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General Chapter (GC) <1724>



GC<1724>

• In-vitro Release Test (synthetic membrane)

• Product development

• Post-approval changes (SUPAC)



Products Applied to the Skin

 FDA guidance

• https://www.fda.gov/media/125080/download



FDA Study: Sunscreens

• https://jamanetwork.com/journals/jama/fullarticle/2759002



<1724> Semisolid Drug Products—Performance Tests

 Current version

• In-vitro release testing (IVRT)

- Synthetic membranes

 Revision

• Inclusion of In-vitro permeation testing (IVPT)

- Human skin
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New general chapter

• <1002> Filters and membranes

– Synthetic membranes and human and animal skin

– Only for analytical procedures

• Chromatography

• Dissolution

• Particles and Foreign Matter

• Microbiology

• In-vitro Release and In-vitro Permeation Tests



New GC <1002> Filters and Membranes

• Filtration procedures

• Material of construction

• Pore size

• Adsorption

• Leachables and Extractables

• Selection

• Validation/Qualification/Integrity



Pharmacopeial Forum

• https://online.usppf.com/usppf

• Every two months

• 90-days for public comments

https://online.usppf.com/usppf
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