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PROPOSED IRA
Proposed IRA Intro Section

USP MONOGRAPHS
Dutasteride (1-Mar-2016)
Methylphenidate Hydrochloride Extended-Release Tablets (1-Mar-2016)

IN-PROCESS REVISION
IPR Introduction

GENERAL CHAPTERS

<1> INJECTIONS AND IMPLANTED DRUG PRODUCTS (PARENTERALS)—PRODUCT QUALITY TESTS
(USP39-NF34 25)

<2> ORAL DRUG PRODUCTS—PRODUCT QUALITY TESTS (USP39-NF34 2S)

<3> TOPICAL AND TRANSDERMAL DRUG PRODUCTS—PRODUCT QUALITY TESTS (USP39-NF34
25)

<4> MUCOSAL DRUG PRODUCTS—PRODUCT QUALITY TESTS (USP39-NF34 2S)

<5> INHALATION AND NASAL DRUG PRODUCTS—GENERAL INFORMATION AND PRODUCT
QUALITY TESTS (USP39-NF34 2S)

<89.1> COLLAGENASE | [NEW] (USP39-NF34 25S)

<89.2> COLLAGENASE Il [NEW] (USP39-NF34 2S)

<121.1> PHYSICOCHEMICAL ANALYTICAL PROCEDURES FOR INSULINS (USP39-NF34 2S)
<127> FLOW CYTOMETRIC ENUMERATION OF CD34+ CELLS [NEW] (USP39-NF34 2S)

<212> OLIGOSACCHARIDE ANALYSIS (USP39-NF34 2S)

<467> RESIDUAL SOLVENTS (USP39-NF34 25)

<771> OPHTHALMIC PRODUCTS—QUALITY TESTS (USP39-NF34 25)

<782> VIBRATIONAL CIRCULAR DICHROISM SPECTROSCOPY [NEW] (USP39-NF34 2S)

<821> RADIOACTIVITY (USP39-NF34 2S)

<1004> MUCOSAL DRUG PRODUCTS—PERFORMANCE TESTS [NEW] (USP39-NF34 2S)
<1015> AUTOMATED RADIOCHEMICAL SYNTHESIS APPARATUS (USP39-NF34 2S)

<1029> GOOD DOCUMENTATION GUIDELINES (USP39-NF34 25)

<1063> SHEAR CELL METHODOLOGY FOR POWDER FLOW TESTING [NEW] (USP39-NF34 25S)
<1228.3> DEPYROGENATION BY FILTRATION [NEW] (USP39-NF34 2S)

<1228.5> ENDOTOXIN INDICATORS FOR DEPYROGENATION [NEW] (USP39-NF34 25)
<1229.13> STERILIZATION-IN-PLACE [NEW] (USP39-NF34 25)

<1231> WATER FOR PHARMACEUTICAL PURPOSES (USP39-NF34 25S)

<1239> VACCINES FOR HUMAN USE—VIRAL VACCINES [NEW] (USP39-NF34 25)
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<1602> SPACERS AND VALVED HOLDING CHAMBERS USED WITH INHALATION AEROSOLS—
CHARACTERIZATION TESTS (USP39-NF34 2S)

<1782> VIBRATIONAL CIRCULAR DICHROISM SPECTROSCOPY—THEORY AND PRACTICE [NEW]
(USP39-NF34 25)

<1821> RADIOACTIVITY—THEORY AND PRACTICE [NEW] (USP39-NF34 2S)

<1823> POSITRON EMISSION TOMOGRAPHY DRUGS—INFORMATION [NEW] (USP39-NF34 2S)
<2040> DISINTEGRATION AND DISSOLUTION OF DIETARY SUPPLEMENTS (USP39-NF34 2S)
<2750> MANUFACTURING PRACTICES FOR DIETARY SUPPLEMENTS (USP39-NF34 2S)

REAGENTS, INDICATORS, AND SOLUTIONS

Reagent Specifications

2,2,2-Trichloroethanol (USP39-NF34 2S)

Acetonitrile, Chromatographic [NEW] (USP39-NF34 25)
Ascorbic Acid [NEW] (USP39-NF34 2S)

Citric Acid (USP39-NF34 2S)

Citric Acid, Anhydrous (USP39-NF34 2S)
4-Cyanopyridine [NEW] (USP39-NF34 25)

2-Isoniazid [NEW] (USP39-NF34 2S)

Isonicotinamide [NEW] (USP39-NF34 2S)

Methanol, Chromatographic [NEW] (USP39-NF34 2S)
L-Phenylalanine [NEW] (USP39-NF34 2S)

Polyethylene Glycol Standards with Molecular Weights of 1000, 2000, 3000, 4000, and 6000
Daltons (g/mol) [NEW] (USP39-NF34 25)

Silver Sulfate [NEW] (USP39-NF34 2S)

Test Solutions

10% ASCORBIC ACID TS [NEW] (USP39-NF34 25)

0.001 N HYDROCHLORIC ACID TS [NEW] (USP39-NF34 25)
0.06 N HYDROCHLORIC ACID TS (USP39-NF34 25S)

0.36 N HYDROCHLORIC ACID TS [NEW] (USP39-NF34 25)
2 N HYDROCHLORIC ACID TS [NEW] (USP39-NF34 2S)

3 N HYDROCHLORIC ACID TS [NEW] (USP39-NF34 2S)

6 N HYDROCHLORIC ACID TS [NEW] (USP39-NF34 2S)
0.01 N NITRIC ACID TS [NEW] (USP39-NF34 25S)

0.2 N NITRIC ACID TS [NEW] (USP39-NF34 2S)

1 N NITRIC ACID TS [NEW] (USP39-NF34 25)

2 N NITRIC ACID TS [NEW] (USP39-NF34 2S)

10% PHOSPHORIC ACID TS [NEW] (USP39-NF34 2S)

2 N POTASSIUM HYDROXIDE TS [NEW] (USP39-NF34 2S)
20% POTASSIUM IODIDE TS [NEW] (USP39-NF34 2S)

0.2 N SODIUM HYDROXIDE TS [NEW] (USP39-NF34 25)
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5 N SODIUM HYDROXIDE TS [NEW] (USP39-NF34 25)
0.02 N SULFURIC ACID TS [NEW] (USP39-NF34 25)

6 N SULFURIC ACID TS [NEW] (USP39-NF34 2S)

7 N SULFURIC ACID TS [NEW] (USP39-NF34 25)

Volumetric Solutions

0.07 N Ferrous Ammonium Sulfate VS [NEW] (USP39-NF34 2S)
0.1 N Hydrochloric Acid VS [NEW] (USP39-NF34 2S)

0.025 N Potassium Dichromate VS [NEW] (USP39-NF34 2S)

Chromatographic Columns
L90 [NEW] (USP39-NF34 25S)
L91 [NEW] (USP39-NF34 25S)

REFERENCE TABLES

Container Specifications
Containers for Dispensing Capsules and Tablets [NEW] (USP39-NF34 2S)

Description and Solubility
Description and Solubility - A

Description and Solubility - D

Description and Solubility - E

Description and Solubility - F

Description and Solubility - M

Description and Solubility - N

Description and Solubility - S

Description and Solubility - T

EXCIPIENTS

USP AND NF EXCIPIENTS, LISTED BY CATEGORY (USP39-NF34 25)
Briefing

Introduction

Emulsifying Agent

Flavors and Fragrance

USP MONOGRAPHS

Acamprosate Calcium [NEW] (USP39-NF34 2S)
Acetaminophen Suppositories (USP39-NF34 2S)
Albuterol Tablets (USP39-NF34 2S)
Aminohippurate Sodium Injection (USP39-NF34 2S)
Antithrombin Il Human (USP39-NF34 2S)
Azelastine Hydrochloride (USP39-NF34 2S)
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Betamethasone Valerate Cream (USP39-NF34 25)
Betamethasone Valerate Lotion (USP39-NF34 2S)
Betamethasone Valerate Qintment (USP39-NF34 2S)
Bismuth Subsalicylate Oral Suspension (USP39-NF34 2S)
Bivalirudin [NEW] (USP39-NF34 25)

Bivalirudin for Injection [NEW] (USP39-NF34 25)

Castor Oil (USP39-NF34 2S)

Chlorhexidine Gluconate Topical Gel [NEW] (USP39-NF34 2S)
Chlorothiazide Oral Suspension (USP39-NF34 2S)
Chlorothiazide Tablets (USP39-NF34 2S)

Ciprofloxacin (USP39-NF34 2S)

Ciprofloxacin Hydrochloride (USP39-NF34 2S)

Codeine Sulfate Tablets (USP39-NF34 2S)

Dolasetron Mesylate Injection (USP39-NF34 2S)
Dolasetron Mesylate Tablets (USP39-NF34 2S)
Doxycycline for Oral Suspension (USP39-NF34 25)
Epoetin [NEW] (USP39-NF34 2S)

Exenatide [NEW] (USP39-NF34 2S)

Frovatriptan Tablets [NEW] (TBD)

Frovatriptan Succinate [NEW] (TBD)

Guaifenesin (USP39-NF34 2S)

Hydroxyprogesterone Caproate Injection (USP39-NF34 2S)
Imipramine Pamoate Capsules (USP39-NF34 2S)

Insulin Injection (USP39-NF34 2S)

Isophane Insulin Suspension (USP39-NF34 2S)

Insulin Zinc Suspension (USP39-NF34 2S)

Extended Insulin Zinc Suspension (USP39-NF34 2S)
Prompt Insulin Zinc Suspension (USP39-NF34 2S)
Levonorgestrel (USP39-NF34 2S)

Mannitol (USP39-NF34 2S)

Methylergonovine Maleate (USP39-NF34 2S)
Methylnaltrexone Bromide [NEW] (USP39-NF34 2S)
Metronidazole Extended-Release Tablets [NEW] (USP39-NF34 2S)

Miconazole (USP39-NF34 2S)

Mupirocin Calcium (USP39-NF34 2S)

Nebivolol Tablets [NEW] (TBD)

Nebivolol Hydrochloride [NEW] (TBD)

Niacin (USP39-NF34 2S)

Phenol (USP39-NF34 2S)

Promethazine Hydrochloride Oral Solution (USP39-NF34 2S)
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Quetiapine Extended-Release Tablets [NEW] (USP39-NF34 2S)
Ropinirole Extended-Release Tablets [NEW] (USP39-NF34 2S)
Solifenacin Succinate [NEW] (TBD)

Sulconazole Nitrate (USP39-NF34 2S)

Sulfisoxazole (USP39-NF34 2S)

Sulfisoxazole Acetyl (USP39-NF34 2S)

Theophylline Oral Solution (USP39-NF34 2S)

Trihexyphenidyl Hydrochloride Tablets (USP39-NF34 2S)
Valproic Acid (USP39-NF34 25S)

Ziprasidone Capsules [NEW] (USP39-NF34 2S)

DIETARY SUPPLEMENT MONOGRAPHS

Ashwagandha Root (USP39-NF34 2S)

Powdered Ashwagandha Root (USP39-NF34 2S)

Powdered Ashwagandha Root Extract (USP39-NF34 2S)

Curcuminoids (USP39-NF34 2S)

Eleuthero (USP39-NF34 2S)

Powdered Eleuthero (USP39-NF34 2S)

Powdered Eleuthero Extract (USP39-NF34 2S)

Eleuthero Root and Rhizome Dry Extract Capsules [NEW] (USP39-NF34 2S)
Eleuthero Root and Rhizome Dry Extract Tablets [NEW] (USP39-NF34 2S)
Japanese Honeysuckle Flower [NEW] (USP39-NF34 2S)

Japanese Honeysuckle Flower Dry Extract [NEW] (USP39-NF34 2S)
Japanese Honeysuckle Flower Powder [NEW] (USP39-NF34 2S)

Olive Leaf [NEW] (USP39-NF34 25)

Olive Leaf Dry Extract [NEW] (USP39-NF34 2S)

Olive Leaf Powder [NEW] (USP39-NF34 2S)

Red Clover Aerial Parts Isoflavone Aglycones Dry Extract [NEW] (USP39-NF34 2S)

Powdered Red Clover Extract (USP39-NF34 25)
Powdered St. John's Wort Extract (USP39-NF34 2S)
Schizochytrium Qil (USP39-NF34 25)

Turmeric (USP39-NF34 2S)

Powdered Turmeric (USP39-NF34 2S)

Powdered Turmeric Extract (USP39-NF34 2S)

NF MONOGRAPHS

Benzalkonium Chloride Solution (USP39-NF34 2S)
Calcium Propionate (USP39-NF34 2S)
Deoxycholic Acid (USP39-NF34 2S)

Desoxycholic Acid (USP39-NF34 25)
Hydrogenated Castor Qil (USP39-NF34 2S)
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Magnesium Aluminum Silicate (USP39-NF34 2S)
Polyoxyl 35 Castor Qil (USP39-NF34 2S)

Polyoxyl 40 Hydrogenated Castor Qil (USP39-NF34 2S)
Polyvinyl Acetate Dispersion (USP39-NF34 2S)
Potassium Benzoate (USP39-NF34 2S)

Sodium Cetostearyl Sulfate (USP39-NF34 2S)

Sodium Succinate [NEW] (USP39-NF34 2S)

Carnauba Wax (USP39-NF34 2S)

STAGE 4 HARMONIZATION
Stage 4 Harmonization

GENERAL CHAPTERS
<644> CONDUCTIVITY OF SOLUTIONS [NEW]

STIMULI TO THE REVISION PROCESS

STIMULI TO THE REVISION PROCESS

An Evaluation of the Indifference Zone of the USP <905> Content Uniformity Test

USP Responses to Comments on Stimuli Article Proposed New USP General Information
Chapter:Shear Cell Methodology for Powder Flow Testing <1063>

The Use of Endotoxin as an Analyte in Biopharmaceutical Product Hold Time Studies
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