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Abstract: Objective
marketing authorization holder(MAH). Methods

analysis(FMECA) combined with literature research, questionnaire survey and expert opinion was used to conduct the risk assessment on

To establish a general method for quality risk management of the selection of entrusted production enterprise by
Based on theory of quality risk management,the failure mode,the effects and criticality
the quality of selection of entrusted production enterprise by MAH. Results In the failure modes,there was no low —risk failure mode
with risk priority number(RPN) < 15 points, there were 26 medium risk failure modes with 15 points < RPN < 26 points, including
10 facilities and equipment management links, five material management links,six document and record management links,three environ-
mental management links, two entrusted production enterprise’s self — construction links selected by MAH,and there were 37 high - risk
failure modes with RPN = 26 points,including three personnel management links,seven entrusted production enterprise’s self — construc-
tion links selected by MAH, 10 material management links,10 document and record management links,four facility and equipment man-
agement links and three environmental management links. Conclusion The established FMECA model for the selection of entrusted pro-
duction enterprise by MAH is helpful to clarify the improvement focus of the selection of entrusted production enterprise and improve
the effectiveness of risk management.
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of the selection of entrusted production enterprise by MAH
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RN KX RRAZEL BB RN || £AMAE KL RKAZEL HB RN(H)
I BEAR RS SRR A (SOP) M7 B 3354 33 BEAHEARSHR - MI8 ¢ 2649
) XBABRERBNER M D 2.8 M RBHHLH M20 [ 2644
3 ARAFHAARSY M3 P 3.9 35 RERREARMEERARESARAFELTE M25 E 2631
4 BEARIAZERGA M7 C 3L BRAEA
5 EEAREERARR M6 A 3166 % RESAEAHSARERAAAGERS M19 Foo26.27
6 BEEERESZR N2 0 3L Y ABREIBRENG Ml [ 26.03
1T ARAFARBUAZE M4 H o 3130 8 KA M14 D 25.87
§  BARER M3 Fooo3L20 39 BRANAZKEANAAARE Y M14 B 25.78
9 MAFRAERLE Ml H o 3069 0 REHEPRA MI7 L 2573

10 AFRSIRAHAFRFE IXGE M26 Fooo30.63 4 RFABRARE REH FEE Ml Ay
I RAZEFRBREX 1) ¢ 3039 4 HBERABTE M7 Mo 25.60
12 REEHQOAR R EAERS M20 Ho 2038 B BIARERR MI0 G 25.49
13 REAGHTARFH M3 G 2.3 W ERRGFREATREILR )20 J25.39
14 MAH %7853 AR A (1 SR, M1 A 2913 45 BHF(R)RERRE)ARLE M19 G 25.27

HEEIRR 46 RPEBEALREFETARRE M7 N 2527
15 REUTEERHGERLFZR M13 A B8 4 RERZ AR M8 B 25.19
16 XHAMSE M10 Fo8m 8 IHERREENERERS M2 K 25.07
17 RERZZHE M8 A 28,35 49 BRERRAFEEREK M23 A 24.95
18 AEREAEEALE Mi4 C 2831 500 EAHRAREEREST S M2l M 24.66
19 BHRERAEE M20 K 282 51 RAEFPHARE BERALE M3 I 24.23
0 HEtdH M2 S 282 50 wAhRERERZAAE AFHE Ml B 2412
0 BHBKILER) AARE M18 D 2819 53 REARAHEREEL M16 ] 2394
2 REREQA)RBFAR BAELZALML M19 E 2819 54 PEGR/PAER/ R ERETE XLTE M14 E 2374
B HHRE FERARUE M2 P15 5 BAMFERkE RS HARRAALR M21 N 23.60
U REREATARE M25 D 2786 56 AHERTIHREL M18 B 23.27
B HHBRABRRE MI8 A28 51 FHAMELRASRAE FAE ALE M9 2281
% AEFERMERARNEE MI5 G 2766 58 FERERYRAAS M3 H 2.6
2 ERFHRRRFETIALE n D 2.6 59 REFRRAFAETREAK M24 B 22.35
28 REARIHME M12 Mo2110 00 REAFRAREARY M16 K 21.93
9 ARBRERRERE M16 I 2110 61 ABIHHARNRLRASR M12 L 2164
0 XHARRZARE M9 C 2697 02 gHEFREGANK M24 C 2119
31 AMSBAERHYRELOHE FER-K M21 L 2688 03 MithALYRXERIALE M2 0 18.65
3N ABRAHARR AR M2 R 26,69

PEARZHMER B ™ SO R R ™ PR R 3C
P EE 45 10 A JRAIRE B 5 3w A PR, "B
BT T B4 BOR ™ B 1 1 AR EOR
B i A 4 AR B PR AT BRER Y, AR IR
SR PR T g S S YT AN BRI AT
SE N TP S SR G N A B PR R A
PR B AN R 4273 AR AR A
4 REERIEZIK
4.1 M AN"BIRBEIEH

D) B FRE 5 SO 5t AT 7 R S PG IR
B L AR HRE 5 ST S AR I 2T R 4G
R Z AT AT P A IR N SR HCRE S R,

4

BOR AR AL 7 A I B RE 7 45 2 PR B o R 4T XU
BN SN A B DTN AR B ST AN A
A 2B SRl R AR I (b 2 M AR HAFR
POl 25 HEAR ), A= 7= 8 BB TN/ BT i A B AR 5N
G B I 3 A2 i N S AR TR B Sk
5, 1 ARZy R B

2) R EE I, 48 = BOL R IR S T BT
BEE QD) Rl pe - NI R D S Y (S i e (BN
SCAEER TR AR, ELR SR, 5 25838 A A BRI AR 5C
i E AR BT 51 T A cMAH R 32 FE2E )™ dill 2
FEE R TSR I, S e R AR, I B T A
Rl BE A RIS 3] A R BE A BRI B, A 5



202149 A 5 H 5530 &5 17 4
Vol. 30, No. 17, September 5,2021

¥ & % b

China Pharmaceuticals

- AWEL -
Monograph on Pharmaceutical Industry

T FRIS AR SRR EE N2 2T LS - 5120
[ BF 7S B U A A S0 5%, SRl 32 46 4 B H AR |
B N BRI A BRI E Sk 4

3) iR A2 FCAE = Ak BT B RN 2 A
Al A S R A A PR AR RN, N SR B
GMP LR , 548 i K HE ) o A R R, DL X AN
] T 37 0 W A 5 2R o A P Al B 2 FE L AR R A A Al A
P Jo R A T D) 5 T AT 00 A AU 43 E
A ST BT RO, B AR AR A B

4) s N 5 DA 2 F 7 AR T R TR T R
ORE {6 WIEk A 1B 0 e B, /ANCA oy o 1 10 /9 WAk )
HEATAS NI TE RN AN DA A0 3 A Bk =
PRBE A JC R M, R A A B A 7 s TS G, B KRR
JIE Hb R o 2 i
4.2 X“HUUHIRBE R
4.2.1  BHXHESHAET

1) 5838 GMP SUUHR R oSO R 25 S A 77 s 4
FRAHE FHEVORE, 7= SR I E AR 5 R
A TR A )RR o SO AR FR BT T 2
A PR A TR FE I o O ARIE SR G T R BOR
CYEAE AR RN O H I R RS K, 2T
J5 ST 10 AR B 0 3 SO s T, SO Rk
HERR AL 87 B 520 1 A b o S 5 N T5 A SRR G
A GMP &I 2K, H B A4 B SO S RE ) o B SC
PR AL, 23R RN s 138, PR UE T SR e 4
T 5 I S AR 8 B8 IE A S s A P SR AN S
PHFIBIT 523,

2) I SCAEAE B BE bR R Y SCR S PR SO AR
WEAL I AT 4R , RAT M 20 SR RSO 48 F R 48, BE DR TIE DR 1R
ICE R ILSEME AT REE SR, AT R ST A AT s
PE DR {4 SCPF R C SRA BRI B, 3257 % FRVERNE
F U B4 671 5 8 R SR IR 2 it o 8 7 S A
JE RSOOSR AR R E 05, 5 — VL SO B
HA% HEHE I3 & AEAE S TR WO SO A 5
B AR, D SO A R T B TR DHRE AT e
SCAFAFAS I BR T 5 52 36 05 6 A G R A7 A B — 2, 4%
GMP ZLR PEA TR I ORAF , SO SBERTH2 T 50 MAH JF
HUAS 5 B A S o
4.2.2 RS %AET

1) S5t A 3550 (4 TR it 158 45 4 1 S0 4 PR Uit 88 45 1 A=
i JE N e B BT RO R R IR R
1K B, Z A BOAKIEZ AT A A S PR L T SR
PR A FUE R 5 e Y A6 45 2025 PR IRAIE
AR PG SEZERAE N S A PN BB
BT EH PR R L S T A SR &
ANFRAT A IC R, R Al Y TR VIO 25 120 T A B

HAE PP AEAT: 55, kit fo i 25 B 1 T is AT, ST A HILIE 2
FRAE JEN) 5 B TE ) 2 15 A v 5 i A B, sk ) 24 15 A
OGRS T, 2 00 W o) 25 1 4 RS DRIE T 24
WA PERE ™,

2) FLIE B A B AED R IR BT 25 45 1 L AT
FEH A AT AR TS LR G KT A 32 KU
B 37 A0 VR o A A TS L 5240 bRl TRl ok
P EAts ded 5% A5 P ] 16 B S
Hb BT R A AR HEAT A B, A5 B A 1 A
WA KA &5  FEARIIE £ 1 i A L7 &%
W 2B A B FE TS SR AT R R
B S O B R A IR T 1 ST A 7 A K e B S A1,
B EAFARUEAE A FURZS , IE 22 4G A = b g o) 2
Ja  ZAEE AL AT N B s s R A B O
FRAE DUREAT B, T M A 7 B A I S PR AR L, FTE
SRS, AL AR SR A A I A B A RIB R .
4.3 R RUBE 1 I

1) TR R AR, Jnsi st rrk R i i3 R 4
P AT SR IR USRS A AE RIS S i 4
RS KRR AR — 0 B RS A5, o AT,
A [ AT R YR L Z T2 FE A R I o R £ 58 5 7
HTT RGBSR W Xk 5 R W 50 SR Wy 94 R
W s ] SR g N B3 HURE N MAH A& 4% 19 4L 107 7 o 2R
WA IRE , o AR 5 o e s o R (1R K 25 b v /ol
WHERRIE) IT 5K 5, SR B3 N SE R 2 L BR R
AR BRI T IO, ARG s Ta] B e B ) AT R B g
B 25 S B R AR

2) e BRI AL BURE R R BRI
A PRI RS BRI AL 38 1 5 3 W RHAE B OG i
B HRRR B, U058 3 PR R R VE LR , 20— MY
0 52 T AT AT TR o R QA TE W RIHE 13 S gt
WA TIO R E M, DL R AR b A% 32 ot At v i 22 11
S M o R BURE B 1T 8 i B BRORE: 1) Sk BT B2 A , PRI
e AR TG Y AR R B E T HE A E PR I )
PRI 2R T A R R S AT AR S SR O S AL
R B DX 3, b G R VS 575 U s R A G JE
T i RS TR AR, A S AR SR RS R 43
HEVRAT I, HAS TRAR 25 49 0 Ak Rz A P AS ) 231 €5 30 47
e, R A A X5 Y
4.4  XSETHIXBE

D4 ZFE 7 B SIEM TR A R AR BT 5 Fh
X Z FCAE P Al 5 5% ) T S5 45 S R AR AE B AT
) — R PEFE AR R R IERE |45 A BT SRS PR O, A
ARG et Blep b AR R R MG S E
HEMEL AW EN, i A H e R (R S .Y
B BRED) AR RE S FEARKOE N &R ATy

5



- BWEL -

Monograph on Pharmaceutical Industry

¥ &%

China Pharmaceuticals

2021 4F9 A 5 H 4530 &5 17 1]
Vol. 30, No. 17, September 5, 2021

PERR RPN HEHR . MAH JE8E 5P B BN AR VA IE
(A BE , BRETs F A, RO 25 32 7 $ A Al o

2) e HRICAE R E L R E NSRRI,
FEAF AN LB A s 4B AL = T8 o b v 5 T 4
AR5 5 Z A7 KA NG B S RATE = AU
% 52 B AL A XU st 2338 K o BRI, FE 2 1T ot i M LI
5 77 I T4 BR i A G ™ AURURR 43 E , A BRI BE 5 A
] BB () HI = A2 2y KURS: o 155G L ZE P DO B A TR
PR S X it i 5 AR AT SR SR U™ g A A T R U
FLWR KRS 25 2 AT T WA 7= TS NS AT AL 2R
TR AR A S AR L TE R TR %
i HE T SEE E HAT, RECH G B
FEEME R (2020 4ERR) ), fiE o Z AT AU 25 & (i
WORBEA 858 S, 43 R BRI 245 AR FH A 7 b o
WERTUE S LS5, % 2 B 4%, PRI L 2 il ie 4
AR R EATE

3 TE RN AR, B TEERY
i B R A TR B A I A r Al 44 B4 38 R ST
FAE TR S0 BE ol i 1l sk 2 A P Al B AR S
3 LT S A T o3 A VB R R R R AE
4 G I A GO R A bR e, AR BNE B RS
bR AT A B AT A AR S

4) 580 A AL . ZRHE BT v ik — 4 HoA A
7B A ARG (1 AAE A ROR T AR R A
(V8 38 T AR AR 5 2 467 21T A R b o 7 H B m]
RIS, 35 WA R 045 BT 20 28, S0 St LS G
FHAE TR B B4 O 7, 1 ST 50 35 P A 5 R
Jiti, AT 0 JoT e 4 o o PR UE A5 B AR 0] ) 45 B AR L 58
B ARE B Ak, FUE AR B A A
KA T I, B R RIRFE Hif (sz AT e A A T S5
SR i A R 2 5 A, N—ZR IV E
Sl IR AR T R RN BUR L
S5, AN E RS S AL R A NS Z A8 Al S BURE
Z B R ) BT AL , B AEZEFBAE 7 Hi DL Ay DRSS st i
Ik AR T4 A 5 AR X AU5 14
BVERR IR B AEA = AR E FEE A,
4.5 IHUER"HIRBEIEF

T MAH il B2 1E e TR 2 47, JUHE0F & 7
MAH, ZEFEAE 7= 2 50 1 /0, BRI R AH DG 3 B0 i B 1 2
2 5 EI, R Z AT AR P R TR B RE ) 5 L Ah , MAH
TR E MAH ZE 648 7™ e 2 i B2 19 A48 10 Fn 52
IR BRI AR 556 % B BRI
FEERAT N B X A AR, 4 MAH W R 2
IR WA AR T MERE i MAH 5245 N ST
AR AL B O B R

6

5 4518
AW s I SCERBE SR A L R Wk ar 1
MAH Z4EA4E 236 7 £ KUK B 2 #HE T7 MAH 22
FEAE 7 2 T7 I FE AR PEAG AR Y, 35 T RPN ¥ 60 UK
B AR RS AT R I AT T A, B
T EBRES R, IEE R 7 RS A I T
SEAY MAH ZEH0AE 77 32467 268 FMECA BERUA Bl T Wi
ZACAE P AT R i B SR T KU IR
SN
(1] G465, BHE, R E, 5. ARG BRI AFTETHRIKAY
#E(]]. PEPEHARAEKT,2014,12(14):144 — 146.
[2] o, & RFEAESHRE S bR RIeE =g FR[]].
F & 25 ¥ ,2012,26(10) : 1091 - 1093.
[3] FTacdm, 2 #%. EFFTHAAHNETELFZ LG HS
FeA SR EE NI FER%F,2019,33(2):177 - 181.
[4] £ #% MAH#ETREHBEIA 6 L RARZELD]
b BB K ,2017.

[5] kM. Rt e RERGERZFL(D]. B :HIMR
%= K #,2019.

(6] x| dhdh, REH . EZREH R FH B EGE RAEH
R1J]. P EH %% E,2016,25(11):1206 - 1211.

[71 5K T T . 8B ML 5 & SPSS ZFH[J]. MAEFLE,
2018,9(5) :447.

(8] % /it . ZESMEREE A Feym AR AR L
2 A1 8:46,2015,5(21) : 101 - 103.

[9] F &A%, R & . SPSS it 947 (5 S w)[M]. . &F T
Ak s BR AR, 2015 13.

[10] FH#RA . BAErGeit 2o i [M]. AT F BARE hiaAt,
2008:14.

[11] 2 47 HY LR B AREEZARZBEFRALID]. Fd:b
A KRF,2013.

[12] ¥ JE . gk i) 25 A A 3] M3 4 BBt 812 [ D).
¥ ida Kk #,2018.

[13]1 F %, 222 . SR LT THAASLT A7 by E
*TEARAI]. PEEZ T4 E,2020,51(8):1085 - 1090.

[14] B 24 . Hhae A = LR FE 2 ILR I Z B R[],
AAAE B ,2020(12) :262.

[15] & . HHRXEFTEZPHREE S FIRE[]]. ZhEH
Ft3%,2017,16(3) : 244 - 245,

[16] FA4a4k . R ZSHT A MRN8 & &EEOHRT(D]. RiE:
REKRS,2014.

[17] £ 2, 5%%, 8 #.,%5. AT REAHHEGE T
APy A ()], ARsER,2017(29):277 - 278.

(18] % %R#, 5 T% . R LT HTHEAAZILETHREN
K PEAT BT RAF R —— A T A A A F AT, FEHH
2 %,2019,28(24):2926 - 2932.

[19] ZAIF, E24% . ABFREHSHMELEZM PO EEE B
AIRAT[J]. 4 LiE,2018(26) :282.

(Wi B 41:2021 - 03 - 30)



