PF 43(6) Table of Contents
Publish date: November 1, 2017

PROPOSED IRA
Proposed Interim Revision Announcements

IN-PROCESS REVISION
In-Process Revision

GENERAL CHAPTERS

<197> Spectrophotometric Identification Tests (USP42-NF37)

<476> Organic Impurities In Drug Substances and Drug Products (USP42-NF37)
<1086> Impurities In Drug Substances and Drug Products (USP42-NF37)
<1217> Tablet Breaking Force (USP42-NF37)

REAGENTS, INDICATORS, AND SOLUTIONS
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0.002 N Sodium Thiosulfate VS [NEW] (USP42-NF37)
0.01 N Sulfuric Acid VS [NEW] (USP42-NF37)

0.05 N Sulfuric Acid VS (USP42-NF37)

0.02 M Zinc Sulfate VS [NEW] (USP42-NF37)

REFERENCE TABLES

Container Specifications
Container Specifications [NEW] (USP42-NF37)

Description and Solubility

Description and Relative Solubility of USP and NF Articles [NEW] (USP42-NF37)
Description and Solubility - L

Description and Solubility - N

Description and Solubility - P

USP MONOGRAPHS

Altretamine (USP42-NF37)

Altretamine Capsules (USP42-NF37)

Beta Carotene Capsules (USP42-NF37)
Betaxolol Hydrochloride (USP42-NF37)
Betaxolol Tablets (USP42-NF37)

Bromocriptine Mesylate Capsules (USP42-NF37)
Bumetanide Tablets (USP42-NF37)

Caffeine Citrate Injection (USP42-NF37)
Calcipotriene Topical Solution [NEW] (USP42-NF37)
Calcitriol (USP42-NF37)

Cefepime Hydrochloride (USP42-NF37)
Cefotetan for Injection (USP42-NF37)

Cefotetan Disodium (USP42-NF37)

Cefprozil (USP42-NF37)

Celecoxib (USP42-NF37)

Cephalexin (USP42-NF37)

Cephalexin Capsules (USP42-NF37)

Cephalexin for Oral Suspension (USP42-NF37)
Cytarabine (USP42-NF37)

Dexamethasone Elixir (USP42-NF37)
Dexamethasone Oral Solution (USP42-NF37)
Dexamethasone Sodium Phosphate Ophthalmic Solution (USP42-NF37)
Dichlorphenamide (USP42-NF37)
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Dicyclomine Hydrochloride (USP42-NF37)

Dicyclomine Hydrochloride Capsules (USP42-NF37)
Dicyclomine Hydrochloride Injection (USP42-NF37)
Dicyclomine Hydrochloride Oral Solution (USP42-NF37)
Dicyclomine Hydrochloride Tablets (USP42-NF37)
Disulfiram (USP42-NF37)

Disulfiram Tablets (USP42-NF37)

Dobutamine Hydrochloride (USP42-NF37)

Doxycycline Hyclate Delayed-Release Tablets (USP42-NF37)
Emetine Hydrochloride (USP42-NF37)

Emetine Hydrochloride Injection (USP42-NF37)
Erythromycin Ethylsuccinate and Sulfisoxazole Acetyl for Oral Suspension (USP42-NF37)
Ethambutol Hydrochloride (USP42-NF37)

Felodipine Extended-Release Tablets (USP42-NF37)
Fenofibrate Capsules (USP42-NF37)

Fenofibrate Tablets (USP42-NF37)

Fexofenadine Hydrochloride Oral Suspension [NEW] (USP42-NF37)
Fingolimod Hydrochloride (USP42-NF37)

Fluconazole (USP42-NF37)

Fluorescein Injection (USP42-NF37)

Fluoxetine Hydrochloride (USP42-NF37)

Hard Gelatin Capsule Shell (USP42-NF37)

Guaifenesin Compounded Injection, Veterinary [NEW] (USP42-NF37)
Histidine (USP42-NF37)

Ifosfamide (USP42-NF37)

Ifosfamide Injection [NEW] (USP42-NF37)

Ifosfamide for Injection (USP42-NF37)

Itraconazole Capsules [NEW] (USP42-NF37)

Lacosamide [NEW] (USP42-NF37)

Lacosamide Injection [NEW] (USP42-NF37)

Lacosamide Oral Solution [NEW] (USP42-NF37)
Lacosamide Tablets [NEW] (USP42-NF37)

Lidocaine Ointment (USP42-NF37)

Lidocaine Hydrochloride Jelly (USP42-NF37)

Magnesium Oxide (USP42-NF37)

Magnesium Oxide Capsules (USP42-NF37)

Magnesium Oxide Tablets (USP42-NF37)

Mycophenolate Mofetil for Injection (USP42-NF37)
Mycophenolate Mofetil for Oral Suspension (USP42-NF37)
Naltrexone Hydrochloride (USP42-NF37)

Nisoldipine [NEW] (USP42-NF37)
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Norethindrone and Ethinyl Estradiol Tablets (USP42-NF37)
Norgestrel (USP42-NF37)

Oxazepam Capsules (USP42-NF37)

Oxycodone Hydrochloride (USP42-NF37)

Paroxetine Hydrochloride (USP42-NF37)
Phenmetrazine Hydrochloride (USP42-NF37)
Phenmetrazine Hydrochloride Tablets (USP42-NF37)
Progesterone (USP42-NF37)

Progesterone Injection (USP42-NF37)

Propranolol Hydrochloride (USP42-NF37)
Propranolol Hydrochloride Tablets (USP42-NF37)
Sulfamethoxazole (USP42-NF37)

Temozolomide for Injection (USP42-NF37)
Tranexamic Acid Tablets [NEW] (USP42-NF37)
Crystallized Trypsin (USP42-NF37)

Vincristine Sulfate (USP42-NF37)

Witch Hazel (USP42-NF37)

Zinc Oxide Ointment (USP42-NF37)

Zinc Oxide Paste (USP42-NF37

GLOBAL HEALTH MONOGRAPHS
Chlorhexidine Gluconate Topical Gel (USP42-NF37)

DIETARY SUPPLEMENT MONOGRAPHS

Eleuthero Root and Rhizome Dry Extract Capsules (USP42-NF37)
Eleuthero Root and Rhizome Dry Extract Tablets (USP42-NF37)
Rhodiola Rosea Capsules (USP42-NF37)

Rhodiola Rosea Tablets (USP42-NF37)

Vitamins With Minerals Oral Powder [NEW] (USP42-NF37)

EXCIPIENTS

USP and NF Excipients, Listed By Category (USP42-NF37)
Briefing

Introduction

Emulsifying Agent

Flavors and Fragrance

Solvent

Sweetening Agent

NF MONOGRAPHS
Low-Substituted Carboxymethylcellulose Sodium (USP42-NF37)
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Neohesperidin Dihyrochalcone [NEW] (USP42-NF37)
Propylene Glycol Diacetate [NEW] (USP42-NF37)

STAGE 4 HARMONIZATION
Stage 4 Harmonization

STIMULI TO THE REVISION PROCESS

Stimuli to The Revision Process

Higher Order Structure of Proteins In Biopharmaceutical Development
Proceedings of The Workshop On Lifecycle Approach of Analytical Procedures
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REAGENTS, INDICATORS, AND SOLUTIONS

Reagent Specifications

Butylated Hydroxytoluene [NEW] (USP40-NF35)
Deschloroclotrimazole [NEW] (USP40-NF35)

Paired lon Chromatography Reagent [NEW] (USP40-NF35)
0.06 M Phosphoric Acid TS [NEW] (USP40-NF35)
Polysorbate 80 [NEW] (USP40-NF35)
Tetrabutylammonium Hydroxide 30-Hydrate (USP40-NF35)
Cupric Nitrate Hydrate (USP40-NF35)

Test Solutions

0.01 M Edetate Disodium TS [NEW] (USP40-NF35)

0.01 N Hydrochloric Acid TS [NEW] (USP40-NF35)

0.025 N Hydrochloric Acid TS [NEW] (USP40-NF35)

20% Phosphoric Acid TS [NEW] (USP40-NF35)

0.05 M Phosphoric Acid TS [NEW] (USP40-NF35)

45% Potassium Hydroxide TS [NEW] (USP40-NF35)

0.2 M Dibasic Potassium Phosphate TS [NEW] (USP40-NF35)
0.02 N Sodium Hydroxide TS [NEW] (USP40-NF35)

1 M Sulfuric Acid TS [NEW] (USP40-NF35)

0.02 M Tetrabutylammonium Hydrogen Sulfate TS [NEW] (USP40-NF35)

Volumetric Solutions

0.1 N Potassium Thiocyanate VS (USP40-NF35)

0.1 N Perchloric Acid in Dioxane VS (USP40-NF35)

0.1 Potassium Arsenite VS (USP40-NF35)

0.1 N Potassium Bromate VS (USP40-NF35)

0.1 N Potassium Bromide—Bromate VS (USP40-NF35)

Potassium Dichromate, Tenth-Normal (0.1 N) (USP40-NF35)
Potassium Ferricyanide, Twentieth-Molar (0.05 M) (USP40-NF35)
Potassium Hydroxide, Alcoholic, Half Normal (0.5 N) (USP40-NF35)
Potassium Hydroxide, Alcoholic, Tenth-Molar (0.1 M) (USP40-NF35)
Potassium Hydroxide, Methanolic, Tenth Normal (0.1 N) (USP40-NF35)
Potassium Hydroxide, Normal (1 N) (USP40-NF35)

Potassium lodate, Twentieth-Molar (0.05 M) (USP40-NF35)
Potassium Permanganate, Tenth-Normal (0.1 N) (USP40-NF35)
Silver Nitrate, Tenth-Normal (0.1 N) (USP40-NF35)

0.002 N Silver Nitrate in Isopropyl Alcohol VS [NEW] (USP40-NF35)
Sodium Arsenite, Twentieth-Molar (0.05 M) (USP40-NF35)

Sodium Hydroxide, Normal (1 N) (USP40-NF35)

Sodium Hydroxide, Alcoholic, Tenth-Normal (0.1 N) (USP40-NF35)
Sodium Methoxide, Half-Normal (0.5 N) in Methanol (USP40-NF35)
Sodium Methoxide, Tenth-Normal (0.1 N) in Toluene (USP40-NF35)
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Sodium Nitrite, Tenth-Molar (0.1 M) (USP40-NF35)

Sodium Tetraphenylboron, Fiftieth-Molar (0.02 M) (USP40-NF35)
Sodium Thiosulfate, Tenth-Normal (0.1 N) (USP40-NF35)

Sulfuric Acid, Normal (1 N) (USP40-NF35)

Sulfuric Acid, Half-Normal (0.5 N) in Alcohol (USP40-NF35)
Tetrabutylammonium Hydroxide, Tenth-Normal (0.1 N) (USP40-NF35)
Tetrabutylammonium Hydroxide in Methanol/Isopropyl Alcohol, 0.1 N (USP40-NF35)
Tetramethylammonium Bromide, Tenth-Molar (0.1 M) (USP40-NF35)
Tetramethylammonium Chloride, Tenth-Molar (0.1 M) (USP40-NF35)
Titanium Trichloride, Tenth-Normal (0.1 N) (USP40-NF35)

Zinc Sulfate, Twentieth-Molar (0.05 M) (USP40-NF35)

Chromatographic Columns
L56 (USP40-NF35)

REFERENCE TABLES

Container Specifications
Container Specifications [NEW] (USP40-NF35)

Description and Solubility
Description and Solubility - D
Description and Solubility - |
Description and Solubility - M
Description and Solubility - P

USP MONOGRAPHS
Acebutolol Hydrochloride Capsules (USP40-NF35)

Acetaminophen, Chlorpheniramine Maleate, and Dextromethorphan Hydrobromide Tablets

(USP40-NF35)

Acetaminophen, Dextromethorphan Hydrobromide, Doxylamine Succinate, and
Pseudoephedrine Hydrochloride Oral Solution (USP40-NF35)
Acetaminophen and Diphenhydramine Citrate Tablets (USP40-NF35)

Acetaminophen, Diphenhydramine Hydrochloride, and Pseudoephedrine Hydrochloride Tablets

(USP40-NF35)
Acetaminophen and Pseudoephedrine Hydrochloride Tablets (USP40-NF35)

Acetaminophen and Tramadol Hydrochloride Tablets (USP40-NF35)
Aminophylline (USP40-NF35)

Amlodipine and Atorvastatin Tablets [NEW] (USP40-NF35)
Atazanavir Sulfate [NEW] (USP40-NF35)

Atazanavir Capsules [NEW] (USP40-NF35)

Atorvastatin Calcium Tablets (USP40-NF35)

Biperiden (USP40-NF35)

Biperiden Hydrochloride (USP40-NF35)
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Biperiden Hydrochloride Tablets (USP40-NF35)
Biperiden Lactate Injection (USP40-NF35)

Cidofovir [NEW] (USP40-NF35)

Cidofovir Injection [NEW] (USP40-NF35)

Ciprofloxacin Tablets (USP40-NF35)

Cromolyn Sodium (USP40-NF35)

Cysteine Hydrochloride (USP40-NF35)

Dalfampridine [NEW] (USP40-NF35)

Demeclocycline Hydrochloride Tablets (USP40-NF35)
Desipramine Hydrochloride Tablets (USP40-NF35)
Desoximetasone (USP40-NF35)

Desoximetasone Cream (USP40-NF35)
Desoximetasone Gel (USP40-NF35)

Desoximetasone Qintment (USP40-NF35)
Doxercalciferol [NEW] (USP40-NF35)

Hydroxyzine Hydrochloride (USP40-NF35)

Hydroxyzine Hydrochloride Oral Solution (USP40-NF35)
Hydroxyzine Pamoate (USP40-NF35)

Hydroxyzine Pamoate Capsules (USP40-NF35)
Ibuprofen Oral Suspension (USP40-NF35)

lloperidone [NEW] (USP40-NF35)

Indomethacin Oral Suspension (USP40-NF35)
Isoflurane (USP40-NF35)

Methylene Blue Injection (USP40-NF35)

Metoprolol Tartrate Injection (USP40-NF35)
Moxifloxacin Hydrochloride (USP40-NF35)
Moxifloxacin Tablets [NEW] (USP40-NF35)

Nicotine Polacrilex (USP40-NF35)

Norethindrone (USP40-NF35)

Norethindrone Tablets (USP40-NF35)

Norethindrone Acetate (USP40-NF35)

Norethindrone Acetate Tablets (USP40-NF35)
Olopatadine Hydrochloride (USP40-NF35)

Olopatadine Hydrochloride Ophthalmic Solution (USP40-NF35)
Pimobendan [NEW] (USP40-NF35)

Polymyxin B Sulfate (USP40-NF35)

Potassium Citrate Extended-Release Tablets (USP40-NF35)
Prochlorperazine Maleate (USP40-NF35)

Sodium Hypochlorite Solution (USP40-NF35)
Spironolactone (USP40-NF35)

Silver Sulfadiazine Cream (USP40-NF35)

Tissue Human Amnion Chorion Membrane Dehydrated [NEW] (USP40-NF35)
Tranexamic Acid Injection [NEW] (USP40-NF35)
Tramadol Hydrochloride and Acetaminophen Tablets (USP40-NF35)
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Tretinoin Gel (USP40-NF35)
Ziprasidone Hydrochloride (USP40-NF35)

DIETARY SUPPLEMENT MONOGRAPHS

Cinnamomum cassia Twig [NEW] (USP40-NF35)

Cinnamomum cassia Twig Powder [NEW] (USP40-NF35)
Crypthecodinium cohnii Qil (USP40-NF35)

St. John's Wort Flowering Tops (USP40-NF35)

St. John's Wort Flowering Tops Dry Extract Capsules [NEW] (USP40-NF35)
St. John's Wort Flowering Tops Dry Extract Tablets [NEW] (USP40-NF35)
St. John's Wort Flowering Tops Powder (USP40-NF35)

St. John's Wort Flowering Tops Dry Extract (USP40-NF35)

Salix Species Bark [NEW] (USP40-NF35)

Salix Species Bark Dry Extract [NEW] (USP40-NF35)

Salix Species Bark Powder [NEW] (USP40-NF35)

STAGE 4 HARMONIZATION
Stage 4 Harmonization

GENERAL CHAPTERS
<1061> COLOR—INSTRUMENTAL MEASUREMENT

STIMULI TO THE REVISION PROCESS
STIMULI TO THE REVISION PROCESS
The Advisability and Feasibility of Developing USP Standards for Medical Cannabis
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