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Competence Evaluation Index System for Professional Good Manufacturing Practice Inspectors
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Abstract: Objective
inspectors. Methods

To establish a scientific competence evaluation index system for good manufacturing practice (GMP)
The two — dimensional indexes of the competency evaluation for the GMP inspectors were determined by the
studies and Delphi expert consultation method. Sixteen consulting experts were selected from the management, personnel, drug
production administration, drug production inspection, phamaceutical manufactures and other fields. The weight of the indexes and the
weight of experts’ opinions were calculated by the improved group analytic hierarchy process (AHP) method, and the weighted
average of the above weights was used to obtain the weight of final index. Results A competency evaluation index system for
GMP inspectors was established with four grade indexes and 16 secondary indexes allocated according to the weight. Conclusion The
established competency evaluation index system for GMP inspectors is scientific, comprehensive and objective,which can provide an

evaluation tool for the selection,admission, promotion,demotion and assessment of GMP inspectors.
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Tab.1 Two — dimensional index system of the competency

evaluation for the GMP inspectors
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Tab.2 T.L.Saaty 1-9 scale
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Note: Suppose to compare the influence of factors at a certain level

on factor A at the upper level,take two factors C; and C, for comparison
each time,and use a; to represent the importance of factor C; and C

relative to factor A.

8

WATIRAE , A% G LTS bR iR AN e, s0A 18
BN 2 DL A T PE 2 it A 77 A 53 AR 0, T B DE 48
FRal B 38 e b i i o

SN IOE =7 == INNE 23T TP a4 = NP
i AR PR R A |2 i A 7 Al A 22 A0 TR 16 1 R
K, B FARYE B I X b AR AT
AR B IR AR 4 i RV 2K HFR)Z,ALB,
C,D RHHENZ 4R E K 4NHZEH Tl - 1) /2K
B HE , BIASE R ) W %

B C D
Ly aoa
A cC D
13 ' B B
R_AB D
cc <
A B C
D0 D !

2) AHP 50 8 AR Gedg hrA

T A DAY 22 B R0 R T DT R AN
B 58 4 — B0, A PRIERCE TR A S BRI AT SR, S AT
W7 R PR EAT — BOHEAS 56 o AR BF 5 R A Yaahp 10. 3
A SR F AHP 354307 W 1 315 B — 1 U 48
PR AER ] et o B IR He 2 S AR 7 R A L T B R AR AR
ZHEBRVL W 455 55 A Yaahp 10. 3 84, JE i AHP £
R B AL FIGbR, LA LSS R, /3 Bk i b
) T R I XTSRS AR B, — SO LR
(CR) < 0. 1, JITA Ay 1] i i [ 300 ok — BT A 6, o) oA il
i — 5O G 56 %) A TR I T A A OE L A — B
PEBLR 38 2o — BOME RS 56 00 0 AR T A L R S
T &5t T ASC . R (R ) i 6 % ) e KRR AR A, 8 ] —
T bR 1 L RIMAGHEAT AT A RER L LK E W
SR F 7y e

3) RIS WA T FAE R B

BT B RML GE AR R AT | AR I AR W AR R RRAE
1B B AR A AR 8 AR £ RN 5 HE T ) 22 119 52 i A
B GRS R ) SPSS 16. 0 882 404 b 3o —
MR I 1 L FE AW AR BT R G R AR R
FEER 2 OO VR B T34 HEFT ) 52 1)
R IR AL s P4 A 30 (2) A3 il F B B R AR &
B Rl L R 1 R — b 5 A N 2R R
HRIAEEME EREANEAXG) ], H—LK' 3k
BEFREK[AK(4) o7,

Fi=(m+2)=(A,,), (1)
¢p
A= 36, (2)



20224F 11 H 5 H 5531 &5 21 W
Vol. 31,No. 21,November 5,2022

¥ %

China Pharmaceuticals

B

Pharmaceutical Administration

K, =F,xA, (3)
K

K. = K’ (4)

Ao, m o F R B B B85 A W i KT
) 3 1) ST R 1) e AR AR 5 PR 3 i B Rk 1
J VR P 1) — B AR BE , T O HEIT 2 R, &, 2K
i, PACR RIS & W RHE T = N KRR
I RERE PR,

4) Hff 22 8 b e A A

P B39 B G FAE AR AL 5 A 20 (5) 3047 A
SR AFHEAR S W, B A SRR A

M:Z;Kiwij(nzl,Z,'“ll) (5)

o, WS AT bR R G AR, KR A,
W, R 58 AT R B A FE AR AN EE .
2 #R
2.1 EREM@OEHFR

16 7 & F v, 24 D5 A AR o A K DL B 6 A
(37.50%) , K2EAEL 10 N (62. 50% ) 5 HAFK A Bl 25 9% M
DL s BUR 55 BIAL R K D Y 14 A (87, 50%) , BH%
ATEC S 2 N (12.50%) s TAEAFERRTE 304E LA LAY S A
(31.25%),20 ~ 304F 9 A (56.25%) , 104 LA EAg2 A
(12.50%) . BRI TAE <0 8 55 B8 N 25 5 48
2y i A R K 2y e A R R EE e
FRFAE RN SRR 4 16 403, [EIUS )35 16 17y, F 4K
[0)3 16 17y, LSRRI R R 32 34 5K 100. 00% . & Z Ak
BT XHHE AR N 25 R4 A8 Bl W
2.2 —EHEMREMESEIERINE

K H Yaahp 10. 3 542170001, 16 i & KA 247
L AT I W R B AN BB T 04T, A1 30 L A i 1Y)
FIWHE A AR (CR > 0. 1), JIBRA A M5 15 114
LRG3 dm' R 1 — 11) A6 3 A ) 0B R o — S0 A 0
S5 5 T HO A TR b A 25 5 TR L 3 o w7
Wy W' Wy 5 3k B % — 248 h5 A, B, C, D 1 T I
FUHL | Ao R A TR 2 04 S5 FORRAE AL, % ] —F8 bR A o
AT A1 A3 8] — AR AR A% G 255 B 73 5o
0.3871,0.1858,0.3035,0.1236,
2.3 ERWERHY

K HISPSS 16. 0 Geit 2k i A b, 15 8 &
FERABLET  LIPE B N 10 B B 3 A2, 45— 2%
61 EHK, XI5 N4,5,6,8,10,11;% 2K 2/i%
RBRI T N2, T = R3INERK, ERR5HL,3,
9 LE G REE R 1 1. 20 F AR (D B (D ITE LR

LG5 1 - 1 R FRCGERE /5] 0. 062 2,

®3 ERI—RIEFHEAIN—HEREER
Tab.3 Weights of the grade indexes by experts and results of

the consistency check

i+
bl
B
<fs

wy Wy W W' A CR

0.4092  0.2407 0.1750 0.1750 4.1545 0.0579
0.6048 0.1146 0.1146 0.1660 4.2022 0.0757
0.3943 0.2234 0.0956 0.2867 4.1545 0.0579
0.3000 0.3000 0.3000 0.1000 4.0000 0.0000
0.2697 0.1544 0.4940 0.0818 4.2380 0.0891
0.2721 0.2387 0.4194 0.0698 4.1837 0.0702
0.6930 0.1633 0.0936 0.0501 4.2456 0.0920
0.2480 0.2623 0.4328 0.0569 4.2457 0.0920
0.4264 0.1709 0.2918 0.1109 41873  0.0702
0.2916 0.1108 0.5124 0.0852 4.1837 0.0702
0.3488 0.0646 0.4096 0.1770 4.2528 0.0947
®4 BAREFRERBENTNERERRNE

Tab.4 Competence evaluation index system for GMP inspectors
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