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General requirements

e 4.1 /~ IETH Impartiality

o 4.2 {2 Confidentiality

e MEIES: I1SO/CASCO PROC/33 (ISO/CASCOMR{H

AR 38 FH ZE KD

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




4.1 N IEH Impartiality ...,
8.1.1 S8 5 A IEHSE SR S 0H AN, IS F AT
B ARIEA IEME
Laboratory activities shall be undertaken impartially and structured
and managed so as to safeguard impartiality.

4.1.2 LB EEEE N A EEAE G

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

compromise/impantiali\ty.\
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4.1 /» IEEImpartiality
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 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 » IETE Impartiality
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* 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 /» IEEImpartiality
o 4.1.5 SR A IEVE XU,  SE5G % W fe
%E%mﬁ%%&aﬁﬁi@¢ﬁﬁﬂm

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

= N A H B YRR K

‘ﬁz)JE AF B A IS B K
LG 5 N «I%ﬁ?ﬁ ’

L

A %% %7'3

The laboratory shall be responsible, through IegaIIy 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
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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 {722 % Confidentiality

o 4.2.2 SEE KRR E R B RIS #x
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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.
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* 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.
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* 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 th
as required by law.

e performance of laboratory activities, except
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Structural requirements 4.1

e 5.1 SEIGE N 7772’51%12!1, EE\‘J%“%&IKH%&ZEU%
%ﬁmm—%A,ﬁ§%ﬁ§«$émﬂﬁ%
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 EARRY, HREREETHI L
ARy 2= SR
* NOTE For the purposes of this document, a governmental

laboratory is deemed to be a legal entity on the basis of its
governmental status.
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Structural requirements
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* The laboratory shall identify management that has overall responsibility
for the laboratory.
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5 %4514 25K Structural requirements
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 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)
Zau)
subcontract
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5 4512 R Structural requirements

4.1.2/3
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* 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.
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e 5.5 SZI6 = W The laboratory shall: :
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e 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 4512 R Structural requirements

4.1.5f
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specify the responsibility, authority and interrelationship of all personnel who
manage, perform or verify work affecting the results of laboratory activities;

— C)RFRE e il JE LA HORE E DABR DR S 56 =5 77 5]
STt HY) — SO AN 45 SR RAE N R

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 4512 R Structural requirements

4.1.5a

. 5.6 STU N N LA A7 BT R
MEPE AR S) , B
 The laboratory shall have personnel who, irrespective of other

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

— a)SLjt . PRI E AR &

— implementation, maintenance and improvement of the
management system;

— b)iR I 595 HAR R B S5 =5 S AR ) S
— identification of deviations from the management system or
from the procedures for performing laboratory activities;




5 4512 R Structural requirements
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— initiation of actions to prevent or minimize such deviations; 4.15a
— d) [A] S5 =5 R AR B HEAR R AT IR AN EL
HEEK 4.15]

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

— e)HfI R S8 = IE s A Bk 415h

— ensuring the effectiveness of laboratory activities.
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5 4512 R Structural requirements

4.1.6

o 5.7 S = H R N IR 424
* Laboratory management shall ensure that :

—a) EPRMEEGR R R A% R AR
B BT VR I
— communication takes place regarding the effectiveness of the

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

— b) SRR E B R AR RS, ORAFE B
R TE R S 42.7

— the integrity of the management system is maintained when changes
to the management system are planned and implemented.
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6 FYEE K Resource requirements

e 6.1 2| General
e 6.2 N\ 1 Personnel
* 6.3 WAL S5AF
— Facilities and environmental conditions
* 6.4 17X %% Equipment
» 6.5 1T = J5 M Metrological traceability
* 6.6 FMEBHEML A i ANk 55

— Externally provided products and services




6.1 = |General

o SR NRAG R NI Sl S 0 205 ) B
N Bl R RERRS

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




6.2 A\ i Personnel .

5.2.3

* 6.2.1 i Al RESSIR SEIR =R BN R, ToiRsg N K
TR AR, NATARIE. ARET], I
eSO = BAR REOR 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.
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6.2 A\ i Personnel .

5.2.2

* 6.2.2 SLUE S MR RL I S B TR B A5 R B
HRRE B e /I EE R E O, BREXT T
Tk Bl BORFHR. HReMain s 2
Ko

* 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.

AR EESK, MR E K
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6.2 A\ i Personnel

5.2.1

* 6.2.3 LIS MNAAOR N T3 B A& H A 5T S5
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 The laboratory shall ensure that the personnel have the
competence to perform laboratory activities for which they
are responsible and to evaluate the significance of deviations.

MER5.2.1 9 3
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6.2 A\ i Personnel

5.24

D, T AV — 37 T\ == = 2y e
o 6.2.4 LI HEMN 5SSt ER
= == T N A\ A
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 The management of the laboratory shall communicate to personnel their
duties, responsibilities and authorities.

« REEA “ITIEmR” —id

« BUH TX TAERIRRIERE (5.2.41)
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6.2 A\ i Personnel

6.2.5 S =N A LA GBI HIAR P Al 3% -

5.2.5
5.2.2/3

The laboratory shall have procedure(s) and retain records for:

— a) BiE RE /I EK(5.2.1)
— determining the competence requirements
— b) N\ bk

— selection of personnel

— ¢) An55ill(5.2.2)
— training of personnel

pui

~

B

— d) ARl (5.2.1)

— supervision of personnel
— e) AN Gi#A(5.2.5)

— authorization of personnel
— f) N RE S RH%E(5.2.3)

— monitoring of competence of personnel v
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6.2 A\ i Personnel

5.2.5

* 6.2.6 520G '%F“it 7FXJKJJA_7F#%EI’J;& I =

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

—a) FF R B WAEFAEG I\ T vE
— development, modification, verification and validation of
methods;




6.2 A\ i Personnel

—b) D ATEER, BFERT S LR I BRI AT R

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

—c) i AL

— report, review and authorization of results.
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Facilities and environmental conditions

* 6.3.1 WA KA NG S T LK =753,
AN ot G35 B A R 72 A AR B

* 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

o VE: Xj‘ £ BLE X E AR5 ) R R AR E AR
T REEMG A, KA, WML RN, R
e, B, AEMIEDS.

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.
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Facilities and environmental conditions

e 6.3.2 MK B SZES =I5 B B0 75 B B0 A
$ S A o 1| A A

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

53.1
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Facilities and environmental conditions

¢ 6.3.3 Y4

5.3.2
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* 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.
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6.3 W AIFIE KA

Facilities and environmental conditions

5.3.4/5.3.3

* 6.3.4 VST R RE TP B 4 A O 96 e
FEEAR T

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

— a)HE NN FH 52 SE 56 =5 3% 20 ) [X 2k

— access to and use of areas affecting laboratory activities;

— b) TR S258 BN ATG A TR S

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

— o)A RBE AT S5 = 5 B X 5
— effective separation between areas with incompatible laboratory
activities.
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Facilities and environmental conditions

53.1

6.3.5 ‘_i’b@ 7K A il 2 A5 Fry i e Bl 14 i R A
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 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.
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Equipment L
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* 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 X5

Equipment
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[new]

NOTE 1 A multitude of names exist for reference materials and certified reference materials,
including reference standards, calibration standards, standard reference materials and
guality 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]
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— NOTE 2 I1SO Guide 33 provides guidance on the selection and
use of reference materials. ISO Guide 80 provides guidance to
produce in house quality control materials.
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Equipment new
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6.4 ¥ 2% Equipment

* 6.4.2 {ESLE B Al 7T<ﬁki°ﬁzﬁ%JZ%El’Ju%HT
I DR AT A THE X e 26 Y 225K

* When the laboratory uses equipment outside its permanent
control, it shall ensure that the requirements for equipment
of this document are met.
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6.4 ¥ 2% Equipment

e 6.43 SZIGENHAREE., B, EF. T
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EH 14T I P ks Geal eI 1L

* 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 ¥ 25 Equipment
* 6.4 A(E A TXNAE FH B CEE 5 A% FH I
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 The laboratory shall verify that equipment conforms to
specified requirements before being placed or returned into
service.

(BEBAER— SRS (IR SIERRET) N
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« 2005: ZEBLITHE Check or calibrate
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6.4 ¥ %% Equipment

* 6.4.5 H T = &N %LU%%%W
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 The equipment used for measurement shall be capable of
achieving the measurement accuracy and/or measurement
uncertainty required to provide a valid result.
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* 6.4.6 /£ NAITHEOL T, W& e ad M BEAT 1S i -

e Measuring equipment shall be calibrated when:

— W A R B == AN 8 2 e i 45 SR
SOMEs AT (D

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

— NEESL PR 45 R T = I, BERXT s
BATRAE [new]

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

o e SRR B AT R 1 B A T T
— T E N ey E 1 Beeg, B an s B R & 5
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— T E IR AR, BRI
— T B R A R R A
 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.
v )




6.4 ¥ 2% Equipment

e 6.4.7 SIS ENHIERET X, HPTFEH
FLEREE, DURERRAERARE .
* 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.
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* 6.4.80TH T EAME SR A AT ROH I o8 M AE FH A
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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.

. REBEARRE LB E L. FREsRs M A3
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6.4 ¥ 2% Equipment

¢ 6.4.9 iﬁ%ﬁxﬁﬂi&iﬁf W4 T
LB B B SRFEG G H R e R EERT,
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A ARSI (W7.10) .

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 ¥ £ Equipment

* 6.4.10 7% EH| HHAEAZ & DLAR R 251
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* When intermediate checks are necessary to maintain
confidence in the performance of the equipment, these
checks shall be carried out according to a procedure.

5.5.10

2005:
=1 7 LA F IR0 A% B DAOR K5 BE e AR S B A (S 2R, A% IR
L IR R 1R AT

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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6.4 ¥ 2% Equipment

* 6.4.11 U1K “/ﬁfFﬂﬁ‘/&%E’i BIETEE =%
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 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 ¥ 2% Equipment

* 6.4.1255 = NA VISE A AT BFE i, P7 kiR
RIS AN BT RS ES AT S Y 3
* The laboratory shall take practicable measures to prevent

unintended adjustments of equipment from invalidating
results.




6.4 ¥ 25 Equipment
* 6.4.13 N ARAFRS SLLG I B A 52 1 R A 1R 3K
SN ALFE CLR E 1 A

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

—a) WARIRA], BLFEHAEA[E A h A
— the identity of equipment, including software and firmware version;
— b) HliER AR BAFRIR. RS B AbE—PEPR IR ;

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

— ) WHAFTE I E B R KL UEUEYE

— evidence of verification that equipment conforms with specified
requirements;

—d) HEINLE;

— the current location;

5.5.4 A TR HEIFXNERFEEZHMRNGE— & LHKME, We]
BE, 3PN CAME—EFRIR o

555




6.4 ¥ 25 Equipment

—e) BHEH., RESE. &, KlcE ]
AR RBEHE B T e H HA Bl 74 ] 1

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

— ) PREEVIR SO AR ImUCHEI . AR H
AN RO

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




6.4 ¥ 2% Equipment
—g) 5 AR R BI4E vH RN St AT B 4ES

— the maintenance plan and maintenance carried out to date, where
relevant to the performance of the equipment;

—h) BARRIA . ifE, SUERE 4R R TR E R

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

MIBRBIE R UEBA S, 1R NSRSl

Delete manufacturer instruction, control as external document
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Metrological traceability cer1d

o 6.5. 1 LI PRFRIN = 25 BT IR,
SEIG 25 NI 1 T B ST B A T W R A 1HE
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* 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.
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Metrological traceability

e 71: fEISO/IECFETEH99 T, THE IR TEE XN
OB gk B R, g5 B n] DL T AR )
ANT8] W B ARE B '?7%%1%/@59%*, BB UE
P12 5] N E A EE”

 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 V¥2: KT IFEIIETERE 215 B LA,

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

6
o 6.5.2 Sy = MIETE UL 7 U R = 45 2R
A] R 2 [E b EArd] (s e
 The laboratory shall ensure that measurement results are traceable
to the International System of Units (SI) :

—a) FLar e /T sE i =R L HO it B

— calibration provided by a competent laboratory; or

— VEL: R APREZR I S = AL 2 A BE T .

— NOTE 1 Laboratories fulfilling the requirements of this document are

2.1.1

considered to be competent.



6.5 THE VR M

Metrological traceability s

— b) E& BRI EY R A= E R FH TR
YR 2SI A A Y R EI'J?FT{&{EE;

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

—¥¥2: 5 21SO 17034 % 5K (AR AEA) o A= 7 5 4
I\ NEH e JTHI;
— NOTE 2 Reference material producers fulfilling the

requirements of ISO 17034 are considered to be
competent.




6.5 THE VR M

Metrological traceability o

—c) SIRVHEZEE N, HELEEREZESE
2% B P v EE X SR ORAE

— direct realization of the Sl units ensured by comparison,
directly or indirectly, with national or international standards.

AW |

—{¥3: SITMEE I 7 — S E B RN E A SRR
Eiy_[.ll‘[/$élzﬂ,fl:l4u\o

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

ﬁﬁi




6.5 T+ E IR 14
Metrological traceability ...,

+ 6.5.3 HAR b AR R BHNE RIS, S0
= AR TR 218 NS A e, W:
* When metrological traceability to the Sl units is not

technically possible, the laboratory shall demonstrate
metrological traceability to an appropriate reference such as:

— a) FL A HE T WAL P A SR B A UE PR HE BT AR HEAE

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

— b) BEIERLF LR HE I A I 1
WObRHE, bR OB 4 B S U A, il
& = Y DURAE -

— 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.




6.5 THEIVE M
Metrological traceability

o WK, ASTEIX 70 F I Boe e 225K
— REMBEE N BTN M A

o MG IR PR IR HER, T A 2 MR
AER A RE PR Y, A R 2 S B v ==y U
B

o 5 W7 EERERT UM ER--- 1 AE TR

o MHFR5.6.35 75 b e FIFRHEYD oL -4 44 78 2
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Externally provided products and services

« Z:HR1SO 9001:2015, & 32005: 4.654.5
- BUH “nB” HiA




6.6 FhEBHR AL B il A AR 55

Externally provided products and services

o 6.6.1 SZI0E N PR 52 SL 56 = 1 B B 0 FR A N A
HI_‘X'REI/JL_ 1, BFE.

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

when such products and services:
—a) HTE = H S EINB AR
— are intended for incorporation into the laboratory’s own activities;

— b) e SR AR o Bl A AR 55 B iR Bt 4 s

I}

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

— ¢) AT ZFER =i Er s i ek S
. e

— are used to support the operation of the laboratory.




6.6 FhEBHR AL B il A AR 55

Externally provided products and services

o _L‘ | == /‘\/‘ﬁﬂu% ?Fjﬁﬂj]
WA ‘/‘%F!’%%?I‘?fﬂ%* . Ik —I@
RS s R 2
E@%ﬂu%?ﬁiﬂjiﬁﬁn e /1ol Ak 55 B &

P B AT E A% RS

I 111:
L bl
oo
O

A
=
AW
H
i\:

* 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.

Il AR 55 7
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Externally provided products and services

* 6.6.25L90 = NA LLMEFHFE P AT K

* The laboratory shall have a procedure and retain records
for:
—a) HhE . B A AT ST 56 5 0] AR i A AR S5 1)
HR,  (4.6.1/4.6.3/4.5.1)

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

— b)) EX SN ERAEN B P e, RIS
BN UEN];  (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
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Externally provided products and services

—O) ARSNGB S5 AT, B A
BEh % P2 T, I (R A ST S ML R
g I, 3 S A P R AR 5K
(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) RPEX AN AL N B PR . i I E B TR
rE Rk,  GBr)

— taking any actions arising from evaluations, monitoring of
performance and re-evaluations of the external providers.
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Externally provided products and services
6.6.35L 5 == M. 5 AL B R V4 3 DA B 225K (4.6.3/4.5.1)

The laboratory shall communicate its requirements to external providers
for:

— a) TRtk AR5,
— the products and services to be provided;
— b) ZefcHEN;
— the acceptance criteria;
— o) fe/1, EFEAN AT RAR T,
o RHEMRS, 58, PT?
— competence, including any required qualification of personnel;
— d) S5 E B2 P AR AN HE B R B3 B AT BE BT
— activities that the laboratory, or its customer, intends to perform at the
external provider’s premises.

o L7 RiUE?




7 EFRER
Process requirements
7.1 ER brPBAIE [FPEE

Review of requests, tenders and contracts

7.2 AR SR ub AR IA

Selection, verification and validation of methods

7.3 #liFF Sampling.

7.4 Fa i 5 R: HEY) i B Ab B Handling of test or calibration items
7.5 i Rt =% Technical records

7.6 M & AN 72 P 22 Evaluation of measurement uncertainty
7.7 FfR45 A 20 Ensuring the validity of results

7.8 75 Bl 75 Reporting of results

7.9 X 1/F Complaints

7.10 A FF4E LAE Nonconforming work

7.11 2 H A E B Control of data and information
management



7.1 B3R, PSS FVEE

Review of requests, tenders and contracts

o 7.1.1 SEIGEN A VFEH ER . Hr G [F T
2, Digfs (4.4.1)

* The laboratory shall have a procedure for the review of requests,
tenders and contracts. The procedure shall ensure that:
— a) WAL E 23K, e, T a i
— the requirements are adequately defined, documented and
understood;

— b) SEEGF A e 77 AT R B X L ELR
— the laboratory has the capability and resources to meet the
requirements;

2005:4.4/4.5/5.4




71 B3R, FRBRIA FEEE
Review of requests, tenders and contracts

— ) HfF MRS AL RS, N 6. 65@%&2% S
iﬁ%ﬁﬁ%%%&%%%%ig E=IEE), IR
= (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;

4.5.259256 NG o WL HE A B I AGE AR, & = AR R
HEVE, e i E .

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




7.1 B3R, PSS FVEE

Review of requests, tenders and contracts

o VE1: fE FAIELL N AT ReE FH MRS A I SL 5 = 05 B
— S s AT R S BRI /), (L TR AT U
) JER R AS BE A HH 58 40 B A s 30 5
— SEEG = WA T RIS ) B A BE T
e NOTE 1 It is 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.

451 1EX



7.1 B3R, Hr PG RTEH
Review of requests, tenders and contracts
— d) LIS J I ITVEEAE Y, R R

>K(4.4.1 c)

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

— JE2: XTABEBIIT R, BR. RS R B PEE A] AT .
— NOTE 2 For internal or routine customers, reviews of requests, tenders
and contracts can be performed in a simplified way.




7.1 B3R, PSS FVEE

Review of requests, tenders and contracts

o 7.1.2 [ BRI TIEAEGE BT 1Y,
SEIG = NIB R .

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

54.2



7.1 B3R, PSS FVEE

Review of requests, tenders and contracts

+ 7.1.3 J‘%F%Xﬁﬁﬁmj&@ﬁ '3%&1«@

BANERF S TR

7= B ﬁnﬁ

R PN /3 |

PRt L

RV B,

&

JARERE, FESR
%ﬁﬂ%mn é@fﬂ"

* 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]

. \]—:‘3: ??:A,V’cb‘

BH )35 F5 WLISO/IEC 98-4.

 NOTE For further guidance on statements of conformity, see
ISO/IEC Guide 98-4. [new]
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7.1 B3R, PSS FVEE

Review of requests, tenders and contracts

* 71AZOREUR B S &

}7‘47‘7%5’ =IH A H R

S 2R R W

W VA=Al

[ new]

o = RS BRES R IR S TE

F] 2 [B] AT 22 5
AR . BRIE [F] Y

%5 B ERKIw

44.1

o

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



7.1 B3R, PSS FVEE

Review of requests, tenders and contracts
4.4.4
o 7.1.5 5& A AR B NIE RN 2

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

e 7.1.6WNR TAEH G EBNER, WEEH
ITEFEVES, BB AN RBERTE %5
“ﬂ E/JJ\J\ o 4.4.5

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




7.1 B3R, PSS FVEE

Review of requests, tenders and contracts

e 7.1.7 (EETE R ;cz\ﬁnﬁﬁ%)ﬂ WAL AH
< TAERI 7 1H =N 5% E AR
= E1E

 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.

e ER T I 3]

4.7 AEHR 2 P B SRR R ST S E B R
WS R 9250 2 £ 5 T AR R S 7 TR 5 25 P BRI LA e 4 1




7.1 23R, W BRERVEE
Review of requests, tenders and contracts
¢ VE: R A LA a7
e a) MWE Y FENSLIG F R XAk, UMY
1225 AR ) S8 == 35 517

e b)) H T Ik H 1 B 75 A i BT S
B R IE

* NOTE Such cooperation can include:

* 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.

4.7.1%F 2: % PR B AL L S AR R R T T 0 R AR IR R S, DR AR G5 A5 A AR
B LIRS TSR T, M55 P IR 4 2 P A . S = 7 2 R A /B v A
e AT 35 B B BB A . (D




7.1 B3R, PSS FVEE

Review of requests, tenders and contracts

* 7.1.8 MERFIFE ICK, WFEEMEKHAR
o X207 BEORBCLES =G 3045 R 5%
J I e NAE v idsk T BLRAE . 442

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




7.2 Jjikig s WUEMEEIA

Selection, verification and validation of methods

© 7.2.1 JTVAMIIEFEAN LG UE 5.4.1
— Selection and verification of methods

o 7.2.1. 15256 5 NAE H & B T IAARE R IT
%%%Emﬂ<%iﬁ>ﬁmW57%m
&, VLS Gt SR AT 25 70 1

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

XFFL
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Selection, verification and validation of methods

e APRAERTH “O5R” AL N 21SO/IEC
H G997 XY “W=AE " BI[E XA [new]

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

EBE)E%‘GE@E#%H E—IREBFMENEIER. }




7.2 Jjikig s WUEMEEIA

Selection, verification and validation of methods

o 7.2.1.2 FTE 5L FEFF RIS SO N AR B
WATE N F 2T N mBUE, #lin5sein=
WA IfE S B, nE. TS EE
& (.8.3)

* 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).

4.1




7.2 FiEEFE. BWAEFFIA

Selection, verification and validation of methods

o 7.2.1.35LL% = N A LRAE ﬁﬁfﬂmﬁ%

SRAFZARA AN S &EBA AT REEH o b ZERT,

g%%ﬁ%ﬁ,%ﬁ,u%%f,%~ﬁ

 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




7.2 F1EEEE.

S UE AR A

Selection, verification and validation of methods 5.

°E M%

S

X 3B E

WS Tﬁﬂﬁ:&ﬁﬁ‘;&%
=EENTMERA TS, AT

ﬁlﬁﬁ%l\?ﬁﬁﬁﬁ 5 LT« XF 75 1A A AT e
HIZDBR, P REA D ZE ] E Ah 7 S Bl i ]

 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.

FF: DA R] # SEIG

i, B 2 TR
EXGEIET R EPSY




7.2 FiEEFE. BWAEFFIA

Selection, verification and validation of methods
5.4.2

-IMA%%F*%%%‘WE%W,%%éfﬁ@
WP IEFFE R . HEEAT B DA B 75 |
S BV bR AT I 98, BY ﬂ%ﬁﬁ@m&ﬁ

SRR R b AR 7, SR8 6
SR, th ] S 5 T R SR K

* 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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7.2 FiEEFE. BWAEFFIA

Selection, verification and validation of methods

SAE. NAARAT I
Tk, NAE

I 7 AR S

| . O

)X

Imll

ESINTIVERT, NISIERE %
INEVIRES ub‘%ﬁ'v & SEEN P 5 BT
JE% ﬁﬂ7<7i4#ﬁﬁ */j

T

* 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.

54.2
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7.2 FiEERE. BAEMEIA
Selection, verification and validation of methods

o 7.2.1.6 4T EG e IER, Nk, e
HA W A& 1M ridttr. £k
HilE R AR, NMHATEIVEE, DUIBAARFE:
S R o R R R AT 5 A S
ERIZA . GEEFAER)

* 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.

WS AR 5 P B o DA, DA 243
R PR A A 5 N B 22 6] ) 2 3 5.4.5.371:2




7.2 FiEEFE. BWAEFFIA

Selection, verification and validation

of methods
54.1

* 7.2.0.7 SEE IR BN 1 OTVE, NESTR %R
B ORI SRAFIRBUTT R

5z

only if the deviation has been documented, tech
authorized, and accepted by the customer.

Deviations from methods for all laboratory activities shall occur

nically justified,

o PEs ST B T Ll e A

1Z)E . [T

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

(i 2 A& 75 7] A S5 R0IE
(s 125 55 BE ST VAAT 1T XA
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7.2 FERFE. WAERAEIA

Selection, verification and validation of methods

e 7.2.2 J71EMGIA Validation of methods 514152

o 7.2.2.1 SIS ENNTAESRE T VE . SEIG = Ml e 1

VA EH PUE Yo S B e S B bR T 1
HEATHAIA o %wPRTaé4 PLiwi 2 Tl e &
By N AT 75 2K

* 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.




7.2 Jjikig s WUEMEEIA

Selection, verification and validation of methods

o VEL: AR AR KSR R

Ak B ANE T e T A o

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

5.4.5.2
note 1



7.2 Jjikig s WUEMEEIA

Selection, verification and validation of methods

¢ TE2e DT MR SRR
T . 5.4.5.2

note 2
* NOTE 2 The techniques used for method validation can be one of,

or a combination of, the following:

- a) IS bR SR A AT et ok
i o RO 25

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

o b) TR TR 2 (R e P

— systematic assessment of the factors influencing the result;




7.2 Jjikig s WUEMEEIA

Selection, verification and validation of methods

o) BT A B SHE MR ER R A WEREERE.
IREARRRZE: [new]

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

d)-5 HAth AN B T IAHEAT 45 R EEXT S
— comparison of results achieved with other validated methods;

— mterlaboratory comparisons;

ﬂﬁ%ﬁﬁ%@ A0 R PHL ) AR it Bl ) 7 vk ) S B2
2 AN R %mwifﬁmfo

— 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.




7.2 FiEEFE. BWAEFFIA

Selection, verification and validation of methods

e 7.2.2.2 HEBEM I JTVER, DA E IX A
U FEM o = R ISR S5 A IR A IR, I BTt
RN ERTE TR R 5452
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.

o 7.2.2.3Z4% 48 A H BIXS TR B Be R PE IR T A
B, RO e /R, AT A e 2R,

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

5453



7.2 Jjikig s WUEMEEIA

Selection, verification and validation of methods
5.4.5.3

E: PAHERRHEORI IR T R
ORI, ERMGME e KL e
R AR, £, AT B
FIRAE A7 518 52 i @?F%ﬁ% ﬁjﬁﬁ%ﬁéﬂ% Q A i B3 3K
#?J%'i%ﬁi—%}t WAE B RS DL . (JRAE IR
Y

* 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.

Imll




7.2 Jjikig s WUEMEEIA

Selection, verification and validation of methods

5.4.5.2

o 7.2.2.4 520G = MARSELL B JTIABRIN LK
* The laboratory shall retain the following records of validation

—a) WML

— the validation procedure used;

—b) AERIENR; [new]

— specification of the requirements;

— o WERITIEMERRFTE; [new]

— determination of the performance characteristics of the method;

—d) RG4S

— results obtained;

— &) JIiRA R B, IR S TR A ol e

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

intended use.
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7.3 HHFESampling

+ 7.3.15950 0 5y Je SR B BHE TN P05t A4
BLEG B AT AR, NIRRT R TV
FHRE 7 V25 b B I 7 B i B R 2R, AR IR FE
For ) B ARE 1HE 245 SR A R o AR FHAE FY - S N BE 5

IR LR AT vk, U A, RS
oy AT (e HA AR

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




7'3 *Eh*élé 5.7.17%2

7.3.2 SR IE NLAIA -

The sampling method shall describe:

a) B i B B I 3

the selection of samples or sites;

b) FHAFETTX

the sampling plan;

) LI . PRI 5 oF U RE SR ) 46 AL TR, LA
9 i i 0 A Y 420 i

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

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

e SR EENRE M, S A ESR W7.ARRLE .
NOTE When received into the laboratory, further handling can be required
as specified in 7.4.




7.3 e

. 7.3.3506 5 ROFHIRE SO 1 SR R T 1
@g%%%%ﬂ%oﬁ%ﬂ%&@%U?ﬁ%
EI: i .

 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) PTHIFHRE T
— reference to the sampling method used;
— b) FlE H AR [E];
e date and time of sampling;
- %,3 )ﬁ%ﬂﬂz%ﬁ#:ﬁ: HEEE (s HEMA
) s

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




7.3 e

—d) AR A

— identification of the personnel performing sampling;

—e) FrH&&ARRA;

— identification of the equipment used;

— f) AR B MR

— environmental or transport conditions;

— g) & BT, RAMEEAL B R E AR SR =

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

— h) SIFETAMG AT R e S B e

— deviations, additions to or exclusions from the sampling method and sampling
plan.




7.4 R AIREHEDD i I Ak B

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.

5.8.4 Z— ME MBI ED B K — Y FTRELZERTE, LheS MR

MZEEHZH, URPEZYIMBEE R0 FPIRSH TR
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Handling of test or calibration items

5.8.2
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 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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Handling of test or calibration 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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Handling of test or calibration items

5.8.4

o 7.4.400%) 5T B E AN SR T g A7 B
VHE, MNAREE. M0 X te A s 24 4

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

5.8.4 HYImBEEWFHEVERENIMEFRM TP, MR, ik
FEHHCFRIX LR,
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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.

C_ RmigR— BT
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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.

2005: HBUAER-RIN- B SEZL - S AL4L,
Xt TR A G, B R TR E RS
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Evaluation of measurement uncertainty
5.4.6.3

o 7.6.1 SEUGE NI AR R B I DTRR
PPE I E AR E LR, NRHE S 9
FrEE T B R, AL R
DTHR o

e 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.

[ MR EMAESI AR E? J
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Evaluation of measurement uncertainty

7.6. 2T R RUERISELG =, SR H S iK%,
NP RE BT R B = AN R B

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

5.4.6.1

2005: 5.4.6.1
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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

o VEL: FEFHLLR, NIRRT
AN FE FE ERIEME M E T FRIE, FFHL
S RIF R, S L
SPARS I T AR B U B, B 2 7.6.3 1 2
K o 5.4.6.2 42

e 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
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NOTE 2 For a particular method where the measurement
uncertainty of the results has been established and verified,
there is no need to evaluate measurement uncertainty for
each result if the laboratory can demonstrate that the
dentified critical influencing factors are under control.

AT

\/_

21748F1 1SO 5725 R 5 ARt .

:3: B (58S WISO/IEC 15 798-3. 1SO
(5. 4. 6. 37E3)

NOTE 3 For further information, see ISO/IEC Guide 98-3, ISO
21748 and the ISO 5725 series.
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Ensuring the validity of results
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* 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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Ensuring the validity of results

a) &

IR AEY) o B e 4% 1)

— use of reference materials or quality control materials;

b) 15

1 At LR HE HE 5 S (it AT iR 45 R X A%

— use of alternative instrumentation that has been calibrated to provide

traceable results;

c) &= A0 A 5 45 Fr) D Be A% B ---—---- 6.4.10

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

d) i&

Iy, i

1Az e al ]

AR, FHIVE S &

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

e) W& e w H S TA) A% 7 -

— intermediate checks on measuring equipment;
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Ensuring the vali

dity of results

f) 458 FH A8 R BRAS ) 5 v 384T E R AR T A v

— replicate tests or calibrations
methods;

g) IRAEFE il Y R R A P B E

using the same or different

L R R E

— retesting or recalibration of r

h) Y0 A R AR 45 R B AE < 1

etained items;

— correlation of results for different characteristics of an item;

) B EIR G G R e Uaikls

— review of reported results;
j) SEE = N LY

— intralaboratory comparisons;
k) B I

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

[I‘l 4), j[,; | |\iA Q}.‘)A‘: -ﬁ:
E?ﬁ zﬁ{z‘ o
. The Iaboratory shaII 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) Z=Nfe 1%k ;

— participation in proficiency testing;

— b) ZNKREE JIEAE 2 A S5 == 8] L X

— participation in interlaboratory comparisons other than proficiency testing.

—
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Ensuring the validity of results

o ¥E: 1SO/IEC 1704367 X T Ae /I3 iE M BE /1
IO UEFR AL I B NS .. 35 /2150 / IEC 17043
FOR B e /ISR AL A A v & REJTHY .

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
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* 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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Reporting of results

5.10.1

e 7.8.1 X2 II] General 5.10.2.j) MR SR
EBHGE AR S, BRS.

o 7.8.1.1 Z5 A K AT N B B ANHEHE o | 2=sizmmimn;
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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 JEL: AR, Fa Pl AR A I
PRNREIE AR HEIR B o o0

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

C 2 B R AR, AT LU
BT R R AT

* 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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« 7813 &K AR, AR Ik E
ZER . R A %FTE&W 8.2 £7.8.6 T
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* When agreed with the customer, the results may be reported
in a simplified way. Any information listed in 7.8.2 to 7.8.7
that is not reported to the customer shall be readily available.




7.8.2 it HIE A 2K Gl REAE AR

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

718 REGER
Reporting of results

5.10.2

7.8.2. 1FRAELI =AM E, &N

-

%F“%/" E,%Fﬁlﬂm,w 15 KPR BE Hb )k D 1R i
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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) bl (BIAn “RaliiR " “ARUHEIESS” BR
“HFEIRT T D

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

b) S5

 the name and address of the laboratory;

= W4 FR AL
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o) R ESLIR = iE BRI A, EFEAE R B
S0 25 [ g 1 LA A O A, BRAE A OC  Il F
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) HH A% £ T 354 bR R A 2 — 343 £
ME—PEPRIN,  BLAR Bl B 45 R BTE Wb iR
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) KPP MBI EE 5 CAAHLAE)

* the name and contact information of the customer;

« f) BT J5ERTR A

* identification of the method used;

o g) Vb HUFEIR . BHER RIS IR LA R )
mPPIRA (2005%A “LER” )

* adescription, unambiguous identification, and, when necessary, the
condition of the item ;
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h) R B AR HEY o R H B, AR 45 R
A RPN B 2 o B E Ry HhAE H 17

13224

* 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) SEE = IEBI I H 3;

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

j) T AR H 35

the date of issue of the report;
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o k) W54 RIA BEE N HAERE, LK
= B AR LA BT A st RE TR AR T v
Rt B

e 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 DEERIS A W B i A o<
7= B 5

e astatement to the effect that the results relate only to the
items tested, calibrated or sampled;
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m) &5, E3N, HHUERL;

the results with, where appropriate, the units of measurement;
n) XI5 iEANTE S RSB (AU ST Rk &)
additions to, deviations, or exclusions from the method;

REMAEANRRA]; (BAEXR: BF. EFEERRR)

identification of the person(s) authorizing the report;

o) ¥R KB T/ PRALER, BWitsiR (5.10.6)

clear identification when results are from external providers.

s EIRE A PR Biilbh, RS s AhEA
Bl B Al o DA DRk &5 A 0 o 50020002
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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7.8 MELER
Reporting of results
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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.

5.10.2 k) 1B, RN SERNSIRREN REX0EE,

>‘<i‘3 b
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7.8.3 FarillFi B g BEoK

Specific requirements for test reports
7.8.3.1 [5r7.8.2f SU TR 2 S, Rl e R 2 UL
RS 5 3R 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) FFE IR 2RSS, an3A S 25 A

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

— b) fHRI, HESREGHTEHIFFEMEE] (0.7.8.6) ;
— where relevant, a statement of conformity with
requirements or specifications (see 7.8.6);

[5.10.3a) IS ERRE. BRHTS, LRSERIFEENER, MRIEFEE, }

5.10.3
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— 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 Y ERIN g5 R A R BN FH A ORI

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

o« KA ERIS

* acustomer’s instruction so requires, or

o« WEAHE B H 25 M6 RERRFE 1R

. ;cirllqeitmeasurement uncertainty affects conformity to a specification
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—d) G, SR (17.8.7) ;

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

— e) FR5E J7ih Ve i BN Bl s BRI B

=/t 0

» additional information that may be required by specific methods,
authorities, customers or groups of customers.
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« 7.8.3.2 L E M STHFEIE SIS, a0 AE
BRI 45 B, RS N 2 7.8.5%%
HKEK.

 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 SFJ|IENERIEBRRR, WEMFEEREAENES, KT

5.10.2 F1 5.10.3.1 FRFIBIERZP, ENERETIIAE:
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Reporting of results

7.8

45 R

5.10.4

7.8.4 MHEUES I HF E E R
Specific requirements for calibration certificates
7.8.4.1 [%7.8. 2K, KHEUEBMNAEELLMME R

In addition to the requirements listed in 7.8.2,
calibration certificates shall include the following:

— a) EHMEER
R (WE5

] B/

¥

VT T 0 B A e A T B R X

— 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);

[2005: W& A Hff o P
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o VE: MRHEISO/IEC F5Fd99, W& 45 K =
NN R, AR = B A =
TE%EEO [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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— the conditions (e.g. environmental) under which the calibrations were made
that have an influence on the measurement results;

— o) WEWMATEBERNEH (LRXA ;

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

—d) InE, ABRBEERNSR.

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

—e) HHRE, SERSBMBEHIFEESH (H.7.8.6)

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

—f) &S50, BRAERE (H7.8.7)

— where appropriate, opinions and interpretations (see 7.8.7).
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o 7.8.4 2L E M TTEIE IR, WIRMARE
RBEERFE, RHEIEBNIFE7.8.5%K
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 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.

FAE 28 KA ?
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o 7.8.4 3R UEUEF BA HHE AR 22 AN N AL B Ko % T
AR I, BFIFC 5% P BRI

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

4 )
5.10.4.4 BIHER (WRIERE) FRESHEIERERREIEN,
[FAEESEPIERL Y ZZROTEEHRGEIMEML.  (HIER)

* This requirement may be superseded by legal regulations. )

\_
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7.8.5 R GHE—FRFEER
TR SR = 4 %ﬁ# $%7.8. 29 I ER S, WENERE
UT%%%%%M LENSY,

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

a) JAE H 3

the date of sampling;

mgm%%mj%ﬁ%%—ﬁﬁﬁ(ﬁ%ﬁ BT &
2R SR BLS BERAL DL K515 )

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) A E, BIEEA. BRI

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

d) FHRETHRI AR TV
a reference to the sampling plan and sampling method;
e) AL R 45 AR PN R 2R R PR 1S B 5

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

f) VP 5E Jo S I B HE H T B A e B P 75 A B

information required to evaluate measurement
uncertainty for subsequent testing or calibration.
[ new]
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* 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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o VE: WUERZE . ERAEGHEE SCH R E T
AEFAN], T —PHENEH 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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Reporting of results

5.10.4.2

e 7.8.6.2 SLIO EFEIR & AT S 1 = BHEY DLTE bR iR -

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

— a) fFEEF HERH TIRE&4 R

— a) to which results the statement of conformity applies;

— b) 6 R BN R RLEEIRTE . AR

— b) which specifications, standards or p
or not met;

— o) ERAEIN] (BRIEFTE BARHEF

=L E[‘J%Bﬁ}, 5.10.4.2

arts thereof are met

TEEE) .

— ¢) the decision rule applied (unless it is inherent in the

requested specification or standard).
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Reporting opinions and interpretations

+ 7.8.7. 14 RIAE AR, SCIG = N PR

HERMARA RRRARENNERE. Lk
il«l%%kﬁﬂﬁﬁﬁﬁ’m@%ﬁ%ﬁﬁi‘m

* 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.

5.10.5

¥
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T NVER X E LA RE 51S0/IEC17020
DR AR B L 1ISO/IEC17065 9 [ 72 S A AIE
= AH DL K 7.8.6 & M A BHE 2 5+

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.
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e 7.8.72 METHIER WANERENE
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5.10.5
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 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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* When opinions and interpretations are directly communicated
by dialogue with the customer, a record of the dialogue shall
be retained.
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Reporting of results

5.10.9

e 7.8.3BHE Amendments to reports
» 7.8.8.1 {HEK. BITEREF KM KMIL
&, MAERSEHENSRBERFEER,
EH HT*TIJ'%&H‘JJE A

* When anissued 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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+ 7.8.8. 2B KA IR E BT, A BB InSCA
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SRR,

B TURL R A AR E R BT A K

* 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.

e Such amendments shall meet all the requirements of this
document.
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Reporting of results o

. 7883J‘ﬁﬁ‘g7iﬁé%mﬁ&iﬁ]‘, VA g i
E— AR IR, FREATERKIRMRS

* 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.
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Complaint

4.8
o 7.9.1 SEEG = NA HIIT I SO B AR R B
WCHPET IR, AT FVR D O 7E
 The laboratory shall have a documented process to
receive, evaluate and make decisions on complaints

4 N

4.8 LN ENAHCRIIEFLIEREZEFPHEHMASEIRF. MEFREIRF

ANCRIAR RN EE XIRIRFAF RASASEMIERRERTCR (W4.11)
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Complaint

* 7.9.2 i AHI A ZRET, N ARG X SR
AP AR U OO . FEERIROR G, S
M RN 5 5 H AL DTS2 ﬁ?é‘iﬁiﬂﬂ?%,
ANARDS, JUIRALTH . SEEG s N XS SR AP R

TP PE 5T

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




7.9 FiF

Complaint

» 7.93FFEIENZDEEUTERANGIE:

The process for handling complaints shall include at least the

following elements and methods:

— a) MBUFRIEN. BN AR DL R R KRB

R

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

— b) BREZFCRBVF, BB RBCFRTKEAY:

i It

— tracking and recording complaints, including actions undertaken to

resolve them;
— ) BATRRBUE S HITE 1 -

— ensuring that any appropriate action is taken.




7.9 FiF

Complaint

* 7.9.4 BBV SE T = M A 5T R HF IR
A BERNER, UMERMASIFESSE .

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

« 795 E‘Iﬁa, SR = M A HEF A B
?92‘; ] ﬁ, L tu»\ﬂ‘ﬁa” -ﬁ%ﬁ%%ﬂﬂ\

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




7.9 FiF

Complaint

* 7.9.6 SERFANEBEHIS RN '?ﬁfﬂ‘lﬁl?lﬁ

L SEF AT R R, BREE
ZiLE i

* 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 VE: ATHAMARN S

 NOTE This can be performed by external personnel.

HH
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7.9 FiF

Complaint

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

complainant.
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Nonconforming work
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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:



7.10h %5 L1E

Nonconforming work
a) B REA TS BB TR

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

b) 35 A SELG S 2 ) R SE O 2 (RSB ENEERER
THOL R RHRE)
actions (including halting or repeating of work and withholding of reports, as
necessary) are based upon the risk levels established by the laboratory;

o) TEI A FF& TER = E M, BB R4 RN

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

d) XFANRF-& AR B A] 38 52 A e 5
« MIBRILEISYIE

a decision is taken on the acceptability of the nonconforming work;
e) WMERS, BHRIZEF FHEIHEIAE;
where necessary, the customer is notified and work is recalled;

f) e HEAEPR R TAERIER 38 5

the responsibility for authorizing the resumption of work is define
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¢ 7.10.2 LGS
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7.10h %5 L1E

Nonconforming work

= PREERT

PAEFEARFE

. [new]

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

LIS =

_A%ﬁ)lﬁli f

ﬂETﬁa—VKﬁf '
LEHA R

RIRF

—

It

CYEFT7.10.15%

LH

* 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.

4.9.2
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Control of data and information management

* 7.11.1 SCIN = N HE RS T R SR IR =G S T e
HEFEAE R new
 The laboratory shall have access to the data

and information needed to perform laboratory
activities.

-




7.11 FHREHAEEEHE

Control of data and information management

e 7.11.2 FIF 4. AbFE. B, . ﬁﬁ%ﬂz
ﬁ%ﬁﬁ%f%ﬁzﬁﬁﬁ%ﬁﬁﬁﬁﬁ i}

AT DIBEHIA @%%@HZEEE%%H
ﬁ4%ﬁﬁkﬁo”i& T R g, BLFESK

0% = B C B BN T R B s A, AR
AT REBEERL . TR SR IR -

* 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 BEERIAE B EH

Control of data and information management

1 AH “SLIREFEEEHEAS” SHEFE
PR SERLIG 2 G I MR A B . AT
AL RS, LBk B T ML R
4t new

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.

PE2: 5 PP 7 ST 1 G
A AN N 2 1 78 o A o 5.4.7.21F
NOTE 2 Commercial off-the-shelf software in general use within its
designed application range can be considered to be sufficiently validated.

JdH
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Control of data and information management

c 7113 B EFEREH RGN :

* The laboratory information management system(s) shall:

— a)pi IERE RV ] 5

— be protected from unauthorized access;

— b)Z 2RI ABT IESL SR E R 5.0.7.2

— be safeguarded against tampering and loss;

yz==’

(41314 SREREESRRPNEOUSTFIAEROER, HhLEEE
IREOBASIE.

°5.4.7.2 b) @ IFLHEAR R AR T . XL RS (HARRT) = #dE
Gﬁﬁ)\@i%’é‘é BAEAFE B 5 A2 A0 A B ) S RN DR 1 Y.




7.11 FHREHAEEEHE

Control of data and information management

— )ERSRER S E M E TP BT, B THET
FIARG, RERPATERMERERERFM: 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) A R EE NS B B e B B O St AT 4597

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

— )BFERGRIERNE LN E SR LY L. new

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

-
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Control of data and information management

. 7 11.4 4326 Bi5 B 5 R G R HL A5
NS T EEMEY, LRENFHRER
é}E PPNV B BUE E B A & A ER A &
JEER ., 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.

-
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7.11 FHREHAEEEHE

Control of data and information management

e 7.11.5 LIS EMNALR R L 5 TR G SLG =15 B
%@%%ﬁ%m%%%\%%ﬂé%ﬁ%omw

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

[541%%5@%21&%*%%%%‘ﬁ&‘$%m§%ﬁﬂm%%MGﬁW#}

SZFRTER (W4.3) .

* 7.11.6 NS THE AL AT 3E = M R St

I\
*\_‘Lﬁ 54.7.1

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




8. A REN
Management system requirements

8.1 J7 =\ Options

8.2 BHA R M (TJrzA)

Management system documentation (Option A)

8.3 B MK R AR (U7 A

Control of management system documents (Option A).
8.4 1tk %l (J77CA) Control of records (Option A)
8.5 N F PSS AL 45 it (T Z0A)

Actions to address risks and opportunities (Option A)
8.6 il (77XA) Improvement (Option A).

8.7 U145 (J/730A) Corrective action (Option A)
8.8 Wilie#% (7 1UA) Internal audits (Option A)

8.9 HHPEH (J7NA) Management reviews (Option A)




8.1 /7 1\, Options

8.1.1 2. Il General

ggéglﬁﬁ?i\ h%fﬁﬂ N ggﬁﬁ%ﬂﬁ:wﬁ@% ,
=14 3%%1ﬁﬁa@3’i:;§ﬂﬂ:fﬁ§gg\ % ‘?L::“I 2
H. - SEER o
.

5 K+ ZRHI AR
%ﬁﬁﬁ%ﬁ 158K E?%Lgﬁm
%75 AR 2\ Bﬁzﬁﬁ-’“‘?}_i (1

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.




8.1 73
- 812 71X A

o SEIREEHARRE/DNATE YN E:
 Asa minimum, the management system of the laboratory
shall address the following:

— EER R (H8.2)
— management system documentation (see 8.2);

— B AR R ER] (IL8.3)

— control of management system documents (see 8.3); T
— il $E | (L8.4) control of records (see 8.4); 1 ﬂﬂjl};;l%%
— P RS APLE R AR (H.8.5)

— actions to address risks and opportunities (see 8.5);
— ot (h8.6) improvement (see 8.6);

— 2 1Ef5 (.8.7) corrective actions (see 8.7);

— WNELE % (1.8.8) internal audits (see 8.8);

— EHPEE (J).8.9) management reviews (see 8.9).




8.1 1

8.1.3 /7B
Option B

SEI6 = 1 M8 1S0 9001 K ERE IR 1T E HAE
R, HHEEBZFFNEARE F’N‘M%#Q
WI%RERKLHBE, HEDIWHLETHES.2E
F8.9% A F R B I EEHAERER,

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

« 8.2.1 LWEEFHENE.. | MIRFFRTF
E A B B RECEA H s, BMNFRIZ

BURA HinE Sl B H AR S RN BB E]
AR AT - 4.2.2

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.

(421 SRETEY. SHNEESEENSEEENOEEAR: MSERE.
S, 5. ERAIESHEITRHYE, FATREI IR/ S e
ERFFENER, BRXEMEATERAS, FREEE, T

422 TRESBE RS REGXNNE, QERESHSE, MEREEH
RS (R PR, SRR R
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8.2 B AR R A

Management system documentation
o 8.2.2 BURAN H b NAREN 9L 55 25 1Y e

1

IEMEM—2Us/E. new

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

e 8.2.3 SZIG = B N it

3t 37 S0 s s

1A 28 DL K 57 8 AUt HAT UL 7K i H R

* 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
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8.2 B ik R A

Management system documentation

o+ 824 EHARMNAE . 5| FHEBERN & AN
HEZRI A XXM . RGAMIEKSEF. 425

* 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.

e 8.2.5 Z 55 1EBIHI A N N ] 3R H
R 57 I F S BEAR AR SO AR 5B 2 421

* 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 HA R X HRIFEH] (J73A)

Control of management system documents (Option A)

o 8.3.15LI0 E NMIEH| 5 R AR EERF RN
nzﬂjﬁ‘ﬁzj@ﬁ: 4.3.1

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

— 3 A, “F” ATURBURFEH. B, .
HER U A IRAERMGE . BIR. 2R 5K
AL FE3. ERETRISE. XECAFAAES
Pk b, nfEPE DU BB Y o

— 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.

\

=
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8.3 B HA R X HRIFEH] (J73A)

Control of management system documents (Option A)

o 8.3.2 SLLG = MR 432
* The laboratory shall ensure that:
— a) U AT HT AN ki =7 1k

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

— b) JEWIVE SO, 00 S BT R
— documents are periodically reviewed, and updated as
necessary;

— ¢) PN ST BE SO H RHB T RS
— changes and the current revision status of documents are
identified;




8.

3 AR CHRIER] (J730A)

Control of management system documents (Option A)

d) 7E A b R N R AT & F SR DL RCAS, b B2, HUR BN 32
o

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

e) A ME—TEFRIA
documents are uniquely identified;

f) By IEAE R SRR TROAAE A, el B TARAT H B Or B AR R
A, NAE G RIAR IR

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

BUEARRN BRI ZA BB BITARR T, B IEER XX
iR PRI R AL
BUH AP B SR, 1R ORIZ il
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Control of records (Option A)

o 8.4.1 S2If = W g3 N R Fr
AR Vi A2 AR PR HE PR 5K

* The laboratory shall establish and retain legible records to demonstrate

P T 0 53 BAUE

4.13.1

fulfilment of the requirements in this document.

-
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nIEREICRHFEACRINER. RECRMEERSEZESHERTERS
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Control of records (Optlon A ...

e 8.4.25LIEMNIICKAMIIFIR. Fhif. BRI &
B3 AR, R, SRFRLE SRR F EI’J%
Hlo. LI ZiCRAF B NAFS 6 F X5
KR R N AR R B ARG, IERMN %—*5’%{%

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 P SHEARERIEAMER B7.5.

 NOTE Additional requirements regarding technical records are given in 7.5.

1.1




8.5 N X%} KU FINLB I (7 A)

Actions to address risks and opportunities (Option A)

o 8.5.1 ST N RE SIS F G B A R RS AL, DA
 The laboratory shall consider the risks and opportunities associated
with the laboratory activities in order to:

a) T DR FRAA 28 S BN L T &5
give assurance that the management system achieves its intended
results;

b) MG 5 SIS = H BN H AR LIS ;
enhance opportunities to achieve the purpose and objectives of the
laboratory;

c) T Bl /b S5 = 3 2 H AN A 52 e A AT e 1 2RI
prevent, or reduce, undesired impacts and potential failures in the
laboratory activities;

d) SIS

achieve improvement.



8.5 N X%} KU FINLB I (7 A)

Actions to address risks and opportunities (Option A)

S A 1 A == Parasgll b
e 8.5.2 SLI% = MW sk ).
 The laboratory shall plan:

a) X IX XS AL IE Y i it

b) actions to address these risks and opportunities;

b) @1{": how to:
— TE S BEAR 22 PG I S X S i

* integrate and implement the actions into its management system;
— PRI B4 it B A R0

e evaluate the effectiveness of these actions.




8.5 N X%} KU FINLB I (7 A)

Actions to address risks and opportunities (Option A)

IR RN E H 2N 2 /JZ'J}:; WIS DX SE ) 4
@ {H 3 o 325K 32 F 11 20 10 XU 7 T 7 22 o
A
A AR P S B

S EBNNNALE \b%—“jﬁﬂ’?ﬁ

 NOTE Although this document specifies that the organization
plans actions to address risks, there is no requirement for
formal methods for risk management or a documented risk
management process. Laboratories can decide whether or not
to develop a more extensive risk management methodology
than is required by this document, e.g. through the
application of other guidance or standards.
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Actions to address risks and opportunities (Option A)

o 8.5.3N % XU AL A8 B Fi it N5 X 52
I8 == 25 B R TR 52 M A I R

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




8.5 N X%} KU FINLB I (7 A)

Actions to address risks and opportunities (Option A)

L PO RS T B R B RLE B, N

%ﬁﬁﬁﬁ,ﬂﬁ,ﬁ%ﬂwﬁ,&ﬁﬂwmﬁ

RetEERE R, XK, BUE T EAHE BRI
fith_b e A KBS o

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.

22: PLET RRMFSER =Y BIEsIEHE, WA
T2, B BOR I AR 5 N B 3K

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 LIy = MR FI G RSN S HRBUL E R

ﬂ:%% o 4.10

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

— VE: SRS s AEA PRE R . SEECE . SR H
b BAZEE . AIEYEME. EEVEPE . AR, X
S PRAS 0 20 B A RE 7 SR Uk A5 SRR S L=

— 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. }\‘

4
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Improvement (Option A)

¢+ 8.6.25LEM FE FAEKR R, eI
R . NAarHrAF] lilﬂﬁim PLEOHE
PR R 5”1‘7\“%@@@%)#'5&%0

* 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.

— E fi {H‘J%@_ﬁ'éﬁfﬁﬂ@% gF‘w %Jiﬁﬁx —'?71%_:
FHIVAETE AL A PR R

— NOTE Examples of the types of feedback include customer satisfaction
surveys, communication records and review of reports with customers.
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Corrective actions (Option A)

* 8.7.1 KENTTERS, KM

*  When a nonconformity occurs, the laboratory shall:

a) G, XNARFE A N X

react to the nonconformity and, as applicable:

— KIS it T DA il AN 2H L

— take action to control and correct it

— A EHJER;

— address the consequences

NS
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Corrective actions (Option A)

o b) PGSR, ATSBR AR A iR,
Wt e H RO AR B 7E A & KA
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:

— YRR R

— reviewing and analysing the nonconformity

— HREANT S HIE A ;

— determining the causes of the nonconformity

— WA RE /& BAFAE BT RE R AR AR AR5

— determining if similar nonconformities exist, or could potentially occur.
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Corrective actions (Option A)
c) St PIT 7 A Ak e

— implement any action needed;

d) PFE TR EAH 95 it i A 50

— review the effectiveness of any corrective action taken;

— A

e) ‘,IZ‘EE‘T ’ E%E

| 301 18] S B XU B A8

L

— update risks and opportunities determined during planning, if

necessary,

f) DAEERT, BEHEBEAR

— make changes to the management system, if necessary.
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Corrective actions (Option A)
o 8.7.2 2 IE 5 it M. 5 ANRF G B AL B s Wi AH I B

* Corrective actions shall be appropriate to the effects of the

nonconformities encountered.

» 8.7.3 IR E MR LK, 1EN NI HIHTUESS:

 The laboratory shall retain records as evidence of:

a) MFEWITER. P45

A

FIBE Ji TR B 4 it

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

actions taken;

b) 24 IEfH it I 45 R

— the results of any corrective action.
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Internal audits (Option A)

o 8.8.15L55 5 v 7 HE SRR 1) I ][] BR it AT N 318 B A%
) AVSaran —
ISR A REHAAR R FIE R
* The laboratory shall conduct internal audits at planned intervals to
provide information on whether the management system:
a) 7= 5 745 conforms to:
o SLIGE H B EHAARENR, ALK =D
— the laboratory’s own requirements for its management system,
including the laboratory activities;

o AHRHERI LR

— the requirements of this document

b) & 7515 2145 R Hh S AR

— is effectively implemented and maintained.
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Internal audits (Option A)

e 8.8.2 SLIGZE N : The laboratory shall:

a) MRIFLEEIESIFMEEN, HMLlh =K
WAICLET s G IR, SRk, filE . SE A
IRFFEH R S, Bz BEFEIIR. Tiik.
BRTT. SRR BRI &

— 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;
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Internal audits (Option A)
b)  FIRE R IR B % 1) B A 1R TR 5

— define the audit criteria and scope for each audit;

c) WAPRHE XSG R E A RE

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

d) SHSRIEGE = 1 2H A2 AE §i5

— implement appropriate correction and corrective actions without
undue delay;

e) TREHICI, VRIS o A% J7 58 LA S B A% 45 R HJUE S -

— retain records as evidence of the implementation of the audit
programme and the audit results

7E: 1S0 1901145t | N i A% 45 Fd
NOTE ISO 19011 provides guidance for internal audits.
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8.8NFPEHZ (F73NA)

Internal audits (Option A)
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8.9 HVEH (FHFHA)

Management reviews (Option A)

+ 8.9.1 LI F B Z N 12 I8 SR R BB 18] 6] B
PR AR R, DAER R 100 B

T VERIAE R, BLFE T R AR T A=
B BUCR AT H B

* 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.

[ BH B B VP o A AR I ]




8.OEHTIFH (A
Management reviews (Option A)
« 8.9.2 Sy = MidsEH VL A, AL TG R:

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

a) SXBWEMRNIFRERIIZRML;

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

— fulfilment of objectives

c) BURMERHIEEE;

— suitability of policies and procedures

d) PAMEEENE BRI

— status of actions from previous management reviews

e) THANIBHEZHSER;

— outcome of recent internal audits;

f) QHET%EE, corrective actions;
g) Ehyffzﬂzmw&ﬁﬂ(]ﬂzﬁ, assessments by external bodies




8.OEHTIFH (A
Management reviews (Option A)
h) AR T AR RSN SE BT 2

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

i)  FPAR TR

— customer and personnel feedback;
) BF
— complaints;

k) SERESGHERE R

— effectiveness of any implemented improvements
) BWIRAIRSME;

— adequacy of resources;

m) RERAIRISER;

— results of risk identification

n) PRIESREMPERIHH

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

o) HAtHXER, WEZEFENRZEI.

— other relevant factors, such as monitoring activities and training.




8.OEHTIFH (A
Management reviews (Option A)

+ 8.9.3 EIPPH Ay HH B 2D IR S T AIFEIH K
R & FHe e «

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

a) BEMEREHIRENE R
— the effectiveness of the management system and its processes;

b) JBAT AIREE R AL = 15 3 B et ;

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

c) RELFTFERITEIR;
— provision of required resources ;

d ZERFK.

— any need for change.

—
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