
 

 

Links and references contained in the presentation are as follows: 

 

• USP Pharmacopeial Forum 46(6) Nov-Dec 2020. USP, 12601 Twinbrook Parkway, Rockville, MD 
20852 

• USP Update on Performance Tests, Margareth R.C. Marques, Principal Scientist General 
Chapters, August 2021 

• USP NF Official 01 May 2021. USP NF 2021, 12601 Twinbrook Parkway, Rockville, MD 20852 

• USP NF Official 01 May 2021. USP, 12601 Twinbrook Parkway, Rockville, MD 20852 

• Validation of Analytical Procedures: Text and Methodology FDA Guidance for Industry 
(September 2021) 

• USP <1092> The Dissolution Procedure: Development and Validation, Official as of 01-Dec-2020, 
USP, 12601 Twinbrook Parkway, Rockville, MD 20852 

• https://www.accessdata.fda.gov/scripts/cder/dissolution/index.cfm 

• https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q2r1-validation-
analytical-procedures-text-and-methodology-guidance-industry 

• https://www.fda.gov/regulatory-information/search-fda-guidance-documents/oral-drug-
products-administered-enteral-feeding-tube-in-vitro-testing-and-labeling-recommendations 

• https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q2r1-validation-
analytical-procedures-text-and-methodology-guidance-industry 

 

https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.accessdata.fda.gov%2Fscripts%2Fcder%2Fdissolution%2Findex.cfm&data=04%7C01%7Cshae_taylor%40agilent.com%7C0539094d6065400d381d08d9b4fe8dbd%7Ca9c0bc098b46420693512ba12fb4a5c0%7C0%7C0%7C637739827652739603%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=LKYP2h%2BE5mEtEnCILKW18dkmZyFx7dYOmfuLvAAca5E%3D&reserved=0
https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.fda.gov%2Fregulatory-information%2Fsearch-fda-guidance-documents%2Fq2r1-validation-analytical-procedures-text-and-methodology-guidance-industry&data=04%7C01%7Cshae_taylor%40agilent.com%7C0539094d6065400d381d08d9b4fe8dbd%7Ca9c0bc098b46420693512ba12fb4a5c0%7C0%7C0%7C637739827652749592%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=iuvaa3S3Viv81%2FcrJeExkwwM6LJJjBR87oLrvhUMiuk%3D&reserved=0
https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.fda.gov%2Fregulatory-information%2Fsearch-fda-guidance-documents%2Fq2r1-validation-analytical-procedures-text-and-methodology-guidance-industry&data=04%7C01%7Cshae_taylor%40agilent.com%7C0539094d6065400d381d08d9b4fe8dbd%7Ca9c0bc098b46420693512ba12fb4a5c0%7C0%7C0%7C637739827652749592%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=iuvaa3S3Viv81%2FcrJeExkwwM6LJJjBR87oLrvhUMiuk%3D&reserved=0
https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.fda.gov%2Fregulatory-information%2Fsearch-fda-guidance-documents%2Foral-drug-products-administered-enteral-feeding-tube-in-vitro-testing-and-labeling-recommendations&data=04%7C01%7Cshae_taylor%40agilent.com%7C0539094d6065400d381d08d9b4fe8dbd%7Ca9c0bc098b46420693512ba12fb4a5c0%7C0%7C0%7C637739827652749592%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=FJkPwaeVARrE4h9BlfOKch2WFtKILPwqwCwwi%2F8G0l4%3D&reserved=0
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