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05gL* 99.6% RSD 0.39%

05gL* 6 5 uL 100.3 %
RSD  0.20 %
2.3
2.3.1 HPLC

Diamonsil C;g (4.6 mmx200 mm, 5 pm) 0.01 mol- L™ - -
97:2:1 210 nm 30 1.0 mL- min™
2.3.2
100 mg 200 mL
5 pL 05gL*
pH 115
30 min (») 1 115 30 min
pH 35 45 52 536% 5.29% 2.71% pH 6.0

71 80 -1.00% 131% -0.50%

Table 1 Stability of pidotimod sodium chloride injection in different pH

Before sterilization After sterilization
pH of sample
) w(related w(related
different w (pidotimod )/ % pH w(pidotimod )/ % pH
substance) /% substance) /%

35 0.230 100.8 35 1.254 95.4 3.2
45 0.238 100.1 45 1.036 94.8 4.4
5.2 0.232 99.4 5.2 1.027 96.7 5.3
6.0 0.231 99.8 6.0 0.544 98.8 6.1
7.1 0.286 99.0 7.1 0.557 100.3 7.0
8.0 0.257 99.6 8.0 0.687 99.1 7.6

2.3.3

100 mg 100 mL
ImL 100 mL
5puL
25 5puL

1 115 30 min
pH 35 45 52 445 335 342 1%
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pH 6.0 7.1 8.0
2.4
pH 7.0 60 4500500 Ix
10d 5 10 od
2
Table 2 Result of pidotimod sodium chloride injection in all kinds of influencing factor
Condition td Appearance and characte w(related substance) /% w (pidotimod )/ % Foreign body pH
0 Colorless and bright liquid 0.433 100.8 Up to standard 6.67
60 5 Colorless and bright liquid 0.828 100.7 Up to standard 6.47
10 Colorless and bright liquid 1.357 99.5 Up to standard 6.43
0 Colorless and bright liquid 0.433 100.8 Up to standard 6.67
Light 5 Colorless and bright liquid 0.881 99.9 Up to standard 6.52
10 Colorless and bright liquid 1.282 100.2 Up to standard 6.53
pH 7.0 60 (4 500+£500 )Ix
10d 60 (4 500+500) Ix 10d
3
a. pH pH
pH 6.0 8.0 60
4 500+500 Ix 10d
b. 2 pH 20 3.0
pH 6.0 8.0
C. pH 40 9.0 pH
2.5 pH 6.0 8.0
4
pH pH 6.0 8.0
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Effects of pH on stability of pidotimod sodium chloride injection

SHANG Hai-wei, SUN Ying-hua, HE Zhong-gui
(School of Pharmacy, Shenyang Pharmaceutical University, Shenyang 110016, China)

Abstract Objective To study the stability of pitotimod sodium chloride injection at different pH.
Methods Pitotimod sodium chloride injection at different pH was prepared, and sterilized at 115  for 30
min. An HPLC method was preformed to determine pidotimod and its related substances. Results The
content of the samples at pH 3.5, 4.5 and 5.2 decreased at different level and the related substance
increased obviously after sterilizing, but the changes of samples at pH 6.0, 7.1 and 8.0 was not obvious.
Conclusion The pH has significant effect on the stability of pitotimod sodium chloride injection, so the pH
value of the injection should be controlled between 6.0 and 8.0.
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