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Category Monograph Title Monograph Section Scientific Liaison 

New 
<129> ANALYTICAL PROCEDURES FOR 
RECOMBINANT THERAPEUTIC MONOCLONAL 
ANTIBODIES PF 39(3) Pg. ONLINE 

INTRODUCTION/Paragraph Text, 
INTRODUCTION/Size-Exclusion Chromatography, 
INTRODUCTION/Capillary SDS Electrophoresis 
(Reduced and Nonreduced), 
INTRODUCTION/Oligosaccharide 
Analysis&mdash;Analysis of N-Linked 
Oligosaccharides of Monoclonal Antibodies, 
INTRODUCTION/Oligosaccharide 
Analysis&mdash;Sialic acid Analysis 

Anita Szajek 

New 
<162> DIPHTHERIA ANTITOXIN POTENCY TESTING 
FOR HUMAN IMMUNE GLOBULINS PF 40(5) Pg. 
ONLINE 

??INTRO??/Introduction, ASSAY/Procedure Kevin Carrick 

Revision <411> FOLIC ACID ASSAY PF 40(4) Pg. ONLINE 

INTRODUCTION/Introduction, ASSAY/Procedure 1, 
ASSAY/Procedure 2, ASSAY/Procedure 3, 
ASSAY/Procedure 4, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11> 

Huy Dinh 

Revision <503> ACETIC ACID IN PEPTIDES PF 40(6) Pg. 
ONLINE 

INTRODUCTION/Method 2, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11> Chensheng Li 

New <503.1> TRIFLUOROACETIC ACID (TFA) IN PEPTIDES 
PF 40(6) Pg. ONLINE 

INTRODUCTION/Introduction, ??INTRO??/Procedure, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11> 

Chensheng Li 

New <580> VITAMIN C ASSAY PF 40(5) Pg. ONLINE 

INTRODUCTION/Paragraph Text, 
INTRODUCTION/METHOD I-TRIMETRIC METHOD, 
INTRODUCTION/Procedure, INTRODUCTION/METHOD 
II-CHROMATOGRAPHIC METHOD, 
INTRODUCTION/Procedure 1, 
INTRODUCTION/Procedure 2, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11> 

Natalia Davydova 

Revision <661> CONTAINERS -- PLASTICS PF 40(5) Pg. 
ONLINE 

INTRODUCTION, POLYETHYLENE CONTAINERS, 
POLYPROPYLENE CONTAINERS, POLYETHYLENE 
TEREPHTHALATE BOTTLES AND POLYETHYLENE 
TEREPHTHALATE G CONTAINERS, TEST METHODS, 
INTRODUCTION, SCOPE 

Desmond Hunt 

New <661.1> PLASTIC MATERIALS OF CONSTRUCTION PF 
40(5) Pg. ONLINE 

INTRODUCTION, SCOPE, SPECIFICATIONS, TEST 
METHODS Desmond Hunt 

New <661.2> PLASTIC PACKAGING SYSTEMS FOR 
PHARMACEUTICAL USE PF 40(5) Pg. ONLINE 

INTRODUCTION, SCOPE, TEST METHODS, 
SPECIFICATIONS Desmond Hunt 
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Revision <670> CONTAINERS -- AUXILIARY COMPONENTS PF 
40(6) Pg. ONLINE Introduction, DESICCANTS Desmond Hunt 

Revision <711> DISSOLUTION PF 40(6) Pg. ONLINE Introduction Margareth Marques 

Revision <730> PLASMA SPECTROCHEMISTRY PF 40(6) Pg. 
ONLINE 

Introduction, SAMPLE PREPARATION, SAMPLE 
INTRODUCTION, STANDARD PREPARATION, ICP, ICP-
AES, ICP-MS, GLOSSARY, INTRODUCTION, 
QUALIFICATION OF PLASMA SPECTROPHOTOMETERS, 
PROCEDURE, VALIDATION AND VERIFICATION 

Kahkashan Zaidi 

Revision <751> METAL PARTICLES IN OPHTHALMIC 
OINTMENTS PF 39(5) Pg. ONLINE Title, PROCEDURE- William Brown 

Revision <771> OPHTHALMIC OINTMENTS PF 40(6) Pg. 
ONLINE 

ADDED SUBSTANCES-, CONTAINERS-, METAL 
PARTICLES-, LEAKAGE-, INTRODUCTION, 
OPHTHALMIC DOSAGE FORMS, DRUG PRODUCT 
QUALITY 

Margareth Marques 

Revision <790> VISIBLE PARTICULATES IN INJECTIONS PF 
40(6) Pg. ONLINE Introduction Desmond Hunt 

New <855> NEPHELOMETRY, TURBIDIMETRY, AND 
VISUAL COMPARISON PF 40(6) Pg. ONLINE Introduction, APPARATUS, PROCEDURE Margareth Marques 

New <914> VISCOSITY-PRESSURE DRIVEN METHODS PF 
40(6) Pg. ONLINE 

INTRODUCTION/Introduction, 
INTRODUCTION/METHOD I. SLIT 
VISCOMETERS/RHEOMETERS 

Hong Wang 

Revision <1059> EXCIPIENT PERFORMANCE PF 40(5) Pg. 
ONLINE 

INTRODUCTION, TABLETS AND CAPSULES, ORAL 
LIQUIDS, DRY POWDER INHALERS Galina Holloway 

Revision <1251> WEIGHING ON AN ANALYTICAL BALANCE PF 
40(6) Pg. ONLINE INTRODUCTION, QUALIFICATION William Brown 

New 

<1661> EVALUATION OF PLASTIC PACKAGING 
SYSTEMS AND THEIR MATERIALS OF CONSTRUCTION 
WITH RESPECT TO THEIR USER SAFETY IMPACT PF 
40(6) Pg. ONLINE 

INTRODUCTION, SCOPE, GENERAL PRINCIPLES, 
APPLICABILITY AND APPLICATION OF <661.1>, 
APPLICABILITY AND APPLICATION OF <661.2> 

Desmond Hunt 

New <1730> PLASMA SPECTROCHEMISTRY-THEORY AND 
PRACTICE PF 40(6) Pg. ONLINE 

OUTLINE, 1. INTRODUCTION, 2. SAMPLE 
PREPARATION, 3. SAMPLE INTRODUCTION, 4. 
STANDARD PREPARATION, 5. INDUCTIVELY COUPLED 
PLASMA (ICP), 6. INDUCTIVELY COUPLED PLASMA 
OPTICAL EMISSION SPECTROSCOPY (ICP-OES), 7. 
INDUCTIVELY COUPLED PLASMA MASS 
SPECTROMETRY (ICP-MS), 8. GLOSSARY, 9. 
REFERENCES 

Kahkashan Zaidi 

New <1735> X-RAY FLUORESCENCE SPECTROMETRY - 
THEORY AND PRACTICE PF 40(6) Pg. ONLINE 

OUTLINE, 1. INTRODUCTION, 2. PRINCIPLES OF X-
RAY FLUORESCENCE SPECTROMETRY, 3. PHYSICS OF 
X-RAY EXCITATION AND EMISSION, 4. SAMPLE 

Kahkashan Zaidi 
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PREPARATION, 5. INSTRUMENTATION, 6. 
QUALITATIVE XRF ANALYSIS, 7. QUANTITATIVE XRF 
ANALYSIS, 8. ADDITIONAL SOURCES OF 
INFORMATION, 9. REFERENCES 

New <1771> OPHTHALMIC PRODUCTS - PERFORMANCE 
TESTS PF 40(6) Pg. ONLINE 

INTRODUCTION, PERFORMANCE TESTS 
(DISSOLUTION/DRUG RELEASE) Margareth Marques 

Revision <2040> DISINTEGRATION AND DISSOLUTION OF 
DIETARY SUPPLEMENTS PF 40(6) Pg. ONLINE 

RUPTURE TEST FOR SOFT SHELL CAPSULES, 
DISSOLUTION Natalia Davydova 

Revision GENERAL NOTICES TO USP-NF PF 41(1) Pg. ONLINE 

1. TITLE AND REVISION, 2. OFFICIAL STATUS AND 
LEGAL RECOGNITION, 3. CONFORMANCE TO 
STANDARDS, 4. MONOGRAPHS AND GENERAL 
CHAPTERS, 5. MONOGRAPH COMPONENTS, 6. 
TESTING PRACTICES AND PROCEDURES, 8. TERMS 
AND DEFINITIONS, 9. PRESCRIBING AND 
DISPENSING, 10. PRESERVATION, PACKAGING, 
STORAGE, AND LABELING 

Mario Sindaco 

New 2-PYRROLIDONE PF 40(6) Pg. ONLINE 2-Pyrrolidone, Margareth Marques 

New 5-HYDROXY-L-TRYPTOPHAN PF 40(2) Pg. ONLINE 

Chemical Info/Chemical Structure, Chemical 
Info/C11H12N2O3, Chemical Info/220.23, Chemical 
Info/(S)-2-Amino-3-(5-hydroxy-1H-indol-3-
yl)propanoic acid, Chemical Info/CAS, 
DEFINITION/Introduction, IDENTIFICATION/A. 
Infrared Absorption <197K>, ASSAY/Procedure, 
IMPURITIES/Residue on Ignition <281>, 
IMPURITIES/Chloride and Sulfate, Chloride <221>, 
IMPURITIES/Chloride and Sulfate, Sulfate <221>, 
IMPURITIES/Heavy Metals, Method II <231>, 
IMPURITIES/Organic Impurities, SPECIFIC 
TESTS/Optical Rotation, Specific Rotation <781S>, 
SPECIFIC TESTS/pH <791>, SPECIFIC TESTS/Loss on 
Drying <731>, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
5-Hydroxy-l-tryptophan RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
l-Tryptophan RS 

Huy Dinh 

New ABIRATERONE ACETATE PF 40(6) Pg. ONLINE 

Chemical Info/Chemical Structure, Chemical 
Info/C26H33NO2, Chemical Info/391.55, Chemical 
Info/Androsta-5,16-dien-3-ol, 17-(3-pyridinyl)-, 
acetate (ester), (3&beta;);, Chemical Info/17-
(Pyridin-3-yl)androsta-5,16-dien-3&beta;-yl acetate, 
Chemical Info/CAS, DEFINITION/Introduction, 
IDENTIFICATION/A. Infrared Absorption <197K>, 

Feiwen Mao 
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IDENTIFICATION/B., ASSAY/Procedure, 
IMPURITIES/Residue on Ignition <281>, 
IMPURITIES/Organic Impurities, SPECIFIC 
TESTS/Water Determination, Method Ic <921>, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Abiraterone Acetate RS, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Abiraterone System Suitability 
Mixture RS 

New ABIRATERONE ACETATE TABLETS PF 40(6) Pg. 
ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A., 
IDENTIFICATION/B., ASSAY/Procedure, 
PERFORMANCE TESTS/Dissolution <711>, 
PERFORMANCE TESTS/Uniformity of Dosage Units 
<905>, IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Abiraterone Acetate RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Abiraterone System Suitability Mixture RS 

Feiwen Mao 

New AMINOLEVULINIC ACID HYDROCHLORIDE PF 40(2) 
Pg. ONLINE 

Chemical Info/C5H9NO3·HCl, Chemical Info/167.59, 
Chemical Info/5-Aminolevulinic acid hydrochloride;, 
Chemical Info/5-Amino-4-oxopentanoic acid 
hydrochloride, Chemical Info/CAS, 
DEFINITION/Introduction, IDENTIFICATION/A. 
Infrared Absorption, <197K> or <197A>, 
IDENTIFICATION/B., IDENTIFICATION/C. 
Identification Tests-General, Chloride <191>, 
ASSAY/Procedure, IMPURITIES/Residue on Ignition 
<281>, IMPURITIES/Organic Impurities, SPECIFIC 
TESTS/pH <791>, SPECIFIC TESTS/Loss On Drying 
<731>, ADDITIONAL REQUIREMENTS/Packaging and 
Storage, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Aminolevulinic Acid 
Hydrochloride RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Aminolevulinic Acid 
Related Compound A RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Aminolevulinic Acid Related Compound B RS 

Feiwen Mao 

Revision ANTAZOLINE PHOSPHATE PF 40(6) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Organic Impurities, 
SPECIFIC TESTS/Melting Range or Temperature, 
Class Ia <741>, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Antazoline Related 
Compound A RS 

Elena Gonikberg 
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New APREPITANT PF 40(6) Pg. ONLINE 

Chemical Info/Chemical Structure, Chemical 
Info/C23H21F7N4O3, Chemical Info/534.43, Chemical 
Info/3H-1,2,4-Triazol-3-one, 5-[[(2R,3S)-2-[(1R)-1-
[3,5-bis(trifluoromethyl)phenyl]ethoxy]-3-(4-
fluorophenyl)-4-morpholinyl]methyl]-1,2-dihydro-;, 
Chemical Info/3-[[(2R,3S)-3-(p-Fluorophenyl)-2-
[[(&alpha;R)-&alpha;-methyl-3,5-
bis(trifluoromethyl)benzyl]oxy]morpholino]methyl]-
&Delta;2-1,2,4-triazolin-5-one;, Chemical Info/3-
[[(2R,3S)-2-[(R)-1-[3,5-
Bis(trifluoromethyl)phenyl]ethoxy]-3-(4-
fluorophenyl)morpholino]methyl]-1H-1,2,4-triazol-
5(4H)-one;, Chemical Info/5-[[(2R,3S)-2-[(R)-1-[3,5-
Bis(trifluoromethyl)phenyl]ethoxy]-3-(4-
fluorophenyl)-4-morpholinyl]methyl]-1,2-dihydro-3H-
1,2,4-triazol-3-one, Chemical Info/CAS, 
DEFINITION/Introduction, IDENTIFICATION/A. 
Infrared Absorption <197>, IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Residue on Ignition 
<281>, IMPURITIES/Organic Impurities, 
IMPURITIES/Limit of S,R,S-Enantiomer, SPECIFIC 
TESTS/Water Determination, Method Ia <921>, 
SPECIFIC TESTS/Optical Rotation, Specific Rotation 
<781S>, ADDITIONAL REQUIREMENTS/Packaging 
and Storage, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Aprepitant RS, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Aprepitant Related Compound B 
RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Desfluoro Aprepitant RS 

Elena Gonikberg 

New APREPITANT CAPSULES PF 40(6) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A. 
Ultraviolet Absorption <197U>, IDENTIFICATION/B., 
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution 
<711>, PERFORMANCE TESTS/Uniformity of Dosage 
Units <905>, IMPURITIES/Organic Impurities, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Aprepitant RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Aprepitant Related 
Compound A RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Desfluoro Aprepitant 
RS 

Elena Gonikberg 

New ARIPIPRAZOLE TABLETS PF 41(1) Pg. ONLINE 
DEFINITION/Introduction, IDENTIFICATION/A. 
Infrared Absorption <197K>, IDENTIFICATION/B., 
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution 

Heather Joyce 
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<711>, PERFORMANCE TESTS/Uniformity of Dosage 
Units <905>, IMPURITIES/Organic Impurities, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Aripiprazole RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Aripiprazole Related Compound F RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Aripiprazole Related Compound G RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Propylparaben RS 

New ARIPIPRAZOLE ORALLY DISINTEGRATING TABLETS PF 
41(1) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A. 
Infrared Absorption <197A>, IDENTIFICATION/B., 
ASSAY/Procedure, PERFORMANCE 
TESTS/Disintegration <701>, PERFORMANCE 
TESTS/Dissolution <711>, PERFORMANCE 
TESTS/Uniformity of Dosage Units <905>, 
IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Aripiprazole RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Aripiprazole Related 
Compound F RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Aripiprazole Related 
Compound G RS 

Heather Joyce 

Revision ASCORBIC ACID TABLETS PF 41(1) Pg. ONLINE 

DEFINITION/Introduction, ASSAY/Introduction, 
ASSAY/Procedure, ASSAY/Procedure 2, 
PERFORMANCE TESTS/Dissolution <711>, 
PERFORMANCE TESTS/Disintegration <701>, 
ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11> 

Natalia Davydova 

New ASTRAGALUS ROOT PF 40(3) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A. Thin-
Layer Chromatography, IDENTIFICATION/B. HPLC, 
COMPOSITION/Content of Isoflavonoids and 
Saponins, CONTAMINANTS/Elemental Impurities-
Procedures <233>, CONTAMINANTS/Articles of 
Botanical Origin, General Method for Pesticide 
Residues Analysis <561>, CONTAMINANTS/Microbial 
Enumeration Tests <2021>, 
CONTAMINANTS/Absence of Specified Microorganisms 
<2022>, SPECIFIC TESTS/Botanical Characteristics, 
SPECIFIC TESTS/Articles of Botanical Origin, Foreign 
Organic Matter <561>, SPECIFIC TESTS/Loss on 
Drying <731>, SPECIFIC TESTS/Articles of Botanical 
Origin, Total Ash <561>, SPECIFIC TESTS/Articles of 

Anton Bzhelyansky 
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Botanical Origin, Acid-Insoluble Ash <561>, SPECIFIC 
TESTS/Articles of Botanical Origin, Alcohol-Soluble 
Extractives, Method 1 <561>, SPECIFIC 
TESTS/Articles of Botanical Origin, Water-Soluble 
Extractives, Method 1 <561>, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/Labeling, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Astragaloside IV RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Astragalus Root Dry Extract RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Calycosin RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Calycosin 7-O-
&beta;-d-Glucopyranoside RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Daidzein RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Daidzin RS, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Formononetin RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Ononin RS 

New ASTRAGALUS ROOT DRY EXTRACT PF 40(3) Pg. 
ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A. Thin-
Layer Chromatography, IDENTIFICATION/B. HPLC, 
COMPOSITION/Content of Isoflavonoids and 
Saponins, CONTAMINANTS/Elemental Impurities-
Procedures <233>, CONTAMINANTS/Articles of 
Botanical Origin, General Method for Pesticide 
Residues Analysis <561>, CONTAMINANTS/Microbial 
Enumeration Tests <2021>, 
CONTAMINANTS/Absence of Specified Microorganisms 
<2022>, SPECIFIC TESTS/Residue on Ignition 
<281>, SPECIFIC TESTS/Botanical Extracts, Residual 
Solvents <565>, SPECIFIC TESTS/Water 
Determination, Method Ia <921>, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/Labeling, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Astragaloside IV RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Astragalus Root Dry Extract RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Calycosin RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Calycosin 7-O-
&beta;-d-Glucopyranoside RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 

Anton Bzhelyansky 
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Daidzein RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Daidzin RS, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Formononetin RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Ononin RS 

New ASTRAGALUS ROOT POWDER PF 40(3) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A. Thin-
Layer Chromatography, IDENTIFICATION/B. HPLC, 
COMPOSITION/Content of Isoflavonoids and 
Saponins, CONTAMINANTS/Elemental Impurities-
Procedures <233>, CONTAMINANTS/Articles of 
Botanical Origin, General Method for Pesticide 
Residues Analysis <561>, CONTAMINANTS/Microbial 
Enumeration Tests <2021>, 
CONTAMINANTS/Absence of Specified Microorganisms 
<2022>, SPECIFIC TESTS/Botanical Characteristics, 
SPECIFIC TESTS/Articles of Botanical Origin, Foreign 
Organic Matter <561>, SPECIFIC TESTS/Loss on 
Drying <731>, SPECIFIC TESTS/Articles of Botanical 
Origin, Total Ash <561>, SPECIFIC TESTS/Articles of 
Botanical Origin, Acid-Insoluble Ash <561>, SPECIFIC 
TESTS/Articles of Botanical Origin, Alcohol-Soluble 
Extractives, Method 1 <561>, SPECIFIC 
TESTS/Articles of Botanical Origin, Water-Soluble 
Extractives, Method 1 <561>, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/Labeling, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Astragaloside IV RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Astragalus Root Dry Extract RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Calycosin RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Calycosin 7-O-
&beta;-d-Glucopyranoside RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Daidzein RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Daidzin RS, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Formononetin RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Ononin RS 

Anton Bzhelyansky 

Revision ATROPINE SULFATE OPHTHALMIC OINTMENT PF 
39(5) Pg. ONLINE 

SPECIFIC TESTS/Metal Particles in Ophthalmic 
Ointments <751>, SPECIFIC TESTS/Other 
Requirements, IDENTIFICATION/A. Identification – 
Organic Nitrogenous Bases <181> 

Heather Joyce 
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Revision BACITRACIN PF 40(6) Pg. ONLINE 

IDENTIFICATION/A. Thin-Layer Chromatographic 
Identification Test <201BNP>, IDENTIFICATION/B., 
SPECIFIC TESTS/Composition of Bacitracin, 
ADDITIONAL REQUIREMENTS/Packaging and Storage 

Ahalya Wise 

Revision BACITRACIN OPHTHALMIC OINTMENT PF 39(5) Pg. 
ONLINE 

SPECIFIC TESTS/Water Determination, Method I 
<921>, SPECIFIC TESTS/Metal Particles in 
Ophthalmic Ointments <751>, SPECIFIC 
TESTS/Other Requirements, ADDITIONAL 
REQUIREMENTS/Packaging and Storage 

Ahalya Wise 

Revision BACITRACIN ZINC PF 40(6) Pg. ONLINE 

Chemical Info/Chemical Structure, 
IDENTIFICATION/A. Thin-Layer Chromatographic 
Identification Test <201BNP>, IDENTIFICATION/B., 
SPECIFIC TESTS/Composition of Bacitracin, SPECIFIC 
TESTS/Sterility Tests <71>, ADDITIONAL 
REQUIREMENTS/Packaging and Storage 

Ahalya Wise 

Revision BACITRACIN ZINC AND POLYMYXIN B SULFATE 
OPHTHALMIC OINTMENT PF 39(5) Pg. ONLINE 

ASSAY/Bacitracin, PERFORMANCE TESTS/Minimum Fill 
<755>, SPECIFIC TESTS/Water Determination, 
Method I <921>, SPECIFIC TESTS/Metal Particles in 
Ophthalmic Ointments <751>, SPECIFIC 
TESTS/Sterility Tests <71>, SPECIFIC TESTS/Other 
Requirements, ADDITIONAL 
REQUIREMENTS/Packaging and Storage 

Ahalya Wise 

Revision BENZOCAINE LOZENGES PF 41(1) Pg. ONLINE 

IDENTIFICATION/A., ASSAY/Procedure, 
IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Aminobenzoic Acid RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Ethyl 4-Nitrobenzoate RS 

Domenick Vicchio 

Revision BENZOCAINE OTIC SOLUTION PF 40(5) Pg. ONLINE 

IDENTIFICATION/A., IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Organic Impurities, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11> 

Domenick Vicchio 

Revision BENZOCAINE AND MENTHOL TOPICAL AEROSOL PF 
41(1) Pg. ONLINE 

IDENTIFICATION/A., ASSAY/Benzocaine, 
ASSAY/Menthol, IMPURITIES/Organic Impurities, 
SPECIFIC TESTS/Other Requirements, SPECIFIC 
TESTS/Pressure Test, SPECIFIC TESTS/Leakage Test, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Aminobenzoic Acid RS, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Ethyl 4-Nitrobenzoate RS 

Ravi Ravichandran 

New BENZYL ETHER PF 40(6) Pg. ONLINE Benzyl Ether Margareth Marques 
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New BETA-LACTOGLOBULIN PF 40(6) Pg. ONLINE &beta;-Lactoglobulin- Hong Wong 
New Beta-LACTOGLOBULIN A PF 40(6) Pg. ONLINE &beta;-Lactoglobulin A, Hong Wong 

Revision BORAGE SEED OIL PF 40(6) Pg. ONLINE 

IDENTIFICATION/B. Identification of Fixed Oils by 
Thin-Layer Chromatography <202>, ADDITIONAL 
REQUIREMENTS/Labeling, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Borage Seed Oil RS 

Huy Dinh 

Revision Bromelain PF 40(6) Pg. ONLINE Bromelain- Margareth Marques 

Revision BUDESONIDE PF 40(4) Pg. ONLINE 

Chemical Info/Pregna-1,4-diene-3,20-dione, 
16&alpha;,17-[1R-butylidenebis(oxy)]-11&beta;,21-
dihydroxy and pregna-1,4-diene-3,20-
dione,16&alpha;,17-[1S-butylidenebis(oxy)]-
11&beta;,21-dihydroxy;Pregna-1,4-diene-3,20-dione, 
16,17-butylidenebis(oxy)-11,21-dihydroxy-
,[11b,16a(R)], and 16a,17-[(S)-Butylidenebis(oxy)]-
11b,21-dihydroxypregna-1,4-diene-3,20-dione;, 
Chemical Info/(RS)-11&beta;b,16&alpha;a,17,21-
Tetrahydroxypregna-1,4-diene-3,20-dione cyclic 
16,17-acetal with butyraldehyde, Chemical 
Info/Chemical Name S epimer, Chemical 
Info/Chemical Name R epimer, ASSAY/Procedure, 
IMPURITIES/Procedure 1: Limit of 21-Acetate of 
Budesonide, IMPURITIES/Procedure 2: Limit of 11-
Ketobudesonide, IMPURITIES/Procedure 3, 
IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Budesonide Related Compound E RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Budesonide Related Compound G RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Budesonide Related Compound L RS 

Domenick Vicchio 

Revision BUTYLATED HYDROXYANISOLE PF 40(6) Pg. ONLINE 

DEFINITION/Introduction, 
IDENTIFICATION/Procedure, IDENTIFICATION/A. 
Infrared Absorption <197A>, IDENTIFICATION/B., 
ASSAY/Procedure 

Galina Holloway 

New CALCIPOTRIENE PF 39(4) Pg. ONLINE 

Chemical Info/Chemical Structure, Chemical 
Info/C27H40O3, Chemical Info/412.60, Chemical 
Info/9,10-Secochola-5,7,10(19),22-tetraene-1,3,24-
triol, 24-cyclopropyl-, 
(1&alpha;,3&beta;,5Z,7E,22E,24S)-;, Chemical 
Info/(5Z,7E,22E,24S)-24-Cyclopropyl-9,10-
secochola-5,7,10(19),22-tetraene-
1&alpha;,3&beta;,24-triol, Chemical Info/CAS, 

Feiwen Mao 
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DEFINITION/Introduction, IDENTIFICATION/A. 
Infrared Absorption <197K>, IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Organic Impurities by 
HPLC, IMPURITIES/Organic Impurities by TLC, 
SPECIFIC TESTS/Loss on Drying, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Calcipotriene RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Calcipotriene Related 
Compound C RS 

New CALCIPOTRIENE OINTMENT PF 39(4) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A., 
IDENTIFICATION/B. Ultraviolet Absorption <197U>, 
ASSAY/Procedure, PERFORMANCE TESTS/Minimum 
Fill <755>, IMPURITIES/Organic Impurities, SPECIFIC 
TESTS/Microbial Enumeration Tests <61> and Tests 
for Specified Microorganisms <62>, SPECIFIC 
TESTS/pH <791>, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Calcipotriene RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Calcipotriene Related 
Compound C RS 

Feiwen Mao 

Revision CALCIUM GLUCONATE PF 40(6) Pg. ONLINE IDENTIFICATION/B. Infrared Absorption, 
IMPURITIES/Limit of Iron Huy Dinh 

Revision Calcium Citrate PF 40(6) Pg. ONLINE Calcium Citrate, Margareth Marques 

Revision Calcium Sulfate Dihydrate PF 40(6) Pg. ONLINE Calcium Sulfate, Margareth Marques 

New 
CANDESARTAN CILEXETIL AND 
HYDROCHLOROTHIAZIDE TABLETS PF 41(1) Pg. 
ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A., 
IDENTIFICATION/B., ASSAY/Procedure, 
PERFORMANCE TESTS/Dissolution <711>, 
PERFORMANCE TESTS/Uniformity of Dosage Units 
<905>, IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Benzothiadiazine Related Compound A RS, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Candesartan Cilexetil RS, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Candesartan Cilexetil Related 
Compound A RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Candesartan Cilexetil 
Related Compound B RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Candesartan Cilexetil Related Compound D RS, 
ADDITIONAL REQUIREMENTS/USP Reference 

Sujatha Ramakrishna 
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Standards <11>/USP Candesartan Cilexetil Related 
Compound F RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Candesartan Cilexetil 
Related Compound G RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Chlorothiazide RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Hydrochlorothiazide 
RS 

Revision Chenodeoxycholic Acid PF 40(6) Pg. ONLINE Chenodeoxycholic Acid, Margareth Marques 

Revision CHLORAMPHENICOL OPHTHALMIC OINTMENT PF 
39(5) Pg. ONLINE 

ASSAY/Procedure, SPECIFIC TESTS/Minimum Fill 
<755>, SPECIFIC TESTS/Metal Particles in 
Ophthalmic Ointments <751>, SPECIFIC 
TESTS/Other Requirements 

Ahalya Wise 

Revision CHLORAMPHENICOL AND POLYMYXIN B SULFATE 
OPHTHALMIC OINTMENT PF 39(5) Pg. ONLINE 

ASSAY/Chloramphenicol, SPECIFIC TESTS/Metal 
Particles in Ophthalmic Ointments <751>, SPECIFIC 
TESTS/Other Requirements 

Ahalya Wise 

New 3-CHLOROPROPANE-1,2-DIOL PF 41(1) Pg. ONLINE 3-Chloropropane-1,2-diol Margareth Marques 

Revision CHLORTETRACYCLINE HYDROCHLORIDE 
OPHTHALMIC OINTMENT PF 39(5) Pg. ONLINE 

PERFORMANCE TESTS/Minimum Fill <755>, SPECIFIC 
TESTS/Water Determination, Method I <921>, 
SPECIFIC TESTS/Metal Particles in Ophthalmic 
Ointments <751>, SPECIFIC TESTS/Other 
Requirements 

Ahalya Wise 

Revision CHOLESTEROL PF 39(3) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A. 
Infrared Absorption <197A> or <197K>, 
IDENTIFICATION/B., IDENTIFICATION/C., 
ASSAY/Procedure, ADDITIONAL 
REQUIREMENTS/Labeling, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>, 
DEFINITION/Introduction, IMPURITIES/Limit of 
Related Sterols and Other Organic Impurities 

Galina Holloway 

New CHONDROITIN SULFATE SODIUM, SHARK PF 38(6) 
Pg. ONLINE 

Chemical Info/Chondroitin, hydrogen sulfate, sodium 
salt, Chemical Info/CAS, DEFINITION/Introduction, 
IDENTIFICATION/A. Infrared Absorption <197K>, 
IDENTIFICATION/B. Identification 
Tests&mdash;General, Sodium <191>, 
IDENTIFICATION/C. Specific Disaccharides, 
IDENTIFICATION/D. Specific Rotation, 
COMPOSITION/Content of Chondroitin Sulfate 
Sodium, COMPOSITION/Disaccharide Composition, 
IMPURITIES/Residue on Ignition <281>, 
IMPURITIES/Chloride and Sulfate, Chloride <221>, 
IMPURITIES/Chloride and Sulfate, Sulfate <221>, 
IMPURITIES/Electrophoretic Purity, IMPURITIES/Limit 

Huy Dinh 
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of Protein, CONTAMINANTS/Elemental 
Impurities&mdash;Procedures <233>, 
CONTAMINANTS/Microbial Enumeration Tests 
<2021>, CONTAMINANTS/Absence of Specified 
Microorganisms <2022>, SPECIFIC TESTS/Clarity and 
Color of Solution, SPECIFIC TESTS/Optical Rotation, 
Specific Rotation <781S>, SPECIFIC TESTS/pH 
<791>, SPECIFIC TESTS/Loss on Drying <731>, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Chondroitin Sulfate Sodium, Shark RS 

Revision CIPROFLOXACIN OPHTHALMIC OINTMENT PF 39(5) 
Pg. ONLINE 

ASSAY/Procedure, PERFORMANCE TESTS/Minimum 
Fill <755>, SPECIFIC TESTS/Metal Particles in 
Ophthalmic Ointments <751>, SPECIFIC 
TESTS/Other Requirements 

Shankari Shivaprasad 

Revision CLOTRIMAZOLE VAGINAL INSERTS PF 40(5) Pg. 
ONLINE 

IDENTIFICATION/B., ASSAY/Procedure, 
IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Imidazole RS 

Shankari Shivaprasad 

Revision CLOTRIMAZOLE LOZENGES PF 40(5) Pg. ONLINE 

IDENTIFICATION/A., IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Organic Impurities, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Clotrimazole Related Compound 
A RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Imidazole RS 

Shankari Shivaprasad 

Revision CLOTRIMAZOLE TOPICAL SOLUTION PF 40(3) Pg. 
ONLINE 

IDENTIFICATION/A., IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Organic Impurities, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Imidazole RS 

Shankari Shivaprasad 

Revision CLOXACILLIN SODIUM PF 40(6) Pg. ONLINE 

IDENTIFICATION/B., ASSAY/Procedure, 
IMPURITIES/Organic Impurities, SPECIFIC 
TESTS/Sterility Tests <71>, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Cloxacillin Related Compound D RS 

Ahalya Wise 

Revision Cupric Nitrate Hydrate PF 41(1) Pg. ONLINE Cupric Nitrate Hydrate, Margareth Marques 

New CYCLOBENZAPRINE HYDROCHLORIDE EXTENDED-
RELEASE CAPSULES PF 40(4) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A. 
Infrared Absorption <197A>, IDENTIFICATION/B., 
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution 
<711>, PERFORMANCE TESTS/Uniformity of Dosage 
Units <905>, IMPURITIES/Organic Impurities, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/USP Reference 

Heather Joyce 
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Standards <11>/USP Amitriptyline Hydrochloride RS, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Cyclobenzaprine Hydrochloride 
RS 

New DALTEPARIN SODIUM PF 40(5) Pg. ONLINE 

Chemical Info/CAS, Chemical Info/Chemical 
Structure, DEFINITION/Introduction, 
IDENTIFICATION/A. 1H NMR Spectrum, 
IDENTIFICATION/B. Molecular Weight Distribution and 
Weight-Average Molecular Weight, 
IDENTIFICATION/C. Anti-Factor Xa to Anti-Factor IIa 
Ratio, IDENTIFICATION/D. Identification Tests-
General, ASSAY/Anti-Factor Xa Activity, OTHER 
COMPONENTS/Nitrogen Determination, Method II 
<461>, OTHER COMPONENTS/Sodium Content, 
IMPURITIES/Limit of Nitrites, IMPURITIES/Boron, 
SPECIFIC TESTS/Anti-Factor IIa Activity, SPECIFIC 
TESTS/Molar Ratio of Sulfate to Carboxylate, 
SPECIFIC TESTS/pH <791>, SPECIFIC TESTS/Loss on 
Drying <731>, SPECIFIC TESTS/Bacterial Endotoxins 
Test <85>, ADDITIONAL REQUIREMENTS/Packaging 
and Storage, ADDITIONAL REQUIREMENTS/Labeling, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Boric Acid RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Dalteparin Sodium RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Endotoxin RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Low Molecular 
Weight Heparin for Assays RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Low Molecular Weight Heparin for Boron Analysis RS, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Low Molecular Weight Heparin 
Molecular Weight Calibrant RS 

Anita Szajek 

Revision DESCRIPTION AND SOLUBILITY PF 40(4) Pg. ONLINE 

Sitagliptin Phosphate, Glyceryl Monocaprylate, 
Glyceryl Monocaprylocaprate, Ethylparaben Sodium, 
Magnesium Aluminometasilicate, Magnesium 
Aluminosilicate, Aminolevulinic Acid Hydrochloride, 
Abiraterone Acetate, Aprepitant, Paliperidone, 
Entecavir, Eszopiclone, Mycophenolate Sodium 

Elena Gonikberg 

New DESMOSTEROL PF 41(1) Pg. ONLINE Desmosterol Margareth Marques 

Revision DEXAMETHASONE SODIUM PHOSPHATE OPHTHALMIC 
OINTMENT PF 39(5) Pg. ONLINE 

PERFORMANCE TESTS/Minimum Fill <755>, SPECIFIC 
TESTS/Metal Particles in Ophthalmic Ointments 
<751>, SPECIFIC TESTS/Other Requirements 

Domenick Vicchio 
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Revision DICLOFENAC POTASSIUM TABLETS PF 40(6) Pg. 
ONLINE 

IDENTIFICATION/B. Identification Tests-General, 
Potassium <191>, IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Organic Impurities 

Hillary Cai 

Revision DICLOFENAC SODIUM DELAYED-RELEASE TABLETS 
PF 40(6) Pg. ONLINE 

IDENTIFICATION/B. Identification Tests-General, 
Sodium <191>, IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Organic Impurities, 
ADDITIONAL REQUIREMENTS/Packaging and Storage 

Hillary Cai 

Revision DICLOFENAC SODIUM EXTENDED-RELEASE TABLETS 
PF 40(6) Pg. ONLINE 

IDENTIFICATION/B. Thin-Layer Chromatographic 
Identification Test <201>, IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Organic Impurities, 
ADDITIONAL REQUIREMENTS/Packaging and Storage 

Hillary Cai 

Revision DICLOXACILLIN SODIUM PF 40(6) Pg. ONLINE 

IDENTIFICATION/B., ASSAY/Procedure, 
IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Dicloxacillin Related Compound D RS 

Ahalya Wise 

New DIPHENHYDRAMINE AND PHENYLEPHRINE 
HYDROCHLORIDES TABLETS PF 40(5) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A., 
IDENTIFICATION/B., ASSAY/Procedure, 
PERFORMANCE TESTS/Dissolution <711>, 
PERFORMANCE TESTS/Uniformity of Dosage Units 
<905>, IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Diphenhydramine Hydrochloride RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Diphenhydramine Related Compound A RS, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Phenylephrine Hydrochloride 
RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Phenylephrine Related 
Compound F RS 

Hillary Cai 

Revision DIPHENHYDRAMINE HYDROCHLORIDE CAPSULES PF 
41(1) Pg. ONLINE 

ASSAY/Procedure, IMPURITIES/Organic Impurities, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Diphenhydramine Related 
Compound A RS 

Domenick Vicchio 

Revision DIPHENHYDRAMINE HYDROCHLORIDE INJECTION PF 
41(1) Pg. ONLINE 

ASSAY/Procedure, IMPURITIES/Organic Impurities, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Diphenhydramine Related 
Compound A RS 

Domenick Vicchio 

Revision DIPHENHYDRAMINE HYDROCHLORIDE ORAL 
SOLUTION PF 40(5) Pg. ONLINE 

IDENTIFICATION/A. Identification-Organic 
Nitrogenous Bases <181>, IDENTIFICATION/A., 
ASSAY/Procedure, IMPURITIES/Organic Impurities, 

Domenick Vicchio 
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PERFORMANCE TESTS/Deliverable Volume <698>, 
SPECIFIC TESTS/pH <791>, SPECIFIC 
TESTS/Microbial Enumeration Tests <61> and Tests 
for Specified Microorganisms <62>, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Benzhydrol RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Benzophenone RS, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Diphenhydramine N-Oxide RS, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Diphenhydramine Related 
Compound A RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Diphenhydramine 
Related Compound B RS 

New EDETATE DISODIUM, TENTH-MOLAR (0.1 M) PF 40(6) 
Pg. ONLINE Edetate Disodium, Tenth-Molar (0.1 M) Margareth Marques 

Revision ENALAPRIL MALEATE TABLETS PF 41(1) Pg. ONLINE PERFORMANCE TESTS/Dissolution <711> Sujatha Ramakrishna 

New ENTECAVIR PF 40(5) Pg. ONLINE 

Chemical Info/Chemical Structure, Chemical 
Info/C12H15N5O3·H2O, Chemical Info/295.29, 
Chemical Info/6H-Purin-6-one, 2-amino-1,9-dihydro-
9-[(1S,3R,4S)-4-hydroxy-3-(hydroxymethyl)-2-
methylenecyclopentyl]-, monohydrate;, Chemical 
Info/9-[(1S,3R,4S)-4-Hydroxy-3-(hydroxymethyl)-2-
methylenecyclopentyl]guanine monohydrate, 
Chemical Info/CAS, Chemical Info/Anhydrous, 
Chemical Info/277.28, DEFINITION/Introduction, 
IDENTIFICATION/A. Infrared Absorption <197>, 
IDENTIFICATION/B., ASSAY/Procedure, 
IMPURITIES/Organic Impurities, IMPURITIES/Limit of 
Entecavir Related Compound A, SPECIFIC 
TESTS/Water Determination, Method Ic <921>, 
SPECIFIC TESTS/Optical Rotation, Specific Rotation 
<781S>, ADDITIONAL REQUIREMENTS/Packaging 
and Storage, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Entecavir 
Monohydrate RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Entecavir Related 
Compound A RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Entecavir System 
Suitability Mixture RS 

Shankari Shivaprasad 

New ENTECAVIR TABLETS PF 40(5) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A., 
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution 
<711>, PERFORMANCE TESTS/Uniformity of Dosage 
Units <905>, IMPURITIES/Organic Impurities, 

Shankari Shivaprasad 
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SPECIFIC TESTS/Microbial Enumeration Tests <61> 
and Tests for Specified Microorganisms <62>, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Entecavir Monohydrate RS 

Revision EPHEDRINE SULFATE INJECTION PF 40(6) Pg. 
ONLINE 

IDENTIFICATION/B. Identification Tests-General, 
Sulfate <191>, IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Organic Impurities, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/ USP Pseudoephedrine Sulfate RS 

Domenick Vicchio 

Revision EPITETRACYCLINE HYDROCHLORIDE PF 40(1) Pg. 
ONLINE 

IDENTIFICATION/A. Infrared Absorption <197K>, 
IDENTIFICATION/B., ASSAY/Procedure, 
IMPURITIES/Limit of 4-Epianhydrotetracycline, 
SPECIFIC TESTS/4-Epianhydrotetracycline <226>, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Anhydrotetracycline 
Hydrochloride RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP 4-
Epianhydrotetracycline Hydrochloride RS, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Epitetracycline Hydrochloride 
RS 

Ahalya Wise 

Revision ERYTHROMYCIN OPHTHALMIC OINTMENT PF 39(5) 
Pg. ONLINE 

ASSAY/Procedure, PERFORMANCE TESTS/Minimum 
Fill <755>, SPECIFIC TESTS/Metal Particles in 
Ophthalmic Ointments <751>, SPECIFIC 
TESTS/Water Determination, Method I <921>, 
SPECIFIC TESTS/Other Requirements, ADDITIONAL 
REQUIREMENTS/Packaging and Storage 

Ahalya Wise 

New ESZOPICLONE PF 40(5) Pg. ONLINE 

Chemical Info/Chemical Structure, Chemical 
Info/C17H17ClN6O3, Chemical Info/388.81, Chemical 
Info/1-Piperazinecarboxylic acid, 4-methyl-, 6-(5-
chloro-2-pyridinyl)-6,7-dihydro-7-oxo-5H-
pyrrolo[3,4-b]pyrazin-5-yl ester, (5S)-;, Chemical 
Info/(+)-(5S)-6-(5-Chloropyridin-2-yl)-7-oxo-6,7-
dihydro-5H-pyrrolo[3,4-b]pyrazin-5-yl 4-
methylpiperazine-1-carboxylate, Chemical Info/CAS, 
DEFINITION/Introduction, IDENTIFICATION/A. 
Infrared Absorption <197K>, IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Residue on Ignition 
<281>, IMPURITIES/Organic Impurities, 
IMPURITIES/Limit of R-Isomer, SPECIFIC TESTS/Loss 
on Drying <731>, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 

Heather Joyce 
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Eszopiclone RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Eszopiclone Related 
Compound A RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Zopiclone R-Isomer 
RS 

New ESZOPICLONE TABLETS PF 40(6) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A. 
Infrared Absorption <197K>, IDENTIFICATION/B., 
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution 
<711>, PERFORMANCE TESTS/Uniformity of Dosage 
Units <905>, IMPURITIES/Organic Impurities, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Eszopiclone RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Eszopiclone Related Compound A RS 

Heather Joyce 

New ETHYLPARABEN SODIUM PF 41(1) Pg. ONLINE 

Chemical Info/Chemical Structure, Chemical 
Info/C9H9NaO3, Chemical Info/188.2, Chemical 
Info/Benzoic acid, 4-hydroxy-, methyl ester, sodium 
salt;, Chemical Info/Ethyl p-hydroxybenzoate, sodium 
salt;, Chemical Info/Sodium 4-
ethoxycarbonylphenolate, Chemical Info/CAS, 
DEFINITION/Introduction, IDENTIFICATION/A., 
IDENTIFICATION/B., ASSAY/Procedure, 
IMPURITIES/Related Compounds, 
IMPURITIES/Chloride and Sulfate, Chloride <221>, 
IMPURITIES/Chloride and Sulfate, Sulfate <221>, 
SPECIFIC TESTS/pH <791>, SPECIFIC TESTS/Water 
Determination, Method I <921>, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Ethylparaben RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Methylparaben RS 

Galina Holloway 

Revision EVENING PRIMROSE OIL PF 40(6) Pg. ONLINE 

IDENTIFICATION/ B. Identification of Fixed Oils by 
Thin-Layer Chromatography <202>, ADDITIONAL 
REQUIREMENTS/Labeling, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11> 

Huy Dinh 

Revision Edetate Disodium, Twentieth-Molar (0.05 M) PF 41(1) 
Pg. ONLINE Edetate Disodium, Twentieth-Molar (0.05 M) Margareth Marques 

Revision FLAX SEED OIL PF 40(6) Pg. ONLINE 

IDENTIFICATION/B. Identification of Fixed Oils by 
Thin-layer Chromatography <202>, IMPURITIES/Fats 
and Fixed Oils, Trace Metals <401>, ADDITIONAL 
REQUIREMENTS/Labeling, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11> 

Huy Dinh 
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Revision FLUCONAZOLE INJECTION PF 40(6) Pg. ONLINE 

{Title} Fluconazole in Dextrose Injection, 
DEFINITION/Introduction, IDENTIFICATION/B. Test 
for Dextrose, ASSAY/Procedure, IMPURITIES/Organic 
Impurities Procedure 1: For Nonpolar Impurities, 
IMPURITIES/Organic Impurities Procedure 2: For 
Polar Impurities, IMPURITIES/Organic Impurities: 
Procedure 3, IMPURITIES/Organic Impurities: 
Procedure 4, ADDITIONAL REQUIREMENTS/Labeling 

Shankari Shivaprasad 

New FLUCONAZOLE IN SODIUM CHLORIDE INJECTION PF 
40(6) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A., 
ASSAY/Procedure, OTHER COMPONENTS/Sodium 
Chloride Content, IMPURITIES/Organic Impurities, 
Procedure 1: For Nonpolar Impurities, 
IMPURITIES/Organic Impurities, Procedure 2: For 
Polar Impurities, IMPURITIES/Organic Impurities, 
Procedure 3, IMPURITIES/Organic Impurities, 
Procedure 4, SPECIFIC TESTS/Sterility Tests <71>, 
SPECIFIC TESTS/Bacterial Endotoxins Test <85>, 
SPECIFIC TESTS/Other Requirements, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/Labeling, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Endotoxin RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Fluconazole RS 

Shankari Shivaprasad 

Revision FLUORESCEIN SODIUM PF 40(5) Pg. ONLINE 

IDENTIFICATION/C., ASSAY/Procedure, 
IMPURITIES/Acriflavine, IMPURITIES/Organic 
Impurities, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Fluorescein Related 
Compound C RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Phthalic Acid RS, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Resorcinol RS 

Feiwen Mao 

New FLUTICASONE PROPIONATE AND SALMETEROL 
INHALATION AEROSOL PF 41(1) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A. 
Infrared Absorption <197A>, IDENTIFICATION/B., 
ASSAY/Procedure, PERFORMANCE 
TESTS/Aerodynamic Size Distribution, PERFORMANCE 
TESTS/Delivered-Dose Uniformity, 
IMPURITIES/Organic Impurities, SPECIFIC 
TESTS/Microbial Enumeration Tests <61> and Tests 
For Specified Microorganisms <62>, SPECIFIC 
TESTS/Foreign Particulate Matter, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Fluticasone Propionate RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Fluticasone Propionate Related Compound D RS, 

Ravi Ravichandran 
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ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Fluticasone Propionate Related 
Compound J RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Salmeterol Xinafoate 
A RS 

New FLUTICASONE PROPIONATE AND SALMETEROL 
INHALATION POWDER PF 41(1) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A. 
Ultraviolet Absorption <197U>, IDENTIFICATION/B., 
ASSAY/Procedure, PERFORMANCE 
TESTS/Aerodynamic Size Distribution, PERFORMANCE 
TESTS/Delivered-Dose Uniformity, 
IMPURITIES/Organic Impurities, SPECIFIC 
TESTS/Microbial Enumeration Tests <61> and Tests 
For Specified Microorganisms <62>, SPECIFIC 
TESTS/Foreign Particulate Matter, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Fluticasone Propionate RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Fluticasone Propionate Related Compound D RS, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Fluticasone Propionate Related 
Compound J RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Salmeterol Related 
Compound H RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Salmeterol Xinafoate 
RS 

Ravi Ravichandran 

New FORMIC ACID, 98 PERCENT PF 40(6) Pg. ONLINE Formic Acid, 98 Percent, Margareth Marques 

Revision GENTAMICIN AND PREDNISOLONE ACETATE 
OPHTHALMIC OINTMENT PF 39(5) Pg. ONLINE 

IDENTIFICATION/A. Thin-Layer Chromatography, 
ASSAY/Prednisolone Acetate, PERFORMANCE 
TESTS/Minimum Fill <755>, SPECIFIC TESTS/Water 
Determination, Method I <921>, SPECIFIC 
TESTS/Metal Particles in Ophthalmic Ointments 
<751>, SPECIFIC TESTS/Other Requirements, 
ADDITIONAL REQUIREMENTS/Packaging and Storage 

Ahalya Wise 

Revision GENTAMICIN SULFATE OPHTHALMIC OINTMENT PF 
39(5) Pg. ONLINE 

IDENTIFICATION/A. Thin-Layer Chromatography, 
PERFORMANCE TESTS/Minimum Fill <755>, SPECIFIC 
TESTS/Metal Particles in Ophthalmic Ointments 
<751>, SPECIFIC TESTS/Water Determination, 
Method I <921>, SPECIFIC TESTS/Other 
Requirements, ADDITIONAL 
REQUIREMENTS/Packaging and Storage 

Ahalya Wise 

Revision PHARMACEUTICAL GLAZE PF 40(5) Pg. ONLINE 
IDENTIFICATION/A., IDENTIFICATION/B. 
Identification of Aleuritic Acid and Shellolic Acid by 
Thin-Layer Chromatography, ASSAY/Procedure, 

Hong Wang 
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OTHER COMPONENTS/Wax, IMPURITIES/Rosin, 
SPECIFIC TESTS/Acid Value, ADDITIONAL 
REQUIREMENTS/Labeling, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11> 

New GLYCERYL MONOCAPRYLATE PF 40(3) Pg. ONLINE 

Chemical Info/Chemical Structure, Chemical 
Info/C11H22O4, Chemical Info/218.29, Chemical 
Info/Octanoic acid, monoester with 1,2,3-
propanetriol;, Chemical Info/Caprylic acid 
monoglyceride;, Chemical Info/ Glyceryl 
monooctanoate;, Chemical Info/Monocapryl glyceride, 
Chemical Info/CAS, DEFINITION/Introduction, 
IDENTIFICATION/A. Fatty Acid Composition, 
IDENTIFICATION/B. Glyceride Content, 
IDENTIFICATION/C. Fats and Fixed Oils, 
Saponification Value <401>, ASSAY/Contents of 
Monoglycerides, Diglycerides, and Triglycerides, 
IMPURITIES/Total Ash, IMPURITIES/Limit of Free 
Glycerol, SPECIFIC TESTS/Fats and Fixed Oils, Acid 
Value <401>, SPECIFIC TESTS/Fats and Fixed Oils, 
Peroxide Value <401>, SPECIFIC TESTS/Water 
Determination, Method Ia <921>, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/Labeling, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Glyceryl Monocaprylate RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Methyl Caprate RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Methyl Caproate RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Methyl Caprylate RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Methyl Laurate RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Methyl Myristate RS 

Hong Wang 

New GLYCERYL MONOCAPRYLOCAPRATE PF 40(3) Pg. 
ONLINE 

Chemical Info/Chemical Structure, Chemical 
Info/C11H22O4, Chemical Info/ C13H26O4, Chemical 
Info/Octanoic acid, monoester with 1,2,3-propanetriol 
and decanoic acid, monoester with 1,2,3-
propanetriol;, Chemical Info/Caprylic acid 
monoglyceride and capric acid monoglyceride;, 
Chemical Info/Glyceryl monooctanoate and glyceryl 
monodecanoate., DEFINITION/Introduction, 
IDENTIFICATION/A. Fatty Acid Composition, 
IDENTIFICATION/B. Glyceride Content, 
IDENTIFICATION/C. Fats and Fixed Oils, 
Saponification Value <401>, ASSAY/Contents of 

Hong Wang 
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Monoglycerides, Diglycerides, and Triglycerides, 
IMPURITIES/Total Ash, IMPURITIES/Limit of Free 
Glycerol, SPECIFIC TESTS/ Fats and Fixed Oils, Acid 
Value <401>, SPECIFIC TESTS/Fats and Fixed Oils, 
Peroxide Value <401>, SPECIFIC TESTS/Water 
Determination, Method Ia <921>, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/Labeling, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Glyceryl Monocaprylocaprate RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Methyl Caprate RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Methyl Caproate RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Methyl Caprylate RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Methyl Laurate RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Methyl Myristate RS 

Revision HALCINONIDE PF 40(6) Pg. ONLINE IDENTIFICATION/B., ASSAY/Procedure, 
IMPURITIES/Organic Impurities Hillary Cai 

Revision HALCINONIDE CREAM PF 40(4) Pg. ONLINE 

IDENTIFICATION/A. Thin-Layer Chromatography, 
IDENTIFICATION/A., IDENTIFICATION/B., 
IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/Packaging and Storage 

Hillary Cai 

Revision HALCINONIDE OINTMENT PF 40(4) Pg. ONLINE 
IDENTIFICATION/A., IDENTIFICATION/B., 
IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/Packaging and Storage 

Hillary Cai 

Revision HYDROCORTISONE ACETATE OPHTHALMIC OINTMENT 
PF 39(5) Pg. ONLINE 

SPECIFIC TESTS/Particulate Matter, SPECIFIC 
TESTS/Other Requirements, SPECIFIC 
TESTS/Minimum Fill <755> 

Domenick Vicchio 

Revision IDOXURIDINE OPHTHALMIC OINTMENT PF 39(5) Pg. 
ONLINE 

SPECIFIC TESTS/Metal Particles in Ophthalmic 
Ointments <751>, SPECIFIC TESTS/Other 
Requirements 

Shankari Shivaprasad 

Revision IODIXANOL PF 41(1) Pg. ONLINE 

IDENTIFICATION/B., IDENTIFICATION/C. Procedure, 
ASSAY/Procedure, IMPURITIES/Limit of Free Iodide, 
IMPURITIES/Limit of Calcium, IMPURITIES/Free 
Iodine, IMPURITIES/Limit of Free Aromatic Amine, 
IMPURITIES/Limit of Methanol, Isopropyl Alcohol, and 
Methoxyethanol, IMPURITIES/Limit of 2-
Methoxyethanol, IMPURITIES/Procedure 1, 
IMPURITIES/Organic Impurities, Procedure 2, 
IMPURITIES/Limit of Iodixanol Related Compound E 

Ravi Ravichandran 

mailto:HZC@usp.org
mailto:HZC@usp.org
mailto:HZC@usp.org
mailto:DWV@usp.org
mailto:SNS@usp.org
mailto:RR@usp.org


and Iodixanol Impurity H, SPECIFIC TESTS/Microbial 
Enumeration Tests <61> and Tests for Specified 
Microorganisms <62>, SPECIFIC TESTS/Optical 
Rotation, Specific Rotation <781S>, ADDITIONAL 
REQUIREMENTS/Packaging and Storage 

Revision IOHEXOL PF 41(1) Pg. ONLINE 

IDENTIFICATION/B., IDENTIFICATION/C. Thin-Layer 
Chromatographic Identification Test <201>, 
IDENTIFICATION/D. Procedure, ASSAY/Procedure, 
IMPURITIES/Limit of Ionic Compounds, 
IMPURITIES/Free Iodine, IMPURITIES/Limit of Free 
Iodide, IMPURITIES/Organic Impurities, 
IMPURITIES/Limit of methanol, isopropyl alcohol, and 
methoxyethanol, IMPURITIES/Limit of 2-
Methoxyethanol, IMPURITIES/Limit of 3-Chloro-1,2-
propanediol, IMPURITIES/Limit of 3-Chloropropane-
1,2-diol, IMPURITIES/Limit of Free Aromatic Amine, 
SPECIFIC TESTS/Optical Rotation, Specific Rotation 
<781S>, ADDITIONAL REQUIREMENTS/Packaging 
and Storage, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Iohexol Related 
Compound C RS N,N&prime;-Bis(2,3-
dihydroxypropyl)-5-nitro-1,3-
benzenedicarboxamide.C14H19N3O8357.32 

Ravi Ravichandran 

Revision KETOROLAC TROMETHAMINE INJECTION PF 40(4) Pg. 
ONLINE 

IDENTIFICATION/A., IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Organic Impurities, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Ketorolac Related Compound A 
RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Ketorolac Related Compound B 
RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Ketorolac Related Compound C 
RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Ketorolac Related Compound D 
RS 

Hillary Cai 

Revision KETOROLAC TROMETHAMINE TABLETS PF 41(1) Pg. 
ONLINE 

IDENTIFICATION/A., IDENTIFICATION/B., 
ASSAY/Procedure, PERFORMANCE TESTS/Uniformity 
of Dosage Units <905>, IMPURITIES/Organic 
Impurities 

Hillary Cai 

New L##_Ezetimibe, CHIRACEL OD-RH PF 40(6) Pg. 
ONLINE L## (Ezetimibe, CHIRACEL OD-RH) Sujatha Ramakrishna 

New L##_Teriparatide Acetate, Dionex IonPac AG4A, 
Dionex IonPac AS4A PF 40(5) Pg. ONLINE 

L## (Teriparatide Acetate, Dionex IonPac AS4A, 
Dionex IonPac AG4A) Edith Chang 

New L##_Dalteparin Sodium, Dionex IonPac AS15 PF L## (Dalteparin Sodium, Dionex IonPac AS15) Anita Szajek 
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40(5) Pg. ONLINE 

Revision L10 PF 40(6) Pg. ONLINE L10 Margareth Marques 

Revision L11 PF 40(6) Pg. ONLINE L11 Margareth Marques 

Revision L20 PF 40(6) Pg. ONLINE L20 Margareth Marques 

Revision L65 PF 41(1) Pg. ONLINE L65 Margareth Marques 

Revision L78 PF 41(1) Pg. ONLINE L78 Margareth Marques 

Revision L8 PF 40(6) Pg. ONLINE L8 Margareth Marques 

New L88 PF 41(1) Pg. ONLINE L88 Ahalya Wise 

New LATHOSTEROL PF 41(1) Pg. ONLINE Lathosterol Margareth Marques 

Revision LIDOCAINE HYDROCHLORIDE PF 40(6) Pg. ONLINE 

IDENTIFICATION/A. Infrared Absorption 
<197K><197>, ASSAY/Procedure, 
IMPURITIES/Organic Impurities, SPECIFIC 
TESTS/Melting Range or Temperature <741>, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Lidocaine Hydrochloride RS, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Lidocaine Related Compound H 
RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Ropivacaine Related Compound 
A RS 

Mary Koleck 

Revision Lithocholic Acid PF 40(6) Pg. ONLINE Lithocholic Acid, Margareth Marques 

Revision LORATADINE TABLETS PF 40(6) Pg. ONLINE PERFORMANCE TESTS/Dissolution <711>, 
IMPURITIES/Organic Impurities Mary Koleck 

Revision MELOXICAM PF 40(6) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/B. 
Ultraviolet Absorption <197U>, IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Organic Impurities, 
Procedure 1, IMPURITIES/Organic Impurities, 
Procedure 2, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Meloxicam Related 
Compound A RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Meloxicam Related 
Compound B RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Meloxicam Related 
Compound C RS 

Hillary Cai 

Revision MEMANTINE HYDROCHLORIDE PF 41(1) Pg. ONLINE IMPURITIES/Organic Impurities Ravi Ravichandran 

Revision MESALAMINE PF 40(6) Pg. ONLINE 
IDENTIFICATION/B. Ultraviolet Absorption <197U>, 
IDENTIFICATION/C., IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Chloride and Sulfate, 

Hillary Cai 
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Sulfate <221>, IMPURITIES/Content of 3-
Aminosalicylic Acid and Other Related Impurities, 
IMPURITIES/Content of Aniline, 2-Aminophenol, and 
4-Aminophenol, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP 4-Aminophenol RS 

Revision METHOCARBAMOL INJECTION PF 41(1) Pg. ONLINE IMPURITIES/Limit of Aldehydes Ravi Ravichandran 

New 1-MONODECANOYL-RAC-GLYCEROL PF 40(3) Pg. 
ONLINE 1-Monodecanoyl-rac-glycerol Hong Wang 

New 1-MONOOCTANOYL-RAC-GLYCEROL PF 40(3) Pg. 
ONLINE 1-Monooctanoyl-rac-glycerol Hong Wang 

New MONTELUKAST SODIUM ORAL GRANULES PF 40(5) 
Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A. 
Ultraviolet Absorption <197U>, IDENTIFICATION/B., 
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution 
<711>, PERFORMANCE TESTS/Uniformity of Dosage 
Units <905>, IMPURITIES/Organic Impurities, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards<11>/USP Montelukast Dicyclohexylamine 
RS 

Mary Koleck 

New MONTELUKAST SODIUM TABLETS PF 40(5) Pg. 
ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A. 
Ultraviolet Absorption <197U>, IDENTIFICATION/B., 
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution 
<711>, PERFORMANCE TESTS/Uniformity of Dosage 
Units <905>, IMPURITIES/Organic Impurities, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Montelukast Dicyclohexylamine 
RS 

Mary Koleck 

New MONTELUKAST SODIUM CHEWABLE TABLETS PF 
40(5) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A. 
Ultraviolet Absorption <197U>, IDENTIFICATION/B., 
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution 
<711>, PERFORMANCE TESTS/Uniformity of Dosage 
Units <905>, IMPURITIES/Organic Impurities, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Montelukast Dicyclohexylamine 
RS 

Mary Koleck 

New MYCOPHENOLATE SODIUM PF 40(5) Pg. ONLINE 

Chemical Info/Chemical Structure, Chemical 
Info/C17H19NaO6, Chemical Info/342.32, Chemical 
Info/4-Hexenoic acid, 6-(1,3-dihydro-4-hydroxy-6-
methoxy-7-methyl-3-oxo-5-isobenzofuranyl)-4-
methyl-, monosodium salt, (E)-;, Chemical 
Info/Sodium (E)-6-(4-hydroxy-6-methoxy-7-methyl-

Feiwen Mao 
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3-oxo-1,3-dihydroisobenzofuran-5-yl)-4-methylhex-
4-enoate, Chemical Info/CAS, 
DEFINITION/Introduction, IDENTIFICATION/A. 
Infrared Absorption <197>, IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Organic Impurities, 
SPECIFIC TESTS/Sodium Content, SPECIFIC 
TESTS/X-Ray Diffraction <941>, SPECIFIC 
TESTS/Water Determination, Method Ia <921>, 
SPECIFIC TESTS/ Microbial Enumeration Tests <61> 
and Tests for Specified Microorganisms <62>, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/ USP Reference 
Standards <11>/USP Mycophenolate Mofetil Related 
Compound B RS, ADDITIONAL REQUIREMENTS/ USP 
Reference Standards <11>/USP Mycophenolate 
Sodium RS 

New MYCOPHENOLIC ACID DELAYED-RELEASE TABLETS PF 
40(5) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A., 
IDENTIFICATION/B., ASSAY/Procedure, 
PERFORMANCE TESTS/Dissolution <711>, 
PERFORMANCE TESTS/Uniformity of Dosage Units 
<905>, IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Mycophenolate Mofetil Related Compound B RS, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Mycophenolate Sodium RS 

Feiwen Mao 

Revision NEOMYCIN SULFATE OPHTHALMIC OINTMENT PF 
39(5) Pg. ONLINE 

PERFORMANCE TESTS/Minimum Fill <755>, SPECIFIC 
TESTS/Water Determination, Method I <921>, 
SPECIFIC TESTS/Metal Particles in Ophthalmic 
Ointments <751>, SPECIFIC TESTS/Other 
Requirements 

Ahalya Wise 

Revision 
NEOMYCIN SULFATE AND DEXAMETHASONE SODIUM 
PHOSPHATE OPHTHALMIC OINTMENT PF 39(5) Pg. 
ONLINE 

ASSAY/Dexamethasone Phosphate, PERFORMANCE 
TESTS/Minimum Fill <755>, SPECIFIC TESTS/Water 
Determination, Method I <921>, SPECIFIC 
TESTS/Metal Particles in Ophthalmic Ointments 
<751>, SPECIFIC TESTS/Other Requirements 

Ahalya Wise 

Revision NEOMYCIN AND POLYMYXIN B SULFATES 
OPHTHALMIC OINTMENT PF 39(5) Pg. ONLINE 

PERFORMANCE TESTS/Minimum Fill <755>, SPECIFIC 
TESTS/Water Determination, Method I <921>, 
SPECIFIC TESTS/Sterility Tests <71>, SPECIFIC 
TESTS/Metal Particles in Ophthalmic Ointments 
<751>, SPECIFIC TESTS/Other Requirements 

Ahalya Wise 

Revision 
NEOMYCIN AND POLYMYXIN B SULFATES AND 
BACITRACIN OPHTHALMIC OINTMENT PF 39(5) Pg. 
ONLINE 

PERFORMANCE TESTS/Minimum Fill <755>, SPECIFIC 
TESTS/Water Determination, Method I <921>, 
SPECIFIC TESTS/Sterility Tests <71>, SPECIFIC 

Ahalya Wise 
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TESTS/Metal Particles in Ophthalmic Ointments 
<751>, SPECIFIC TESTS/Other Requirements 

Revision 
NEOMYCIN AND POLYMYXIN B SULFATES, 
BACITRACIN, AND HYDROCORTISONE ACETATE 
OPHTHALMIC OINTMENT PF 39(5) Pg. ONLINE 

ASSAY/Hydrocortisone Acetate, PERFORMANCE 
TESTS/Minimum Fill <755>, SPECIFIC TESTS/Water 
Determination, Method I <921>, SPECIFIC 
TESTS/Sterility Tests <71>, SPECIFIC TESTS/Metal 
Particles in Ophthalmic Ointments <751>, SPECIFIC 
TESTS/Other Requirements 

Ahalya Wise 

Revision 
NEOMYCIN AND POLYMYXIN B SULFATES AND 
BACITRACIN ZINC OPHTHALMIC OINTMENT PF 39(5) 
Pg. ONLINE 

PERFORMANCE TESTS/Minimum Fill <755>, SPECIFIC 
TESTS/Water Determination, Method I <921>, 
SPECIFIC TESTS/Metal Particles in Ophthalmic 
Ointments <751>, SPECIFIC TESTS/Other 
Requirements, ADDITIONAL 
REQUIREMENTS/Packaging and Storage 

Ahalya Wise 

Revision 
NEOMYCIN AND POLYMYXIN B SULFATES, 
BACITRACIN ZINC, AND HYDROCORTISONE 
OPHTHALMIC OINTMENT PF 39(5) Pg. ONLINE 

ASSAY/Hydrocortisone, PERFORMANCE 
TESTS/Minimum Fill <755>, SPECIFIC TESTS/Water 
Determination, Method I <921>, SPECIFIC 
TESTS/Metal Particles in Ophthalmic Ointments 
<751>, SPECIFIC TESTS/Other Requirements 

Ahalya Wise 

Revision 
NEOMYCIN AND POLYMYXIN B SULFATES, 
BACITRACIN ZINC, AND HYDROCORTISONE ACETATE 
OPHTHALMIC OINTMENT PF 39(5) Pg. ONLINE 

ASSAY/Hydrocortisone Acetate, PERFORMANCE 
TESTS/Minimum Fill <755>, SPECIFIC TESTS/Water 
Determination, Method I <921>, SPECIFIC 
TESTS/Sterility Tests <71>, SPECIFIC TESTS/Metal 
Particles in Ophthalmic Ointments <751>, SPECIFIC 
TESTS/Other Requirements, ADDITIONAL 
REQUIREMENTS/Packaging and Storage 

Ahalya Wise 

Revision 
NEOMYCIN AND POLYMYXIN B SULFATES AND 
DEXAMETHASONE OPHTHALMIC OINTMENT PF 39(5) 
Pg. ONLINE 

ASSAY/Dexamethasone, PERFORMANCE 
TESTS/Minimum Fill <755>, SPECIFIC TESTS/Water 
Determination, Method Ib <921>, SPECIFIC 
TESTS/Sterility Tests <71>, SPECIFIC TESTS/Metal 
Particles in Ophthalmic Ointments <751>, SPECIFIC 
TESTS/Other Requirements 

Ahalya Wise 

Revision BLAND LUBRICATING OPHTHALMIC OINTMENT PF 
39(5) Pg. ONLINE 

SPECIFIC TESTS/Homogeneity, SPECIFIC 
TESTS/Metal Particles in Opthalmic Ointments 
<751>, SPECIFIC TESTS/Other Requirements 

Feiwen Mao 

Revision ORPHENADRINE CITRATE INJECTION PF 41(1) Pg. 
ONLINE 

ASSAY/Procedure, IMPURITIES/Organic Impurities, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Methylbenzhydrol RS, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Orphenadrine Related 
Compound B RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Orphenadrine 

Ravi Ravichandran 
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Related Compound C RS 

Revision ORPHENADRINE CITRATE EXTENDED-RELEASE 
TABLETS PF 41(1) Pg. ONLINE 

ASSAY/Procedure, PERFORMANCE TESTS/Dissolution 
<711>, IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Orphenadrine Related Compound B RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Orphenadrine Related Compound C RS 

Ravi Ravichandran 

Revision OXACILLIN SODIUM PF 40(6) Pg. ONLINE 

IDENTIFICATION/A. Infrared Absorption <197K>, 
IDENTIFICATION/A., IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Organic Impurities, 
SPECIFIC TESTS/Sterility Tests <71>, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Oxacillin Related Compound C RS 

Ahalya Wise 

Revision 
OXYTETRACYCLINE HYDROCHLORIDE AND 
POLYMYXIN B SULFATE OPHTHALMIC OINTMENT PF 
39(5) Pg. ONLINE 

PERFORMANCE TESTS/Minimum Fill <755>, SPECIFIC 
TESTS/Metal Particles in Ophthalmic Ointments 
<751>, SPECIFIC TESTS/Water Determination, 
Method I <921>, SPECIFIC TESTS/Other 
Requirements, ADDITIONAL 
REQUIREMENTS/Packaging and Storage 

Ahalya Wise 

New PALIPERIDONE PF 40(6) Pg. ONLINE 

Chemical Info/Chemical Structure, Chemical 
Info/C23H27FN4O3, Chemical Info/426.48, Chemical 
Info/4H-Pyrido[1,2-a]pyrimidin-4-one, 3-[2-[4-(6-
fluoro-1,2-benzisoxazol-3-yl)-1-piperidinyl]ethyl]-
6,7,8,9-tetrahydro-9-hydroxy-2-methyl-;, Chemical 
Info/(9RS)-3-[2-[4-(6-Fluoro-1,2-benzisoxazol-3-
yl)piperidin-1-yl]]ethyl]-9-hydroxy-2-methyl-6,7,8,9-
tetrahydro-4H-pyrido [1,2-a]pyrimidin-4-one, 
Chemical Info/CAS, DEFINITION/Introduction, 
IDENTIFICATION/A. Infrared Absorption <197K>, 
IDENTIFICATION/B., ASSAY/Procedure, 
IMPURITIES/Residue on Ignition <281>, 
IMPURITIES/Organic Impurities, SPECIFIC 
TESTS/Water Determination, Method Ia <921>, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Paliperidone RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Paliperidone Resolution Mixture RS 

Ravi Ravichandran 

Revision PANCURONIUM BROMIDE INJECTION PF 40(6) Pg. 
ONLINE 

IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/Packaging and Storage Ravi Ravichandran 

New PHENYLEPHRINE HYDROCHLORIDE TABLETS PF 40(5) 
Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A., 
IDENTIFICATION/B., ASSAY/Procedure, Hillary Cai 
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PERFORMANCE TESTS/Dissolution <711>, 
PERFORMANCE TESTS/Uniformity of Dosage Units 
<905>, IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Phenylephrine Hydrochloride RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Phenylephrine Related Compound F RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Phenylephrine Related Compound G RS 

Revision POLYOXYETHYLENE 10 LAURYL ETHER PF 40(6) Pg. 
ONLINE Polyoxyethylene 10 Lauryl Ether Margareth Marques 

Revision POLYSORBATE 80 Stage 6 Harmonization Entire Document Jenny Liu 

New POLY(TETRAFLUOROETHYLENE) PF 40(6) Pg. ONLINE Poly(tetrafluoroethylene) Margareth Marques 

New PREGNENOLONE ISOBUTYRATE PF 41(1) Pg. ONLINE Pregnenolone Isobutyrate Margareth Marques 

Omission <1045> Biotechnology-Derived Articles Entire document Maura Kibbey 

Omission PROPOXYPHENE HYDROCHLORIDE PF 40(6) Pg. 
ONLINE Entire document Hillary Cai 

Omission PROPOXYPHENE HYDROCHLORIDE CAPSULES PF 
40(6) Pg. ONLINE Entire document Hillary Cai 

Omission PROPOXYPHENE HYDROCHLORIDE AND 
ACETAMINOPHEN TABLETS PF 40(6) Pg. ONLINE Entire document Hillary Cai 

Omission PROPOXYPHENE HYDROCHLORIDE, ASPIRIN, AND 
CAFFEINE CAPSULES PF 40(6) Pg. ONLINE Entire document Hillary Cai 

Omission PROPOXYPHENE NAPSYLATE PF 40(6) Pg. ONLINE Entire document Hillary Cai 

Omission PROPOXYPHENE NAPSYLATE ORAL SUSPENSION PF 
40(6) Pg. ONLINE Entire document Hillary Cai 

Omission PROPOXYPHENE NAPSYLATE TABLETS PF 40(6) Pg. 
ONLINE Entire document Hillary Cai 

Omission PROPOXYPHENE NAPSYLATE AND ACETAMINOPHEN 
TABLETS PF 40(6) Pg. ONLINE Entire document Hillary Cai 

Omission PROPOXYPHENE NAPSYLATE AND ASPIRIN TABLETS 
PF 40(6) Pg. ONLINE Entire document Hillary Cai 

Revision PYRIDOSTIGMINE BROMIDE TABLETS PF 39(6) Pg. 
ONLINE 

IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Pyridostigmine Related Compound A RS 

Ravi Ravichandran 
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Revision Potassium Arsenite, Tenth-Normal (0.1 N) PF 41(1) 
Pg. ONLINE Potassium Arsenite, Tenth-Normal (0.1 N) Margareth Marques 

Revision Potassium Permanganate, Tenth-Normal (0.1 N) PF 
41(1) Pg. ONLINE Potassium Permanganate, Tenth-Normal (0.1 N) Margareth Marques 

Revision REAGENTS INTRODUCTION PF 40(6) Pg. ONLINE 6. GENERAL TESTS FOR REAGENTS Margareth Marques 

Revision SACCHARIN SODIUM Stage 6 Harmonization Entire Document Jenny Liu 

Revision SALICYLAMIDE PF 40(6) Pg. ONLINE 

IDENTIFICATION/B. Ultraviolet Absorption <197U>, 
IDENTIFICATION/B., IDENTIFICATION/C., 
ASSAY/Procedure, IMPURITIES/Organic Impurities, 
SPECIFIC TESTS/Melting Range or Temperature 
<741>, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Salicylic Acid RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Salicylic Acid Related Compound B RS 

Hillary Cai 

Revision SESAME OIL PF 41(1) Pg. ONLINE 

IMPURITIES/Alkaline Impurities, SPECIFIC 
TESTS/Fats and Fixed Oils, Peroxide Value <401>, 
SPECIFIC TESTS/Water Determination, Method Ic 
<921> 

Hong Wang 

Revision SIMVASTATIN TABLETS PF 41(1) Pg. ONLINE 

IDENTIFICATION/A., IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Organic Impurities, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Lovastatin RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Tenivastatin Calcium RS 

Sujatha Ramakrishna 

New SITAGLIPTIN PHOSPHATE PF 40(4) Pg. ONLINE 

Chemical Info/Chemical Structure, Chemical 
Info/C16H15F6N5O·H3PO4·H2O, Chemical 
Info/523.32, Chemical Info/C16H15F6N5O·H3PO4, 
Chemical Info/505.31, Chemical Info/1,2,4-
Triazolo[4,3-a]pyrazine, 7-[(3R)-3-amino-1-oxo-4-
(2,4,5-trifluorophenyl)butyl]-5,6,7,8-tetrahydro-3-
(trifluoromethyl)-, phosphate (1:1) monohydrate;, 
Chemical Info/7-[(R)-3-Amino-4-(2,4,5-
trifluorophenyl)butanoyl]-3-(trifluoromethyl)-5,6,7,8-
tetrahydro-1,2,4-triazolo[4,3-a]pyrazine 
monophosphate monohydrate;, Chemical Info/(3R)-3-
Amino-1-[3-(trifluoromethyl)-5,6-
dihydro[1,2,4]triazolo[4,3-a]pyrazin-7(8H)-yl-4-
(2,4,5-trifluorophenyl)butan-1-one phosphate 
monohydrate, Chemical Info/CAS, 
DEFINITION/Introduction, IDENTIFICATION/A. 
Infrared Absorption <197>, IDENTIFICATION/B., 
IDENTIFICATION/C. Identification Tests-General, 
Phosphate <191>, ASSAY/Procedure, 

Elena Gonikberg 
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IMPURITIES/Organic Impurities, 
IMPURITIES/Enantiomeric Purity, SPECIFIC 
TESTS/Water Determination, Method Ia <921>, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Sitagliptin Phosphate RS, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Sitagliptin System Suitability 
Mixture RS 

New SITAGLIPTIN TABLETS PF 40(4) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A. 
Infrared Absorption <197K> or <197A>, 
IDENTIFICATION/B., ASSAY/Procedure, 
PERFORMANCE TESTS/Disintegration <701>, 
PERFORMANCE TESTS/Uniformity of Dosage Units 
<905>, IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Sitagliptin Phosphate RS 

Elena Gonikberg 

Revision SODIUM LAURYL SULFATE Stage 6 Harmonization Entire Document Jenny Liu 

New SODIUM STEARYL FUMARATE PF 40(4) Pg. ONLINE Sodium Stearyl Fumarate Elena Gonikberg 

Revision SODIUM CHLORIDE OPHTHALMIC OINTMENT PF 39(5) 
Pg. ONLINE 

ASSAY/Procedure, PERFORMANCE TESTS/Minimum 
Fill <755>, SPECIFIC TESTS/Metal Particles in 
Ophthalmic Ointments <751>, SPECIFIC 
TESTS/Other Requirements, ADDITIONAL 
REQUIREMENTS/Packaging and Storage 

Mary Koleck 

Revision SODIUM SALICYLATE PF 40(3) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/B. 
Identification Tests-General, Salicylate and Sodium 
<191>, IDENTIFICATION/C., ASSAY/Procedure, 
IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Phenol RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Salicylic Acid Related 
Compound A RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Salicylic Acid Related 
Compound B RS 

Hillary Cai 

Revision SODIUM SALICYLATE TABLETS PF 40(4) Pg. ONLINE 

IDENTIFICATION/A. Identification Tests-General, 
Sodium and Salicylate <191>, IDENTIFICATION/B. 
Melting Range or Temperature <741>, 
IDENTIFICATION/B., ASSAY/Procedure, 
IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Phenol RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Salicylic Acid Related 

Hillary Cai 
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Compound A RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Salicylic Acid Related 
Compound B RS 

Revision Sodium Ammonium Phosphate Tetrahydrate PF 40(6) 
Pg. ONLINE Sodium Ammonium Phosphate, Margareth Marques 

Revision STEARIC ACID Stage 6 Harmonization Entire Document Jenny Liu 

Revision SULFACETAMIDE SODIUM OPHTHALMIC OINTMENT 
PF 39(5) Pg. ONLINE 

SPECIFIC TESTS/Metal Particles in Ophthalmic 
Ointments <751>, SPECIFIC TESTS/Other 
Requirements 

Shankari Shivaprasad 

Revision 
SULFACETAMIDE SODIUM AND PREDNISOLONE 
ACETATE OPHTHALMIC OINTMENT PF 39(5) Pg. 
ONLINE 

IDENTIFICATION/A., IDENTIFICATION/B., 
ASSAY/Sulfacetamide Sodium, ASSAY/Prednisolone 
Acetate, PERFORMANCE TESTS/Minimum Fill <755>, 
SPECIFIC TESTS/Metal Particles in Ophthalmic 
Ointments <751>, SPECIFIC TESTS/Other 
Requirements 

Hillary Cai 

Revision Silver Nitrate, Tenth-Normal (0.1 N) PF 40(6) Pg. 
ONLINE Silver Nitrate, Tenth-Normal (0.1 N) Margareth Marques 

Revision Sodium Thiosulfate, Tenth-Normal (0.1N) PF 41(1) 
Pg. ONLINE Sodium Thiosulfate, Tenth-Normal (0.1 N) Margareth Marques 

New TERIPARATIDE PF 40(5) Pg. ONLINE 

Chemical Info/Chemical Structure, Chemical 
Info/C181H291N55O51S2, Chemical Info/4117.8 (as 
free base), Chemical Info/CAS, 
DEFINITION/Introduction, IDENTIFICATION/A., 
IDENTIFICATION/B. Peptide Mapping, 
ASSAY/Procedure, OTHER COMPONENTS/Acetate 
Content, OTHER COMPONENTS/Chloride Content, 
PRODUCT-RELATED SUBSTANCES AND IMPURITIES, 
SPECIFIC TESTS/Bacterial Endotoxins Test <85>, 
SPECIFIC TESTS/Microbial Enumeration Tests <61>, 
SPECIFIC TESTS/Water Determination, Method Ic 
<921>, ADDITIONAL REQUIREMENTS/Packaging and 
Storage, ADDITIONAL REQUIREMENTS/Labeling, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Endotoxin RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Teriparatide Acetate RS 

Edith Chang 

Revision TETRACYCLINE  

IDENTIFICATION/C., IDENTIFICATION/D., 
ASSAY/Procedure, IMPURITIES/Organic Impurities, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Anhydrotetracycline 
Hydrochloride RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Epitetracycline 

Ahalya Wise 
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Hydrochloride RS 

Revision TETRACYCLINE HYDROCHLORIDE PF 40(2) Pg. 
ONLINE 

IDENTIFICATION/D. Procedure, IDENTIFICATION/E., 
IDENTIFICATION/F., ASSAY/Procedure, 
IMPURITIES/Organic Impurities, SPECIFIC 
TESTS/Sterility Tests <71>, SPECIFIC TESTS/Other 
Requirements, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Anhydrotetracycline 
Hydrochloride RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Epitetracycline 
Hydrochloride RS 

Ahalya Wise 

Revision TETRACYCLINE HYDROCHLORIDE CAPSULES PF 40(3) 
Pg. ONLINE 

ASSAY/Procedure, IMPURITIES/Organic Impurities, 
SPECIFIC TESTS/Loss on Drying <731>, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Anhydrotetracycline Hydrochloride RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Epitetracycline Hydrochloride RS 

Ahalya Wise 

Revision TETRACYCLINE HYDROCHLORIDE OPHTHALMIC 
OINTMENT PF 39(5) Pg. ONLINE 

IDENTIFICATION/A., PERFORMANCE TESTS/Minimum 
Fill <755>, SPECIFIC TESTS/Water Determination, 
Method I <921>, SPECIFIC TESTS/Metal Particles in 
Ophthalmic Ointments <751>, SPECIFIC 
TESTS/Other Requirements, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
4-Epianhydrotetracycline Hydrochloride RS 

Ahalya Wise 

Revision Thorium Nitrate PF 40(6) Pg. ONLINE Thorium Nitrate, Margareth Marques 

Revision THYROID PF 40(5) Pg. ONLINE IMPURITIES/Limit of Inorganic Iodides Kevin Carrick 

Revision THYROID TABLETS PF 40(5) Pg. ONLINE IDENTIFICATION/A., ADDITIONAL 
REQUIREMENTS/Labeling Kevin Carrick 

Revision TOBRAMYCIN OPHTHALMIC OINTMENT PF 39(5) Pg. 
ONLINE 

IDENTIFICATION/A. Thin-Layer Chromatography, 
PERFORMANCE TESTS/Minimum Fill <755>, SPECIFIC 
TESTS/Sterility Tests <71>, SPECIFIC TESTS/Water 
Determination, Method I <921>, SPECIFIC 
TESTS/Metal Particles in Ophthalmic Ointments 
<751>, SPECIFIC TESTS/Other Requirements 

Ahalya Wise 

Revision TOBRAMYCIN AND DEXAMETHASONE OPHTHALMIC 
OINTMENT PF 39(5) Pg. ONLINE 

IDENTIFICATION/A. Thin-Layer Chromatography, 
PERFORMANCE TESTS/Minimum Fill <755>, SPECIFIC 
TESTS/Metal Particles in Ophthalmic Ointments 
<751>, SPECIFIC TESTS/Sterility Tests <71>, 
SPECIFIC TESTS/Water Determination, Method I 
<921>, SPECIFIC TESTS/Other Requirements 

Ahalya Wise 

Revision TOLCAPONE PF 40(6) Pg. ONLINE ASSAY/Procedure, IMPURITIES/Organic Impurities, 
SPECIFIC TESTS/Absorptivity, ADDITIONAL Ravi Ravichandran 
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REQUIREMENTS/Packaging and Storage 

Revision TOLCAPONE TABLETS PF 40(6) Pg. ONLINE 

IDENTIFICATION/A. Infrared Absorption <197D>, 
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution 
<711>, IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/Packaging and Storage 

Ravi Ravichandran 

Revision TRIHEXYPHENIDYL HYDROCHLORIDE PF 40(4) Pg. 
ONLINE 

ASSAY/Procedure, IMPURITIES/Organic Impurities, 
SPECIFIC TESTS/Chloride Content, SPECIFIC 
TESTS/pH <791>, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Trihexyphenidyl 
Related Compound A RS 

Ravi Ravichandran 

Revision USP AND NF EXCIPIENTS, LISTED BY CATEGORY PF 
40(3) Pg. ONLINE 

{Emulsifying Agent} Glyceryl Monocaprylate, 
{Emulsifying Agent} Glyceryl Monocaprylocaprate, 
{Lubricant} Glyceryl Monocaprylate, {Lubricant} 
Glyceryl Monocaprylocaprate, {Antimicrobial 
Preservative} Ethylparaben Sodium 

Hong Wang 

Revision VALINE PF 40(2) Pg. ONLINE 

IMPURITIES/Related Compounds, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
l-Alanine RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP l-Isoleucine RS, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP l-Leucine RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
l-Phenylalanine RS 

Huy Dinh 

Revision OIL- AND WATER-SOLUBLE VITAMINS CAPSULES PF 
40(5) Pg. ONLINE 

STRENGTH/Ascorbic Acid, STRENGTH/Calcium 
Ascorbate, STRENGTH/Sodium Ascorbate, 
STRENGTH/Ascorbic Acid, Calcium Ascorbate, and 
Sodium Ascorbate, STRENGTH/Biotin, Method 1, 
STRENGTH/Biotin, Method 2, 
STRENGTH/Cyanocobalamin, Method 2, 
STRENGTH/Folic Acid, Method 1, STRENGTH/Folic 
Acid, Method 2, STRENGTH/Calcium Pantothenate, 
Method 1, STRENGTH/Calcium Pantothenate, Method 
2, STRENGTH/Calcium Pantothenate, Method 3, 
STRENGTH/Niacin or Niacinamide, Pyridoxine 
Hydrochloride, Riboflavin, and Thiamine, Method 1, 
STRENGTH/Thiamine, Method 2, STRENGTH/Niacin or 
Niacinamide, Pyridoxine Hydrochloride, Riboflavin, 
and Thiamine, Method 3, CONTAMINANTS/Absence of 
Specified Microorganisms <2022> 

Natalia Davydova 

Revision OIL- AND WATER-SOLUBLE VITAMINS WITH 
MINERALS CAPSULES PF 40(5) Pg. ONLINE 

STRENGTH/Ascorbic Acid, STRENGTH/Calcium 
Ascorbate, STRENGTH/Sodium Ascorbate, 
STRENGTH/Ascorbic Acid, Calcium Ascorbate, and 
Sodium Ascorbate, STRENGTH/Biotin, Method 1, 

Natalia Davydova 
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STRENGTH/Biotin, Method 2, 
STRENGTH/Cyanocobalamin, Method 1, 
STRENGTH/Cyanocobalamin, Method 2, 
STRENGTH/Folic Acid, Method 1, STRENGTH/Folic 
Acid, Method 2, STRENGTH/Calcium Pantothenate, 
Method 1, STRENGTH/Calcium Pantothenate, Method 
2, STRENGTH/Calcium Pantothenate, Method 3, 
STRENGTH/Niacin or Niacinamide, Pyridoxine 
Hydrochloride, Riboflavin, and Thiamine, Method 1, 
STRENGTH/Thiamine, Method 2, STRENGTH/Niacin or 
Niacinamide, Pyridoxine Hydrochloride, Riboflavin, 
and Thiamine, Method 3, CONTAMINANTS/Absence of 
Specified Microorganisms <2022> 

Revision OIL- AND WATER-SOLUBLE VITAMINS WITH 
MINERALS ORAL SOLUTION PF 40(5) Pg. ONLINE 

STRENGTH/Ascorbic Acid, STRENGTH/Calcium 
Ascorbate, STRENGTH/Sodium Ascorbate, 
STRENGTH/Ascorbic Acid, Calcium Ascorbate, and 
Sodium Ascorbate, CONTAMINANTS/Absence of 
Specified Microorganisms <2022> 

Natalia Davydova 

Revision OIL- AND WATER-SOLUBLE VITAMINS WITH 
MINERALS TABLETS PF 40(5) Pg. ONLINE 

STRENGTH/Ascorbic Acid, STRENGTH/Calcium 
Ascorbate, STRENGTH/Sodium Ascorbate, 
STRENGTH/Ascorbic Acid, Calcium Ascorbate, and 
Sodium Ascorbate, CONTAMINANTS/Absence of 
Specified Microorganisms <2022> 

Natalia Davydova 

Revision OIL- AND WATER-SOLUBLE VITAMINS ORAL 
SOLUTION PF 40(5) Pg. ONLINE 

STRENGTH/Ascorbic Acid, STRENGTH/Calcium 
Ascorbate, STRENGTH/Sodium Ascorbate, 
STRENGTH/Ascorbic Acid, Calcium Ascorbate, and 
Sodium Ascorbate, CONTAMINANTS/Absence of 
Specified Microorganisms <2022> 

Natalia Davydova 

Revision OIL- AND WATER-SOLUBLE VITAMINS TABLETS PF 
40(5) Pg. ONLINE 

STRENGTH/Ascorbic Acid, STRENGTH/Calcium 
Ascorbate, STRENGTH/Sodium Ascorbate, 
STRENGTH/Ascorbic Acid, Calcium Ascorbate, and 
Sodium Ascorbate, CONTAMINANTS/Absence of 
Specified Microorganisms <2022> 

Natalia Davydova 

Revision WATER-SOLUBLE VITAMINS CAPSULES PF 40(5) Pg. 
ONLINE 

STRENGTH/Ascorbic Acid, STRENGTH/Calcium 
Ascorbate, STRENGTH/Sodium Ascorbate, 
STRENGTH/Ascorbic Acid, Calcium Ascorbate, and 
Sodium Ascorbate, STRENGTH/Biotin, Method 1, 
STRENGTH/Biotin, Method 2, 
STRENGTH/Cyanocobalamin, Method 2, 
STRENGTH/Folic Acid, Method 1, STRENGTH/Folic 
Acid, Method 2, STRENGTH/Calcium Pantothenate, 
Method 1, STRENGTH/Calcium Pantothenate, Method 
2, STRENGTH/Calcium Pantothenate, Method 3, 
STRENGTH/Niacin or Niacinamide, Pyridoxine 

Natalia Davydova 

mailto:ND@usp.org
mailto:ND@usp.org
mailto:ND@usp.org
mailto:ND@usp.org
mailto:ND@usp.org


Hydrochloride, Riboflavin, and Thiamine, Method 1, 
STRENGTH/Thiamine, Method 2, STRENGTH/Niacin or 
Niacinamide, Pyridoxine Hydrochloride, Riboflavin, 
and Thiamine, Method 3, CONTAMINANTS/Absence of 
Specified Microorganisms <2022> 

Revision WATER-SOLUBLE VITAMINS WITH MINERALS 
CAPSULES PF 40(5) Pg. ONLINE 

STRENGTH/Ascorbic Acid, STRENGTH/Calcium 
Ascorbate, STRENGTH/Sodium Ascorbate, 
STRENGTH/Ascorbic Acid, Calcium Ascorbate, and 
Sodium Ascorbate, STRENGTH/Biotin, Method 1, 
STRENGTH/Biotin, Method 2, 
STRENGTH/Cyanocobalamin, Method 1, 
STRENGTH/Cyanocobalamin, Method 2, 
STRENGTH/Folic Acid, Method 1, STRENGTH/Folic 
Acid, Method 2, STRENGTH/Calcium Pantothenate, 
Method 1, STRENGTH/Calcium Pantothenate, Method 
2, STRENGTH/Calcium Pantothenate, Method 3, 
STRENGTH/Niacin or Niacinamide, Pyridoxine 
Hydrochloride, Riboflavin, and Thiamine, Method 1, 
STRENGTH/Thiamine, Method 2, STRENGTH/Niacin or 
Niacinamide, Pyridoxine Hydrochloride, Riboflavin, 
and Thiamine, Method 3, SPECIFIC TESTS/Absence of 
Specified Microorganisms <2022> 

Natalia Davydova 

Revision WATER-SOLUBLE VITAMINS WITH MINERALS 
TABLETS PF 40(5) Pg. ONLINE 

STRENGTH/Ascorbic Acid, STRENGTH/Calcium 
Ascorbate, STRENGTH/Sodium Ascorbate, 
STRENGTH/Ascorbic Acid, Calcium Ascorbate, and 
Sodium Ascorbate, SPECIFIC TESTS/Absence of 
Specified Microorganisms <2022> 

Natalia Davydova 

Revision WATER-SOLUBLE VITAMINS TABLETS PF 40(5) Pg. 
ONLINE 

STRENGTH/Ascorbic Acid, STRENGTH/Calcium 
Ascorbate, STRENGTH/Sodium Ascorbate, 
STRENGTH/Ascorbic Acid, Calcium Ascorbate, and 
Sodium Ascorbate, CONTAMINANTS/Absence of 
Specified Microorganisms <2022> 

Natalia Davydova 

Revision ZALEPLON PF 41(1) Pg. ONLINE 
IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Zaleplon Related Compound C RS 

Ravi Ravichandran 
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