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Abstract; Risk management is an important component of the management of traditional Chinese medicine testing

laboratories, which runs through all the activities of the laboratory. This article elaborates on the principles of risk

management such as full participation, continuous improvement, service quality objectives, integration into the

management of activities in traditional Chinese medicine testing laboratories, and information based work. It

discusses the risk management activities such as determining environmental information, risk assessment, risk

response, supervision and inspection, communication and recording, and risk assessment reports and so on. In

order to carry out risk management activities in traditional Chinese medicine testing laboratories, improving system

documents, selecting and applying appropriate risk assessment techniques, strengthening the quality control of

inspection should be taken.

Key words: traditional Chinese medicine testing laboratories ; risk management; countermeasures

EETE : TH 2RI S50 3 i i & R S BORWT 5T (2023 YJ39)
PEZE R G W S TR AR SE 5 5] TAE
BWAESE: KM, E - mail ; zhanghaiyan@ cnas. org. cn



- 68 - H B2 4 7 2023 4E 10 F 45 57 %45 10 10

Chinese Journal of Veterinary Drug

JRUBSE 2 Hh 24 A 10 S 36 2 1% 0 o i I ) — 4> B
BRI, BUS TR I S P AN ER T, 2 A
KEZ AF o 54 R J, HAG AR5 R
fRERRE S B A OG, TR, A 24 0 S92 6 2 1 XU A
TARSCHE 2, BRI DL, KR 254
IS % T e T RS BEE 3l AN, W S
25 10 RS A R Sl AN T 2 SEBRs 2, AU T KU
U5 AEL AT T 2 LS e, A PR KRS Y5 L
TR, (5B A RS I 5 AT AN AL i
b, WA AR 3 ) S 56 2 AT T XS U A R 3
o 2 RGN S 50 2 5 AN W v XU A BRI A
RS C B RIS P RS A R AR R XS B P o
JEE A AR O D O XS, A8 B A, 7 XU
HG B SRR b AU A AR o N e
e S0 1 ) SR RO | O SRR 5 Ak
P ) s SR Sl i R AR IR
BILIESE

O v 24 G 12 36 3 KU BRAE S, T4 e
HR 2 RGN S 56 = 1 2 i, RSl TP 2 7 i i R
JRAERATME L, £ 40T T B2 R 5L
MR KRN TSR AR A ol | R A )
THRI AT P01 Y BXURS: S i RS R e R
FEARMT, SR IR~ B DR IO X it I , 2% 200 XU
P B ORI K R R AR, PR A
TR A2 i AN K S 56 = A8 LA D I A KU
IR E R AR b AbE PP AR A
Sz a XU . AT A A3 T i 24 A
S BRI FAR KU A BB , 76 e S i
AR S S8 R BB HILR RS VA KUBR: 2
T VT S g A XU Ak T SR T IR XU B AR
PP AU B X . 1R AR B AT T AR R
2y bE X2 EF- 5 CNAS A AT 5256 28 78 5 A 3T
NG A A PR A B | SN £ AL Y7 i
IR 55 I dh 5 753 A o 45 2R A5 7 T A XU
PR, S S e H W& g b, SR 2 2 A OC
AL SCF 85 i R 1A 28 B A RGE 4T N R Ak
AR RS . CAT BT ST KU A R0 | XU
B P A T AT UM 5 A XU IO X i T T

FEORNER WSS B A R I, AR
FEAE A XU 4 BRI U] | DX 67 B Ao 52 110 Bl =, A
PR SO AR PP H AR | B 4 428 1 55 05 T e W
[SANBIE 78
1 X EEREM

R T AR BRI 24 A N S 3 = E TR XL
W BRI Sl N, AT (EANFR T ) AR . (1)
SRSBHEN, BT H W S50 % 55 s #RA7
T2 AR, A A e IR 5 B A AT 20 5 x4k, o
RS R R TR S I B TR, W
BORGEN 55 FRIT A A HLE b i DL e b [ 2
5 S E 2 M H A2 | U 24 U 2 ) 1Y 2%
(6 R Do N BT JR XU IR 05 8l 55 (2) ek
SGHE ] XU AN S — AN AR B T 2 B 2 45 G
R AR AT AR Ak, AN [R] B £ XU >k
U8 TR T REANE] , H 2 ARG I S G A R AR 2R
SRS, ABGHE A R SR B TG s & FIRSS
(3) M55 s HARBEI, PISE A 55 Bt H A Al
55 T AR e S % TAERY R, k55 & H AR
JRURS: A A Bl v 244000 52 36 2 Al Dok S H
b FESLR I, (4) Rl T 2R ) S 06 2 I Bl 4 A
JED) DR B BN 2 B P 15 ), 2 e 245 A ) S5 5
G B L R A — A T R Sy, A
AR R KBS A T (5) LME R TAE 5
Bl S0 DR A8 B LA B AR S Bl . B
ZANIETE IO OG5 B, A0 T A5 2 A v Pk
eI
2 REEETRE

UG 657 3R ol P 2 24 G T 52 20 3 47 4 1) o
YRRy, BLEE T rh 2 I S 6 5 11 4R 0 2 ad B
2 — B KRR A B R P E PR B B
JRURS PAL | IR g | W B A e 3 3 50 5\ KU
PPAL R S5 B 2 AL
2.1 WERFEEE PRI SE = W b ER R
WER PR AE B Z )5, i HXUR 3 H s L 5
S EE G SAH S A SR P R 2 XU B A v
] 5 D) 45

2.1.1 SF3RIRFAZE ANTFHIEAG B2 P 25K



rp [ 2 2% 3K 2023 4F 10 A58 57 B4 10 31

Chinese Journal of Veterinary Drug - 69 -

SIS A AR S H bR Y 2k A b T I ) Sh A
A FIHE R R, TIHINEHRRGER ETERE
FEAE AR o8 R v B 78 4375 IR AN R 25 AH O
OISR 71 SE = | 1T X137 S = ST i 24
FENART) ERe 8 F EA  FH NS BT
RS KK A ERE SCfb iR Tk vk
R S BOR LS S5 7 1, LA b (i 4 i B
T, E HA = DU A B Y 4
JB R A E TR TS & i SRR S A 22
S, R T IR A5 B S B 1 0 S vk T
REA T AS [, B ke JRUI: A9 07 XoF 42 it b v B 45 o
X5,

2.1.2 AFIFRAZE WG B SE T 2R
S E AE S bR ) 2k AR e BT IR Y P AE SRR
(2 ARG B . TBEIGOLT , NHPABE 15 2 AT g
W R CORBRT) AR RSO B Bl FREE 241 |
Bers AMERERHE R P SR 55 A RIE Ok
BE O s RS R BF E S AL B
Jrif ., AN R 25 FHA RN 1 K 530 5 T B 2
FIAEYFP T A R IR 10 B DA S A A7 ) 45
PSR T Jo RS A5 BTG s 5 B R A R L Al
i AR PR B R R KRR EIH
B, B R Ak 2

2.1.3  WAAR AR XURS o D b 2 A ) S 5
TP RS B B AR B AR v, AU o DU i 5
w24 RGN S 56 2 ) RS A B O T — B, H AR R
6 D0 7 AT R XU et A 0y B o 2, O
AW A FI o635 . FERf A AR HE DI B, B 5% R
A2 256 A R AR I K

2.2 MRTF M KU PP AL FE XURS SR | RURS: 43
B I B PEH = A~ 208

2,21 iR A e 2 S g A XURS: 5 AT DA
ONIEME PREPE DY BRI EE SR A AN
PRALR = SRR SS A TR ik bR R i
sk BT AR AR R AR SO B R R
S E N, W ER AL RE T SRS SR 55 AR EY
JoT EHENR 55 55 B HLRG R AN 2 B S A8 1 B 50
AT 23 G2 AT (R HLR , GG I 2 4 B 50 s 2 I

FE T A AR RS, 40 52 50 5 02 4% M [
24 L) A BESRON (8, 33 4 B | O T J R 56 i
55,
2.2.2 e U 53 B 4 R 2 AL 6 XU
RS i SR XUS: A 9 AT B AN ] XS 22 1] £
DR IR, IO R 5 it | XUz g % 2 SR 4 AR )15 1Y
RN B e SR 2 P AR A B A B R ST 4, T AT
B SRS = HAR B 20 B IR & A B AR DR A7 A
rite , T ANF2 B [ 24 ) 1 R O B S A2 IR
BEXF 2 P B HE A RE i AN T8 403X — RS TR T 2 g
X Tt s, I PA B S A% TR L AT eSS 2R
2.2.3  RETRM AR KU 2 B 4l SR XU
AR, DMEMH R, HARILER 1,

X1 DUREA A ZE FEAG I Sl T 5, 4 i 22 46
5 T A P EL AR I Ty 1 JRUIRS: ) R
BB ARSI ) ARSI A 5 B P XU ) ™ B
TR — el b 4 s 2R )1 DL Bk v Y B 4 s 1 i
SEBRh SPPM Ay R 25 5% B B mt SE PR 0. 5PPM
Zidy AR R 2 ) E 4 8 S i 0. 5SPPM,
ARG HR R L R SPPM, S B b 4% S i) XU fg 7
RS A R N | Y i

F1 RETEMR

Tab 1 Risk assessment

S

B - SRS HT 4
" S I A T T 2 SRR P A A S Y
1 2 "
JRUR:
) g R S e A ) 4 4 SR R A R R A
T I PR AU
3 s S JE R A i 45 SR P 25 A R I L v
) & PRI KU
4 JEE RARRE MR RE TR RS

EH RERTRSEGEREREN A S ZESE
PR SRy U

2.3 R R KU S eI AT — R UL
o REAS 2 AS AR (T o DU B2 X L 1 4% ol B
SE AR R N R A BRI R 2z b XU Y
O of 5 it 0 5 O DX | 3 RS T o AU
T PR XS A Y T BB | B0 KB A A ) ] E
Ja SR RS XU o E AU, O B KRS 452 4 B X i



- 70 - H ] £ 25 2 5 2023 4F 10 145 57 445 10 )

Chinese Journal of Veterinary Drug

il A BA R Z

2.3.1 HBERE 6 2GR0 S5 2 AR i
S o7 450, i i) DXL g X4 e, 3 DR 9 IR g ef 4 it
A (D), kiS58 = %A g s~ TT5A
R AR, TR BB, W SR |25 2 LS5 T
AOREERS, (2) BRI, 2R S 5 i@ ok 85 7,
SR UHE it Of 28 AER XU 19 & A 401 23R ik /> ) & A 4t
RMFREE . (3) Mk, rh 2R 55 56 2 Tl 5 P e
AR TE B, — M T AU S5 2R ™ B R A
REWNEIE, (4) 8%, HEHEE, ATk
TSI 06 25 AT DA A2 1 XU, AN SR BUAT: Ao 445 e o7 X
Hh 2 G I S22 T ISR IRCH R T LAGRIIE
2.3.2 AR At TR — R
W, FOGP AT W 4a . 0 T o A XU i) o 4 it
RV IRV, , X5 It () A e AT 1A . % 7™
s H T E AR, 7 RIEE A SGTE B

2.4 Eed AN IRE ARG A v, WA
R N A LG F A A5 R U KU R A
JIE RERTROCR R R A B AR A 3 Bl LA
AR L HUXURS: | S0 B TG i IS L | SR iy
X i i P S it 195 490 46

2.5 W GEFE VS0 TR TR A AT
S TG sz, XU B R v 250 55 XURS: A
RNHAT I AR DUESRUEA SE TR A
FE 2 L igp S it XU S 45 B it i MK 5 B g
SEACSRE W EE N XU R 4 o e 245460 512 56 28 20
B S LR, DA A R4 3 ARG 48 B 5 A v A AH
KNG B, T3l T i AU IO X6 15 i (R RCR SRR,
DRV A8 BRI Bl Y — 2D I TR B LA B

2.6 NP MEIRE 2RI S A KU Al 4R
SN VA N R REATE Rl B e AR O SR E U 2
BRSS9, -4t A B 0T e 1 XU 42 ol
TS o XU PPA 4 5 T G4 H bR M i A S
B 259 A A 51855

2.6.1 RAARZGEE  ULBIVEAN Y B AR O
FHYE R

2.6.2 FHARSEL RS E S F R
JRUBS: 73 311 BH XU 58 % A B 32 B2 (R PPA AR B,

S A] S 00 A XU | R R A AT T A

i,
2.6.3 EREsL PR RS TA E A

AR, T XU 34 AN B RE R L, of H s
e AU , i £ DRSO R R Tt 38
2.6.4 0 MUR AN A S5 R AL S
RS, FEON B A OCE R IR PR AR
PG TR 4 B XU 4 XU 7Y 45
Gl I S MY DL R A% i AR 5 XU 4 A il A
3 XU Rzt HE 5

XoF TR £18 XU 75 >R BRI B9 7 X e, 7
X AT AAAS W S8 38 AR 28 SO 328 45 1 3 TR )
DRSS VA 12 A i A A6 36 o 4 o T A 45 O T
3.1 FHTREERA M LGRS R s AU
Tl S, 5 BRI, e T DXL A A 2R, DA R XL
6 BB 2 T TR 2RI S AT B A
R, U AS BRA A A0 AU A B A AR 4
7R AR B TARRE Y XU A B S X
WA BT UG B 5 . 7R XUBS A BR A BE A L AR
2RI S TR, A A LR TAE RS A7
TERY TR B B | B A5 | A W e 35 AR S 1R 22 5C
PR, db—2 i — G S A R H Y 5 et
I ST ] AR, S
[RIIF, R AR A% 4 I A 28 SR A ML E T
JREARH L BTG B, TR0 ORI Sl 45 R v o B[R], A By
PR RTH S Ui 1080 o 25K A i 19 il A
PRERPEAFLE Y XURS: , T 3 — 2D ALY RE i R AR
BRBG 25 B R Al D7 3 A PR T A 1
SR MR AR S T 25 M R 1 LT B,
TORUEAS I R, B7 1k P9 Hh 24 By i 52 2% A
BRG] it X S 6 45 SR R 52 ), S5 56 % 1 il
S A IR IE R ERR VR AL WA R — 22 O 4
Vi, LA G B35 SRR B XL
3.2 AN EE A RETEERAR KBS
FEAKE AU A I | XUBS: PP Al 285 2R 2 B OC L BE
Wt U A3 BT T I S 5 R T h S =



rp [ 2 2% 3K 2023 4F 10 A58 57 B4 10 31

Chinese Journal of Veterinary Drug <71 -

A BB USSR, R B LEC IXURS Ak 725 FXURS: £ 56
K F-12: (RPN) AHZE & 19 77 16 % 52 50 =5 1% Bl o e v
MR AT T 1AL, 135 SR 5 400 T & T
VEH RS NG B Bt IRBE A R RAEAT |
Rl vk BRAR e A ETE R A RiE
AT Jo A P A T A XS PR 3R g XU 6 e 43
BT X b 50 S 56 5 1 B Ao e v 1) KU R AT T 1A
R F 7 A DL AR RO 5 A8 43 BT (FMEA ) S 3
Al T X6 24 it A 6 S 6 i Ak 2 T R 48 MK
Al i ORI =X T a1 & oy - AW
ARG SN, B AR F R AR TR EE T PP R A
TRZ R 20 B i 2 P8 AR AL, X H e 75
SCHSE L A A HEAT PEAY . AR S
B o3BT S 2 TE A it 5 48 (FRACAS) PR 51 FI P
i Y AR AL 6 AR 25 A% 2 7 A SO S 30 2 Y
Jo e RS, A RS T A RS 1 R AR, 1R
O R TR E ik S T VAL T 5 25
LIS NG S AR P KU Sk AR TR
Pk mmAk  XURE AR 3 2R 4 BT ik \LEC XU 3
At RBSH T 55 52 50 2 07 B0 XU A 7 3k 1) A
A AR RSB XU PP A 3R ) (GB/T
27921 -2011) "1 326 1 32 B XS PEAE A, 52
5 N ARGE KU AL AN R B E T 5 TIEL R
TAERE F7 KB A B T 3R AR | TP AR i R] |
B I SRR A I XU PP BOR |
EREAE FL AR A5 W6 1 XUBS DA 25

3.3 BAKRBRESES I PHLBRESHAM
2l ARSI S0 wE — A TEIREE B 1A Ok R
s G N 3 R A8 T X 7 e R S B 5 DA W] SR AN
R AT RUNE S XU . 53 A, AR D 24K
Ml Ty TR AR, — 2R E R 2Rl A
AR EES: I LpZY Rl S N E S ONE: S RP2TY i)
NG e HAT 2l R WA i 2 Ll R
AN 70X R 24 A 114 J ol s ) 5 R AR B i 5 2 4R
(o IR T2 S 2 Y A2 R o B A
H 2 A ARSI A B — i LU AL 2 2 R Y £
BT BRI SRR Qe Y R A DN 2 B 3 XU
(R LAY, DR X 24 A6 I A B3 0 A — B B[]

IR BRI, XS I S RO A — R A 22
B, 2 AIEATE LK, —RERRSEE
BruErG 2, H AT 2 I AY RE 1 56 UE T ik R
A JEHIR AR 2 Y AR AR SRR IR 4
B> A 2R S 56 & T RLAE 2R LAY RO
AR D E 5 A S O S AR AL b B R )
RERY P 25 45 (0 /Y BE 71 36 UE T 30, 30 uEAS B i
WA LA 32 3 4 492 56 3 b X v 3, AR TIE A B A
SERBIER R, FEARAR I XU . DU 2L S
TR A B, S T A B iR =
K A AR B A N BRI A SR A7 A Y AU
A PR E N BT EXE ASCAS HEXT | B AR 0 25 B 4
7%

AT 5 2, SRS I 2R R T 1o F X 2+ 24 46
IS 86 3 35 3 R AR R i) — D BN R gk
IS5 % 75 A IR R 2R 1 PR 2OR BRI EOK
57 TR TRUR IXURSE , AN T3 T H 24 4G S92 6 5 1) 35 2l
JihE, O R 247 g R AR TR A e R A R e I
PR,

S 30
(1) F & B2 s s (30 kR [J]. oA b, 2019
(18):121 —122.

Wang L. Risk control of veterinary drug testing laboratory
operation[ J]. Jiangxi Agriculture,2019(18) ;121 -122.

(2] EmE. 2 a2 A S50 2 i XUBS A BRI [ 7] I b
5 %:¥,2019,44(7) .87 - 88 +91.
Bai Y Y. Discussion on isk management of food and drug testing
laboratory[ J ] . Grain technology and economy,2019,44(7) .87 —
88 +91.

(3] ASPAKHE, F A, TR . £ i 24 i A S 6 2 4 XSS A7 43
[J]. B A4 T T],2019(36) :26.
Fu B X, Xu D, Zheng R J. Risk management analysis of food and
drug testing laboratories[ J]. Guide to food safety,2019(36) :26.

(4] VFRE, A/NE M/ A9 B 2577 el [X A 3555 CNAS
TAR] S 5 A XU A T[T VAR A B, 2023,40 (1)
58 -61.
Xu J Q, Gao X C, Shi X M. Risk management of CNAS
accredited laboratories of common platform in the biomedicine

industry park [ J]. Science and technology information of Jiangsu



<72 .

rp [ -2 2% 35 2023 4F 10 A58 57 B4 10 1

Chinese Journal of Veterinary Drug

province,2023,40(1) .58 -61.

Wk 16, LEC 7570 RPN 3 AH 25 45 X (L a8 5% 88 2 A6 900 1) KU 3
LT]. SR AR i 2023 ,41(1) ;112 - 114,

Chen T. Risk assessment of laboratory testing in blood stations by
combining LEC and RPN methods [ J ]. Experimental and
Laboratory Medicine 2023 ,41(1) .112 - 114.

X 35 RELIC, 2GR A8 XU S 43 7 125 A o 52 6 %6 o
RS VAl P R (D] BEIRBR IR 5 T2, 2020,34 (4)
635 -638.

Liu F, Song H Y, Li J C,et al. Application of risk matrix analysis
in quality risk assessmentof geological laboratory [ J]. Resources
Environment & Engineering,2020,34(4) :635 —638.

ZEARFY B, R DK, A5 XIS DA 7 24 o A 0 S 0 50T
St b2 VR R GRS T [ 0] RS % ,2021,33 (4)
70 -73.

Li X L, Huang Z Y, Gao Y L, et al. Application of risk
assessment in the validation for new purified air — conditioning
system in pharmaceutical quality control laboratories [ J]. Tianjin
Pharmacy,2021,33(4) ;70 - 73.

BB O, RN, 2 B, AR TR U IT I Y kB e R S
UEE A R A FEAT S [ J]. BB T 17 15 5, 2022,58 (6)
38 —42.

Huo B,Su L X,Li M, et al. Research on Safety Risk Management
of Railway EMC Lab Based on Analytic Hierarchy Process[ J].
Railway Signalling & Communication,2022,58(6) :38 —42.

[9]

[10]

(1]

[12]

LR A A, 45 25T FRACAS TH /9 KA
TSR I 3 L R 7 A =M S 0 28 KU A B[ T ) o PR A 3 2
#,2022,40(8) :629 —633.

Wang Z G, Shi J F, Xie Y C,et al. Risk management of 1 arge —
scale novel coronavirus nucleic acid screening air membrane
laboratory based on FRACAS tool[ J]. Chinese Journal of Clinical
Laboratory Science,2022,40(8) :629 —633.

Tty settmn, R O, S, i TR G AR A I ) B 2 R AR
IS 2 X PP A R (7). B dh 22 42 BRE A I 24 R,
2020,11(21) :8079 —-8085.

Xu X M, Xu Y L, Zhou B,et al. Risk assessment and control of
food and drug testing laboratory based on inspection process
management [ J ]. Journal of Food Safety and Quality, 2020, 11
(21) :8079 -8085.

TkIF  J% . SE A5 M VA ke (1], &
42,2021 ,42(5) :36 - 39.

Ma D K, Yin W. A Discussion on Normal Assessment Methods
Related to Safety and Risk in Laboratories[ J ]. Safety & Security,
2021,42(5) :36 -39.

ERARMEACE B b2, B & B KU 3T £l $2 A GB/
T27921 - 2011[ S]. dbat: FPEARHE D AL, 2012 :2.

National Standardization Administration Committee of China. Risk
management Risk assessment techniques; GB/T 27921 - 2011
[ S]. Beijing: China standard press,2012:2.

(% 8]:FF &)



