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Quality Standard Improvement and Stability Analysis of Diangie Oral Solution
WANG Qiulan, XIE Xuejia, XIE Wei, TIAN Yu, MA Yonggui ( Dept. of Pharmacy, Tongji Hospital
of Tongji Medical College, Huazhong University of Science and Technology, Wuhan 430030, China)

ABSTRACT OBJECTIVE; To improve the quality standard of Diangie oral solution, and to conduct analysis and
evaluation of its stability. METHODS: Thin layer chromatography (TLC) was used for the qualitative identification of
belladonna tincture. The content of hyoscyamine sulfate was determined by high performance liquid chromatography
(HPLC). Additionally, regression analysis was performed on the 24-month stability data using Minitab 21 software.
RESULTS: TLC chromatogram spots were clear and well-separated, demonstrating strong specificity. Hyoscyamine
sulfate exhibited a good linear relationship with peak area in the concentration range of 7.17-35.83 pg/mL (r=
0.999 2, n=6), with an average recovery of 102.32% (RSD=1.21%). The content stability exhibited a gradual
decline over time, with good inter-batch consistency. Regression analysis predicted a validity period of 75 months.
CONCLUSIONS: The established method is simple, specific, reproducible, and suitable for improving the quality
control standard of Diangie oral solution. Regression analysis is effective for stability evaluation.

KEYWORDS Diangie oral solution; Quality standard; Stability; Hyoscyamine sulfate; Regression analysis; TLC;
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Cs #1(4.6%x250 mm,5 pm) [ ZHEFH(PED ARAA ]
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1.2.1.5.2.2.5 mL, 2508 F 6 4~ 25 mL #IR A, il 509% H
ERBZNE FRT, BIAS48 Z2 50 W B B X 8 SR VA T, o0 RS
S BTN BRI 10 L, 1 AR 8 3 430 a2, 2 5%
(O E , DIETRFR A XPUE ¢ ERPE R, 15 [0 )3 5 f. A=

o R B 2GS PR 50T 2026 4E55 26 45 8 1



0.0 25 5.0 75 100 125 150 175 200 225 ..

AL Z5 FUPRFER 5256 HPLC &l B. A R 25
HPLC &N, S1 MERIEIR ;S2 Judiiiin ; S3 K4 ik
IR ;S84 MR ;S5 KB RmR
B3 #IALIE HPLC EE

9 679.2C+9 451.6,r=0.999 2, 45 L FHLE 7. 17 ~35. 83 pg/mlL
L BRI RANF R e R B AT

(4) EE M, $He2. 2. 27 FERAGHIA 00T I 2 A7l
2 6 A S A W, W T AR R A AMR IR, A5 R W
IR, AS S A B 17,65 wg/mL, A5 XT AR HE W 2 ( relative
standard deviation,RSD) (n=6) N 1.78% , i W 1Z ik 8 B2
R4f.

(5) A AR e ¢, B A, TR A
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A8, B HAS RS (HR M) A BRZ B TS B4 10 Wl SEFE e St
WERE, RASMREITE, 258 IE RSD(n=6)4 1.61%, Ui
WIZ 7 ¥ v (BR % E RAT

(7) RE I AR S 50, R %% BT 0 2 ) A A TR
(5 20241111, % & 17.65 wg/mL) 1 mL, 3 9 {3, 435 & F
5 mL A, S-SR U I 3 A (R v BE AR R AN Rie ket
BEEA T 1 mL( 20908 7. 17 .14. 33 .35. 83 wg/mL) 4% 3 4}, 4%
SE FRERE T RS U IR IR R SR AR R, R
R RANF e - Il %8y 102.32% (RSD = 1.21% ) . #53R 3K
S0 DR R R R

(8) ZHEFE S A I, BUCED i IR W AR S 14 i, %
“2.2. 27 WUT 7 ikl g A A, e MR IR T R R R AN
FRER &, SR WNE 1,

2.3 REMER
2.3.1 MU SCK . B HORE S TR IR E R (40£2)°C 1
(25+5) %Mk EPESL A T E 6 A, T4 0.3.6 1~ H B

PEBERTIZS M 5087 2026 £E45 26 545 8 1]
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S (P NIRRT 2 ) T rp S T € 5 S, Ol
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3.2 TLC %31 HPLC € ENEIEIHRHAE

TR HE BRI R A S M 22 1) R o e A S N R AT 48
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BT AT LS A0 . ASBIFR AN A il 300 0 A 28030 T 42
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