Antibiotics manufacturing workflows

USP standards support antibiotics manufacturing from beginning to end
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Q PURIFIED ANTIBIOTIC Drug Substance testing
USP Antibiotic Drug Substance monographs, Reference Standard (RS) and
Pharmaceutical Analytical Impurities* (PAls); as applicable.
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* PAl products are different from official USP Reference Standards.
PAI products are not required for compendial compliance.
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ANTIBIOTIC FORMULATION Formulation & Drug Product testing
USP Antibiotic Drug Product monographs, RS and PAls. Excipient NF monographs and RS; as
applicable. Chapters for “Drug Substance testing” plus: Pharmaceutical Analytical Impurities
. (PAls); as applicable.
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To learn more, please visist us at www.usp.org/biologics/antibiotics
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