BB

Pharmaceutical Administration

¥ %

China Pharmaceuticals

202248 H 20 H 55 31 #5455 16 4]
Vol. 31,No. 16, August 20,2022

doi:10.3969 / j.issn.1006 — 4931.2022.16.008

HRSELUHENEEEE RS GSP REFRMET

Fifihp 0 g

(1. AT BB K FHRFAL,HIT T 3155005 2. AT HBBRLKFHFFR,HT TR 315500)
WE:BN 232800t iNEREARAA(SIREERETTEMNR)GCSPIEERR FiE HEMEAIK, 465 FRhiE
L, B4 )ah GSP P AR R 6 E AR R 2016 SFRE R(H REERTEENLAS ST FRU) T mbE R B, 24
RGBT S B AR AT BB E L LT AMNFLZLRACSPRERE GER FAEAZS AN AGLRE L
SR AR TR o U ARG T 2 2 KR bk AN Bt — W 5, AT B 17 AN UUBSR  SHAT T A AN SRR AR a0 B
FREEEE TR ER RS RE R ZH S AR RS W S A A IRIE S SR EE R EDA S B RGELT,
AR N REEL L BRETRTTENLE ASREA N TEEL AR R RETFE

RESES RIS MHERFRAERD A XEHS 1006 - 4931(2022)16 - 0031 - 05
Establishment of GSP Inspection System for Computer Management Information System of

Drug Trading Enterprises
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Abstract: Objective To establish a Good Supplying Practice (GSP) inspection system for the computer management information
system of drug trading enterprises. Methods Based on the relevant literature, the expert argumentation, summary of the
corresponding laws and regulations in the GSP and the corresponding inspection items in the 2016 edition of the national
Guidelines for Drug GSP On — Site Inspection, combined with the operating characteristics of the computer system, and using the
modular idea,the GSP inspection system for the computer management information system of pharmaceutical trading enterprises was
established. Results The inspection items were divided into three basic modules: computer system configuration, business process
control and quality basic data management. Each module was further decomposed, and 17 secondary modules were obtained. The
corresponding key inspection items and inspection methods were proposed for each secondary module. Conclusion The established

inspection system can improve the efficiency of drug inspection and promote the continuous improvement of enterprises,so as to

ensure the orderly and efficient operation of drug quality management activities.
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Tab.1 Description of the functions of each part of the computer

management information system of the drug trading enterprises
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Fig.1 Modular decomposition of the inspection items of the com-
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puter system of the drug trading enterprises

FIVE B A A 48 T B ) ) 0 6 A A 3 H xR
LR G B R A 250 0 3 RBE R AT 17 A 9 dsd
He PRI 1.
3 ZHEBEARENTRRES X
3.1 HEHNRGEERR

A it « T SR DR 3 ) [ 30 5 T vk o i A
A LLF 3TNA DA R B ECE T & FH B 5 Rk 55
LA R S5 A 0 R/ IN I BC £ 11 2 ity 14 % 5 B A5 T
Al 28 RN 2 AR T 2 L & T Al 4 < 2
il 2878 T AN 2 B BETT 2L, GSP 4% 3P AR BT £
A, R TR, SR BT s B TS I E R A
Jo LA S 5 6 T TIC 22 5 L o X6 Il 45 i
ANEIA A WCBR A SR R RT R 1A R, R
87 45 A AL BR 0 200 43 30 5 i N 4 B B TR T
1B, W DT A G T RS AL HIK KA 5L 7R
A ] I R A R O 2) S Al R R B AR S
GSP Je A Ml 28 75 45 B S R i 22 0 o FH R, W ERP 3R
45 \WMS,DPS .RFID / RF 2 45 S AH B0 a5 , LA K 4%
B OLN B RE T A R RGEREZIR 3) Bl i A £
ANANTR] b A A T A 28 i i 45, KA IR 55 L AR
A E I B AT TR IR -

D) 28 PRI« A3 o SR v [ vk A Oy vk B SR A
PLUR 3TN 25 o 1) 2 35 A3 e i I 45, Al JIT FH P 246 2

32

MAH W 2) e M A LA ENEE G, 2B
ARTEFA B KA 0 3) S B A [ 1A TR A
RO7 3 R AT A TEN BN

ALY IS BE : — 7 T R Ge R 4 22 4, vl i
T WL R [A) 3 A5 5 1 A R A ) RO i A B A 1
oL, WG NS % H &0y, & 0 B 2 5 e
M7V A S MU A A O R R A R A KR
e B IERE e A BRI SO PR AR 52, A A A
Xt 07 K0 Pt SR BB JXU IS 4 Al 95 it B0 e Gk
o 1) 22 2 5 o — T R AR G A BRI B A A, TR
FH B BLN 53Rl S 45 B IE | I8 ORI A7 A% A 55 T
% HE GG ENE &I R 2,

Rn, BB AL R GO 24 i 228 4 ad B A0 5
A, I I A SR SR U | U
PR A ST, A A LU 3N A 1) REUH43

®2 HENRGENREEEARENRTRRES %

Tab.2 Key inspection items and inspection method of computer

system permission setting
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Tab.3 Key inspection items and inspection methods in the
procurement link

i) TERENEALET &

[ ABAREARPARAAE, E | LENRENZABRIRAE, 4 F
REARAELLAMT—%

I BEAMARERABIHERRP LREBER AR ELNERR
AREBAGATHRE oA, EIHEEEALRFLROLE R A
FhKNEXR L

I AWREANRGE, EALRANREARERAL, REH R ET
T ERP 2 AW LA A 2], dn b dk Ao = 5 0 3 ATIE D ) B9 60 d A B
RE R RT T W EALT S A 4 e A E IR 8 49 % 22

NV B AbLAZEE0 P& BERAALEL AU & RGT

EARMGDE
Vo BBRF X RBERFARGTE, % AARTLE BRI FHH
2k

VI b LiERA SRS B EAAAT LA A DERD

W RWiTEHNE BEAART A ERRBER RMZRAZRER
ERGITEEHR TR AL A3 AR

T BBERHERENRGITE BEAARFARTH DS AEEMG
BECAE N XA CEE LR N

K BERMILRET IR IR A4 R

SR IR (I IRY R SRR ] A, 2R I B3 7
ERP £ 58 Hh 8 U6 R WG 1T 3R AT 2R W 1R (] 454 o &
A KA I H K EOR AL SR WA (0] H R B e AR YR
W A BB R L RS BT SRR 1T R A
I AR B — B, SR IR (] 4 B A U Ao e AR Y
K FR I IBCR W S B A %S R 58
7 08 I AR 1 R A ) 2 28 R W 1R[] 24 iy 4
R AR T7 A, AU A SN AR BT B A
HIAC G FEEER S RETERFEE 2

W BT IR IR ORI B AE WMS P A C
F14 T 5 85 3 BB S T, 412 BBOR W 345 AR A9 R T 32
FHEATWCGE P U 5T i i v B AR S HSs Il = R e,
H R A A MG TR AR 40 TICEE R Y 2 ERP
F Y5 WMS fXHE I, HA XD RGERARL, id ) A
B WIS ZR T 1] REA S 0 H A% i Kol

B WS R « ] BEAT S PR s R SR A, S A
WA B ATTIE LS.

R4 WERTNERKRENBTREET X
Tab.4 Key inspection items and inspection methods in the

receiving link
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Tab.5 Key inspection items and inspection method in the

acceptance link
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Tab. 6 Key inspection items and inspection method in the sales
link
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