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Regulations and practice of quality management of commissioned production
Yingying Wang Fei Xu Renping Chen Wengi Wu
Shandong Qidu Pharmaceutical Co., LTD
[Abstract] The quality management of drug entrusted production is of great significance to ensure the drug
quality and drug safety of patients. Drug quality is closely related to human life and health, and the significance
of quality management in drug commissioned production is self—evident. The article first analyzes the
importance of quality management of drug commissioned production and the relevant domestic regulations.
Then, the specific application of quality control, guarantee and improvement in drug commissioned production
is discussed. Next, the problems in the quality management in the process of the drug commissioned production
were identified, mainly manifested in the unclear division of responsibilities, the imperfect quality management
system, the lax control of the production process and the lack of effective quality supervision mechanism. Finally,

practical strategies are proposed to solve the above problems.

[Key words] drug commissioned production; quality management; domestic regulations

El=

SRR S AR S N R T O AE PR R L. (EL e
SR — R 5\ 2B A DL b, 7R BN AR 2
FeA i LA CHLE, FEIR R E I AR, R
WA D) ST AT SR o AT S B RN I i) AT IR AR
T, N T R R S e,

1 BiE

L 125 Fe A i B

2R RBIN B A A RR, 25 5 R E AR R R F
ISP 24, BT DL R B R 2 i AR P i R AR AL TR o Hb A o KR
HANSZRAFENRIRAEARAENT. HREEEAY,
2 I R 2 TR B, AT R N 2 e B o
BOTERSTHER . AAMREN S REARNERE, AR E
R EUFIURSE. BRI REFEAE R R R B E AR
A A B R SRR 24 T A R IE R N 2 % 4,

i —A A S TRy 5 SRR EERE. £H
ATAERR G AT SN EE -, 29 MBI ET R EEHERR
TNE R, EAMNERFEA NG 207 LA 1% A R e
HATE B, RS VIR 8, & 1R 245 5 T 35 (R
R

1. 2[H P 2 i B B VA

2y AR XU T B e N IR [ 24 7 A B )
(Pt N BRSO E 2 5 A Y St 45490 €24 i A B 7D
CH R A= B B INED) (A REEEIE) |, DURA
Wit & 5 25 AR SRRV . IR BARMSEARHEE R . Xt
MINATE. T, B, EAERTEHMT AR RS . [
BTFEA N5 247 2 ik B 205 & s LA B S 5EAT-S5 4L
o ZHEAEF= BT NARYE AW H G (R S 3R e XL
FHRSARAY, B BHETT 3 BB 1T 20 BT AE P R .

2 mEREFREETENEMEKN A

28 Copyright (© This work is licensed under a Commons Attibution-Non Commercial 4.0 International License.



Frontiers of Chinese Medicine Research

hE SR AT
HOoLOE 2 OA 1.062024 4
EEAL B TS (ISSND: 2705-1374(P) / 2705-1382(0)

2. 125 ShZRALE 77 24T s R

— 7, FEA NEEOR 2T BAGMPART S VE AT S AR5
ER o Xk AE T AT AEAE P it SOPHE B, o R LA
REETT AL AUE B ESR R EEAT A EDR . 79 AN
AT VE TR L GMPAF & PR A5 B T SCAFHEAT NS A%, DADR
UESH% o o5 — U7 T, Fr NELEIE I B & RSG5
TIAEAERS, BOR R A B T3 T AR AL R B
BE. BRI SRNEENEE. HEEEARIENE. diF
B AEORESZ AT 7 A1 7870 IR 2R 7 [ B A B RE 1 O REA IR 4™
R A SRR SZATTT N AT AR B AT T 200 R fE
T B2 FET5 WAL LG A T T BAT = 2 AT L HOREIBA .
AT B4R A S HORKIR 54 RE, BE A oA b B
BB, TR i PR E -

2. 22 WA P A B B

NPRAEZ it PR A E & 0, 24 R4 E 4 7 7 5L 58 3% o
EIR R . RGN AL AR ST AR GBI o T A
L 52 FC A7 Al AT RE JIA: S5 4 it R ORAE £ Ml A W7 6 2
GMPHVE o 573 AN RFAT NI B ZFEAT B A9 267 o B B N Bk 52
FEO7 A A g R REAT S M o AT PRALE R 577 58 RSB W
BOITHLE B DA I BF N\ R S R A i At 1, AR AT R
KIGENVEF TE, Bt FERs Lk, WAL REDNYL
I LE 32367 PR IE VIR 5T 5 3055 . FFT NS 24005 i
SEEVER AIEFGRIESS i AR E S A A ZRATE 4
T PR v B e, X R AT R A A A,

2. 3L RhALE P I R G

XA P AR AT S A I, AL, SRIBOE 4 (g R T
2 X FERENS AT A T A P RCR 3R T LA = T2 Ak, IF Bk
UEP AT & 2R . FA AR 523677 o B &R S0P
BEAT 7873 PR, 45 & SEPRE DU TR M SR AR M T A1 S5 HEAT
Dotk o I 523677 R B R I 04 51RO, AR AR
TEAE 1) L it 2 8], 0 — DS PR A BK T 534, FEA A
B REAZ A B FEA P Ak AT B I 545 =, SR AR 53T
BRI B2 W YRR 516 %, (2T e e
JoERE A T ) SR AR S 8T, N B 2 A 5 AR R,
BEMHETH 267 it B

3 HmERAETREEEFEMNEE

3. A N5 2877 sHERI I AN

XUTTXof 24 ity A 77, TR A R XSG B A SR H A T IR T A
I, 2GR RSB A R RRE. BTSRRI AU, 4
KA TR BN, AT RE 238 BT EARE TR, AT S0 24 it Jo B 2
RRIBATHR . RPX— R B A AN 24807 22 8] R HR
BT, I M) R 75 B P o B B A LA PRAIE XU 0 245 i A 25 B 3
ORI AEY 25 dh i i

3. 2R A R A e

2y A R R A R AME A T BRI NS AT
T0f R PR R B, AT 54 LI GRAG X RE R 2GR

i AR PR IR R SN, KA G A 2 R N T A L% 1
— 1] BEAMEL P A A 3E 5 e 4, T L AR 2 B2 0 24 AR P A
WAFE SRS F1. N, DIOUREUE R, MR REE A
AT RS B R, LARIE X 5 T A% e B & 55 B A AT
2y, (R S R R

3. 3AE = I R A A

AR NS AR R ARG T
1 B P R ) . B T AN R (AR 7= T2 K R
HEIZAT, MG R W R B AR E BB A= B A A X
s ] R o A (i B 5 0 A e R T L 1) S, B x4 Al
S SR RARIE . BT UUNSRFEA N5 24770 A e i A
P10 J5 2 ) LA FRUE BT P e R A T 2 R R B AR AT,
A e RERE T EERNE L

3. AR Z A RO o R B AL

B A, 125 A= R R RS2 4805 10 R &2 B LR A7
TEA —LeIN 3145 24 o & 1) R ] REAS g % I R 3L o A
fif . X — PR 2 SR BB R T Bk . A RIEZE SR
R, W — LR A2 R B, 3T 20
4L G NI R STILTY i e

4 HRBEREFRETEN TR R

4. VHIH A N5 524807 sk o

A NTEAR ISR A B AR R 2K A T An e AT IR T,
M ZHRAE I RGBS N FT . R TR BRI A %
HRRRE N EREET, S5t T S4T85Sk I ERERR 7
U5 A Wb B AT A I, B ST R A VENL R AR ST AT R
GBI G B, BTN ZEA = R TR AR

4. 2@ ARG IR R

LA RS TR RE TR RN EECE, AR H i,
R FAMRIRR R SO, AL S R RS, P S E D,
AT TR B AU R 5 AT Rk T RAIT R R B B R,
BRI TR EA Pl AR BRI 737 B I o
RS H brar DI 2465 7 A M T AR R R, R E TR
TS BN F= A R . G ) R o T SR ST AT ORI
FE— B IERRIR R E AR XA —HIR . AIMEREE AR
7RIS P s LA B T RO E B MR . @i
Xof 53 T HEATERSTAR G55 )1, DABRAIE LA A S e o B2 5 3 ok
Fr s AR SRR TR P98 A% R T B I AT BEAETE 1)
e A5 R, I SR HR SO 5 T I e LA R AE 77 T B R AR A
Gt

4. 3fnsRA i R

Juhnsst A el R B A, A TT AR R A TR AL
M T2, WA 26 T 230 U B B AT 2T S A
FA NSIRBARN R 302807 #2850, ARIUEAE =R 50 13 FR A
T ARG EESR . RS2 4R 7 23 Ml s T2 S0 B 2 1
T2 BRI T 2B BT 72 W7 7k W B A P R, A
FERRERGE . IR FIRER, 2T MARIE T2 S0 HER

Copyright © This work is licensed under a Commons Attibution-Non Commercial 4.0 International License. 29



Frontiers of Chinese Medicine Research

hE SR AT
HOoLOE 2 OA 1.062024 4
EEAL B TS (ISSND: 2705-1374(P) / 2705-1382(0)

SERE AR IR AT HIE . R NRIUREE) HE 03, AT
AR DT 52 AT 5 A R HEAT ML AR AR 3, W IR — D™
AL IERE RIAT . AT MR S IE R e S T RRARAE
AP REAER — 2 R AR AT N G BGEIE M EOR R
PRAESEAT PRGN ZR LA T o A ABOR AN R MAE77 TAEA
REREATE B, SRR, RUEE I RNR St . 2
T BT H e — B R A R, L p e R A
RIS AT T 2 R 0 A B4 (AR DA D) REREAT R 2, IF 34T
BRI RIFMRLIE AR o AATTIE 208 A P A P ) S B ) o
BEAT FREE I MEAR AR, DA R BE 5 N R HFA2 IE AR 7] e
H LA 10 L o e 0 A e R iR A ], AR A 7 5 T A RE R
™ AR SE o AT S AR A PR, I St ZE ) S
LIRS DR il 0 vt B B R0 A VR v o AT T3 SR B A8 e
JR TR it DA P E E AT R, JF 5 2 i S A HAR ]
MR FER R

4. AZESTAE A BT M B LA

R N2 FET7 N 3 S A 4 o B M B L

FEA N 8 % 2007 A P R R 4 AR I R A
R, FEAREHRE S G ME.

AT E AT B AL, DA HILTERAE (1 XU - GMP B AL JAu( 24
b A R B VE ) T RE ISRk —, A ST Ak
L R B, GRS B Al A B R, R R, 2
Ak R o R it

FrA NASZFE 7 14k B A 7 BOR st B BT 56 Ll
B TARZ I N S E R A el A B3, ZRZead (24 b 2B 7 5t
R P AL ) 24 e T e R ) B AR SR A S BRI
I R R AR AR MY A 7= 0T AR R Y SO R S N2 [
I, AHSGIE R TR B A R SO A A TN, N2 K R

FrA NN SZFET7 75 30 ) 52 Jo B M B SO, WD e 2 00
K AEENA S K NG R 0370 L, K8 SO St 2

o [, ARAEAE A AR, S ) S A B, R A4

kS B AT STt BE O, ARG N DL IB RS SRR e IR L. AN
PR AN i o B AR, W R T A 77 i Y B P2 R A
Fasgtk. ™

4. 53R 5 TR R IR S HRE KT

FEA N5 AT A B BT (B I S B RE S T T
1, SR IR TR R B S HREKT . R AT 75 73 50T At
RIEN AR, DLRAEZAE™ s BRI J A LA .

SEAETT ENS AR AV AE B 5% AR A 75 2, 52 Re 6 45 4k

PR 53 B A RURIB B s IR, AR TR TR TR A RS
EESE AR 5 A 570 T AT 43 25N, ) 4 L P B 5 A% bR « 5%
Bt SN S AR T 5 2, AT AR L (0 S e RE I 5 %, AT
siei

B N SARYE B4 77 77 L 2 AN i A E 2%, ) 2 o
BRI 2 FE 07 AT R . ¥ NRISZHE 7 Bl A T R 02 T8
R fe B R T LR B IR AR T B S ETE
PRI T AR o 2 ) R S, BRI B T R T A St 1
FURE, DABORZHEAE P I R R 0 SE O, e 24Tk = A i R
KPR

4. 60 5 I s S A A

FEONFIZAT T B S ST A R IE R &K R, W
G EVTIE 2 SRR RS RN, KR 6
L. BUREL. FEE NRIZFL T EEARRR [ 5 W R TR 7R
551 5, SR P I FEE 3 O e bR ZER o s 5 15
12 A S UME, Relssmib 8 (A 2otk . &k 2
TR K.

5 5RiE

2 S ZSHE A 7R R A O — TR A Y B AR, W R F
ZAWA, 2RI . R N TTTR 4, @ e i E e
PRER, B A 7 R 4 ) A0 ST {4 B e M B ML A5 DT TN T,
7 REHE R A T A 5 A URN B B, N R T 1A A
A UAYISEARIEZG i R A 2 4 RFFZ R TTIA R
PR IE.

(52 30Hk]

[1J¥HME MAHSIE T 20 5% B 48 4 7 & W& 1 £ 424701
W B A %¥,2022.

RIEHEE MAHI TR IEZHE NS REIN.FEES
#%,2021-04-28(003).

BIEHEE. FHE & HIFE RS BT Z 484 b
AT A 5 IND. B & #54#.2021 —04—07(003).

A ERE. LT THRAANETIRARZRLEFTRES
T AR [00. o [ B 25 Tl 42 75,2021,52(2):272—279+282.

(5IPT 220, B g L A ASI L T a4 iy 25 &
ZAE & EEHFATI] A E %5 %,2019,33(02):177-181.

EE B

F R (1983—), %, Bk, A K T ML KL Sk AL A
LATA AR TR AR T @ HREFREER, HRhi
A FEREEH.

30 Copyright (© This work is licensed under a Commons Attibution-Non Commercial 4.0 International License.



