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Study on Stability of Pidotimod Aqueous Solution
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Yu Shilong', Luo Shengnan®, Xu Jingyang', Cui Sijiao’, Wang Yu'
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Abstract: Objective

2. Shenyang Pharmaceutical University, Shenyang, Liaoning, China 110000)

To investigate the stability of pidotimod aqueous solution under different conditions, and to provide a basis for the
formulation of quality standards of related preparations. Method Pidotimod aqueous samples with different pH were made up, and the
content of pidotimod samples were determined by HPLC under three conditions: room temperature and normal light, 60 C and normal
light, room temperature and hard light(4 500 Ix), and its stability was inspected. Results Under the three kinds of conditions, the con-
tent of pidotimod aqueous solution had the same change trend, its most stable pH range was 6 — 8. According to content change degree,

the stability of room temperature and normal light was the best and the stability of 60 °C and normal light was the worst. Conclusion

Pidotimod queous solution can maintain the best stability at room temperature without light and its pH should be adjusted to 6 —8.
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T BhAH :0. 01 mol /L AR — S0 — FH i - HNEE(95:4: 1,
WERRIE pH 2 2. 5) ;K P 4K : 210 nm; AR 30 °C 5 9
#:1.0 mL/min,
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RSD }1.21 % (n=6), KWk EE MR 55 B
1 {5y DG 22 B ) R T R, RS 2 I 20 L, 7% 22 3F
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I 20 L, A BRGS0 7 DG 22 B fl 5 1t 45 1)
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A2 FBRABELMETRRE pH HombFF pH 1L

H o LERN(%) pH &4
pH 15d 30d  60d 90d 43t 15d 30d 60d 90d

1.8 —13.13 -5.94 0.43 1.03 -17.08 1.9 2.3 2.0 2.2
2.5 -5.25 -0.08 1.43 -6.53 -10.23 2.5 2.6 2.5 2.7
3.0 -6.97 1.15 1.25 -5.36 -9.83 3.0 2.9 2.9 3.2
3.5 —4.71 .32 0.61 -3.31 -6.07 3.6 3.7 3.5 3.6
4.0 -3.82 -2.08 -0.77 -3.73 -6.20 4.0 4.2 3.9 4.1
4.5 -4.86 2.04 -0.16 -4.53 -7.46 4.4 4.4 4.4 4.5
5.0 -4.89 1.08 1.82 -4.42 -6.43 4.9 4.7 4.5 4.6
5.5 -4.69 -1.07 0.66 -2.86 -7.81 5.4 54 57 5.4
6.0 -4.55 -2.99 -1.31 -0.77 -9.32 6.0 6.2 5.9 5.7
6.5 -4.99 -0.10 1.24 -1.32 -5.18 6.5 6.6 6.6 6.7
7.0 -6.16 -0.98 0.88 -1.00 -7.19 7.0 6.9 7.1 6.9
7.5 -3.58 -2.29 -1.33 -1.06 -8.02 7.5 7.3 7.5 7.3
8.0 -5.23 -1.74 -0.97 0.66 -7.17 8.0 7.8 7.9 1.8
8.5 -3.37 -3.05 0.51 0.39 -5.46 7.9 7.0 7.0 7.2
9.0 -4.98 -1.71 -1.26 0.92 -6.93 8.4 7.7 7.7 1.6
2.3.2 60 °C R I

B 2.1 TR ] 5 A AR T 60 °C R e
AT RT3 A A FAAT @Ig A0, 7090 75 0,15,
30,60,90 K I 7E K iy P DT 22 548 5 4 [R] IR 45
AMFERL ) pH SR IR 3,

A3 60 CHBEMTARE pH HmbFH pH T4

HueE  MWAE MNEFE ERE X RSD
(mg) (mg) (mg) (%) (%) (%)
0.911 1.199 2.091 98.42
0.917 1. 199 2.110 99. 50
0.912 1. 199 2.093 98. 50 97.79  1.47
0.913 1. 199 2.086 97.83
0. 908 1.199 2.051 95.33
0.914 1. 199 2.079 97.16
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2.3.1 ZERLALEBERR
Bt 2.1 T i) 28 A A gt o A R T 2 I A Y R

B AFEA(%) pH E A
pH 15d 30d 60 d 90 d A4 15d 30d 60d 90d
1.8 -35.23 -23.12 -21.54 -24.13 -70.36 1.9 2.0 1.9 2.4
2.5 -19.02 -13.33 -12.32 -18.97 -50.13 2.5 2.5 2.6 2.8
3.0 -18.21 -6.36 -8.27 -8.10 -35.44 3.0 2.9 3.0 3.2
3.5 -6.11 -4.42 -1.80 -14.75 -24.87 3.5 3.3 3.3 3.6
4.0 -6.43 -1.83 -1.27 -2.58 -11.64 4.0 4.3 4.1 4.0
4.5 -2.82 -2.63 -1.98 -1.44 -8.59 4.5 4.7 4.1 4.3
500 -3.80 -3.12 -1.25 -0.25 -8.20 5.0 4.8 5.0 4.6
5.5 -4.52 -1.95 -1.95 -1.22 -9.20 5.2 5.2 4.7 4.7
6.0 -3.60 -2.08 -1.83 -1.01 -8.28 6.0 5.8 59 5.9
6.5 -2.61 -1.32 -1.07 -0.73 -5.62 6.5 6.8 6.5 6.7
7.0 -2.95 -1.51 0.08 -0.07 -4.36 7.0 6.5 6.5 6.6
7.5 -1.66 -1.02 0.84 -0.26 -2.12 7.3 7.2 6.7 6.9
8.0 -2.98 -0.66 -0.86 0.24 -4.24 7.8 7.1 7.3 7.0
8.5 -3.24 -1.19 1.02 -0.47 -3.88 7.9 7.0 7.2 6.9
9.0 -2.59 -1.55 0.77 -0.87 -4.20 81 7.3 7.3 7.1
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2.3.3  EiE5E (4500 1x)"° 0K 5

W 2.2.2 T il A A v T S R A R O
(4500 1) 2540 T R AF 3 AT Je 3T i 248, 730l +
%5 0,15,30,60,90 d B FF i v DG 22 B 08 5 i [ )
RIS Y pH SR IR 4,

A4 FREK(4500 Ix) &4 T ORF) pH A& 4F A pH £ AL

5 AFTM(%) e

pH 154 30d  60d  90d A4t 15d 30d 60d 90d

1.8 -9.47 -3.77 1.49 -9.57 -20.04 1.9 1.9 2.1 2.0
2.5 -10.0 -2.17 1.37 -3.60 -13.96 2.5 2.5 2.7 2.8
3.0 -9.30  1.62 1.90 -5.58 -11.33 3.0 3.0 3.2 3.2
3.5 -6.53  1.05 0.87 -4.8 -9.38 3.5 3.3 3.6 3.6
4.0 -9.57 1.54 -0.93 -0.40 -9.36 4.0 3.7 4.0 4.1
4.5 -7.89 2,26 -2.84 -0.91 -9.30 4.5 4.1 4.3 4.4
5.0 -2.42 -3.62 -2.09 -2.25 -9.99 4.6 4.4 47 4.6
5.5 -1.55 -2.05 -2.39 -0.54 -6.38 55 54 57 57
6.0 229 -3.71 -3.8 -0.66 -595 58 55 56 5.6
6.5 -1.48 -1.29 -2.96 -1.00 -6.58 6.3 6.1 6.3 6.2
7.0 -1.12 -5.33 -2.58 0.52 -8.33 6.8 6.5 6.5 6.4
7.5 -3.57 -0.83 -2.79 0.16 -6.89 7.2 6.9 6.6 6.8
8.0 -0.71 -3.50 -3.42-0.051 -7.51 7.2 6.6 6.2 6.2
8.5 -2.39 -2.62 -2.22 -1.21 -8.18 7.6 7.1 6.5 6.6
9.0 3.72 -4.42 -1.42 -2.02 -4.24 8.2 7.0 7.1 6.6
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