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Abstract :

Objective To establish a more optimized sterile testing method for doxycycline hydrochloride

injection, Method: According to the requirements of General Rule 1101 of Part Four of the 2020
edition of the Chinese Pharmacopoeia, a membrane filtration method was used to study the
applicability of aseptic methods, using flushing solutions and culture media containing polysorbide 80
ovophosphate, histidine ovophosphate polysorbide 80, etc. as neutralizing agents, and adding different
concentrations of magnesium sulfate. Result: Using a pH 7.0 sterile sodium chloride peptone buffer
with 0.15% histidine —0.05% ovophosphate 1.5% polysorbate 80 as the diluent and rinse solution, and
finally adding 5ml of 10% sterile magnesium sulfate solution to the culture medium, the interference

of antibacterial components was effectively eliminated, and the experimental bacteria grew well.
Conclusion: Through the applicability test of the method, the established method is suitable for sterile

testing of doxycycline hydrochloride for injection.
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