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I'he cutrent research work elucidates the identification. synthesis and characterisation of two critical impurities of ampicillin trihydrate,
designated as N-formyl ampicilloic acid and D-phenylglycylampicillin (European Pharmacopoeia impurity I). The formation of N-formyl
d results from the cross-contamination of ampicillin trilyydrate with residual formic acid, whereas D-phenylglycylampicillin
de chain of ampicillin trihydrate with D-phenylglycine methylester. These impurities
heir identification and control are critical. This work
hetic route for these impurities has been established

ampicilloic aci
arises through the amidation of amino group in the si
substantially affect the overall quality of the ampicillin trihydrate AP therefore, t
holds significant value for the generic pharmaceutical industry, as an efficient synt

ising readily accessible starting materials.
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