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PROPOSED IRA 
Proposed Interim Revision Announcements 
 
USP MONOGRAPHS 
Ketorolac Tromethamine (1-May-2016) 
 
IN-PROCESS REVISION 
IPR Introduction 
 
GENERAL CHAPTERS 
<151> PYROGEN TEST (USP40-NF35)  
<481> RIBOFLAVIN ASSAY (USP40-NF35)  
<531> THIAMINE ASSAY (USP40-NF35)  
<797> PHARMACEUTICAL COMPOUNDING-STERILE PREPARATIONS (USP40-NF35)  
<1039> CHEMOMETRICS [NEW] (USP40-NF35)  
<1790> VISUAL INSPECTION OF INJECTIONS [NEW] (USP40-NF35) 
 
REAGENTS, INDICATORS, AND SOLUTIONS 
 
Reagents, Indicators and Solutions - Introduction (USP40-NF35) 
 
Reagent Specifications 
Copper Sulfate Pentahydrate [NEW] (USP40-NF35)  
1,1-Cyclobutanedicarboxylic Acid [NEW] (USP40-NF35)  
Hydroxypropyl Cellulose [NEW] (USP40-NF35)  
Isonicotinic Acid (USP40-NF35)  
Lithium [NEW] (USP40-NF35)  
Malonic Acid [NEW] (USP40-NF35)  
D-Mannitol [NEW] (USP40-NF35)  
Marfey's Reagent [NEW] (USP40-NF35)  
Methyl cis-11-Eicosenoate [NEW] (USP40-NF35)  
Methyl 12-Ketostearate [NEW] (USP40-NF35)  
Nickel Nitrate Hexahydrate [NEW] (USP40-NF35)  
Propionic Acid [NEW] (USP40-NF35)  
Sodium 1-Dodecanesulfonate [NEW] (USP40-NF35)  
Tetrahydrofuran (USP40-NF35)  
Water [NEW] (USP40-NF35)  
Water, Carbon Dioxide-Free (USP40-NF35)  
Water, Deaerated (USP40-NF35)  
Water, Organic-Free [NEW] (USP40-NF35)  
Water, Particle-Free [NEW] (USP40-NF35) 
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Test Solutions 
2 N Sodium Hydroxide TS [NEW] (USP40-NF35)  
1 M Acetic Acid TS [NEW] (USP40-NF35)  
2 M Acetic Acid TS [NEW] (USP40-NF35)  
1 M Ammonium Hydroxide TS [NEW] (USP40-NF35)  
2 M Ammonium Hydroxide TS [NEW] (USP40-NF35)  
0.05 N Hydrochloric Acid TS [NEW] (USP40-NF35)  
1 N Phosphoric Acid TS [NEW] (USP40-NF35)  
1.8 N Potassium Hydroxide TS [NEW] (USP40-NF35)  
0.02 M Monobasic Potassium Phosphate TS [NEW] (USP40-NF35)  
0.0025 N Sodium Hydroxide TS [NEW] (USP40-NF35)  
2.5 N Sodium Hydroxide TS [NEW] (USP40-NF35)  
10 N Sodium Hydroxide TS [NEW] (USP40-NF35)  
0.2 N Sulfuric Acid TS [NEW] (USP40-NF35)  
0.5 N Sulfuric Acid TS [NEW] (USP40-NF35)  
2 N Sulfuric Acid TS [NEW] (USP40-NF35) 
 
Volumetric Solutions 
Acetic Acid, Double-Normal (2 N) (USP40-NF35)  
Ammonium Thiocyanate, Tenth-Normal (0.1 N) (USP40-NF35)  
Bismuth Nitrate, 0.01 M (USP40-NF35)  
Bromine, Tenth-Normal (0.1 N) (USP40-NF35)  
Ceric Ammonium Nitrate, Twentieth-Normal (0.05 N) (USP40-NF35)  
Ceric Sulfate, Tenth-Normal (0.1 N) (USP40-NF35)  
Cupric Nitrate, Tenth-Normal (0.1 N) (USP40-NF35)  
Cupric Tartrate, Alkaline, Solution (Fehling's Solution) (USP40-NF35)  
Edetate Disodium, Twentieth-Molar (0.05 M) (USP40-NF35)  
Edetate Disodium, Tenth-Molar (0.1 M) (USP40-NF35)  
Ferric Ammonium Sulfate, Tenth-Normal (0.1 N) (USP40-NF35)  
Ferrous Ammonium Sulfate, Tenth-Normal (0.1 N) (USP40-NF35)  
0.02 N Hydrochloric Acid VS [NEW] (USP40-NF35)  
Hydrochloric Acid, Alcoholic, Tenth-Molar (0.1 M) (USP40-NF35)  
Hydrochloric Acid, Half-Normal (0.5 N) (USP40-NF35)  
Hydrochloric Acid, Half-Normal (0.5 N) in Methanol (USP40-NF35)  
Hydrochloric Acid, Normal (1 N) (USP40-NF35)  
Iodine, Tenth-Normal (0.1 N) (USP40-NF35)  
Iodine, Twentieth-Normal (0.05 N) (USP40-NF35)  
Iodine, Hundredth-Normal (0.01 N) (USP40-NF35)  
Lead Nitrate, Hundredth-Molar (0.01 M) (USP40-NF35)  
Lead Perchlorate, Hundredth-Molar (0.01 M) (USP40-NF35)  
Lead Perchlorate, Tenth-Molar (0.1 M) (USP40-NF35)  
Lithium Methoxide, Fiftieth-Normal (0.02 N) in Methanol (USP40-NF35)  
Lithium Methoxide, Tenth-Normal (0.1 N) in Chlorobenzene (USP40-NF35)  
Lithium Methoxide, Tenth-Normal (0.1 N) in Methanol (USP40-NF35)  
Lithium Methoxide, Tenth-Normal (0.1 N) in Toluene (USP40-NF35)  
Magnesium Chloride, 0.01 M (USP40-NF35)  
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Mercuric Nitrate, Tenth-Molar (0.1 M) (USP40-NF35)  
Oxalic Acid, Tenth-Normal (0.1 N) (USP40-NF35)  
Perchloric Acid, Tenth-Normal (0.1 N) in Glacial Acetic Acid (USP40-NF35)  
0.05 N Silver Nitrate VS [NEW] (USP40-NF35)  
0.1 N Sodium Hydroxide VS [NEW] (USP40-NF35)  
Standard Dichlorophenol-Indophenol Solution (USP40-NF35)  
0.1 M Zinc Sulfate VS [NEW] (USP40-NF35) 
 
Chromatographic Columns 
L19 (USP40-NF35)  
L22 (USP40-NF35)  
L40 (USP40-NF35)  
L45 (USP40-NF35)  
L51 (USP40-NF35)  
L54 (USP40-NF35)  
L80 (USP40-NF35) 
 
REFERENCE TABLES 
 
Container Specifications 
Containers for Dispensing Capsules and Tablets [NEW] (USP40-NF35) 
 
Description and Solubility 
Description and Solubility of USP and NF Articles [NEW] (USP40-NF35)  
Description and Solubility - C  
Description and Solubility - P 
 
USP MONOGRAPHS 
Acamprosate Delayed-Release Tablets [NEW] (USP40-NF35)  
Acetaminophen and Codeine Phosphate Oral Solution (USP40-NF35)  
Acetaminophen and Codeine Phosphate Oral Suspension (USP40-NF35)  
Albumin Human (USP40-NF35)  
Alprazolam Tablets (USP40-NF35)  
Amiloxate (USP40-NF35)  
Ascorbic Acid Injection (USP40-NF35)  
Aspirin (USP40-NF35)  
Azathioprine Sodium for Injection (USP40-NF35)  
Buprenorphine Hydrochloride (USP40-NF35)  
Carboplatin (USP40-NF35)  
Carboplatin for Injection (USP40-NF35)  
Carglumic Acid [NEW] (USP40-NF35)  
Cisplatin (USP40-NF35)  
Cisplatin for Injection (USP40-NF35)  
Desogestrel [NEW] (USP40-NF35)  
Fenbendazole (USP40-NF35)  
Fluticasone Propionate Nasal Spray (USP40-NF35)  
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Hard Gelatin Capsule Shell (USP40-NF35)  
Heparin Sodium (USP40-NF35)  
Histidine (USP40-NF35)  
Hydrocortisone Sodium Succinate (USP40-NF35)  
Iodine Topical Solution (USP40-NF35)  
Iodine Tincture (USP40-NF35)  
Strong Iodine Tincture (USP40-NF35)  
Iothalamate Sodium Injection (USP40-NF35)  
Iron Sucrose Injection (USP40-NF35)  
Ixabepilone [NEW] (USP40-NF35)  
Methylprednisolone Acetate (USP40-NF35)  
Methylprednisolone Acetate Injectable Suspension (USP40-NF35)  
Morphine Sulfate Extended-Release Capsules (USP40-NF35)  
Pemetrexed Disodium [NEW] (USP40-NF35)  
Pemetrexed for Injection [NEW] (USP40-NF35)  
Penicillin G Procaine (USP40-NF35)  
Pentazocine and Acetaminophen Tablets (USP40-NF35)  
Phenoxybenzamine Hydrochloride Capsules (USP40-NF35)  
Prompt Phenytoin Sodium Capsules (USP40-NF35)  
Potassium Gluconate (USP40-NF35)  
Potassium Gluconate Oral Solution (USP40-NF35)  
Potassium Gluconate Tablets (USP40-NF35)  
Pregabalin [NEW] (USP40-NF35)  
Pseudoephedrine Sulfate (USP40-NF35)  
Riboflavin Tablets (USP40-NF35)  
Ringer's Injection (USP40-NF35)  
Secobarbital Sodium Injection (USP40-NF35)  
Secobarbital Sodium for Injection (USP40-NF35)  
Secobarbital Sodium and Amobarbital Sodium Capsules (USP40-NF35)  
Selamectin [NEW] (USP40-NF35)  
Sodium Citrate and Citric Acid Oral Solution (USP40-NF35)  
Sulfadoxine and Pyrimethamine Tablets (USP40-NF35)  
Testosterone Topical Gel [NEW] (USP40-NF35)  
Tetrahydrozoline Hydrochloride (USP40-NF35)  
Thiamine Hydrochloride Tablets (USP40-NF35) 
 
DIETARY SUPPLEMENT MONOGRAPHS 
Citrulline [NEW] (USP40-NF35)  
Creatine [NEW] (USP40-NF35)  
Rutin (USP40-NF35)  
Sodium Ferrous Citrate [NEW] (USP40-NF35)  
Tienchi Ginseng Root and Rhizome Dry Extract Capsules [NEW] (USP40-NF35)  
Tienchi Ginseng Root and Rhizome Dry Extract Tablets [NEW] (USP40-NF35)  
Tienchi Ginseng Root and Rhizome Powder Capsules [NEW] (USP40-NF35)  
Tienchi Ginseng Root and Rhizome Powder Tablets [NEW] (USP40-NF35) 
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