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Abstract: Pharmaceutical excipients are an indispensable part of preparation prescriptions. Under the background of continuous
improvement of drug quality standards, relatively few studies focus on the quality changes of pharmaceutical excipients during and after
drug formation and their effects on the overall safety and efficacy of drugs, especially in the research of Chinese patent medicines. Based
on the quality standard of traditional Chinese medicine, insufficient attention has been paid to the quality control of pharmaceutical
excipients, in this paper, the concepts of “quality control symmetry (QC-Symmetry)” and “quality control asymmetry (QC-Asymmetry)”
between drugs and pharmaceutical excipients are proposed, and the QC-Asymmetry problems of Chinese patent medicines and
pharmaceutical excipients are discussed. It provides a reference for the quality evaluation of pharmaceutical excipients to be included in
the quality and process evaluation process of Chinese patent medicines, aiming to achieve symmetry and adaptation in quality and process
control, thereby improving the quality control strategy of Chinese patent medicine and other pharmaceutical preparations.

Key words: pharmaceutical excipients; quality control symmetry; Chinese patent medicine; quality standards; prolonged with the drug;

production process; period of validity

RS EHEA: 2024-10-15

ESWH: RS 2024 EEFHRFEQF NS RITE (202411079023)

fEE@N: & B (2003—), 5, AR, W79 2 Y. E-mail: 1337016420@qq.com

HBIEEE: x| % (1976—), 5, WL, WFARRAGE R IR, WET R AR K FEIFN ST . E-mail: liutao0578@sina.com



» 1386 «

¢EH 2025628 B56% B4 Chinese Traditional and Herbal Drugs 2025 February Vol. 56 No. 4

24 ISRk 1) 70 Ak 75 H AN RT B ) 2 RGET 2
I 90% M2k L AR T A A T 2R AR, (R
TEZP U EPRHEA BRI 5N, 2GRS 21T
2R B 24 I (1) o 6 A0 A AP L0k 24 Ak 22 4 N 2
RO IR TEARXS 8L, AEh 25 SUd R i LR
e 2 RIBAEPEAHERIE ST, HUWP. A
IT RIS W K R A2 OR A 55 U5 T 4 245 0 Joit % )
), AFERA . RGO AR, Hrp 4R %
B BRI R /A 24 i AfRLRL, (3
[ 55 e o¢ TR Rk R 2 A AR R R L) (2
W2 o EARHERT T B S F SR G4 D) S5 fHAN
BRGSO 5, 2 B br K- AWt
FEF . 2 FHRE AR 24 SN S A T IS P
I FUAA BN e BRI o BT A, R 224
PEJT T ST S RLIPEAL, — OB B A 255
IR AR, A SESE T2 TR A
BURF . BOUETR L R B 7788 B AN 25 A2 B 21l 7
B H T HAES R TR A s, Sl g 25
RIS, (EAR T, SRHE 24P ) 77 ) p 2
Wig R P AFE AR AL AT e, IR ARk S B AT 7E il
A, S ZE PR ARG AR, SR RERS 2
AR 2 R ) 22 e AR AR E MG il — B 5
Wi, AEL H AT SRHE B2 1 R AN R 2 R o AR A K
FORh 2R R 22 4x L 2 RGEA FRIT SRR B2, TR
A7 v 2538 TE PRI 9T Ao R AR AE TR O T A
WAEIR AR A S, 2 ot S bR i FH 24 FH 4
B 5T B I AL AL

BT, AR T “ XK (quality control
symmetry, QC-Symmetry)” B AL, BIFE ST 5T
o N2 2450 R gy 5 P AR R 5 AT R
i, v 2 AN 2 H SR TR AR v K b S AR &
JS2, 2 A 24y ) 77 B4 5T B R TR SR FE AN
MR FEIEHIIE , R WFRSY “FEEAR TR
(quality control asymmetry, QC-Asymmetry)”. A<
SCIE 0T H AT 2 A2 R A E ) “ QC-
Asymmetry” [/ B AT IS, DUHAE R 24 i &
PR b 5 35 i 249 AR SS9 ), Fouh 2. 1k
FUHIE 2 S R AR HER THE S5
1 FHAHAHER “QC-Symmetry” HIEZEM

2 BRI Z -2 A -2 R IR AL
J8G3 6] B AR ELAE FHATS AN BT Ye 6 v i 24 45 1) 571 A4
P, 2 AR AE P 2 AN FT /DR, (H 2 TSR
AIIIANAE FR 24 22 o R PESE N A% IE SR AE

F VT Z R T AN A2 A T B Al (1 T 50 R
Tz, G2 AR “QC-Symmetry” 44 £ [ ST
XTI FCARRLF T 20 72 5 1 E S84k Bkl S 2
Y At IR 2808 ) T E AR TAE
FETB R 2R AR e A L R e PR R e AR
i 5L A B

CREZ ) 2020 A7 hig b B R 245 F 4 R
FEAREC A T2ZHRMIE Cn R %50,
A, SRESE)” L« sgnma ) 1 5E 1 Thae itk
FHOCTEAR CANFEFE . RLEESE )™ 2 3045 o (H 4R H
e 2GR 2% FE , JHTR R ) RO R R A v
Wi gg B2 (P2 ARG B E ) BoR
FE R 25 B2 — MU “ Jl Rl 7 SN AR, T
HH RS2 S A T ST S ) e A S =l e
N W ARl sl R HIT AR B AT R s (R 2iE
WHEHE T TE ) (20T BN SRR
TEX R 25 A e I R, AR TR B 253 A
T R R A BT R AR AT AT R . (HEF AR
B — L6 24 F AR E HP 2R . A= fE =
BOTEA Y ReAEE TR, a0 — i H T
CIARAIFAES A, A 25 0 Bhis e, 15
A5 ALRR P AR PEFR K 2R B RS, Rhtkrp
24 5 T ARRE Cn— e B 1) - e B R 25
AIRRREN. R 35 ARINALEE 80 55) HARIMAE
H, &SHERBR BT ERAEANRRBIOS; iz
PR 24 5 v 24 1 SRR ) 2% L 2R AR I O
AR, A ek RE R X 24 F AR AT ML bR e R A
fa FEME =, 245 R ARk B FHAE A 25 28 = h 1) T i
BHIEAFAEE s, AL AR QC-Symmetry 5
G ERE R REE A EERE L EFK
L 5% 245 v iR i L 25 P Rk e LR 1

ERRHE AL, WA R N D . TR
HE IR R DL 2GR SRR, Sl R E R
N CHZEET R YR kR, BUT R 2014—2024
AT R SR (- D), R EIET 10 4K,
“CrpgrE” SRMESERIRSCEN 6 R, “ 4% SR
EPBIRCER 36 R REFFRIN “HEE” &
R, AKRIREM 74 FEHITIS SO0 18 S0
AR 5 22 B =~ B (B 2), BATHRIE 10
CEZG R R R A R T T S, SRR
PO 1A R AT B = R S A I “ 2 AREY
Q7 W), “JREbRAE” (9D, “RLFE 4007 (5
WO, “HliE—" (40, “HRZ” “HIF” “Hikl”



F8 B 2025628 $56% B4 Chinese Traditional and Herbal Drugs 2025 February Vol. 56 No. 4 1387 -
* 1 EFRERGRIMEFENG AR )
Table 1 Problems of pharmaceutical excipients found in national drug sampling inspection in recent years
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Fig.1 The number of articles related to “pharmaceutical

excipients” in Chinese materia medica and pharmacy
disciplines from 2014 to 2024

R BRI REE ™ B

ER 6-O-B-D-H Gl BEREIR 7 “ FLE =] “ 2451
7R R (3 0. ME—ERRE ERT

o JE R AW T . 2R 25 R ¢ QC-
Asymmetry” T] G A& 5| & T 251 FIAS RS # Ji R
2, RG24 iR BT SRR B “QC-
Asymmetry” 7] @8, ¥4 25 F PR & B PEMT BT 2
W TR BT 5 TR 2GR AP TR, @S 2
FUFZFFPRHA Y “QC-Symmetry” BFF 177 +43
SERIR

R 24 2 24 i it R DR B A R R e R R 2 L
185 TREBEAG Y, 1617 Fhrh 2N
[ 24 1L ) 2020 FERR, HEIT 4 000 Fleb 25 BN



- 1388 « F8 B 2025628 $56% B4 Chinese Traditional and Herbal Drugs 2025 February Vol. 56 No. 4

TCM Eméﬁz?ﬂaé -EREXFE(UPLC- MS/MS)
ﬁﬁ?

6% 353 ‘
HV.AEE- 3
N et
'f‘NEWE ‘N%

*asmé ;
55s gt ﬁ+§6030%5ﬁ&@§

VMﬁﬁﬁjf:¢
CF?%'J?"J SRR
Ugt1A9 43’5@%'

wx%ﬁﬁ% E
t'é-% L] [N n* ﬁtL
ﬁﬁﬁﬁ ?rﬁ*—l

- f 5L7'5 i ity %Lu JE“BO

7ih bt 121 - =~

AR ! . H3) *ﬁ-"tg "

REHR- L, BN awe wow DUBIZH] s

i i v Y s EG4OO fﬁ¢%ﬁﬂ :
AL cpzﬁazgm T - ?‘f'J % Wz

me PR Wt!&LC-R'D?i ol 1+i|87 " BREwESES

2 20142024 L “BRER HEMOMLPHERLLRAAE

Fig.2 Keywords cloud of Chinese materia medica academic papers with theme of “medicinal excipients” from 2014 to 2024
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“—1” means that the pharmaceutical excipients are manufactured; “0”” means Chinese medicine production factor; “A” indicates the expiration of the shelf

life of the excipients; “1” means the expiration date of Chinese medicine.
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Fig. 3 Asymmetric stability of traditional Chinese medicine and excipients
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