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Abstract: This article first compares the system clauses, management and technical requirements between Good
Laboratory Practices (GLP) and ISO/IEC 17025: General Requirements for the Competence of Testing and Calibra-
tion Laboratory, from which we can derive the relationship and connection of different quality systems. Then, by
analyzing the deviations and non-conformities during laboratory’ s internal management and external review, the
risks in the key stages can be comprehensively identified. Furthermore, by analyzing the influences of different
technical and management elements on the testing results in construction of quality management systems, we dis-

cuss how the laboratory should handle the relationship between different systems. Finally, it is expected that the
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comparative analysis from different aspects can provide useful reference for the laboratory management and con-

struction of multiple quality systems.

Keywords: CNAS; CMA; GLP; quality system; risk management

S = ORI S0 5 R T A E T 3 AN ]
Jor i A PRAAC ZR A BEOR TR A e 2 [a) I 45 A0 4% v
711 A JIE (China Metrology Accreditation, CMA) , /7
[ E % 52 5 % 1A 7] (China National Accreditation
Service for Conformity Assessment, CNAS) il K 451
57 FL7E(Good Laboratory Practices, GLP)%5 45 Fh %%
BT, AR B[R] Y B i H A, DAY ARZE 7 BF AR
Ry EbR RGN 2 56 2 1 ARG I B B R . ) A
ANIEME N CMA T CNAS i #2407, S4h—
eI E DMatRR 5 PR B e 2 VE O o B AR, T A
SR A AR X S % DL GLP MRYEAE S 5
wEERGENY,

SEBR b S0 E BT A A R AR IS T AR IE T
AR HER | FLSC R AT 5 FEARE T A
Pro M CMA CNAS >R H] ISO/IEC 17025 i it %
PRURZR TR it iy o i IR, 7™ i o £ 1) R IIE
Ko MM GLP & —FhZr Gl 5 7%k B, 0 77 i
FBRE 2 4 A e XURG: 87 B, >4 WA R T
ISO/IEC 17025 A Z A RETH 2 4 B EORIN | I 7 2
TEPERE A%t ICBIR B Sz e i) 35 A AN 25 2R 48 3L T
H.. B0, >R ISO/IEC 17025 i &4 PR 2 JE LAXT
7 it B LR I A A T UGIE TV B A A 8 B A5
LA IR XS GLP BT HAR R N T E 557,

GLP St A &R i T 18 B9 U 1 5% A AR
T IARAE  Fe b ] LS J e i 7 PRt
TESn A BoA W B A3, ISO/IEC 17025 Kt
S5 R 7R LA RE T A o H Y, 2 1]
IR RO A BE TS BT TG I S 0 1 A
PRI, R BTG A [R] o7 i 4 AR 2R A0 4 R
B PRI, AR SO B A SR B AT AN () 5 A
FAE TR AR AT Y & R 2%

1 REZ% LR TE (Development history of
quality systems)
1.1 KR e B R 4

ISO/IEC 17025 fAZ KA, & S/ PRk nl 5
15 % 21 41 (International Laboratory Accreditation Co-
operation, ILAC)TE 1978 4F 2 RE 4 46 ] 5 45 25 TA AJ
AN A 255 5 FEAFAR LR ARy [ B s
#E(ISO/IEC 46 75 25: 1978 5250 % H AR fig )1 ¥ 7 45

MY — K EAY, ZJE, 400 T 5% R (ISO/IEC
T 25: 1982 Kl 5L 50 2 SEARFE AR BR YO 5 =il
(ISO/IEC 67 25: 1990 #6 il FNA% i 52 56 =5 BE F1 Y
W FHZLR YN 1999 4F | [ B b i Ak 2 21 (Interna-
tional Organization for Standardization, ISO)FI[El Fr H,
T.7% 51 %> (International Electrotechnical Commission,
IEC)TELS 445 = Wt ISO/IEC 455 25 1 ISO 9000 %
FIBRUE(1994 JR), BEA KA T 55— ISO/IE 17025:
1999 6 17 v S22 R 7 A 38 R )M 2005
AEMBTT 55— MISO/IE 17025: 2005 i 1AL v 52
By Z AE ST FHER Y 2017 AR T B iR
ISO/IE 17025 HyARfE",

A P B SR IA AT 28 5L 45 1) CNAS SE5
FYIFIA T TAEEAE 2001 4F FE F A ZE o7 )5 iF
A I CNAS 25— R H ISO/IE 17025 & 2006
AEAE R R 4 AR ISO/IE 17025: 2005 A6 A i
S5 B8 F1 U0 AT ME ) (CNAS-CLOT 2006)",2018
A A AT LA % A0 BT O AT RN s A
RS20 % g 1IN AT N ) (CNAS-CLOT 2018)%, L)
BURIH AR SO (CNAS-CLOT 2006/1SO 17025 2005),

i A S0 Ao T AT ) 5% BT I A2 1R T 1985 AR A1
A NREEFE TR ) L T X5k e AL
P AZ IR 1987 AEANAR T i1 vk S it 40 W)
XTREIATAA 925 B FR i AE . 25, K g6 A I
HUAG 8 N CMA T 87 1 W 28 17 T A B o 3
1990 A7 b ot & A B AILAG T 1 D IE B R 5 B R
J8) (JIF 1021—1990) 4 [5] 2% I ISO/IEC M| 25:
1990 ,2000 4= 7= iy Jo 2 K 38 MLAA) T A IR/ A A
AT (GO E HE Y (1504 7) 45 [ R ISO/IEC 17025:
1999, 2006 4F-¢ 52 56 25 9% Jo oA P H E ) (2016
AR R SR AS I AT LS % A T H TE ) 5 1SO 17025
b T Of £F W 2P, B B CMA (RB/T214—
2017)" XA 19 TE R T T 78, R PCEE T
ISO/IEC 17025: 2017 HHiNZs .

CNAS EHZ N R E 5 EPR N — &
PR S NCIR Y W & e  E5 1l e T R s S vl S iRl
S BE S0 05 R R v A TN S R A e IR
ISO/IEC 17025 3517, iZbn e RE & 52 56 25 I B A R
G S EARER | R UE A AT HLAG X 52 5 % B
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FUHLE R AT o Has AT = E R g — B
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I 70407 1 B EE AT A e S B R A T E
FESPBORATBOARTY . AR CMA P [A) AR 3 5
T ISO/IEC 17025 1K & ,{H CMA % CNAS AT [
TN A, CMA B Z2 {0 1) o) [ S b o %) o A, HLXF
] Prbm o 5 AR RS 5 AR TN,
1.2 GLP i# &S

GLP J2& 77 i B0 VW R I PR il B oA 855 42 4
WA AR St W e SR AR AR 1 — B R
AR ZEUNER TR GLP HLH A — F & 0
U GLP BTG 2%, BRI 1979 4FESE[H
WA 2R — TR 24 i GLPPY ) 1982 4F & A fE S &
Ji& 20 21 (OECD) i Al S5 Jifi Ak 27 &t GLP, W #fi 45 11 GLP
) H AR E 5 B BN X {415 OECD GLP #fE
WA Ay E PR A T Y BT, B 30 2 ERK
Al X 2837 T Ph i, R/R A OECD GLP #EN,
OECD 45 i bt [l 1o £ 4 B A DS 2L ML, 9
T AN A A R T B R )P

HAT, | H AR 5 2 78 il € A+ GLP %
U227 OECD GLP N | 2 [ A = 45 1 2
T A GLP, T 52 [ A H AR 45 = E T
NS Y GLP Y FRE T 20 4l 80 4RARA AN
90 AEACHI AR 4R T Jie T ANIRl 7= i 9 GLP TAE, H i
JFRE GLP S PRS0k =BG & M 2 dh R 22
A it A Tl AR 27 i GLP 5256 28 PEARy 0192281

2 ISO/IEC 17025 5 GLP % [ & ( Similarities
and differences between ISO/IEC 17025 and GLP)
CNAS 1 CMA 7 #% T ISO/IEC 17025 fy ffif |
HARFITEE R, B0 N T R AR EY)
JoT RO REHE A i AT R AR U X S B
SRR PP S 56 28 A o s ARG I B 77 2 785 38 3] 40 22
KPR EAR K LA AN R 1 R

PLGLP [ 10 M ARZER WS H(F1.3.1 ~
3.10),5 ISO/IEC 17025 (1) 2 A Ak R AT 4T b
347, ISO/IEC 17025 5 GLP & HiA £ iy 3 5 5[]
FAnER 2 R,

ISO/IEC 17025 5 GLP #[r] Z Abtu $ELZIHLF A
S S e BRI 7 A RO g R
A0 ISO/IEC 17025 11 GLP 22 [a] 5 B A7 4 43 AH 7]
PIFMEE R BT EA % AR BRI

ISO/IEC 17025 5255 % i)k I 2 B 38 5 2 B 4%
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2 BB PN AR E DT 3 01 e, AN 7 4 it
R A0 5 B AR IE (quality assurance, QA)BUIZ A, i
AR R MR Z AL SRR T R AN E BT
R 55 % ;v TR A | X S g R A A £

GLP My 2 Ab J2 Ft f O 3IE &8 1] (quality assur-
ance unit, QAU) . QA  brifE#2{E 2 ¥ (standard opera-
tion procedure, SOP) | 34013 5T i
R ATArIH A 5T NI RAE T )RR E 3Q
NUE, HARTERES QA Bk R A% . GLP ik
Tt H 2l i AFFE T A SOP, 1R 52 il 2 3R 7™ A%
5 FRI H R0 45 AR A RR A T g0 45 A
Yok, (R AR i) o 1 B s R e R0 o e e 4
N a8 R & < g K B U <

TESEBRI F H, —> BT iR R AN AT Be AR O3 4
—A, [FEET 2 FhDL L BUEAR R, N 2R A% EAN ]
iR R A IX B SR

3 XEBINTXBEIZ A ( Risk identification from key
points)

SEEY A N T 4EHF CNAS . CMA Fl GLP % 4% Fil
BT, B AR LS A B T T 2 W B G A
eI PE A T R B )8, 95 R B BE IR HR A B
DIRAR BT, Bk R IG & 2512
ARG 56, R AR TG B A b SR B S T
Z AR WA RIS 4 T ] 4 B 8 N AR S
SREERT 0 XU FE R
3.1 17025 fZ By XU TH31)

HNEPEH 5 IR A, AU 17025 SE50 4
FRRE AU Iy 2, R W S T R R Kk R
BN R S = R AT AR 28 Iy A Fh T A e R
4MIE J5 3%, B 5 (Man) . 1% %5 (Machine) . #1 ¥}
(Material) , J7 ¥(Method) 1 31 5% (Environment)5 477
AT AT (1), FEPFH i AT 5 T S 4
U PRANC S il 45 30, 38 A 5L K 77 vk ik
2 A PR AR S

X AN TS B (R A0 43 A AT A (3 3)1Y,
R 17025 L E F B RS S . (D)X 1
REAES RN WA 5 B B PR 58.3% , i 4K
(1 372% ; Q)bRiE T 5 B 7 ik sl AR bR 5 ik i B Uk i
SRBRAE 2 5 B 12% 5 3) A U5 T, I B RE T
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9% 5 @) TIT T, IR ZR SO FIbR iR
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Table 1

Comparison of terms among the latest domestic quality system standards in China

CNAS CLO1: 2018 (CNAS)

RB/T 214: 2017 (CMA)

GB/T 22278: 2008 (GLP)

Spa

A

ull

Preface

515

ll

Introduction

G

Preface

1 JEH Scope

1 JuH Scope

1 JEH Scope

2 ARSI SCpE

Normative references

2 ML LS HISCfE

Normative references

3 ARFEAIE X

Terms and definitions

3 RiFAIE X

Terms and definitions

2 RIBEFIE L

Terms and definitions

4 3 PSR 4 R 3 EEEARMIE
General requirements Requirements Main technical specifications
4.1 N IETE
) 413414 /
Fairness
42 fRdE
415 /
Confidentiality

5 ZERER

Structural requirements

4.1 HL# Facility

3.1 KB AL Y ZH AN B

Organization and personnel

6 BLIRER

/ /
Resource requirements
6.1 S
412 /
General
62 N5t o 3.1 I R ZURLA B
42 A Bi Personnel ]
Personnel Organization and personnel

6.3 Wit FIEREE

Facilities and environment

43 37 JUi# 5% Environment
4.4 BB Equipment and facilities

3.3 ¥Jiti Facilities

6.4 i 4.4 BB 3.4 A3 AR
Equipment Equipment and facilities Instruments, materials and reagents

6.5 TR WITEPE 443 %% M Device management 34 %88 AR A
Metrological traceability 446 trifEY I Reference material Instruments, materials and reagents

6.6 AN LAY 5 AR 55 4.5.5 431 Subcontract 34408 AR

Externally products and services

456 K Purchase

Instruments, materials and reagents

/ / 35 RS Test system
3.8 WFFE Y57t Implementation
7 I RRESR ; 3.8.1 W5t Study plan

Process requirements

382 WFFEIT I % Contents of study plan
383 WFFE 3Lt Conduct of study

7.1 B3R bR A FVE

Review of requirements, bids and contracts

454 AHPEH Contract review
457 I}R55% /7 Serving customers

72 FE R R

Selection, verification and validation of methods

4514 JE SR RAEAEG A

Selection, verification and validation of methods

3.7 ARIEARAERE T

Standard operating procedures

7.3 HitE 45.17 fiike )
Sampling Sampling
7 A K SR ) Ak 4518 FEfhAb e 3.6 WIFE S IS W)

Disposal or calibration of test items

Sample disposal

Test and reference items
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CNAS CLO1: 2018 (CNAS)

RB/T 214: 2017 (CMA)

GB/T 22278: 2008 (GLP)

7.5 FARIEHE

Technical records

4.5.11 je sl

Record control

3.10 {CSRAFRY

Record archiving

7.6 WA 5 BE RO

4.5.15 AN E

Evaluation of measurement uncertainty Measurement uncertainty !
7.7 SERABAE R RIE 4519 ZRA R )
Guarantee of effectiveness of results Validity of results
4520 4554k 45 Results report
4521 25158 Result description
78 LE AR 4.522 #iFELE R Sampling result 30 BHELE AR

Report of results

4523 EILAIf#B Comments and explanations

4524 /459, Subcontracting result

4525 fEi%£ k% Transfer and format

4526 £ Modify

Report of study results

79 #iF 458 B )
Complaint Complaint
7.10 RFFETAE 459 REFA TAER ,
Non conformance Non conformance control
701 BRI A B 45.16 Fyifs B ,
Data control and information management Data information management
8 IR 45 HHER 32 Bt RAE&
Management requirements Management system Quality assurance programme
8.1 77
. / /
Options
32.1 B General
82 HHUAZR MOk A) 45.1 B General 322 FfRIEA B 54T

Management system documentation (Option A)

452 J7%F H¥5 Policy and objectives

Responsibilities of the quality

assurance personne]

8.3 HHUAR LRI O A)

Control of management system documents (Option A)

4.53

Document control

3.10 {CSEAFRY

Storage and retention of records and materials

84 LSRRI A)
Control of records (Option A)

4.5.11 ik Record control
4.527 iCEAMEAFE Records and storage

3.10 {CSEAFRY

Storage and retention of records and materials

8.5 U FIHL2x ) B T

4.5.10 24 IEF T 0z %k RS FIATL A A0 15 e A 2l it

Actions to address risks Measures and improvements to deal /
and opportunities (Option A) with risks and opportunities
457 AR5% " Serving customers
8.6 Bt A) 4.5.10 LUIERTHE | JOEXT DR FIATLAE Py e 1 g )
Improvement (Option A) Measures and improvements to deal
with risks and opportunities
, . 4.5.10 2 EFE TR W Xof RS AL I 1 i AN ik
8.7 Y IEHFIECT A) .
Measures and improvements to deal /
Corrective actions (Option A) o .
with risks and opportunities
8.8 WIlH (5 A) 4.5.12 NARH )
Internal audits (Option A) Internal audits
8.9 HIITH (T =X A) 4513 T )

Management reviews (Option A)

Management reviews
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Table 2 Comparison of the latest domestic quality system standards in China

—%4H

First items

=/ T AE|

Secondary items

CNAS CLO1: 2018 (CNAS)

RB/T 214: 2017 (CMA)

GB/T 22278: 2008 (GLP)

J2 U] General

I R — B L B I B
e WD 5 RE

R AR 7 R0 B A
BB BT E

e B0 B o e 4% ] 2 [i]
K TN ik A

il F )
Formulate agreed international Qualification identification of test Promote test data quality and mu-
Purpose . e . .. .
standards and reduce trade barri- facility issuing data for certifica- tual recognition among countries
ers tion to avoid repeated test
WHT R MR L BUF R IR SR S % SRS AT+ B BOAE 1T %17
EiEA [ PIEND) BkE H+BUNATH
(CUBPOEA . o ) . . .
U Market behavior: Capability rec- Government behavior: Qualifica- Laboratory accreditation + quali-
sage
¢ ognition of testing and calibration tion of testing and calibration la- fication; market behavior + gov-
laboratory organization boratories ernment behavior
I8 Y
Application scope
s S PR BRSPS — TE R,
HoR BEIRS S HIT2OR T e —
— 1 | AL 3 33 3 S N e
A 5 [ P ) R I B PR
FeTE AT Technology, resources and quality
Technology, resources and man- . . Pay attention to each key link of
Focus are unified in management, and
agement shall be separated, and L . the test
more attention is paid to domestic
international standards included
norms
J& T A Vs AT BUA 28 B
. J& TG R J& TATHCH ALY L GiE N
(ESLiRElv . .
c It belongs to the category of pub- It belongs to the scope of adminis- It belongs to public trust and ad-
atego
gory lic trust trative examination and approval ministrative filing or administra-
tive examination and approval
S SR BOE R TE RS T R . , .
o B CNAS SEsRAM, AR A TER e B0 SE %k GLP 75
SR BRI A B LS N 9 OA 1]
= VQA
ISIEYE Statement of effectiveness and "
o . o . o In addition to CNAs requirements, GLP statement and QA statement
Impartiality impartiality, continuous identifi-
. . . fair and honest procedures shall be of accuracy, authenticity and
cation and reduction of impact .
) established completeness
risk
TF et
Compliance
L o N L R P A R S
LWEE AR R EXNS, BV RERF,RERTEE., o
. e CMA+CNAS R AT
s HE PR AR FIL A AR % )
ol ) ) ) o There is no general rules, and the
o Set all customer information as Establish confidentiality ~proce- .
Confidentiality supplementary  domestic  rules

confidential and issue confidenti-

ality commitments

dures, which are limited to state,

commercial and technical secrets

shall be implemented in accord-
ance with CMA + CNAs
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First items

-/ EAE|

Secondary items

CNAS CLO1: 2018 (CNAS)

RB/T 214: 2017 (CMA)

GB/T 22278: 2008 (GLP)

& FIHIVE Management specification

BORHUA L N W50 5 B #R
17T, 46 E B 15T BT AR
CUNEIDOL 22 YN LS
FRAISC R AR

The organization is required to be
a legal person or a government
department, designate the techni-
cal director and quality director,
and make requirements on the re-
sponsibilities, authorities and re-
lations of the management per-

sonnel

BORBU R N s g vk NHZAL,
HURIRZ O N B33 20 57 1 FUR AT
UL, EHZ BT SR E
HITRH

The organization is required to be
legal person or authorized by legal
person, core personnel shall abide
by law and perform social respon-
sibilities, and management shall
perform the leadership role and

commitment

B2 U 115 A (SD), it & 7t
CONR=ES DN A VTR
Fidie CMA+CNAS $hfT
Study director (SD), quality di-
rector and archives manager shall
be designated, and supplement of
domestic rules shall be imple-
mented in accordance with CMA

+ CNAs

AT BTN, 8 E PR
SRR AL S A R, T
RPN IR 55 B A

Establish quality manual, appoint
quality supervisor to plan and or-
ganize internal audit, focusing on

overall inspection

BERLVIE-S3

For principle only

FE B PR IEFS ] (QAU) R 4t
PR, B2 0 WL X 56
St R A T A A

Establish quality assurance unit
(QAU) quality assurance proce-
dure to supervise and inspect the
test implementation process sci-

entifically and objectively

BN BT, SO A B
UNCIE I CCEiiA

Establish control procedures, and
the documents need to be recog-

nized and approved

BEREVIE-SR

For principle only

FiHRIER, BT, SOP K fir
FEVL S'S L
Master schedule, study plan, SOP

and all historical documents

PR E T HOR BB R
o7 B VT A

Requirements are specified in the
standard, and the modified con-

tract shall be reviewed again

BERLVIE-SR

For principle only

[EECE-SN

No requirement

PRI IR E TR
Requirements are specified in the

standard

BERLVIE-SR

For principle only

BRI 5 2 HC T A, e 0
SERFF IR

Communicate with the sponsor
before the test and make a study

plan accordingly

HAE A
Organization
management
Bt Rk
Quality
assurance
Pt (R 5
Quality system
SRR
Document
control
& P
Contract review
SRk d
55 %
Customer
. Service
complaints
#ifF
Complaint

ITADE TN K SoE el
Ab PR RS

Complainant should be informed
and the handling process and re-

sults should be reported

SR T Ak BRI R A B
) ] s

The avoidance of personnel
should be paid attention to when

dealing with complaints

AN
Not applicable
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First items

-/ EAE|

Secondary items

CNAS CLO1: 2018 (CNAS)

RB/T 214: 2017 (CMA)

GB/T 22278: 2008 (GLP)

REG

Internal audit

A 12 A~ —k
Every 12 months is recommen-

ded

PSR S TSR 3 by 4
—
Planned by the person in charge

of quality; usually once a year

B BRAERR 1A R i LA
The quality assurance department
has planned on-site inspection

and regular inspection

M AR H AT @R 12 A

e R 05T, 12

AETH B i
T H— N
) ) H—k ANEH]
ST B Management It is organized by the manage- ) ) .
] Top management is responsible, u- Not applicable
Implementation review ment, usually once every 12
sually once every 12 months
months
WH 3 AFEW, P ESET ) 3FE R, PEPET R IT N
o \ : TR —8 W 3 K
SEVPHR B H T ) T B E I S TR R
o A AN S
ARV Usually once every three years, Once every three years, re-review )
The departments are not consist-
External review  re-review is conducted in the is conducted in middle, and ex- )
. . . . . . ent, ranging from once every
middle, and the expansion review pansion review is carried out for ) .
. . . . three years to due inspection
is carried out for new projects new projects
S 2 TR AN T He R 5 [ N 48 0 #h 58 GLP AL 1 %
- B EARI IS CMA+CNAS #Uf7
He 156 §
B Comparison experiment, blind AR TR R GLP facility supplemented by
Capability
) . sample test and expansion experi- For principle only domestic rules shall be imple-
verification
ment are carried out inside and mented in accordance with CMA
outside the laboratory + CNAs
. . AR g WA SE R B
HOR O b1 B % V7 Al I B 1Y B , i
Lo N . - " . 410 #h 75 GLP HL#4 # CMA +
Bt il L RRAPERIARAF G4 OO A 90 2 E B R 5

Quality control 1A 5 ph it

Evaluation and

TE 2 IE W R i A ¢ 2R

Technicians have the ability to e-

%k

Only principle requirements are

CNAS /7
Equivalent to supplement and

modification; GLP facility sup-

improvement valuate deviations and non-con- made for non-conformities and )
. ) ) ) plemented by domestic rules shall
formities, and specify require- improvement ) )
. be implemented in accordance
ments for improvement measures
with CMA + CNAs
DR 5 2 TRE T BRI EAR G ZE R .
‘ , . BERLVIE-S AiEH
Risk Requirements  for  preventive

management

measures are specified

For principle only

Not applicable
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First items

-/ EAE|

Secondary items

CNAS CLO1: 2018 (CNAS)

RB/T 214: 2017 (CMA)

GB/T 22278: 2008 (GLP)

WURHC E Resource allocation

WF9E o 7 B 4% B8 GLP Ji U
i)

£ AN H] ANEH] .
. . The supervision of test shall be
Sponsor Not applicable Not applicable . .
carried out according to the GLP
principle
X HOARAE B R A% 5 AT
PR LE s I R B R N B BUEROR 7 58 NI 7 A LS 5 A
= R o " A § N ) SO E RN S R ANN
A B WG N B A RE T UE AR BRI E T B B i ﬁ])ﬁ b
o - o e RN VNI | DDy
Personnel KN BN HEAT B FURBAG XA A S b4 . -
) . WEN 53 AR AT WA i ik
. Specify employment conditions WhB o .
N ) . » . The responsibilities of organiza-
of technical manager and author- Specify the conditions of technical . ]
Personnel . . . . . tion managers, study director,
ized signatory; ensure that the director and authorized signatory; )
. - . . main researchers, test personnel
technical personnel have ability require the appointment of key .
. . and quality assurance are clearly
to evaluate the impact of devia- management personnel and agents;
) described
tion; key personnel shall be au- supervise external personnel
thorized
LIRS A, LR 5
WL T BT IE 5 T . YAk B A WL E
N . BEREVIE-SR , )
Facility and Ensure normal operation in ac- L Pay attention to environmental
. ) For principle only i )
environment cordance with standards conditions, especially clear regu-
lations on waste disposal
SR P BER AR W) BT 6L 75 2% " ; .
ok 1 BT S PE T4 SOP XU R4 T A
L2 5 WL ¥ N S S N > v
I MHEHB A I AR T A G 3 IR A, OF B SR ie
N k M. TP TP -
AR ) ) o AT T HLE AT 3Q BilE
It is emphasized that calibration . ) . .
Instruments and ) . Provisions are made for inspection Pay more attention to the periodic
. and reference materials contain . L o .
equipment ) and testing activities of leased e- verification of instruments ac-
reference values or correction . . .
) quipment cording to SOP, and some instru-
factors, which should be updated dto0b ified by 30
N > ments need to be verifie
B & and applied Y
Facilities and
cquipment SRR BT B RO MR OUAE SRR VR IR B £ T 4
Rl PR E T HIOCEOR JE R PEFIR]
Metrological Relevant requirements are speci- The traceability of equipment and Emphasize the reliability and a-
traceability fied in standard reference materials is only re- vailability of relevant resource
quired in principle traceability information
ANHE ARG B A R B 1k 3
S5 g, BRI 2R PR R
ISR N
I RS A3 A3 Incompatible activities are effec-

Test system

Not applicable

Not applicable

tively isolated to prevent cross
contamination, with more empha-
sis on isolation and condition ad-

aptation before biological test
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SRR 55

External services

B8 RE T 7R A 5 e i AR v
[UEAS
Relevant requirements are speci-

fied in the standard

o304 B HUAS BT BN E O A BE
FTBIHLAY  ANTRAE TR RS 1k i 35
FI 52 it 6

Subcontracting to qualified and
competent institutions; shall not

subcontract projects prohibited by

AT A IO SR AR D) 0] R A
£ GLP ALY

There are no corresponding re-
quirements and detailed rules,
and the principle is to comply

with GLP management specifica-

_ laws and regulations tions
I 55 % ey
Service and S L (0 7 4 7, R
purchase R S T e b 1 T
THEAT RE PR | 4 42 PR . VPN \
. b . by TR AR B EAN I SR AR
P, IR IPAN 25 R R U i Xof R T 1 P HOR #E AT — K s
- A A ) FIE WL TN
R Emphasize the establishment of  PFH
L . . o The details of reagents and solu-
Purchase supplier list, regular evaluation, The evaluation of suppliers is only
o ) ) tions shall be recorded in detail
monitoring and re-evaluation of one evaluation
. during the test
suppliers, and take measures for
results
AR B Technical specifications
FRUEEE T HIOCEOR . N
Tk ) ) IHEVIIESIR I J5 AR AL A 5
Relevant requirements are speci-
Method selection For principle only All methods must be effective
fied in the standard
. X SRVEAT T IR ALE y e
iilas , _ A S0 25Kk B hEE
. The sampling records are speci- L .
Sampling ) . For principle only No sampling
bR fied in detail
Standards
KR KXY EZ A5 . o 1 s g
it T 2R G TR R
Bk PR 25 P .
FE AL & Pay attention to the influence of  {XfEJFIMELR
Test  substance = management
Sample disposal — acceptance, storage, registration, For principle only . )
- i should pay high attention to sta-
stability and storage conditions of i )
bility and storage effectiveness
the test substance
P oA I R b 7 1 AN R AT
PROEZRTE , NI g e b
peLEor N IR N . PR AR JE GLP Ty
_ FIF(SOP) ) , A )
File and The standard is not required to be Standard operating procedures
Standard operation X . Not applicable .
process supplemented or rewritten as in- are unique to GLP
procedure (SOP)
ternal procedure
. 34 10 A, 4 S
DT T AR A P BB A N . N
e o BT 2, 24 06 452 2 5 A 1
FF HEAT 4 i R 21 OE, 3 M 4% SO
. AT AT
S i e it H 52t 2 IER I B9 A R .
) AR T 2SR Describe important links of test,
Implementation Project Focus on the control and correc- o . .
For principle only put forward the implementation
process implementation  tion of non-conformities in work

process, and monitor the effective

of corrective measures

schedule, and the test shall be
carried out according to signed

test plan
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PPAE AN S L A 32 AN T
PR 5 i 5 A LR W) S 5
BRI AR B R A
LEEITE Evaluate impact of uncertainty,
Result evaluation accuracy and reliability; deviation
shall not affect the integrity of la-
boratory or the effectiveness of

results

X AN S BE B SE I A 0
g

The principle of uncertainty evalu-
ation and measurement shall be

specified

BOA ANHIE B ZHR
There is no requirement for un-

certainty

GEAAR A 2T P AR 2 T N2

SR X BT BN SE bR S IE B AR I

RS . B AL R GLP 75 W05 B (R UE P B
Result report ’nR s The result report must be signed The qualification identification GLP statement and quality assur-
eport
P and issued by the authorized sig- mark shall be correctly stamped ance statement
natory for testing
b s AT DR R
SR AR S 4 SR PE AN AT S 5 B RSB 5 (17
W S =y ’ Ll sE
, W IR SRR
TSRS L o § There are management proce-
The originality and traceability of IVCAIES o
Record . ) o dures, administrators and storage
o technical records, and archive For principle only
archiving . facilities, samples and documents
and keep them to the specified )
shall be kept according to regula-
years ]
tions
AR
Authorized operation
S ELHT IR PRGN

Metrological traceability

\ A
n

Qualification confirmatio:

Method confirmation

KA BAE T it g
Calibration maintenance Authorization management Method validation
WA \gs IS Jr ikt
Intermediate check \g Personnel training 7\‘33 Method selection
wAERE \Z AR \2 S
Status identification \ %, Personnel supervision \% Document control
w -

NCRZ ] K 5

REGN T HE
IAFER

LR Rty
Supply procurement

Sample management

S
Reagent /&
i

IS AtE
Environmental monitor
ST
Cross contamination

NCR influence factor

BE1 ZEEITHEAFTES(NCR)ZHNEZEEE

Fig. 1 Fish bone map of non-conforming report (NCR) factors from laboratory review

Gib EHER HAREE =13 (EE& K
D75 AR =211, AR A PR A LI 1
BB fe s, TR B S AR . A Y
BT S B LATR T« (1) A 3 28 A AL A A A%
FRIP, TOIE AR TE ARG I 285 SR i T S 5 (2) 8 40 S s ik
A R, AT 55 88 1 fr s 5%, AR T TH R

DGR 5 B) AR B 78 25 L2850 L B TN | F2 A H:
VEFN 53 905 PRAFHOR PPAG T AR K fig S 58 B0
AT,
3.2 GLP R ZR AR5

MRS % Z4E 1Y GLP BT84, #i FRAS 7
FR AR FIR A o B UEAT S5 VA 90 (3R 4)P,
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7E GLP P i AR B0 R R W
RIS R MR A 25 A & XA il
ARAPERRIE S5 R 225 B A 5 o8 k5 A
Oy PR F R KA SR BT ARIE
SOP HEa AR ZRic 5k 5 k4.

TEEHT I A LB E 3L 56 % GLP 4y
DX ] 5 e i 0 A A5 AT A, SN B 5T N A A
A GUEEUIHRI AL St T 1 B2 s il = R g il S,
U A ML E - SORYS A BT TR 4 A R A R
PRl AN sE 3 , ol it 5 52 pE 2307 Ak
T3 HASRE SRS G A 4 1w 49140523
YIRTEAL il sk IR AE A S AL E R T A B R B
I AR S T B b B

Rx3I XBEHEIMNPITEEAFTEIRSEITR
Table 3  Statistics of non-conformities

from external review

i He /% K
CNAS-CL01(17025) )
Proportion/% Clauses
# 2 Organization 47 4.15¢g
1A Z System 23 423
4321
AE
70 4322b
Document control
4323
L) i Supplies 23 462
TP ifi Preventive measure 23 4.12.1
& 5% Record 47 41321
(e . 4.15.1
Management review ' 4152
NG| 521
93
Personnel 523
. 531
it A
- . 7.0 532
Facility conditions
535b
e JT % L6 541
Test method ’ 542
551
N 552
X HS B
279 555
Instruments and equipment
558
55.10
EEWIUE Metrological traceability 93 56.1
FE AL E Sample disposal 23 582
SR ARIE Quality control 23 59.1b
2t L4 45 Results report 23 5.102¢

x4 GLP IBEHETHREARAFTEIMBASITE
Table 4 Statistics of non-conformities for

laboratory GLP inspection over years

IR A /%

EZd

RPN
GB/T 22278: 2008 (GLP) Total frequency v
) Clause
proportion/%
HANR
- o 8.6 1
Test facility organisation and personnel
SR ARIE Quality assurance 25 2
& il Facilities 6.8 3
G AR AR 160 A
Apparatus, material, and reagents ’
RIG R YL Test systems 43 5
ZIRY S Y 56 s
Test and reference items ’
PRIV LR
235 7
Standard operating procedures
it H 52ie
8.6 8
Performance of the study
BERRE
) 117 9
Reporting of study results
ISR AR
123 10

Storage and retention of records

TEFEA T IR (R T R, R R
48 L FRARVEMVE R s i SR AN 4T, il an 52 b
RIGHERAE S SOP A H TR 54 R 2= , 56 4 i Ay
AR FRRASER  J7 i AR E SR 58 3% Tkl K R
B A= WA J RS I 2 O e = O 58 3 | Tk R
B A RFHEA T A RO B AR RN I B 3
S0 A 2 R XU 5 I BT R AN 4, B8 G il D e e
W T (e 7 32 A TR P 4

AN A AR 7 I . R ke dE
FORFRE A — BB LA 58 2, (B AR I A ) R A
 GLP XA F1dE GLP AL g8 A 17 X 43 AU 4 1k
HPR R R GEAE A AR 2B PR iR E = s K
RIS R A 58 3 5 AR T AT /0 8 B
Sl 0 IR e TR G AR AT IE R AL B R AY
R BEIC AT,

TE SOP Flic sk A4 52 J7 1 - SOP Wy HILfE 73 & &
UOFEFPANKLAE , SOP (AN ATl RN TN #dE k2%,
SEBRHEEVE S SOP A — 34 oK fff FH AT A3 241" SOP
FFAE s THEHLER A B D REIAIE | HL 5808 1) 7
V1B R A BER B R s 42 1 5 R ZR BN 42, R4 2R
RV EES S BN S I S E S IR R
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PLINN O P17 5

FE R IE T T SEREAS AR AN 5e 38, A T
R BB A 58 ST RIAS S B B IE AN e R
2 BRI ] A K By 30 H £ 58 A FIHLAG 17 58 4
DB AT AT 5 A A UE Al BR A AR e EL, J R AR IE
NEAAF BRI E RIS IR 15 10 SR Zeqiy IR

AL ARG A A7 B SR BRI U0 S & BN - ai
H R W QA Ky SOP FIAS: #r i 5% ; W 58 ki 4 v
R ARSI,

Zi I, HAT GLP M & 19 5 22 XU 46 . (1) KA
ASCER I E A RS54 T ZE AT 1 BB S0 T ARIEA Y
A A TSR PR RIRRE P () BRAR e A0 A A
SOP #LSE , LA AR TE I 528 45 58 1) 7] 52 5 (3) 10 4R
WA FEL 5 P N A 1 R o O R
BB EZ LR G, IR AR AE R
RS EER

4 JXBE B IR M XT 45 7 ( Risk management counter-
measures )

IRAR 5T Bt CRIE 5 8 X B 5 G R A T DS IR A
RS | T AS A2 38 2o X B RV E A T PR il A, K
AN RIS PR EERERR T | R s i
Kbt oE b 78 i ik 72 B2 58 B— A 52 B B i
YT BRSSO 35 LU A — R A 5T b 64T
JER VA UL Z B 8 S AT A% 1) SO e AR IE

A AR e T 5T M o, ZEF ST A ]
T B IV 12 16 15 52 M K000 IO 1) S SHEER Y R A T A
A, N, ST ) OC B R T L3R WA AT TR
F Fla AR A RS SR e RS B
WML WL Bl sk 5 Gt A A AR .
4.1 MU ) SRR Y

KELEERNAR LRSS, O A RE
PR T AR B, FE H T HAE XU S BRI
EL RS 7% S B P TRoR o A INAR 2R FR B A XL
Bt R, BARFEA R LR =G I % 5,
R 43 S 05 2 30 5 220 W T DG BR A 1 XU S e
PRI, Sk it R T S 56 2 JXURS: 4 ) 17 3 A 38R | 1 4
AR 2R S RHREER T B KBS IR AT

F 5T IR, S 30 28 AU RS IS 22 R D 50 i Ak e
BEs AT oy AP B 3 AR I AN A KU
RN WA, FATIECA AT B A e i AU
il 3 A CHERATY, RV R (AP ARV H) AT A
(HR R T ) AN AR 8 1) AN S FEE DA AR B
BRI S AEA T AT A B A AR B, i T A
AT T R 4 245 3 R R UE N

T FEVPA AT HE Llb BOR 2 S W A /T 2 3151
PR

S TR AR RV 3 AR 5 43 i
AFFEI M e MU 2 PG . IR R R
T EE ST TG 5 2 0 IR A7 BRI A AT 55
Z Y B AR By B g SRk 807 i, S B8R IR
IO S PRI SE AU . AN B ) R TE T
MR G oy B R, AR IR
2 NIRRT S| R R (R A I L | T R AT
PR H A A 2 50 A BT A IE

GLP 5 17025 14 Z B AR FE AR A RN $i 45 5
S XU 43 il it AR B AR AR R] . SR, GLP S5
FEANBEHE HEE 7 ¥ T R AN B, 3 X
— A5 H AR BCEPEAS T 17025 44 0 AT DLE i
AN B DA BT A R A R, 44K, GLP
PRI TT AT LA i S & (] X SR A AN 2 T
HOAR B I AT A RAE R ITAR
4.2 EHEAMEENITE

[ AEAN [ o 5 45 B R, DA 249 AR 9%
TSR IR AR B R A L I M AN A,
AN AR S5 AR AL #8285 A R 48 A i BAMA
AR WS AL X LR A E S DA%
KRR, R AT L& 48 B Y8 PRAR A — 3K
i, SR bm o SR RE IR B e — Y s A HL H Y,

SR PR ARG 52 6 2 IR 2 i) ) Ak SR, A B
A R N S DR R ST B XURS U AT AR
P A PR R 25 5, X0 O B A R B 3 A

(D)FE R B4 TF . GLP FIAE & B EE 17025
IR R ZERTINA AR bR T R Al | S8R AR
FEO)—FREEER A1 A6 A0 FH 2o 78 v Ak R R 5 2 A%
SEOE Ay im , FEA B RE B ERY 24 FELR BE L A TRC
TR A B Ry BT 5 BB 2 A il A
AP R R, A B R AR AT T

Q)EIEFEE 2 FF . GLP AR FH A% 4 B R A
S 17025 IR RABA—FE BT IR0 4 i PR
¥, T NGV S8 28 BRI SR A BT A Y
BRI A—FE, 17025 5 GLP (%t  FREE A7 i
BT A TR ST, GLP [ 58 8 1l
AEAZE52MM , 17025 B B3 A AT RE ST IR

(IS =E S o N s L NN e N
FT OB FEARAT R4S B, GLP A% 52 150 it 75 2 14
WEZ 2 IAEAE , DFoE T R iR Te 5% A
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I R RAPEER RS WIR , H A2 T AR Y 28 9%
B A GIE ), 17025 1A R ORI A
TR B AR O Y B bR 10 5 DUl 2 ik
HFRIRE fify , LR DAUE ARG I 285 SR (4 A s el vl L
BORW 2 Al FEAR 22 51

G FEFEAGTIF, GLP X508 AR 2 2 LU
IR R RIS RS T R FR 2 — A E— A
X, 3R T ARG HE A B Be AR g 2 A 5 -5l
FRAT , I AE G T AT 2540 s 22 SOP At H 1f
)45 S AN FE DT, AT A 48 el R AR B s 245 2A T,
FAR Ty I H BT, IR e 45 2R Y
AR, T 17025 7 8 N AN D3 AS 75 22 48 15 T
IR 50 I A TR e B, AT A G
TR AR A, H I BE ) 2 A% AR R Ak s i, He
MERAR A TR AR R 0 25 R T S, Rk, 2 A
JRAT A R A B SRR IR A IR A2 5, [l A
a4 2 PRI TR EIA R | FEHOR N GURI T RAR
RN T XA BRI TR 24T

(5) 5% F: A8 B SC A R BT A R UE R AR T 43
GLP Jii Ak R B8 A 98 i 12, L 78 TR 5%
AT B RS B, GLP Al ik 4 755 el A v 384
TP R I R A RS 220 5%, 3 Ao 8 57 o o R IR
TR 4 U T QA K, M 17025 IR &R %
AR ERRAE R T (R |, el gy B T 48
FriE A I i i 3 A e I H R R R A B
J2 1R T L R PN T A SR A A A AT EE i, IR
2 B R B BT R IE AR S H A L AR A i 1
FEAEAR T 2252 | UG o i 45 B SO R o L I L
143 TF AR A REAIE B AR R A AT,

5 R4 ( Conclusions)

25 B4y MY, 34T & B ISO/IEC 17025 5 GLP #
[Fl Z Ab AL 65 N BUNES 2R S e BRI 5 A
WE AR B K . ISO/MEC 17025 FiA 1 £ 2 4%
VT IR AU BT RSG5 7 TP R e
FE XS 56 A REAG A . GLP kR 2 4b 2 QAU #B
1] JBRARIE SOP SC4F | I3 AR TR Ik
G IH 5 AR R B

FESEBRRE Y, — AR RS W] AR A 3 41
—A, R IE AN [ 1 o A 2R B AR T LA/ B R
B AT LI RAS  (H N 25 A 5 I e A TR IX B B R
FHEE, NG BMAEE T, 2R A NS
AE 1BVl AGE— 2V 2HE, R 2 AR KRR
AETE, B R T, N B 17025 REA RS

GLP i iR Z (00 ~7 M, GLP 14 2 17 RE % 1 {5 % 45
— I S A TR 5 AR, 17025 R R R
) 3 B A A B A T NS IE R R, AR 7%
Hit i ARSI A B XA 0 A
BRSO AR R RRE S GO SRR AR EE 7
XA A AR R G AR AN AR 55 2R I )y T vl LA
VRIS (05 I BB B AR ME A T

J R ORAIEFR ]2 B BT 40 25 50 50 2 MR RIS VE Y
I WA AR AR A B 2 5 30 T R ok XU 4%
HlAKSF . AS[RAR 25 A0 L BIb R, 75 28 50 56 28 45 B
I TRERS VIS B R AN, 1R B A 85 S AN A AT LA
HEsh S 2 S B A FRAR T, 75 BF 25 78 B IR IR i
H O RE AT K R R RIS

BIEEE ¢ BIR1966—), 8 AR, FEF@hES
H 5 R AT,
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