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PROPOSED IRA
Proposed Interim Revision Announcements

USP MONOGRAPHS

Insulin Glargine (1-Nov-2016)

Insulin Glargine Injection (1-Nov-2016)
Pimozide (1-Nov-2016)

Pimozide Tablets (1-Nov-2016)

IN-PROCESS REVISION
In-Process Revisions

GENERAL CHAPTERS

<126> SOMATROPIN BIOIDENTITY TESTS (USP40-NF35 1S)

<371> COBALAMIN RADIOTRACER ASSAY (USP40-NF35 1S)

<621> CHROMATOGRAPHY (USP40-NF35 1S)

<661.3> PLASTIC COMPONENTS AND SYSTEMS USED IN PHARMACEUTICAL MANUFACTURING
[NEW] (USP40-NF35 1S)

<1058> ANALYTICAL INSTRUMENT QUALIFICATION [NEW] (USP40-NF35 1S)

<1661> EVALUATION OF PLASTIC PACKAGING SYSTEMS AND THEIR MATERIALS OF
CONSTRUCTION WITH RESPECT TO THEIR USER SAFETY IMPACT (USP40-NF35 1S)

REAGENTS, INDICATORS, AND SOLUTIONS

Reagent Specifications

Acetaldehyde Ammonia Trimer Trihydrate [NEW] (USP40-NF35 1S)
2-Chlorobenzophenone [NEW] (USP40-NF35 1S)
1-Chloro-4-nitrobenzene [NEW] (USP40-NF35 1S)
Ethylparaben [NEW] (USP40-NF35 1S)

Lactic Acid [NEW] (USP40-NF35 1S)

L-Methionine Sulfoxide [NEW] (USP40-NF35 1S)
1-Methylimidazole [NEW] (USP40-NF35 1S)
2-Methylimidazole [NEW] (USP40-NF35 1S)
1-Naphthol (USP40-NF35 15)

Resorcinol [NEW] (USP40-NF35 1S)

Tyrosol [NEW] (USP40-NF35 1S)
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Test Solutions
0.01% Phosphoric Acid TS [NEW] (USP40-NF35 15)
0.02 M Phosphoric Acid TS [NEW] (USP40-NF35 1S)

Volumetric Solutions
0.05 N Sulfuric Acid VS [NEW] (USP40-NF35 15)

REFERENCE TABLES

Container Specifications
Containers for Dispensing Capsules and Tablets [NEW] (USP40-NF35 1S)

Description and Solubility
Description and Solubility (USP40-NF35 1S)
Description and Solubility - A

USP MONOGRAPHS

Acetaminophen Tablets (USP40-NF35 15)

Acetaminophen and Codeine Phosphate Capsules (USP40-NF35 1S)
Acetaminophen and Codeine Phosphate Tablets (USP40-NF35 1S)
Acetohexamide (USP40-NF35 1S)

Acetohexamide Tablets (USP40-NF35 1S)

Amoxicillin (USP40-NF35 1S)

Benzocaine, Butamben, and Tetracaine Hydrochloride Topical Aerosol (USP40-NF35 18S)
Benzocaine, Butamben, and Tetracaine Hydrochloride Gel (USP40-NF35 15)
Benzocaine, Butamben, and Tetracaine Hydrochloride Topical Solution (USP40-NF35 18S)
Buprenorphine and Naloxone Sublingual Tablets [NEW] (USP40-NF35 1S)
Butamben (USP40-NF35 1S)

Carisoprodol Tablets (USP40-NF35 1S)

Clavulanate Potassium (USP40-NF35 1S)

Clomipramine Hydrochloride (USP40-NF35 1S)

Clomipramine Hydrochloride Capsules (USP40-NF35 1S)

Clotrimazole (USP40-NF35 1S)

Clotrimazole Cream (USP40-NF35 18S)

Cyproheptadine Hydrochloride (USP40-NF35 1S)

Cyproheptadine Hydrochloride Oral Solution (USP40-NF35 15)
Cyproheptadine Hydrochloride Tablets (USP40-NF35 1S)

Doxycycline for Injection (USP40-NF35 18S)

Doxylamine Succinate (USP40-NF35 1S)

Doxylamine Succinate Tablets (USP40-NF35 15)

Eprosartan Mesylate [NEW] (USP40-NF35 18S)

Esmolol Hydrochloride (USP40-NF35 15)

Etidronate Disodium (USP40-NF35 1S)
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Etidronate Disodium Tablets (USP40-NF35 1S)

Etomidate (USP40-NF35 1S)

Etomidate Injection (USP40-NF35 1S)

Ezetimibe Tablets (USP40-NF35 1S)

Flumazenil Injection (USP40-NF35 1S)

Gluconolactone (USP40-NF35 1S)

Goserelin Implants [NEW] (USP40-NF35 15)

Idarubicin Hydrochloride Injection (USP40-NF35 1S)
Indomethacin Sodium (USP40-NF35 15)

Lindane (USP40-NF35 15)

Lindane Lotion (USP40-NF35 1S)

Lindane Shampoo (USP40-NF35 1S)

Lorazepam Oral Concentrate (USP40-NF35 1S)

Metoprolol Tartrate Tablets (USP40-NF35 15)

Naloxone Hydrochloride Injection (USP40-NF35 1S)
Nevirapine Extended-Release Tablets [NEW] (USP40-NF35 15)
Olmesartan Medoxomil Tablets [NEW] (USP40-NF35 1S)
Ondansetron Orally Disintegrating Tablets (USP40-NF35 15)
Pentazocine Hydrochloride (USP40-NF35 1S)

Potassium Chloride Extended-Release Tablets (USP40-NF35 1S)
Ramipril Tablets [NEW] (USP40-NF35 1S)

Salmeterol Xinafoate (USP40-NF35 18S)

Scopolamine Hydrobromide (USP40-NF35 1S)

Theophylline in Dextrose Injection (USP40-NF35 1S)
Venlafaxine Tablets (USP40-NF35 15)

DIETARY SUPPLEMENT MONOGRAPHS

Annatto Seed Tocotrienols Extract [NEW] (USP40-NF35 1S)
Bifidobacterium animalis ssp. lactis [NEW] (USP40-NF35 18S)
Cobamamide [NEW] (USP40-NF35 1S)

Echinacea Species Dry Extract Capsules [NEW] (USP40-NF35 1S)
Echinacea Species Dry Extract Tablets [NEW] (USP40-NF35 1S)

NF MONOGRAPHS
Neotame (USP40-NF35 1S)
Palmitic Acid (USP40-NF35 1S)

STAGE 4 HARMONIZATION
Stage 4 Harmonization

NF MONOGRAPHS
Microcrystalline Cellulose

Copovidone
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STIMULI TO THE REVISION PROCESS
STIMULI TO THE REVISION PROCESS

Factors to Consider in Setting Adequate Overages of Vitamins and Minerals in Dietary
Supplements
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