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Acceptance Criteria

Drug Substance, Bulk Material

Contaminants

In-House Primary Reference Material

In-House Working Reference Materia

Action Limits

Drug Product, Dosage Form, Finished Product

Biological Activity

Excipient

Reference Standards



Impurity

Process-Related Impurities

DNA

Product-Related Impurities

Degradation Products

Desired Product
@) (2)DNA

C)

Product-Related Substances

Potency

pH
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