+ e S 2025 5 A %315 558 May.2025 Vol.31 No.5

U 82 5CIR M B0, A XGRSy, I S i B v DO AUYA R R ik ) ST R I AR
IHEPEA )] T S 25 F:41,2025,31(5):80-84.

—

10 %bh e H BN E 7 A AL
K% e Ze AR U PE

YR, M E, A FHL,X OB, HWMT,EFE L %, m3E
(X PEHRFPHFR, LT 102488)

(%] B9 T v ARINE R R 3Ty ik BAR K 0 SR 3 (HPLC AR 7 ik o 7 ok i s Ao 30k
353k A 100 vmin, /& 3H AR A pHAL A 1.269 #8278 % , A 7 ik A HPLCE: R A 1 56978 B 77 i 5 R Rl ok gy v
WA R BEAR BB T AR R 2 A0 SRR BR 09 B B DL AT AR R A R ) 6 SRR 2t s AR AT
BRI, F R F R AR R A R B AR A T R AR, R ILR B bR A a9 AR DA IR - (f,) Fe £ 5 B T
(f)A R £ 5, &0 IR R ) A = 69 A 5o A — 09 £ 500 4P 35 A7 A i B W KA R AT & Weibull 5
A2, SR E AT A B R Y B A ARG B S i RN S e kR R R ik At R R Bk ey
H SR HEATIE il AR R, T A WAL e B AT AR A

[H4E3R] w94y I 7 B  Hlok — BOMIE A ; Weibull 7 2 5 JE BER 4 it ok

[PES>%5] R2842 [L#kARIRA] A [LFEHT] 1672-951X(2025)05-0080-05

DOI: 10.13862/j.cn43-1446/r.2025.05.013

Establishment of Dissolution Test Method for Simiao Pill (w4/A) and
Similarity Evaluation of Dissolution Profiles
SHI Wenjuan, YANG Yuchang, ZHU Qian, LIU Juan, YI Lisha, WANG Ziheng, NI Jian, QU Changhai
(School of Chinese Materia Medica, Beijing University of Chinese Medicine, Beijing 102488, China)

[Abstract] Objective: To establish an in vitro dissolution test method and an HPLC detection method for
Simiao Pill. Methods: The dissolution conditions included the paddle method at 100 r/min with hydrochloric
acid solution (pH 1.2) as the dissolution medium. The established dissolution method was applied to investigate
the dissolution profiles of berberine hydrochloride, phellodendrine hydrochloride, magnoflorine, and chlorogenic
acid in different batches of Simiao Pill. Dissolution data were fitted using various mathematical models to
determine the optimal dissolution model. Results: Similarity factor (f;) and difference factor (f;) analyses revealed
significant variations between batches, indicating differences in samples produced at different time points. The
dissolution curves of the four marker components were best fitted by the Weibull equation, demonstrating
synchronized dissolution behavior and similar drug release characteristics. Conclusion: The established in vitro
dissolution method enables batch—to—batch similarity evaluation of dissolution profiles, providing a reference for
quality control studies of Simiao Pill.
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