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Stability and compatibility investigations of
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The aim of this special project was to study the stability and compatibility of beta-
lactam antibiotic solution in prefilled syringe. The antibiotics used in this study were ampicillin
30 mg/mL in 20 mL syringe and 100 mL piggyback, cefotaxime 50 mg/mL in 10 mL and 50 mL
syringes and meropenem 30 mg/mL in 10 mL and 50 mL syringes. The solution of 3 batches
of each drug was prepared by reconstituting with sterile water for injection and then diluting
with normal saline solution. All prepared samples were stored at 2-8°C and protected from
light. All samples had good physical stability with a little change in color and no precipitate
and gas. The solution of all samples was clear with insignificant changes in %transmission, pH
and osmolality as compared with the initial time. Chemical stability results after stored at 2-8°C
and protected from light revealed that the ampicillin solution had shelf lives of 36 h and 24 h in
20 mL syringe and 100 mL piggyback, respectively. Cefotaxime in 10 mL and 50 mL syringes
showed chemically stable over 7 days and meropenem in 10 mL and 40 mL syringes had a
shelf life of 36 h. The compatibility study was performed by comparing HPLC chromatograms
of the solutions at each time point with the initial time. The result showed that only one peak of
the drugs was observed in the chromatogram without any contaminated peak. Therefore, it

can be concluded that all these three solutions were compatible with the studied containers.



