Option A)

e 8.8.2 LIS M. The laboratory shall:

a) MRIESCIE =R EEME, Fsel = AR
WANDLRT A, SRRl e . SCn
IR HAZ T3, WZIT REFEIIR . TTiA.
BRTT . SR ESR AR 5

— 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;




8.8 EHZ (J7NA)

Internal audits (Option A)
b) KM e IR B A% IR AZ A DU A ST ]

— define the audit criteria and scope for each audit;

c) FATRE 2GRk TSI E B

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

d) M RBUE 221 A2 AL fi it

— implement appropriate correction and corrective actions without
undue delay;

e) PREAICN, VENSEH S %7 5 LA Rz 45 R B UESE o
— retain records as evidence of the implementation of the audit
programme and the audit results

e 1SO 1901145t | N F s %45 Fe
NOTE ISO 19011 provides guidance for internal audits.
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Internal audits (Option A)

¢ ﬂﬂ”lgx%

* 4.14.1
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8.9EHFEH (J7TNA)
Management reviews (Option A)

¢ 8.9.1 *@Aﬁ’“’“ﬂjzf & 8 3 Xl 1 B [ e
PEE BB AR &R, DAARR RS i & B

TR VERIE R, B AE Vi 2 AR T S
BB H B3 o

* 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.
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8.9EHFEH (J7TNA)
Management reviews (Option A)
« 8.9.2 Sy M E HVEEHE A, LI ARG R

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

a) HBEMIRNIMNEE RN

— changes in internal and external issues that are relevant to the laboratory;

b) HpsEIL;

— fulfilment of objectives

c) BURMRER &R M,

— suitability of policies and procedures

d) DUEEEVEE B RR L

— status of actions from previous management reviews
e) ITHANFEHIZHIZR;

— outcome of recent internal audits;

f) 2 IEFEHE; corrective actions;
g) H AN AT HIPEEE 5 assessments by external bodies
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Management reviews (Option A)
h) AR (ERT A (LB S SR S 2

— changes in the volume and type of the work or in the range of laboratory activities;

i) MR TR R

— customer and personnel feedback;

) B

— complaints;

k)  SCHt U A R

— effectiveness of any implemented improvements
) TR E;

— adequacy of resources;

m) RIRAIRIE R

— results of risk identification

n) PRUESE A R R

— outcomes of the assurance of the validity of results; and

o) HMMHRXHEER, anlEZESIAEEII.

— other relevant factors, such as monitoring activities and training.
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Management reviews (Option A)

- 8.9.3 BHIPEE B I N 20 R 5 FIIFEIA KK
R TE PI935 it

* The outputs from the management review shall record all decisions
and actions related to at least:

a) B R KIS RE A R
— the effectiveness of the management system and its processes;
b) JEAT AR AEE R 1) 5L 56 = 5 3 B Ui

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

c) FRHEATHR AR

— provision of required resources;
d) ZRFERIFHEK.

— any need for change.

|
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4.15.1
1 EHIPEE RS A A2 S H
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3 EHEIVEFH AR HEE S WA UGB T AT
NOTE 1 A typical period for conducting a management
review is once every 12 months.

NOTE 2 Results should feed into the laboratory planning
system and should include the goals, objectives and action

plans for the coming year.

NOTE 3 A management review includes consideration of
related subjects at regular management meetings.
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Annex A(informative) Metrological traceability

e A.1 2] General

o TFEIVRTE R i ORI E A5 R E AT E By
R R B S, AMYsR4H Vit E
HIRTE R B R RIE S

* 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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Establishing metrological traceability

o A2.1EEEEBIHMIR LT BERE S =R

— Metrological traceability is established by considering, and then

ensuring, the following:

 a) UERIE (Wl =RE)

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

b) — A SCAFALHIAN RIS IR AESE, ] LAIJR 21 = 1

P& G 2% (EASHE 0
NERFERE)

+

XK BY,

& Fa 7H DA

— a documented unbroken chain of calibrations going back to stated and
appropriate references (appropriate references include national or
international standards, and intrinsic standards);
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Establishing metrologlcal traceability
o <) HiE YN 07 VA B oV M 0 A

%E L

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

. lﬁﬂiﬁ%ﬁ’]tﬁ(&/@ﬁﬁﬁ &S BT VARE T, Al

25 R MR I B i s B = AN e JE

— each step of the chain is performed in accordance with appropriate
methods, and the measurement results and associated, recorded

measurement uncertainties;

* e) TEPHIEBE H AT — 1 B2 U HE B SE 6 5 M fie it

FORFESTHIUEYE .

— the laboratories performing one or more steps in the chain supply

evidence for their technical competence.
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Establishing metrologlcal traceability

o A2.2 LR TR L BLURTE i 51

LG E I E LG R, NE R AR
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11k PRI TR R AR T 1 R G
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 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.
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Establishing metrological traceability

A.2.37F fig JJ S S AR S I EARE RS B, WOR(E B
A AN B
%) s IZINEFR 3 B H ( TIEPHVRTE, FHPAVE
B &= 2 AN e FE R R, (G vRE T

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:

— A5 FH & =23 B9 A 8 AR SR B 2 14T 1
— the use of an appropriate decision rule to establish conformity;
— ZEBEE A BE A, AR E A i ok A TR
ok =
— the specification limits subsequently being treated in a technically appropriate way in
the uncertainty budget.
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Establishing metrologlcal traceability

LH:ﬁfEE'J Fi AR FL R A
E1EE T =1E

ﬂm%ﬁ
HAH B R
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— 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.
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A.2 EEL T E YR
Establishing metrological traceability
o 7~ fHFHOIML R 1112 FAL S A8 1 KT

e EXAMPLE The use of OIML R 111 class weights
to calibrate a balance.
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Demonstrating metrological traceability

. A.3.1§§£';4‘§7§
PR AE R SELG =
ISO 17034?3
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Laboratories are respon5|ble 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 1ISO 17034 provide metrological traceability. There are
various ways to demonstrate conformity with this document: 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.
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Demonstrating metrological traceability

e a) CIEIdE Y FEATIEE B E =B L TR e AL
PSR AL [ PRt =22 T2 BAT VL (CIPM MRA)?B’J

RAEFTN = RE 7] o Z[FEAT VR R E PRt =2 i

EE i N SETE ) . CIPM MRAFTZE 25 1 IR %5 1] W“
& frit & ) o8 U XS 2048 22 (BIPM KCDB) [ 3C
R, e T T AR 55 B Y [FR AT = AN E

— CIPM MRA 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.
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Demonstrating metrological traceability

e b) ZEEFREI =N EEHL ALAC) THiEL
umﬂmeWwMMMTmﬁMT%ﬁ@ﬁW%
Ae JJReme Uk BH B v st . Jo\ n] iR HE SE G
iMMaﬁM%4MTMWA*ﬁ%O

— 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.
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Demonstrating metrological traceability

o A.3.235 7 BRI R BE B B PRARIA R,
BIPM. OIML ([E BT/iCﬁJbJﬁ‘%QH%EU . ILACHH

SOR T TH= IR BB G = 52 1 & 145

B

* The Joint BIPM, OIML (International Organization
of Legal Metrology), ILAC and I1SO Declaration on
Metrological Traceability provides specific
guidance when there is a need to demonstrate
international acceptability of the metrological

traceability chain.
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Annex B(informative) Management system options

* B.1 "B'f'fﬁﬁiigf“ T AN BT 18 K 9, 7 SR 7
SEES = iaE BB AR R WM AT E1S0

000LFIA KT HE, Ak, AhRifhft i s ik
KRS EE L 7 R T 2R K

 Growth in the use of management systems generally has
increased the need to ensure that [aboratories 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.
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Annex B(informative) Management system options

+ B.2 TAA (J8.1.2) &yl 1 FESLI = SO B #l Ak &
PR RE SR, H KIS0 9001+ 5 5L5 =i 3o ‘

*ﬁ?%ﬁﬁﬁﬁﬁ fiﬁi%{j W EORPN . LI =R/F
%4%§;FD7ZKFA’ H bL‘bﬁTE%S%?kmﬁﬁA’ >3
‘*1/*@9%7(?%‘ £1S0 90015 I

 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.

T4
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Annex B(informative) Management system options

B.3 5AB (JI.8.1.3) ﬁz‘%&?ﬁiﬁso 90012 5K {2 7 Al
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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 CIauses 4to7.
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.
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Annex B(informative) Management system options

o B.AX MM I B LS HAR RAR Iz T LT
FAK R TR B R T HIA B [F) EI’J%%O

* Both options are intended to achieve the same result in the
performance of the management system and compliance with

Clauses 4 to 7.
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Annex B(informative) Management system options

e VE: UN[EISO 9001 F1 HAh E HAK R A5, T

. B AL 32 e O E B A
. 8.3 I Pk, 8.4817.5%
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. 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 NSF International F [E S5 F 5Kk FERE R B4
FRIRAL T 8% pdffk 1ISO/IEC 17025:2017 J5 3.

Thank you

For questions contact: ggyan@vip.sina.com
For additional resources visit the ISO page dedicated to ISO/IEC 17025,

or visit the CNAS page: www.cnas.org.cn; or visit the page: www.ggyan.com
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