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Abstract: Objective

To investigate the optimization strategies for management review of vaccine manufacturers,and to improve the
comprehensive competitiveness in quality management of vaccine manufacturers. Methods Based on the actual situation of vaccine
manufacturers, the experience summary method was used to analyze the strategies of management review planning, implementation,
and tracking stages of manufacturers. Result and Conclusion Through practice and adjustment,a management review framework of
"two major systems, eight major sectors, three — level review,and hierarchical responsibility" has been formed, which can effectively
ensure the implementation of management review in vaccine manufacturers. By correctly understanding management review,

constructing a reasonable review framework, optimizing report writing ideas, clarifying outputs, and doing a good job in tracking and

verification, the efficiency of management review in vaccine manufactures can be effectively improved, and the comprehensive

competitiveness of manufacturers can be enhanced.
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Fig.1 Framework for management review of vaccine manufacturers

37



AEEIE-
Pharmaceutical Administration

¥ &35 ¥

China Pharmaceuticals

2024 4E9 H S H %33 55 171
Vol. 33,No. 17, September 5,2024

A ST 24 S 5 4K A A DR 2L, 2022 41 2020 AF 43
S TGN 16 301, FFAK T 50% 5 1 6 V- 35 Lo B30 R AR 38 i
2022 4F 1 2020 4E 43 9 Ry 27 WFI O I, 4w 1 2 4% 0]
UL, ) R 24 i W B A B 10 028 i A 7 Al B M
FERFE NG ;5 Al A 7= o A B T i s ek
B B AARCZY  AE 7 B i A HEE ) (GMP) R LA
JIT b iR o A2 T A2 25 2021 45 Al 1) G 4 e, 3 A
TELLR 3451« DI Mb 2 2R 45 2 b = R &
PR RSB RE VIR K 5 2) 304 T Bl X 2l T4 5 3) 4k
17N BRE A R IPEAS TAE 0P A3 i A D1 %
PR R U A PTG B TH Ak i GMP 3RSy, 48 v 9 o
BT ) AT AT IR o At b 3 el a1 e A T A
FEEE TR, R A N I ZE & R T
3.3 IMFESR,BRANSH

EPRVTHH RSS2, 2 S W I DL A BT O SR
VRN, WA M T AR sls 7% 1E H N2 . S5 A ™ BEE A
[ 119 2, 2 220 80 o i A R AR R 0 Fe o 1 B
PE AR AT I 3 OGN S S AR B X
HEARSERE O, T LLR 347 i I D P
T A I8 B T, 43 BT A28 B0 00 0 A 5 2) B 1 o =R
TOUER A 1, 4B B A DL DA R A A S
JUR 5 3) G AT A X VTR TR AT BT A
Je S PR PR T L S AR Ak R RS A A
T S HRE IR R B B S s AR B A R R P 5
BTN A A R S A A e T I R AR AL
FF A e AR R IR A 78 43R5 T MY <
4 FRMEE AN O ER B UG B TR T B BAS SE R ARITE

ERRVE A R RE R e e T AR
e Ny SRR L (| A e T R Y T B
64~ H PRURRE OB R AT BR 1 A O 22 BT i 2= A
FEBY 2. 548 A 25 VR 2 J DR 35 A P A R 1T A 7
JE) R e A R 0D 90 3 N B AT, AR i 0 AT 1 R s
PR A PR DR A U RN A
R SR 227 s ARG SO “ &30 TS A =
o Sk VA 3 ] s o R S A L O A A 1 [
AT o 0 o 57 A0 T T B T S AL, 5t PR A, &
PR ER A DA A ORY | T ol e At A 7 R T o 3] 28 )
RO PRI, M ] A TR R T (A R, 43 AT T A
O, $2 4 B FLRE PRIIE AR R Rk | R As s 1 b 4 it
ARV I OCHE

XoF iy S 0 SEC it g5 SR 1 R I PR AR
)i — AT WIS A 2 B — 3R 250 R 4R
AP R R R TR B T ROCR B R i« 1) B I 3R
HH B 8 RS e L AT T] T S B B AR TR 58 AR
AR 5 2) P A B AR 3 S U0 X St A R R AT 25 A T

38

P, X e A ER A T 3) A i R AR R A B U L W

FOF BT RT3 ST, BRI RS R Y SR

305 4) 780 AR A PR B T, % ekt e it % S Ok

TTHfIN

5 45iF
PEVAE R 28 2 AR 77 i 2 1 580 % 8 KA TPk

YA (1%) L R M ) 9 R R AR i K A% Y P 5 s T T

P A o S I 7 it JO A R AR BT B B T S

A M AR BE S VR A B A5, Al 9 5T o A PR R AR

Feal BME et A RO R R UE T A B AR

9 VA 7 Aol 38 o TE AR NS BRIT T A BEAL EET

HHESL Dok e 1575 FE % A WA i 3 AN B B2 0 ik

TAE, WA AR A T A RO RS A G AR T

BOR ARSI e R T

S 3Tk

(1] 2 #H. XTRSARZEEFFHELL] FEFEN,
2018(7):108 - 110

[2] X Z M, 3023 . ST & EHIFTF RGN T L4
M) AT %3 ,2016(32) :69.

(3] &A%, % &, % £,%5. KREEGRELLLHIME
BERERAERAR] FEHFERE,2021,56(18):
1453 — 1455.

[4] B #. FEFFERLRGRENERERTFEKRRIE
AT RERL]. IARA S ,2021,6(24) :124 - 126

[5] % . f@RRFBEEENEZHT P ERIFFE NIRG
e £ #RE,2022(7):85 - 86.

[6] M4 . Xk RS ERMAFE AT Ao B 2P F e 536[)]. AR
MZ L5 5w ,2020,28(4):71 - 73.

(7] B4, o, 20RME | R b oFREF LRI EIK
2], PEZAREEH,2016,23(2):101 - 103.

(8] FXEZ,RKXF HEF,F. wsbTEFF T ALY A
Fefig ke 7y kAT 1], AL E5,2014,36(2) : 139 - 140.
(9] g . B Ad F oL RERIERERENMI] E2HFIR,

2022,41(1):132 - 135

[10] Faodr, kA AR EREMTETHERAFTEET AL
# AT R[] W5 RE,2019(40) :232.

(1] »# & . REFEKLZ SR T LM EL2[)]. ¥ E
#+%,2019(12):67 - 70.

[12] £ 45, ZW¥h. AT EBREERFEF HALGFEEATE
R[], A EEHA,2020(3):94 - 96.

[1B] MEH . ZREEEITH I NI F AL LB
], PEF,2014(12):47 - 49

[14] & #,E &, 55,4 . FTRSEN E1B 5 ¥ 2T
FmANFedir b A7 X)) PEZARBR LS,
2012,22(12):3027 - 3029

[15] % 5,8 4. bR RSEEREKZAFT 0B EIFF AL
M) ] R E,2014(12):50 - 53.

(AR H 197 :2023 — 08 — 213 4& 71 H 1. 2024 - 03 - 01)



