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PROPOSED IRA: Proposed Interim Revision Announcements

USP MONOGRAPHS

e  Almotriptan Malate (1-May-2017)
e  Topiramate (1-May-2017)

IN-PROCESS REVISION: In-Process Revision

GENERAL CHAPTERS

e  <227>4-AMINOPHENOL IN ACETAMINOPHEN-CONTAINING DRUG PRODUCTS (USP41-NF36)
<591> ZINC DETERMINATION (USP41-NF36)
<601> INHALATION AND NASAL DRUG PRODUCTS: AEROSOLS, SPRAYS, AND POWDERS—
PERFORMANCE QUALITY TESTS (USP41-NF36)
REAGENTS, INDICATORS, AND SOLUTIONS
Reagent Specifications
e  Octanesulfonic Acid Sodium Salt, Monohydrate [NEW] (USP41-NF36)
Chromatographic Columns
e  L52 (USP41-NF36)
e L100 [NEW] (USP41-NF36)
e  L103 [NEW] (USP41-NF36)
REFERENCE TABLES
Container Specifications: Containers for Dispensing Capsules and Tablets [NEW] (USP41-NF36)
Description and Relative Solubility of USP and NF Articles
Description and Relative Solubility of USP and NF Articles (USP41-NF36)
Description and Solubility - B

Description and Solubility - D
Description and Solubility - G

USP MONOGRAPHS

e  Acetaminophen Oral Suspension (USP41-NF36)
e  Acetazolamide for Injection (USP41-NF36)
e  Acetazolamide Tablets (USP41-NF36)
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Amikacin (USP41-NF36)

Amikacin Sulfate (USP41-NF36)

Amikacin Sulfate Injection (USP41-NF36)
Amoxicillin Capsules (USP41-NF36)

Amoxicillin for Oral Suspension (USP41-NF36)
Amoxicillin Tablets (USP41-NF36)

Benzethonium Chloride (USP41-NF36)
Betamethasone Dipropionate Cream (USP41-NF36)
Betamethasone Dipropionate Lotion (USP41-NF36)
Bortezomib [NEW] (USP41-NF36)

Bortezomib for Injection [NEW] (USP41-NF36)
Cefaclor (USP41-NF36)

Cefaclor Capsules (USP41-NF36)

Cefaclor for Oral Suspension (USP41-NF36)
Cefaclor Chewable Tablets (USP41-NF36)
Cefaclor Extended-Release Tablets (USP41-NF36)
Choline Fenofibrate [NEW] (USP41-NF36)
Cyanocobalamin Co 57 Capsules (USP41-NF36)
Cyanocobalamin Co 57 Oral Solution (USP41-NF36)
Cyanocobalamin Co 58 Capsules (USP41-NF36)
Epinephrine (USP41-NF36)

Everolimus [NEW] (USP41-NF36)

Fenofibric Acid Delayed-Release Capsules [NEW] (USP41-NF36)
Fluticasone Propionate Nasal Spray (USP41-NF36)
Gatifloxacin [NEW] (USP41-NF36)

Gatifloxacin Ophthalmic Solution [NEW] (USP41-NF36)
Glimepiride (USP41-NF36)

Glimepiride Tablets (USP41-NF36)

Granisetron [NEW] (USP41-NF36)

Itraconazole (USP41-NF36)

Lorazepam Injection (USP41-NF36)

Megestrol Acetate (USP41-NF36)

Megestrol Acetate Tablets (USP41-NF36)

Menthol (USP41-NF36)

Milrinone Lactate Injection [NEW] (USP41-NF36)
Moxifloxacin Ophthalmic Solution (USP41-NF36)
Pralidoxime Chloride (USP41-NF36)

Pralidoxime Chloride for Injection (USP41-NF36)
Reserpine (USP41-NF36)

Reserpine Tablets (USP41-NF36)

Tacrine Hydrochloride (USP41-NF36)

Tacrine Capsules (USP41-NF36)

Temozolomide Capsules [NEW] (USP41-NF36)
Temozolomide for Injection [NEW] (USP41-NF36)
Triamterene (USP41-NF36)

Tropicamide Ophthalmic Solution (USP41-NF36)
Warfarin Sodium (USP41-NF36)

Zinc Oxide (USP41-NF36)

Zinc Oxide Neutral (USP41-NF36)

Zinc Sulfate Ophthalmic Solution (USP41-NF36)

DIETARY SUPPLEMENT MONOGRAPHS
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Citicoline Sodium [NEW] (USP41-NF36)

Coix Seed [NEW)] (USP41-NF36)

Coix Seed Powder [NEW] (USP41-NF36)

Echinacea Species Powder Capsules [NEW] (USP41-NF36)

NF MONOGRAPHS

e  Dextrose Excipient (USP41-NF36)
e  Gelatin (USP41-NF36)

STAGE 4 HARMONIZATION: Stage 4 Harmonization
USP MONOGRAPHS

e Anhydrous Dibasic Calcium Phosphate
STIMULI TO THE REVISION PROCESS

STIMULI TO THE REVISION PROCESS
Analytical Gaps and Challenges for Particles in the Submicrometer Size Domain

e  The Application of Abbreviated Impactor Measurement and Efficient Data Analysis in the Lifecycle of an Orally-
Inhaled Product: A Roadmap
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