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9) USP <771> Ophthalmic Products-Quality Tests, <789> Particulate Matter in
Ophthalmic  Solutions, <1663> Assessment of Extractables Associated with
Pharmaceutical Packaging/Delivery Systems, <1664> Assessment of Drug
Product Leachables Associated with Pharmaceutical Packaging/Delivery Systems

10) EP <1163> Eye Preparations, <2.9.19> Particulate Contamination: Sub-visible
Particles, <3.1> Materials Used for the Manufacture of Containers

11) JP General rules for preparations <17> Ophthalmic Ointments, <18>
Ophthalmic Solutions, General tests <6.01> Test for Metal Particles in
Ophthalmic Ointments, <6.08> Insoluble Particulate Matter Test for
Ophthalmic Solutions, <6.11> Foreign Insoluble Matter Test for Ophthalmic
Liquids and Solutions

12) ICH Q3E. Assessment and Control of Extractables and Leachables (E&L)
(Draft, 2025)

13) ICH Q3B(R2). Impurities in New Drug Products (2006)

14) ICH QIlA(R2). Stability Testing of New Drug Substances and Products,
Q6A. Specifications: Test Procedures and Acceptance Criteria for New
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