ACTIVE PHARMACEUTICAL
INGREDIENT NAME

MANUFACTURING FIRM

TESTS PERFORMED

WHY TESTED

RESULTS

Acyclovir USP

Mylan Pharmaceuticals

Assay, Limit of Guanine, Toxins, Water
Determination

Assess & determine the quality of APls made by
Dr. Reddy's in India; and assess the feasibility of
using portable spectroscopic instruments for
screening APIs

Passed Test

Acyclovir

Olon SPA

Assay, Limit of Guanine, Toxins, Water
Determination

Assess the quality of anti-viral APIs that are
potentially vulnerable to supply chain diversion

Passed Test

Amantadine HCl

Moehs Iberica SL

Assay, Impurities, Toxins

Assess the quality of anti-viral APIs that are
potentially vulnerable to supply chain diversion

Passed Test

Atazanavir Sulfate

Swords Laboratories

Assay, ID, Impurities, Water Content

Assess the quality of anti-viral APIs that are
potentially vulnerable to supply chain diversion

Passed Test

Ciprofloxacin HCI

Dr. Reddy's Laboratories LTD

Assay, Organic Impurities, ID

Assess & determine the quality of APIs made by
Dr. Reddy's in India; and assess the feasibility of
using portable spectroscopic instruments for
screening APIs

Passed Test

Donepezil HCI

Dr. Reddy's Laboratories LTD

Assay, Quantitation of Donepezil, Water
Determination

Assess & determine the quality of APls made by
Dr. Reddy's in India; and assess the feasibility of
using portable spectroscopic instruments for
screening APIs

Passed Test

Didanosine

Ajinomoto Co Inc.

Assay, ID, Related Compounds, Water
Determination

Assess the quality of anti-viral APIs that are
potentially vulnerable to supply chain diversion

Passed Test

Efavirenz

Lonza AG

Assay, ID, Water Determination, Impurities

Assess the quality of anti-viral APIs that are
potentially vulnerable to supply chain diversion

Passed Test

Famotidine USP

Dr. Reddy's Labs

Assay, Organic Impurities

Assess & determine the quality of APIs made by
Dr. Reddy's in India; and assess the feasibility of
using portable spectroscopic instruments for
screening APIs

Passed Test




Fexofenadine HCI

Dr. Reddy's Laboratories LTD

Trace Metal Impurities and Related Compounds

Assess & determine the quality of APIs made by
Dr. Reddy's in India; and assess the feasibility of
using portable spectroscopic instruments for
screening APIs

Passed Test

Imatinib mesylate

Cayman Chemical Company

Solubility testing at various pH

Determine imatinib solubility to support BCS
class | evaluations of ANDAs

Passed Test

Assess & determine the quality of APls made by
Dr. Reddy's in India; and assess the feasibility of

Lamivudine Mylan Laboratories Ltd Assay, Impurities, ID, Moisture Determination . L. Passed Test
using portable spectroscopic instruments for
screening APIs
Assess & determine the quality of APIs made by
L - Dr. Reddy's in India; and assess the feasibility of
Nevirapine Hetero Labs Ltd Assay, Impurities Passed Test

using portable spectroscopic instruments for
screening APIs

Naproxen Sodium

Dr. Reddy's Laboratories LTD

Assay, ID

Assess & determine the quality of APls made by
Dr. Reddy's in India; and assess the feasibility of
using portable spectroscopic instruments for
screening APIs

Passed Test

Oseltamivir Phosphate

F. Hoffman-La Roche Inc.

Assay, Impurities

Assess the quality of anti-viral APIs that are
potentially vulnerable to supply chain diversion

Passed Test

Valacyclovir

Mylan Laboratories Ltd

Assay, Organic Impurities, Toxins, Water
Determination

Assess & determine the quality of APls made by
Dr. Reddy's in India; and assess the feasibility of
using portable spectroscopic instruments for
screening APIs

Passed Test
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