1010 2022 9 36 9

7w, YEE", Tah, Eg T ChEESZRKEIITE, L5 102629)

ATHRAFTEARERESRETEL) , WITHBLIMERZHKZETH BHRNEE
2, At —F ik A R e S R A A F) A K A X F 0 0H (EMEA) i Kk # Ik 547
(FTA) FR&EE T L, 555N LE5 5 TRIK, RAFEBHENM RS EERNLE, Hi%
AL, B FMEABER , 23] A Z R Ie . 114 F RS A R 6AMER TS, 44 FTA
SR&EES, SREEEZEZZSMBRE. MRS ARETEML, ATHEET, L5095
TRR, bR —F R ENMETERR, MEBRRKIEATHEABRIRE B RAETE, BEmEARRE
WEEIE, F kRS EF e, RPARAHB LA,

Hong ik, HhH,; KB Pasi; Kk

R95 A 1002-7777(2022)09-1010-08
doi:10.16153/.1002-7777.2022.09.006

Research on Risk Management in the Operation of Quality System of Drug
Testing Institutions
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Beijing 102629, China)

Abstract Objective: Based on the latest version of the Drug Administration Law of the People’s Republic of
China, the risk management of drug testing institutions in the operation of the quality system was discussed to
provide references for further strengthening the risk control of drug testing institutions. Methods: Combined with
the current business characteristics and management status of drug testing institutions, FMEA, FTA and other risk-
assessment tools were used to identify and evaluate the quality management risks of drug testing institutions, and
targeted suggestions were put forward. Result and Conclusion: Through the FMEA model, 4 high risk points,
11 medium risk points, and 6 low risk points were identified. Combined with FTA analysis and risk filtering
analysis, high-risk factors are mainly related to institutional authority, test reports and personnel management.
According to the stricter regulatory requirements of the new law, drug testing institutions should further improve
the institutional management system, strengthen the data authenticity and report issuance management, and
continuously strengthen personnel training and management, so as to ensure the authority and advancement of
drug testing institutions and protect the safety of people's medication.

Keywords: Drug Administration Law; drug testing agency; failure mode effect analysis (FMEA); risk

EAWH P2 E B T AR RIPCE S E (4t 2020 G3)
VEZ . T Tel: (010) 53851365; E-mail: qiaohan@nifdc.org.cn

LRSS —1E#: BB Tel: (010) 53851361; E-mail: xiaojing@nifdc.org.cn
IEVEH . TR Tel:  (010) 538513465 E-mail: yuxin@nifde.org.cn



2022 9 36 9

1011

201948 H26 H , FREFHEITHY (o A RIE
MEZRERE) Y (U RIS ) &
TEmAeEANRE BRIk RGE T,
JETF20194F 12 A 1 HARZMEAT . IX 2 I84F R M Ik 4
BT, JeT AF 24 S AT e R B R T . BT
MRS R 1555, w2y . A4
PR 2 AT AR, BN R AR R e B
2y, £y, ZithE . BRI A, KB T
T VERARE . BRI . RO DT ROAR T . B
FPERIRITRE DA™ KRG, RS AR AL
A NEIAIREE . o, S5258H U A E Y 23K
H34%, HRARI22%, FEIAE S G
H % TAER B

FE“PUAS ™ R R R 24 4 VA R S
DI TBOR IS 140 T, 25RHUAT7E SR . &0
P ANIEME . BUBE . BoEEREELL T SE g 1 4
J5 AR I IR Bk, 5 S PR LI LE ARG B0 A
T3S S v N AT R R R R s AT R . R
2, WAT S IORS AR BT RL T B AR R A1 TR
W, AR TH 2 RA LA Y o FAA R 2 IR A A
(IR, ASCUUHT MG HEml, 4545 ATt
HURREFTEUIR, 2R G Ak RS XU, R U bz 5 it

WAL TR RLER , FFRL Rk, B
Ve, HEATI B IE A, SR e RO S i 43

ko h e e - -

( Failure Mode Effect Analysis, FMEA ) o T RBRIR
M1 (Fault Tree Analysis, FTA ) | XU i€ A4y
G5 T HPUTPAL 2 SR, 4 Hh etk U 2
AL, BTE NG TERTEZOR T — P58
=Ll NN Y o g RN B B i
1

HWEE LR, KU AR AR AR A . XU IR
S XU AT KUBSREAY L XU X KU 5 A S
AR PR, RS TR — B XU s ) A
PR, HAATE . MESRHTEUIAES, A BT
AR IR o4 ) A

T 25K MR Rl 55 S B B R | K B0 BR Y
Z, N7 A, BEEWH IR, HPEFoT
Wawsop Rl 1IN ralll LS SR a1} = e = S A S|
ML HLL B L B MR R &, I
Koo ESG, XPHETRRZGEE B A T TR A R BT
My RIE, i MHUM R R . 45 A5
T G N  a N EE2 R AP 2T 11 7 N E I N & =
PEAET7 O B VPA BT AT U U S o3 243
Br, BEATIEARANEERT s 20, MO/, 2
i e BRUARSHEAESE . U H
LR A AE B XU 5T 8 — AT 25 B VA AT 705
Ja . XTI E MR AR LE S, , Rt AT
PERUFE AL, QL.

5 (%) L

1 A \ i T iE=2
TR OONRE
s RSB ’. = Eg%g i
TS 1

e ‘3‘ q’ 2 el
I ea” ARG '
. =T l
FMEA (S3Sst B 4F) .
mﬁ?ﬁ : FTA (IS5 bA54T) gﬁmf'
R R RUSHISAIS % g
4 - J-l-f-f-?-f-f-f-f-f-l-f-f-f-f-l-f-f-f-l-f-f-fl
- R B TR 1 i
FRIEIE SRR ;
l REES ‘
== HiBiFE |
1

11
DB ARUA 23 T iR 2 0 R S 2L
RO IR, ARG IR 25 K AL DA 24656037 50 v Y

zhgysh

FEASIRURS A5, BT KUBS R PRI, B4k X
(SRl ST R SNl N <) N 5 T 3 A L 1T B
o) E AR IE R T I . TR AR 2517

IS P &) b b



1012

2022 9 36 9

LRUIR . AT BB AT SETHBE S
LUREAILRATY R B AU I R KU

TR, 3 B 2R HUR AR i AU 5 240
Y, ALAEREINRT . P R AR TR, DL
PN L AYAS TR, AAE . RS AR
DR« AGHI 7k S R A S XU, | LI Al A S X
B G0 FF FRAH S XU | M 2 4 25 A S KR | il
FERATARSC U, . O AR SRR . I e 2R A
SRS B A AR5 o A et e g KRS R PR
AL LR BEL BRL SRS T ISP R R
FERYPTS x T S R U Y AT REAEAE IR, 43
Mt E e 2R LA s B AU T B, = KU 2T 5
PRI ERFEAE F1 Ao
1.2

DRI 0 A 2 A RS PR S ) il L, 3 s o

JRUIR: A8 B 3 A T 5L TR s 0 IXURS: i 47 40 B
245 it A 6 S 6 2w P ) XU A8 3L A LR
FMEA . FTA. KU 8 F 409085 . AWM &
BRI LA JURN 7 st BiriR sl XU #4430 5 E A
(k1) .

TG, T FMEARBIRU 25 XU s A 7™ 5
(S) . RAEMRE (0) . KWE (D) 3PYEREM
195 CHIEKIEILZR2 ~4) |, FP¥s = F A1 H R
KA e P %L (Risk Priority Number, RPN) {H.
P RPNAECRE 25 AU s o s vy AR3ANAEE (L
#5) o RJE, HFMEABRPEAS J5 Y 5 U 5 i
FTFTASIHT, A5G e AU SR PR R, R B
MR ITE . e, XU A R o PR
FMEA . FTAS YR 2 MR S5 R BT, 15
H AT PRI

1
WS HEL T H 7E X EIa
FMEA JEAE e KU e 4% (Risk Priority Number, RPN) 3 35 Bifffi a2 s AZ B TASG 16 ShxF S 0L e .
PEAG R A R B JG R . RPNAEJE R (S) . RS S HE o a2 A%, ARME R —Fp i
RHAMER (0) . KR (D) Ml ", T BT LA o
FTA SRR R AR D BE M BB AT R B A BT O R . AT DI R R R A AR IR TR, Xt
SRR, W SEURNMIRRSS G SRRk, IEARE Binitr, BT
o, REZ BRI R A
B It e Aoy g 2 B KUR: K KUB: 49 ) TR e KU 1A BB AT X PERS . 454 FMEA. FTA 5
SHT, A RS EARTE, IR SEE MU R 2 E SR KRR T, AT
LRI, s 2 ReRs A T AR M REXT TR
2 S 02
PRI 52 )
MG Fll \% . e I:lg N E‘wé
O P FEER (s RS R E AR ) JEE PSR
LaE] AT BE 23 RS R I AL A RN 52 56 % 3R ] PAIE ( China Inspection Body and 6
Laboratory Mandatory Approval, CMA ) B ES ARV E E AT ZE 512 (China
National Accreditation Service for Conformity Assessment, CNAS) #iF45, AhEWE
X4 B g5 A T 4% 45 o
= A RESTZHEATT A CNAS B ICHE G, o8 S EOREHUA 5
&g ATRELS P ANFT 4 CMA . CNAS, SOP BT Z BRI 4
ik M RESTEATF S CNAS, SOP f—tBbs , ANt . 3
TRERA A 180 17025, SOP (R L . 2
T XG5 JoT it R AR TCSE M 1
zhgysh

V@O i ARVACEUTICALATIAIR



2022 9 36 1013
3 o 62
RECR A IR 5 N RAREFTEH
RS e B TLP 2 N PG 6
[ — 5 LART G R AR G M AR R G 5
4k — B S5 AR A fa ik &k, (AR by EE LB i AR A i AR A O 4
i AR TLR S AR RRAT e 8 3
R AR LUK 5 LT 58 4 AR ] 0 A e fe 2
AR faF AR BER A . JLT o8 AR ry s B A L A i e 1
4 D 62
DRSS A T A S (o) R R B =) R A HE PP
JLPAAT g BT R 7 e T R AR 10
RN AT T vt s i T REPEAR BN 9
(CGN PRAT 7 254t = T R A N 8
RN PUA TR T vt R T RE ARV 7
/h IATEE R s R T e I 6
g PUA T T vt s T R P 4% 5
il AT 7 4 A T e e rh A L 4
[ PUA T T v s T e v 3
R PUATEE R 4 R R i ] BE AR 2
JLFHE BATEERIIT LT 15 R R AU, AR (B 2 1y T 8 Fr R4 T v 1
5 [12]
et B PR SE 55 RIS
RPN < 27 ik Tots KB, HEYE (S) x RATRENE (0) 10 x 2 5 9 x 2 i,
AT e v A L L R HEA T Sl
27 < RPN < 125 i e PRA TR T A XU R AR 21 S AT BRI A R
RPN = 125 = WOAST BRI
zhgysh

HNESE piaRACEUTCAL A RS S



1014

2022 9 36 9

13

SR BRI 2 T XS A B, 2 A AL AG) B %)
SE BRIt S8 XSS By 4 1, 3]
DRGS0 FL A o X SRUA g DX AT R BB AR XL
W . AL XS | DXL (A B RS e 3% SR o DX
PEATRE AR IR BT S A B
LRAMPSRZVNE AT AT AT, (EfA
Fiatt N 3%
14

DRI 5 A = R X DX, A i R AT R B M
T RURSE 2 il FA I St ORI < Ao
il A A A TS, o A T R T A 2 A )
HOR, BEAREN, FEHE T, st e
il , EEXSFEAREEBRT. JEE., RIXHE A
AIREAT AT, A R BEAE S A P R AS
FIRCR, WS E A BT R BB RS IR, PR

BRI IRV

R ALA IS AT AR RS o Bl ]
WG ANRSEEZ RN, R R AN AR
b, R, RO Y . A CHE ]
JEREN A AE A BV A h PR A, DR IF A ERR R
H Skt
2

W4 E A 2G5 AEEl . YT R
LTINS T A VAN
Jo A H T L FIF R Oy, A%
BRFIE OIS, 5 FMEARIR ) 5 44T 4y
oL (IL366) o MEFMEARLES P51 HI 44 5 R
B 1L XURS: DA R 6 IR AU o 45 B FTA 5 XU
U, U N R B SR . KT
ARG X =2 iR AR TR (0 Bk
JRUBS: , A KU B 45585 1 B 7 1

6
FEEE nrEett | KRR
G F k=) eI
TR 15, B Ui (s) (0) (D) RPN {ii
ML R F—% 2 i B PR T3 A2 1Y 24 Ll 5 8 2 80
ARHLKE, FFAER—E 2GR
24 i A 5 AR P L o R OAGE 5 8 4 160
PR ARA L, . B8 MG SR XS
Eiraa i IS VE R PP R R — DY, 2585 6 3 7 126
Bob& K s HLA BRGS0 RE 1 . SCRF0 H Bl
5 BUSE AT ST AR AU
=t WA S I NNV € T s B Y |8 € (U S 6 3 7 126
TEAE RS
e o o S I 5= N 7 i A Sy K G S R A B 5 3 5 75
RS ML B A KU
e R v e WA < 2 R AR VIR AN G, 36 ARG 5 3 4 60
EHERIIES 5 bR AR — SO
AL o B R R — B, KRR | S 4 3 60
I W RBG; B AR v o0 5 S bl
BUARAF (JUHA 254 ) W RE TS RS 56
L GRS AT Dhdh e e
ANEMEFREA—3ZE
S Ah 2 B HE K E 2 22 K555 b 6 3 4 72
VRIS B S s TR AR e T AR
()R, AR A, ME LR IEZY
122 A PRI S5
zhgysh

SO s ACEUTICALARAIRS



2022

9 36

1015

JRUBSE A5,

R

At A

FEE
(s)

Ko i
(D)

RPN {H

LAREET

e A S

PREYIR I Z 5 ARG AR
D, SRS A IGE A KS:

2

16

A i R

AT —4
£S5 ae 2

WK RSk, WIRG %
[ia) 5 AT £ XU

64

[EEET oL

EYIRAC S

=S RPN AN L el e ve d U

24

LR

259 2y R e B MU . H R IZ AR
BAT 55 I AN W BOE Ry, HAR G
FRELZES ISR I AT 55 75 m LA
Ko 9 FHIF AR WA AL

32

L AE G

B2 24 95 24 D G S it A T DU
TR BL2h 25 2N E K g e th A 2 HLR
MY, FAERRIRE A ECE R 2 i
UCIRAL . RIEATEEED BRI EIE |
it 38 A FANAT 5 ZEORAF A5 SR A R
FLIAEAMRAE Y 7] 2

40

B2 9 2R e RO MBS . 25 R 45 24
WER KR T, WA ZHLRAEL
R A7 AR A 9, BB ER R
KAULFR A A O, B o0 — 5 T
SIIG A LA ICIRAS A IR ) i AS [
I ik 2 3 2 A B LR BT Y TR 2
I EJR BRI, R T KA
Bt At EL A I ], S 2 LG IE
(EARES

30

TR DXL

LR
A PNA

FEEAT N Bk B FUE A B TS 14 XU
SRR B3 A RIS AU 55 XS

36

B, WL AT DL ) B
AT REAT A AU

60

BEmEE) ZARE TAER A

18

FHVREPR AT 18 3 20 2 JE (ARG IXUBS:

18

N

s

HHX:

- EEN
BoHRLR
Hf

LA AR TAEAN ARG S 52
A B EERG Bl A R BT AR A

140

o7 T L

E—EENK

25 SRR S HLRG H AT IO o8 36 19 25 i 4 42
E R wiE e AN

24

At XS

A7AE 25 K ATLRG Xt 24 it A6 36 a1 R
AR, E PR B T RN A
ANBE FH VT A e 8 G 6 A 00 A K Al A7
H XU

18

zhgysh

NESETEEE P & b




1016

2022 9 36 9

3
3.1

H AT, 24 5 50 400 R P75 22 1 ¢ A
TE OB 2R AL DR AR A7 A A KU
1 2e, ARIR CREAEIIALAL 9 Tl e 45 #i ik ) Y
(ERAHI163% ) Sk, (rhA N RILFETT
TR ) " (201 84F & IFAR) B LA
PR SR SR ZESR 2R WAL 200 HUAS: 9% T
JEARENEZG A . B BT AR AR . et
SRR IR TG B, 1 A 2019410 A&, E%K
TZHEEEELR MG Tt — SRR
DAL B B e O T AR AR DL ) 1 (T Gl
(2019) 206% ) , BHHA T 25KHLAS (1) 24 i A 56400
WA AT AT BB IAE . B, 2R
ZAE B A HESE T 1247 0 R 25 Aol 55 15 sl Bk
RT—ZWEEMES, IFHAHEARERRENE
TNE

FERXFIE DL, 2R HLAGKS: T I 5 R B
Mg, B TETGEFP L TAMZH, 2
G AL AE) T L B o o A R, 4 TR o T A KL
Wr, R o G A DU SR R A 45 S e, AN 4
R, HAXH, AREHRIER R RLY
AT . KA R BT 5, 4EREfEAT L p
(RIS R LAY
3.2

TR HLAG SR, R I B | T EE
S BRALET, BT A BB AR FH 2448 4 = AR A e X
W, JEXT YRR B R (R 2 KU, ]
AEARAH ™ LA T, R, RSO .
H . EAAREILESE . FEA ] SRR 2 KA
AR

B, S T PUAHE CHTEZ
M, RCYERAE RS sy, ATEEAOEE . OB
FRESL, TERH 2G84 4k . A S0t R o o mT %
PEo 7 ZKEHUMIE N I TR S 5% (2
HMHREE R ) |, HECRANA SN, 5
Ah, HTRRZY A DU DU SR BRI RE 2 N 2
i B SR 20 b RN 28 24 i W B A B I ) R
PR AT A R SR M SR
Mgk, ” WA, RAER"E - 1+—
B —HI T & BA ST /\SEminT
AL BERAL A B E BRI AT T,

VOB i iR CEUTICAL A

a2 I [ 3G ALl X T AN oA 4R A o B B 555
L ENERTY, R AU A R AR IR A ) AR
TR 3% 1) 0 VB A I A LS R A Al
WIETE R sh AT e

20204E7 H L H , B 5 R B s & A %
F il sk SEEEE EZORY (7)) A, %
W WA 2 T © 2 R B LS R, TR
o B A 0 EL SR A SR s gk e . IRk, R
RZRHU, BIC SRR E, £ E ALY
1%, sk BT RMA G, JER A
IAHDCHE SO T ST, K o EEZE R
IR 1] o
3.3

R R IRAS TG S A B, Bl E AR A
U, SRR —ZREOR TR, IFRBIE Ao AT (R
FITELER, XA BN IEMEE KA IR, K% I
SR R SRR AR E KRR . EET, By
B, AR 2 I
TR B AR E 2 B LA A 2 5
YR AENG B, AL SRR W
WERSZG . 7 B —EENAHME “ERE P
b, Bl b2y ik g Gl AL, A 5L 2 R 2
PAEE, BT AR, 7

X 4% ) X ARG S ARG TN B BN IEVEREA T T
—EMAR, (AEPATZE, ARG Rt
s MBI B FALH A EE S . B, s
MW NE ST e BRI | i8N/
WX, BRBEE SR, M TAEAGTENE RS
MEshh, BENE B AEHE A BT 8, SXFEA RE AR
A FREARA NS . BRI IETESS, A B 8
PV UININIE % W € N i o 1 R e Y e d e ]
KAk, BRIk, s A B BRI, AR
i, PRERIEA BT, [RIRE I 2R LA B B 5
B SEs: 0] 1P
4

B2 A R IE St DS, 2 5 A A
& HR KRS R AR . NIRRT
SE . ZERARIRHLA N Bk, BTIRE, KW
e, A ANRBERHZ %4 RTHEPRSES )
ANESE T
(B AT EFERSH SR ALE T F
FRAREARAERA T, R, ZiffcE A%

zhgysh



2022 9 36 9 1017
M8 T A5 BT 45 vﬂ,iﬂﬂﬂ B0 2h S Ak S BF W BRI BN D). TARF Y, 2019 (8) @ 23-26.
AR /%if‘— = ==3N _J;/g:—rﬁ (A M T AR [9] Rob N, Steven S, Sadhra, et al. Occupational Health: Risk

RETH BB, T AR i AR
Be. BRI AR s BRI IA 0 B 5k A
B T AR S 2 ekl R AT R IR &S AT AR
IH555, ]

Q

1

(] 2EAREREFFZ 2 PREARILAEZ S
HIK(S]. 2019.

[2] BT, 2B, BUAATE. LIMSRGUIES: — 7 (i kil
o MU AR LT, AR, 2020 (9) -

[3] Serra C. Quality Assurance of Pharmaceuticals: A
Compendium of Guidelines and Related Materials[J].
Revista Brasileira De Ci & ncias Farmac é uticas, 2007,
43 (4) : 661-662.

[4] ICH. Pharmaceutical Development Q8 ( R2) [S]. 2009.

[51 ICH Expert Working Group. Quality Risk Management

Q9[S]. 2005.
[6] Frank, Ted, Brooks, et al. Quality Risk Management[J].
Pharmaceutical Technology, 2011, 35 (7) : 72-79.
(71 tREHg, 2, D, & TR AR I

2 ARG I S 56 28 KU P A I ). B 2
Mg, 2020, 11 (21) & 7
[8]  FEINAL. e TAESE Tk Al A 15 T REAG I 5256 25 X

zhgysh

Assessment and Management[J]. Annals of Occupational
Hygiene, 2001 (5) : 420-420.

[10] VLW, XIMEAK, Esbok, 45 HT R SR 5
DNIS)ICIREE AN Bu) ffﬂ[&lﬂm[ﬂ b BT AR i A
5, 2019, 43 (3) .

[11] it . KA HE TR Jifﬂﬂ‘ﬁﬂlﬂ%@%ﬁi@mm W
FEAFSE(D]. L. &2 H K2, 2009 30-31.

[12] World Health Organization (WHO). WHO Guidelines on
Quality Risk Management: Annex2TRS-981[S]. 2012.

[13] B, BrE:F. £ 52y SR a2 56 == 1 XURG B T
1. EZE B, 2014, 25 (33) @ 4

[14] S0 W B R IR R . SR 4516345 KB Ae iy
BUAE G A e A5 B IMEELS]. 2015.

[15] thAe N RILAE E =R, PRI E E 5 B4
4569845 A N R T vk S 4HI[S]. 2018.

[16] MZEMMEEMLR. FikN[2019]206% 1
WA R DG T — AP RS B0 G I ALK 8 o A B
TAERIZE WS, 2019.

[17] 255 B TR . 20204E5574% 25 50 s 55000
HHESR (X47) [S]. 2020.

(YxAg B8 202241 A 140 4% #Tik)

ErianvaceunicaLaiiais IR



