
USP Annotated List

General Notices, Monographs, General
Chapters, Reagents, and Tables Affected by

Changes Appearing in USP 43

Page citations refer to the pages of USP 43. Note—In the lists below, if a section is new or if a subsection is added to or deleted
from an existing section, it is labeled as such in parentheses after the section or subsection name. Items on this list that appear without
the designation “new”, “added”, or “deleted” are items in which changes have been made to existing official text.

General Chapters
General Tests and Assays

General Requirements for Tests and Assays
á7ñ Labeling (Revision Bulletin official May 1, 2019),

6435
LABELS AND LABELING FOR DRUG PRODUCTS

AND COMPOUNDED PREPARATIONS
EXPRESSED AS ACTIVE MOIETY IN NAME AND
STRENGTH

LABELS AND LABELING FOR INJECTABLE
PRODUCTS

LABELS AND LABELING FOR PRODUCTS IN
OTHER CATEGORIES

LABELS AND LABELING FOR ANIMAL DRUG
PRODUCTS

Biological Tests and Assays
á121ñ Insulin Assays (Revision Bulletin official May 1,

2019), 6547
ASSAY

Rabbit Blood Sugar Method—Quantitative
ADDITIONAL REQUIREMENTS

USP Reference Standards
Chemical Tests and Assays

á203ñ High-Performance Thin-Layer Chromatography
Procedure for Identification of Articles of Botanical
Origin, 6602

INTRODUCTION
EQUIPMENT
PROCEDURE

á591ñ Zinc Determination, 6817
INTRODUCTION
PROCEDURE

Physical Tests and Determinations
á701ñ Disintegration (Stage 4 Harmonization official May

1, 2020), 6940
á800ñ Hazardous Drugs—Handling in Healthcare

Settings (Revision Bulletin official May 1, 2019), 7071
á856ñ Near-Infrared Spectroscopy (new), 7161

General Information
á1010ñ Analytical Data—Interpretation and Treatment,

7233
á1043ñ Ancillary Materials for Cell, Gene, and

Tissue-Engineered Products, 7381
á1046ñ Cell-Based Advanced Therapies and Tissue-Based

Products, 7400
á1047ñ Gene Therapy Products, 7426

INTRODUCTION
MANUFACTURING OVERVIEW
MANUFACTURING OF GENE THERAPY PRODUCTS
ON-SITE PREPARATION AND ADMINISTRATION
ANALYTICAL METHODS
GLOSSARY
APPENDIX

á1099ñ Limit on Number of Large Deviations When
Assessing Content Uniformity in Large Samples
(Revision Bulletin official March 1, 2019), 7744

á1136ñ Packaging and Repackaging—Single-Unit
Containers (deleted), 7919

á1177ñ Good Packaging Practices (deleted), 8003
á1850ñ Evaluation of Screening Technologies for

Assessing Medicine Quality (new), 8626
á1856ñ Near-Infrared Spectroscopy—Theory and

Practice, 8658

Reagents, Indicators, and Solutions
REAGENT SPECIFICATIONS

Glyceryl Monostearate (new), 6168
Lecithin (new), 6175
Lysolecithin (new), 6176
Manganese Chloride Tetrahydrate (new), 6177
Manganese Sulfate (new), 6176
Methyl Red (deleted), 6179
Polypeptone (new), 6192
Polysorbate 20 (new), 6192
Sodium Butyrate (new), 6202
Sodium Oleate (new), 6204
Sodium Propionate (new), 6205
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Sodium Taurocholate (new), 6206
Sodium Taurodeoxycholate (new), 6206

INDICATORS
Methyl Red, 6221
Xylenol Orange, 6221

TEST SOLUTIONS
18 N Phosphoric Acid TS (new), 6233 
50% Sodium Hydroxide TS (new), 6235 
Xylenol Orange TS, 6237

Reference Tables
CONTAINER SPECIFICATIONS FOR CAPSULES AND
TABLETS

Diazoxide Capsules (deleted), 6262
Oxprenolol Hydrochloride Tablets, Extended-Release

(deleted),6268
Oxycodone and Acetaminophen Capsules (deleted),

6268
Piperazine Citrate Tablets (deleted), 6268
Pyrvinium Pamoate Tablets (deleted), 6269
Ritodrine Hydrochloride Tablets (deleted), 6269
Scopolamine Hydrobromide Tablets (deleted), 6270

DESCRIPTION AND RELATIVE SOLUBILITY OF USP AND NF
ARTICLES

Anise Oil (new), 6276
Glyceryl Mono and Dicaprylate (new), 6297
Glyceryl Mono and Dicaprylocaprate (new), 6297
Medium-Chain Triglycerides, 6331
Neohesperidin Dihydrochalcone (new), 6309
Polypropylene Glycol 11 Stearyl Ether (new), 6317

Monographs (USP 43)
Allopurinol Compounded Oral Suspension, 133

DEFINITION
ASSAY (added)
SPECIFIC TESTS
ADDITIONAL REQUIREMENTS

Packaging and Storage, Beyond-Use Date, and
USP Reference Standards (added)

Alprazolam Tablets (Revision Bulletin official March 1,
2019), 146

         IMPURITIES (added) 
Amitriptyline Hydrochloride, 261
         IDENTIFICATION

Test A
IMPURITIES
Organic Impurities

Apomorphine Hydrochloride Tablets (deleted), 358 
Arginine Hydrochloride Compounded Oral Solution

(new), 372
Aurothioglucose Injectable Suspension (deleted), 434
Azatadine Maleate (deleted), 437
Azatadine Maleate Tablets (deleted), 438
Azathioprine Tablets, 441

IDENTIFICATION 
ASSAY 
PERFORMANCE TESTS

Dissolution 
IMPURITIES (added)

ADDITIONAL REQUIREMENTS
Bendamustine Hydrochloride (Revision Bulletin official

March 1, 2019), 493
IMPURITIES

 Organic Impurities 
Betaxolol Hydrochloride, 557

IDENTIFICATION
ASSAY
IMPURITIES

Organic Impurities
ADDITIONAL REQUIREMENTS

USP Reference Standards 
Betaxolol Tablets, 559

IDENTIFICATION
Test B (added)

ASSAY
PERFORMANCE TESTS

Dissolution
IMPURITIES (added)
ADDITIONAL REQUIREMENTS

USP Reference Standards
Calcium Acetate Capsules (Revision Bulletin official May

1, 2019), 680
PERFORMANCE TESTS

Dissolution
ADDITIONAL REQUIREMENTS

               Labeling (added)
Carboxymethylcellulose Sodium Compounded
    Intraperitoneal Solution, Veterinary (new), 775 
Chlorambucil Compounded Oral Suspension (new), 925 
Chloramphenicol Compounded Oral Suspension, 
Veterinary (new), 930 
Cholecalciferol, 985

IDENTIFICATION
        ASSAY
Cidofovir (Revision Bulletin official June 1, 2019), 999

IMPURITIES 
Residue on Ignition (deleted) 

Clonidine Hydrochloride, 1101
DEFINITION
IDENTIFICATION

Test A and Test B
ASSAY
IMPURITIES

Organic Impurities
Clonidine Hydrochloride Compounded Oral Suspension

(new), 1103
Clonidine Transdermal System (Revision Bulletin official

June 1, 2019), 1105
PERFORMANCE TESTS 

 Drug Release
Demeclocycline Hydrochloride, 1248

CHEMICAL INFORMATION
IDENTIFICATION
ASSAY

Demeclocycline Hydrochloride Tablets, 1249
IDENTIFICATION

Test B (added)
ASSAY
ADDITIONAL REQUIREMENTS

Packaging and Storage
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Deslanoside (deleted), 1258
Deslanoside Injection (deleted), 1259
Diazoxide Capsules (deleted), 1333
Diazoxide Injection (deleted), 1334
Diclofenac Potassium for Oral Solution (new), 1344 
Diflunisal Tablets, 1376

IDENTIFICATION
Test B

ASSAY
PERFORMANCE TESTS
IMPURITIES (added)
ADDITIONAL REQUIREMENTS

Packaging and Storage
Diltiazem Hydrochloride Extended-Release Capsules

(Revision Bulletin official May 1, 2019), 1399
PERFORMANCE TESTS 

Dissolution
IMPURITIES

Diphenhydramine Hydrochloride Oral Powder (new), 1428 
Dobutamine Hydrochloride, 1466

IDENTIFICATION
ASSAY
IMPURITIES 

Organic Impurities
SPECIFIC TESTS 

Color of Solution (deleted)
ADDITIONAL REQUIREMENTS 

USP Reference Standards
Donepezil Hydrochloride Tablets (Revision Bulletin

official March 1, 2019), 1488
    IDENTIFICATION 

Ultraviolet Absorption, Test A
ASSAY
PERFORMANCE TESTS

Dissolution
         IMPURITIES
Doxycycline Compounded Oral Suspension, Veterinary, 1530

DEFINITION
ASSAY
SPECIFIC TESTS
ADDITIONAL REQUIREMENTS

Packaging and Storage and Beyond-Use Date
Drospirenone and Ethinyl Estradiol Tablets (Revision

Bulletin official April 1, 2019), 1556
IMPURITIES

Ergocalciferol, 1665
IDENTIFICATON
ASSAY
ADDITIONAL REQUIREMENTS

USP Reference Standards
Fenofibrate Capsules (Revision Bulletin official May 1,

2019), 1834
PERFORMANCE TESTS 

Fentanyl, 1846
DEFINITION
IDENTIFICATION

Test A
ASSAY
IMPURITIES

Organic Impurities

ADDITIONAL REQUIREMENTS
USP Reference Standards

Fluticasone Propionate and Salmeterol Inhalation
Powder (Revision Bulletin official February 8, 2019), 2010

ASSAY
PERFORMANCE TESTS
IMPURITIES
SPECIFIC TESTS

Foreign Particulate Matter
ADDITIONAL REQUIREMENTS

 Labeling (added) and USP Reference Standards 
Hydrochlorothiazide Compounded Oral Suspension

(new), 2221
Hydrocortisone Gel, 2230

IDENTIFICATION
ASSAY
IMPURITIES (added)
SPECIFIC TESTS (added)
ADDITIONAL REQUIREMENTS

 USP Reference Standards
Indomethacin Extended-Release Capsules, 2325

IDENTIFICATION
ASSAY
PERFORMANCE TESTS
IMPURITIES
ADDITIONAL REQUIREMENTS

Insulin (Revision Bulletin official May 1, 2019), 2335
CHEMICAL INFORMATION
DEFINITION
IDENTIFICATION

Test A
ASSAY
PRODUCT-RELATED SUBSTANCES AND

IMPURITIES
Product-Related Substances
OTHER COMPONENTS

ADDITIONAL REQUIREMENTS
 Labeling and USP Reference Standards
Insulin Injection (Revision Bulletin official May 1, 2019), 2338

IDENTIFICATION
ASSAY
OTHER COMPONENTS
ADDITIONAL REQUIREMENTS

Labeling and USP Reference Standards
Isophane Insulin Suspension (Revision Bulletin official

May 1, 2019), 2351
IDENTIFICATION
ASSAY
ADDITIONAL REQUIREMENTS

Labeling and USP Reference Standards
Insulin Zinc Suspension (Revision Bulletin official May

1, 2019), 2356
IDENTIFICATION
ASSAY
ADDITIONAL REQUIREMENTS

Labeling and USP Reference Standards
Extended Insulin Zinc Suspension (Revision Bulletin

official May 1, 2019), 2357
IDENTIFICATION
ASSAY
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ADDITIONAL REQUIREMENTS
Labeling and USP Reference Standards

Prompt Insulin Zinc Suspension (Revision Bulletin official
May 1, 2019), 2359

IDENTIFICATION
ASSAY
ADDITIONAL REQUIREMENTS

Labeling and USP Reference Standards
Itraconazole Capsules (Revision Bulletin official August 1,

2019), 2468
PERFORMANCE TESTS

Dissolution
IMPURITIES
ADDITIONAL REQUIREMENTS

Labeling (added)
Loperamide Hydrochloride, 2658

IDENTIFICATION
Test A

ASSAY
IMPURITIES

Organic Impurities
ADDITIONAL REQUIREMENTS

USP Reference Standards
Manganese Chloride for Oral Solution (deleted), 2732
Mazindol (deleted), 2742
Metformin Hydrochloride, 2821

DEFINITION
IDENTIFICATION

Test C (added)
ASSAY
IMPURITIES

Organic Impurities
ADDITIONAL REQUIREMENTS

USP Reference Standards
Metformin Hydrochloride Extended-Release Tablets

(Revision Bulletin official March 1, 2019), 2824
PERFORMANCE TESTS

Dissolution
Methacholine Chloride, 2833

DEFINITION
IDENTIFICATION

Test A
ASSAY
IMPURITIES

Organic Impurities
SPECIFIC TESTS
ADDITIONAL REQUIREMENTS

USP Reference Standards
Methotrexate Injection (Revision Bulletin official May 1,

2019), 2857
IMPURITIES

Miconazole Nitrate (Revision Bulletin official March 1,
2019), 2947

SPECIFIC TESTS
Optical Rotation

Minocycline Hydrochloride Oral Suspension (deleted),
2966

Minoxidil, 2972
IDENTIFICATION
ASSAY

IMPURITIES
Organic Impurities

Naproxen Sodium and Pseudoephedrine Hydrochloride
Extended-Release Tablets (Revision Bulletin official
March 1, 2019), 3084

IMPURITIES
Nicardipine Hydrochloride Injection, 3149

DEFINITION
IDENTIFICATION

Test B (added)
ASSAY
IMPURITIES
OTHER COMPONENTS
SPECIFIC TESTS

Bacterial Endotoxins Test
ADDITIONAL REQUIREMENTS

Packaging and Storage and USP Reference
Standards

Olmesartan Medoxomil Tablets (Revision Bulletin official
March 19, 2019), 3244

PERFORMANCE TESTS
Dissolution

Oxprenolol Hydrochloride Extended-Release Tablets
(deleted), 3324

Oxycodone and Acetaminophen Capsules (deleted),
3341

Pantoprazole Sodium Delayed-Release Tablets (Revision
Bulletin official May 1, 2019), 3391

PERFORMANCE TESTS
Dissolution

Parachlorophenol (deleted), 3399
Phenytoin Compounded Topical Gel (new), 3525
Physostigmine Salicylate Ophthalmic Solution (deleted),

3536
Piperazine Citrate Tablets (deleted), 3575
Prednisolone Cream (deleted), 3660
Primidone Oral Suspension (deleted), 3684
Procaine and Tetracaine Hydrochlorides and

Levonordefrin Injection (deleted), 3695
Promazine Hydrochloride Syrup (deleted), 3713
Propafenone Hydrochloride Extended-Release Capsules

(Revision Bulletin official March 8, 2019), 3729
PERFORMANCE TESTS

Dissolution
IMPURITIES

Propoxycaine Hydrochloride (deleted), 3743
Propoxycaine and Procaine Hydrochlorides and

Levonordefrin Injection (deleted), 3744
Propoxycaine and Procaine Hydrochlorides and

Norepinephrine Bitartrate Injection (deleted), 3745
Propranolol Hydrochloride, 3746

DEFINITION
IDENTIFICATION

Tet A
ASSAY
IMPURITIES

Organic Impurities (added)
SPECIFIC TESTS

Melting Range or Temperature (deleted) and
Optical Rotation (deleted)

ADDITIONAL REQUIREMENTS
USP Reference Standards
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Propyliodone (deleted), 3754
Pseudoephedrine Hydrochloride Extended-Release

Tablets (Revision Bulletin official March 1, 2019),
3764

PERFORMANCE TESTS
Dissolution

Pyrvinium Pamoate (deleted), 3789
Pyrvinium Pamoate Oral Suspension (deleted), 3789
Pyrvinium Pamoate Tablets (deleted), 3790
Quetiapine Extended-Release Tablets (Revision Bulletin

official April 1, 2019), 3795
ASSAY
PERFORMANCE TESTS

Dissolution
IMPURITIES

Risedronate Sodium, 3900
IDENTIFICATION

Test C (added)
ASSAY
IMPURITIES
SPECIFIC TESTS
ADDITIONAL REQUIREMENTS

USP Reference Standards
Ritodrine Hydrochloride (deleted), 3910
Ritodrine Hydrochloride Injection (deleted), 3911
Ritodrine Hydrochloride Tablets (deleted), 3911
Rosuvastatin Tablets (Revision Bulletin official April 1,

2019), 3950
PERFORMANCE TESTS

Dissolution
Rotigotine Transdermal System (new), 3955
Saccharin Calcium

DEFINITION
IDENTIFICATION

Test A
ASSAY
SPECIFIC TESTS

Readily Carbonizable Substances Test and Color
of Solution

ADDITIONAL REQUIREMENTS
USP Reference Standards

Scopolamine Hydrobromide Injection (deleted), 4012
Scopolamine Hydrobromide Ophthalmic Solution

(deleted), 4013
Scopolamine Hydrobromide Tablets (deleted), 4013
Secobarbital (deleted), 4013
Sodium Benzoate Compounded Oral Solution (new),

4056
Sodium Fluoride Gel, 4071

IDENTIFICATION
ASSAY
ADDITIONAL REQUIREMENTS

Packaging and Storage and USP Reference
Standards

Sodium Fluoride Tablets, 4073
IDENTIFICATION

Test B
ASSAY
ADDITIONAL REQUIREMENTS

Packaging and Storage and USP Reference
Standards

Taurine (Revision Bulletin official March 1, 2019), 4223
ASSAY

Tetracycline Hydrochloride, 4303
IDENTIFICATION

Test A and Test C
IMPURITIES
SPECIFIC TESTS

Loss on Drying
Thioridazine Hydrochloride Oral Solution (deleted),

4354
Torsemide Compounded Oral Suspension (new), 4438
Vancomycin Hydrochloride Compounded Oral Solution

(new), 4589
Vancomycin Injection (Revision Bulletin official March 1,

2019), 4585
DEFINITION
ASSAY
SPECIFIC TESTS

Composition of Vancomycin, pH, and Particulate
Matter in Injections

ADDITIONAL REQUIREMENTS
Packaging and Storage and Labeling

Vitamin A Tablets, 4635
ASSAY
PERFORMANCE TESTS

Dissolution
ADDITIONAL REQUIREMENTS

Labeling

Monographs (Dietary Supplements)
Calcium with Vitamin D Tablets, 4843

IDENTIFICATION (added)
STRENGTH

Vitamin D (Cholecalciferol or Ergocalciferol),
Method 1 and Vitamin D (Cholecalciferol or
Ergocalciferol), Method 2 (added)

Calcium and Vitamin D with Minerals Tablets, 4845
IDENTIFICATION (added)
STRENGTH

Vitamin D (Cholecalciferol or Ergocalciferol),
Method 1 and Vitamin D (Cholecalciferol or
Ergocalciferol), Method 2 (added)

ADDITIONAL REQUIREMENTS
Labeling

Creatine (new), 4920
Oil-Soluble Vitamins Tablets, 5356

DEFINITION
IDENTIFICATION (added)
STRENGTH

Vitamin A, Method 1; Vitamin A, Method 2;
Vitamin A, Method 3; Vitamin D
(Cholecalciferol or Ergocalciferol), Method 1;
Vitamin D (Cholecalciferol or Ergocalciferol),
Method 2; Vitamin D (Cholecalciferol or
Ergocalciferol), Method 3; Vitamin E, Method
1; Vitamin E, Method 2; Vitamin E, Method 3
and Vitamin A, Vitamin D, and Vitamin E,
Method 4; Phytonadione, Method 3 (added)

ADDITIONAL REQUIREMENTS
Labeling and USP Reference Standards

Oil-Soluble Vitamins with Minerals Tablets, 5378
DEFINITION
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IDENTIFICATION (added)
STRENGTH

Vitamin A, Method 1; Vitamin D (Cholecalciferol
or Ergocalciferol), Method 1; Vitamin E,
Method 1; Phytonadione, Method 1; Vitamin
A, Vitamin D, Vitamin E, and Phytonadione,
Method 2 (added) and Beta Carotene

ADDITIONAL REQUIREMENTS
Labeling and USP Reference Standards

Oil- and Water-Soluble Vitamins Tablets, 5419
DEFINITION
IDENTIFICATION (added)
STRENGTH

Vitamin A, Method 1; Vitamin A, Method 2;
Vitamin A, Method 3; Vitamin D
(Cholecalciferol or Ergocalciferol), Method 1;
Vitamin D (Cholecalciferol or Ergocalciferol),
Method 2; Vitamin D (Cholecalciferol or
Ergocalciferol), Method 3; Vitamin E, Method
1; Vitamin E, Method 2; Vitamin E, Method 3;
Vitamin A, Vitamin D (Cholecalciferol or
Ergocalciferol), Vitamin E, Method 4;
Phytonadione, Method 3 (added); Ascorbic
Acid, Calcium Ascorbate, and Sodium
Ascorbate; Biotin, Method 2;
Cyanocobalamin, Method 2; Folic Acid,
Method 1; Folic Acid, Method 2; Calcium
Pantothenate, Method 2; Niacin or
Niacinamide, Pyridoxine Hydrochloride,
Riboflavin, and Thiamine, Method 1; Niacin,
Method 2; Niacinamide, Method 2;
Riboflavin, Method 2; Thiamine, Method 2;
Niacin or Niacinamide, Pyridoxine
Hydrochloride, Riboflavin, and Thiamine,
Method 3; and Folic Acid, Method 3; Ascorbic
Acid, Niacin or Niacinamide, Pyridoxine
Hydrochloride, Calcium Pantothenate,
Riboflavin, and Thiamine, Method 4 (added)

ADDITIONAL REQUIREMENTS
Labeling and USP Reference Standards

Oil- and Water-Soluble Vitamins with Minerals Tablets,
5476

DEFINITION
IDENTIFICATION (added)
STRENGTH

Vitamin A, Method 1; Vitamin A, Method 2;
Vitamin A, Method 3; Vitamin D
(Cholecalciferol or Ergocalciferol), Method 1;
Vitamin D (Cholecalciferol or Ergocalciferol),
Method 2; Vitamin D (Cholecalciferol or
Ergocalciferol), Method 3; Vitamin E, Method
1; Vitamin E, Method 2; Vitamin E, Method 3;
Vitamin A, Vitamin D (Cholecalciferol or
Ergocalciferol), and Vitamin E, Method 4;
Phytonadione, Method 3 (added); Ascorbic
Acid, Calcium Ascorbate, and Sodium
Ascorbate; Biotin, Method 2;
Cyanocobalamin, Method 2; Folic Acid,
Method 1; Folic Acid, Method 2; Calcium
Pantothenate, Method 2; Niacin or
Niacinamide, Pyridoxine Hydrochloride,
Riboflavin, and Thiamine, Method 1; Niacin,
Method 2; Niacinamide, Method 2;
Riboflavin, Method 2; Thiamine, Method 2;
Niacin or Niacinamide, Pyridoxine
Hydrochloride, Riboflavin, and Thiamine,
Method 3; and Folic Acid, Method 3; Ascorbic

Acid, Niacin or Niacinamide, Pyridoxine
Hydrochloride, Calcium Pantothenate,
Riboflavin, and Thiamine, Method 4 (added)

ADDITIONAL REQUIREMENTS
Labeling and USP Reference Standards

Water-Soluble Vitamins Tablets, 5512
DEFINITION
IDENTIFICATION (added)
STRENGTH

Ascorbic Acid, Calcium Ascorbate, and Sodium
Ascorbate; Cyanocobalamin, Method 2; Folic
Acid, Method 1; Folic Acid, Method 2; Calcium
Pantothenate, Method 2; Niacin or
Niacinamide, Pyridoxine Hydrochloride,
Riboflavin, and Thiamine, Method 1; Niacin,
Method 2; Niacinamide, Method 2;
Riboflavin, Method 2; Thiamine, Method 2;
Niacin or Niacinamide, Pyridoxine
Hydrochloride, Riboflavin, and Thiamine,
Method 3 and Folic Acid, Method 3; Ascorbic
Acid, Niacin or Niacinamide, Pyridoxine
Hydrochloride, Calcium Pantothenate,
Riboflavin, and Thiamine, Method 4 (added)

Water-Soluble Vitamins with Minerals Tablets, 5552
DEFINITION
IDENTIFICATION (added)
STRENGTH

Ascorbic Acid, Calcium Ascorbate, and Sodium
Ascorbate; Folic Acid, Method 1; Folic Acid,
Method 2; Calcium Pantothenate, Method 2;
Niacin or Niacinamide, Pyridoxine
Hydrochloride, Riboflavin, and Thiamine,
Method 1; Niacin, Method 2; Niacinamide,
Method 2; Riboflavin, Method 2; Thiamine,
Method 2; Niacin or Niacinamide, Pyridoxine
Hydrochloride, Riboflavin, and Thiamine,
Method 3 and Folic Acid, Method 3; Ascorbic
Acid, Niacin or Niacinamide, Pyridoxine
Hydrochloride, Calcium Pantothenate,
Riboflavin, and Thiamine, Method 4 (added)

ADDITIONAL REQUIREMENTS
USP Reference Standards
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NF Annotated List

General Notices, Monographs, General
Chapters, Reagents, and Tables Affected by

Changes Appearing in NF 38

Page citations refer to the pages of NF 38. Note—In the list below, if a section is new or if a subsection is added to or deleted from
an existing section, it is labeled as such in parentheses after the section or subsection name. Items on this list that appear without the
designation “new”, “added”, or “deleted” are items in which changes have been made to existing official text.

Excipients (USP and NF), Listed by
Category

Emollient; Solvent; Vehicle
Polypropylene Glycol 11 Stearyl Ether (new)

Lubricant; Emulsifying Agent
Glyceryl Mono and Dicaprylate (new)
Glyceryl Mono and Dicaprylocaprate (new)

Sweetening Agent; Flavors and Fragrance
Anise Oil (new)
Neohesperidin Dihydrochalcone (new)

Monographs (NF 38)
Alginic Acid, 5608

DEFINITION
IDENTIFICATION
ADDITIONAL REQUIREMENTS

USP Reference Standards (added)
Low-Substituted Carboxymethylcellulose Sodium,

5682
IDENTIFICATION
ADDITIONAL REQUIREMENTS
USP Reference Standards (added)

Gelatin (Stage 4 Harmonization official May 1,2020),
5783

DEFINITION
IDENTIFICATION
SPECIFIC TESTS

Sulfur Dioxide
Glyceryl Mono and Dicaprylate (new), 5794
Glyceryl Mono and Dicaprylocaprate (new), 5796
Glyceryl Monocaprylate, 5799

TITLE
DEFINITION
IDENTIFICATION

Fats and Fixed Oils
ASSAY
ADDITIONAL REQUIREMENTS

Labeling (deleted)

Glyceryl Monocaprylocaprate, 5802
TITLE
CHEMICAL INFORMATION
DEFINITION
IDENTIFICATION

Fats and Fixed Oils
ASSAY
ADDITIONAL REQUIREMENTS

USP Reference Standards
Labeling (deleted)

Hexylene Glycol, 5814
CHEMICAL INFORMATION
DEFINITION
IDENTIFICATION

Test A andTest B (added)
ASSAY (added)
IMPURITIES (added)
ADDITIONAL REQUIREMENTS

USP Reference Standards
Polypropylene Glycol 11 Stearyl Ether (new), 5963
Potassium Alginate, 5975

DEFINITION
IDENTIFICATION
ADDITIONAL REQUIREMENTS

USP Reference Standards (added)
Potassium Sorbate, 5980

CHEMICAL INFORMATION
DEFINITION
IDENTIFICATION
ASSAY
IMPURITIES (added)
ADDITIONAL REQUIREMENTS

USP Reference Standards (added)
Sodium Alginate, 6011

DEFINITION
IDENTIFICATION
ADDITIONAL REQUIREMENTS

USP Reference Standards (added)

5582 NF Annotated List NF 38

N
F 

M
o

n
o

g
ra

p
h

s



Medium-Chain Triglycerides, 6095
IDENTIFICATION
IMPURITIES

Alkaline Impurities
SPECIFIC TESTS

Fats and Fixed Oils, Unsaponifiable Matter
(deleted)

Fats and Fixed Oils, Saponification Value
(deleted)

Refractive Index (deleted)
ADDITIONAL REQUIREMENTS

Labeling
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