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Category Monograph Title Monograph Section Scientific Liaison

Revision EXCIPIENTS (USP and NF), LISTED BY CATEGORY PF 42(2) Pg. ONLINE
{Emollient} Sodium Lauroyl Sarcosinate, {Emulsifying Agent} Sodium Lauroyl 
Sarcosinate Hong Wang

Revision DESCRIPTION AND SOLUBILITY PF 42(2) Pg. ONLINE
Sodium Lauroyl Sarcosinate, Gadobutrol, Deferasirox, R/Rosuvastatin Calcium:, 
S/Sucrose Diacetate Hexaisobutyrate: Hong Wang

New <607> PHARMACEUTICAL FOAMS--PRODUCT QUALITY TESTS PF 44(4) Pg. ONLINE

Title, INTRODUCTION, PRODUCT QUALITY TESTS FOR PHAMACEUTICAL FOAMS, 
QUALITY TESTS FOR FOAM PRODUCTS BY ALL ROUTES OF ADMINISTRATION, OTHER 
TESTS, ADDITIONAL QUALITY TESTS APPLICABLE FOR TOPICAL FOAM PRODUCTS William Brown

Revision <645> WATER CONDUCTIVITY PF 45(3) Pg. ONLINE BULK WATER/Procedure Antonio Hernandez-Cardoso

Revision

<665> PLASTIC MATERIALS, COMPONENTS, AND SYSTEMS USED IN THE 
MANUFACTURING OF PHARMACEUTICAL DRUG PRODUCTS AND BIOPHARMACEUTICAL 
DRUG SUBSTANCES AND PRODUCTS PF 45(2) Pg. ONLINE

Untitled Section, 1. INTRODUCTION, 2. SCOPE, 3. ASSESSMENT PROCESS/3.1 Initial 
Assessment, 3. ASSESSMENT PROCESS/3.2 Risk Assessment, 4. MATERIALS OF 
CONSTRUCTION/4.1 Testing of Plastic Materials, 4. MATERIALS OF CONSTRUCTION/4.2 
Plastic Materials Not Addressed in 

〈

661.1

〉

, 4. MATERIALS OF CONSTRUCTION/4.3 
Cured Silicone Materials, 5. PLASTIC COMPONENTS AND SYSTEMS/5.1 Testing of Plastic 
Components and Systems, 5. PLASTIC COMPONENTS AND SYSTEMS/5.2 Test 
Methods—Biological Reactivity, 5. PLASTIC COMPONENTS AND SYSTEMS/5.3 Test 
Methods—Chemical Assessment, 5. PLASTIC COMPONENTS AND SYSTEMS/5.4 Non-
Essential Testing Desmond Hunt

New <784> DROPPING POINT PF 44(6) Pg. ONLINE
Title, ??INTRO??/Introduction, ??INTRO??/APPARATUS, ??INTRO??/PROCEDURE, 
??INTRO??/CALIBRATION Hong Wang

New
<915> MEASUREMENT OF STRUCTURAL STRENGTH OF SEMISOLIDS BY 
PENETROMETRY PF 43(2) Pg. ONLINE Title, INTRODUCTION, PROCEDURE, GLOSSARY Antonio Hernandez-Cardoso

New <922> WATER ACTIVITY PF 44(6) Pg. ONLINE

Introduction, INTRODUCTION, THEORETICAL BACKGROUND, APPLICATION OF WATER 
ACTIVITY MEASUREMENTS, TYPES OF WATER ACTIVITY INSTRUMENTS, 
QUALIFICATION OF WATER ACTIVITY METERS, OPERATION AND CALIBRATION OF 
WATER ACTIVITY METERS, ASSAY VERIFICATION AND VALIDATION, OPERATION, 
CALIBRATION, AND VALIDATION OF NIR INSTRUMENTS Antonio Hernandez-Cardoso

New
<1430.3> ANALYTICAL METHODOLOGIES BASED ON SCATTERING PHENOMENA- 
DYNAMIC LIGHT SCATTERING PF 44(4) Pg. ONLINE

Title, 1. INTRODUCTION, 2. APPLICATIONS, 3. THEORY, 4. INSTRUMENTATION, 5. 
MEASUREMENT, 6. ADVANTAGES AND LIMITATIONS, 7. ADDITIONAL SOURCES OF 
INFORMATION Edmond Biba

Revision

<1665> CHARACTERIZATION OF PLASTIC MATERIALS, COMPONENTS, AND SYSTEMS 
USED IN THE MANUFACTURING OF PHARMACEUTICAL DRUG PRODUCTS AND 
BIOPHARMACEUTICAL DRUG SUBSTANCES AND PRODUCTS PF 45(2) Pg. ONLINE

Untitled Section, 1. INTRODUCTION, 2. SCOPE, 3. GENERAL PRINCIPLES/3.1 
Discussion, 3. GENERAL PRINCIPLES/3.2 Material Characterization and Selection, 3. 
GENERAL PRINCIPLES/3.3 Extractable Elements Testing for Materials, 3. GENERAL 
PRINCIPLES/3.4 Biological Testing of Materials, 3. GENERAL PRINCIPLES/3.5 
Component Characterization and Selection, 4. CHARACTERIZATION PROCESS/4.1 Initial 
Assessment, 4. CHARACTERIZATION PROCESS/4.2 Risk Assessment of Components, 4. 
CHARACTERIZATION PROCESS/4.3 Establishing the Level of Component Chemical 
Characterization, 4. CHARACTERIZATION PROCESS/4.4 Standard Extraction Protocol, 4. 
CHARACTERIZATION PROCESS/4.5 Testing the Extracts and Generating the 
Extractables Profile, 4. CHARACTERIZATION PROCESS/4.6 Evaluation of the 
Extractables Profile Established by Implementing the Standard Extraction Protocol, 4. 
CHARACTERIZATION PROCESS/4.7 Establishing the Level of Component Biological 
Testing, 5. QUALIFICATION OF MANUFACTURING SYSTEMS/5.1 General, 5. 
QUALIFICATION OF MANUFACTURING SYSTEMS/5.2 Chemical Qualification, 
APPENDIX/An Example of a Risk Evaluation Matrix Desmond Hunt

New <1912> MEASUREMENT OF HARDNESS OF SEMISOLIDS PF 43(2) Pg. ONLINE Title, BACKGROUND, EXPERIMENTAL METHODS, GLOSSARY, REFERENCES Antonio Hernandez-Cardoso
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Revision AMILORIDE HYDROCHLORIDE PF 44(6) Pg. ONLINE

DEFINITION/Introduction, IDENTIFICATION/Infrared Absorption <197M>, 
IDENTIFICATION/Ultraviolet Absorption <197U>, ASSAY/Procedure, 
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Loss on Drying, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Amiloride Related Compound A 
RS Edith Chang

Omission AMMONIUM CHLORIDE DELAYED-RELEASE TABLETS PF 45(2) Pg. ONLINE Entire document Michael Chang

Revision BIMATOPROST PF 44(4) Pg. ONLINE

Title, Chemical Info/Chemical Structure, Chemical Info/C25H37NO4, Chemical 
Info/415.57, Chemical Info/5-Heptenamide, 7-[3,5-dihydroxy-2-(3-hydroxy-5-
phenylpent-1-en-1-yl)cyclopentyl]-N-ethyl-, [1R-
1[&alpha;(Z),2&beta;(1E,3S*)3&alpha;,5&alpha;]]-;, Chemical Info/(Z)-7-
[(1R,2R,3R,5S)-3,5-Dihydroxy-2-[(S,E)-3-hydroxy-5-phenylpent-1-en-1-
yl]cyclopentyl]-N-ethylhept-5-enamide., Chemical Info/CAS, DEFINITION/Introduction, 
IDENTIFICATION/A.  Infrared Spectroscopy <197K> or <197A>, IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Residue on Ignition <281>, IMPURITIES/Organic 
Impurities, Procedure 1, IMPURITIES/Organic Impurities, Procedure 2, SPECIFIC 
TESTS/Optical Rotation <781S>, Procedures, Specific Rotation, SPECIFIC 
TESTS/Microbial Enumeration Tests <61> and Tests for Specified Microorganisms 
<62>, SPECIFIC TESTS/Water Determination <921>, Method I, Method Ic, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Bimatoprost RS, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Bimatoprost Related Compound A RS Feiwen Mao

Revision BIMATOPROST OPHTHALMIC SOLUTION PF 44(4) Pg. ONLINE

Title, DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC TESTS/Sterility Tests 
<71>, SPECIFIC TESTS/pH <791>, SPECIFIC TESTS/Osmolality and Osmolarity 
<785>, Osmolality, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Bimatoprost RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Bimatoprost Related Compound 
A RS Feiwen Mao

Revision CHLORZOXAZONE PF 43(4) Pg. ONLINE

IDENTIFICATION/A.  Infrared Absorption <197>, IDENTIFICATION/Ultraviolet 
Absorption <197U>, ASSAY/Procedure, OTHER COMPONENTS/Chlorine Content, 
IMPURITIES/Chromatographic Purity, IMPURITIES/Limit of Chlorzoxazone Related 
Compound A, IMPURITIES/Organic Impurities, SPECIFIC TESTS/Melting Range or 
Temperature <741> Heather Joyce

Revision CHLORZOXAZONE TABLETS PF 43(4) Pg. ONLINE

IDENTIFICATION/A. Ultraviolet Absorption, IDENTIFICATION/A., ASSAY/Procedure, 
PERFORMANCE TESTS/Dissolution <711>, IMPURITIES/Limit of Chlorzoxazone Related 
Compound A, IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/Packaging 
and Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
Chlorzoxazone Related Compound A RS Heather Joyce

New CLIMBAZOLE PF 43(4) Pg. ONLINE

Title, Chemical Info/Chemical Structure, Chemical Info/C15H17ClN2O2, Chemical 
Info/292.76, Chemical Info/1-(p-Chlorophenoxy)-1-imidazol-1-yl-3,3-dimethyl-2-
butanone, Chemical Info/CAS, DEFINITION/Introduction, IDENTIFICATION/A.  Infrared 
Absorption <197>, IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Residue on 
Ignition <281>, IMPURITIES/Organic Impurities, SPECIFIC TESTS/Loss on Drying 
<731>, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Climbazole RS Sujatha Ramakrishna

New CLONIDINE HYDROCHLORIDE INJECTION PF 44(4) Pg. ONLINE SPECIFIC TESTS/Color and Light Transmission Edith Chang

Revision DEXMEDETOMIDINE HYDROCHLORIDE PF 45(2) Pg. ONLINE

IDENTIFICATION/A. Spectroscopic Identification Tests 197 , Infrared Spectroscopy:, 
IMPURITIES/Organic Impurities, IMPURITIES/Enantiomeric Purity, SPECIFIC 
TESTS/Loss on Drying 

〈

731

〉

Edith Chang
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Revision DEXTROMETHORPHAN PF 43(5) Pg. ONLINE

DEFINITION/Introduction, IDENTIFICATION/A.  Infrared Absorption  <197K><197>, 
ASSAY/Procedure, IMPURITIES/Limit of Phenolic Compounds, IMPURITIES/Limit of N,N-
Dimethylaniline, IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Dextromethorphan Related Compound C RS Clydewyn Anthony

Revision DEXTROMETHORPHAN HYDROBROMIDE PF 43(5) Pg. ONLINE

IDENTIFICATION/A.  Infrared Absorption  <197K><197>, ASSAY/Procedure, 
IMPURITIES/Limit of Phenolic Compounds, IMPURITIES/Limit of N,N-Dimethylaniline, 
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Dextromethorphan Related Compound C RS Clydewyn Anthony

Revision DIAZOXIDE ORAL SUSPENSION PF 45(1) Pg. ONLINE

IDENTIFICATION/A. Thin-Layer Chromatographic Identification Test 201 , 
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/Packaging and Storage: Edith Chang

New DICLOFENAC SODIUM TOPICAL GEL PF 44(3) Pg. ONLINE

Title, DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B., 
ASSAY/Procedure, OTHER COMPONENTS/Content of Benzyl Alcohol (if present), 
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 Benzyl Alcohol RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Diclofenac Sodium RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Diclofenac Related 
Compound A RS Wei Yang

Revision DIPHENHYDRAMINE HYDROCHLORIDE CAPSULES PF 43(5) Pg. ONLINE PERFORMANCE TESTS/Dissolution <711>, IMPURITIES/Organic Impurities Clydewyn Anthony

Revision DIPHENHYDRAMINE HYDROCHLORIDE ORAL SOLUTION PF 43(5) Pg. ONLINE

IMPURITIES/Organic Impurities, 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 Related Compound B RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Diphenhydramine N-Oxide RS Clydewyn Anthony

Revision
DIPHENHYDRAMINE AND PHENYLEPHRINE HYDROCHLORIDES TABLETS PF 43(5) Pg. 
ONLINE ASSAY/Procedure, IMPURITIES/Organic Impurities Clydewyn Anthony

mailto:CMA@usp.org
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New DONG QUAI ROOT PF 43(5) Pg. ONLINE

Title, DEFINITION/Introduction, IDENTIFICATION/A.  HPTLC for Articles of Botanical 
Origin <203>, IDENTIFICATION/B. HPLC, COMPOSITION/Content of 
Butylidenephthalides and Phenylpropanoids, CONTAMINANTS/Articles of Botanical 
Origin <561>, Limits of Elemental Impurities, CONTAMINANTS/Articles of Botanical 
Origin <561>, Pesticide Residue Analysis, CONTAMINANTS/Articles of Botanical Origin 
<561>, Test for Aflatoxins, CONTAMINANTS/Microbial Enumeration Tests <2021>, 
CONTAMINANTS/Absence of Specified Microorganisms <2022>, Test Procedures, Test 
for Absence of Salmonella Species and  Test for Absence of Escherichia coli, SPECIFIC 
TESTS/Botanical Characteristics, SPECIFIC TESTS/Articles of Botanical Origin <561>, 
Methods of Analysis, Foreign Organic Matter, SPECIFIC TESTS/Articles of Botanical 
Origin <561>, Methods of Analysis, Alcohol-Soluble Extractives, Method 2, SPECIFIC 
TESTS/Articles of Botanical Origin <561>, Methods of Analysis, Water-Soluble 
Extractives, Method 2, SPECIFIC TESTS/Articles of Botanical Origin <561>, Methods of 
Analysis, Volatile Oil Determination, SPECIFIC TESTS/Articles of Botanical Origin 
<561>, Methods of Analysis, Total Ash, SPECIFIC TESTS/Articles of Botanical Origin 
<561>, Methods of Analysis, Acid-Insoluble Ash, SPECIFIC TESTS/Water Determination 
<921>, Method II, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Angelica sinensis Root Powder RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Ferulic Acid RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Z-Ligustilide RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Senkyunolide A RS Cuiying Ma

New DONG QUAI ROOT POWDER PF 43(5) Pg. ONLINE

Title, DEFINITION/Introduction, IDENTIFICATION/A.  HPTLC for Articles of Botanical 
Origin <203>, IDENTIFICATION/B. HPLC, COMPOSITION/Content of 
Butylidenephthalides and Phenylpropanoids, CONTAMINANTS/Articles of Botanical 
Origin <561>, Limits of Elemental Impurities, CONTAMINANTS/Articles of Botanical 
Origin <561>, Pesticide Residue Analysis, CONTAMINANTS/Articles of Botanical Origin 
<561>, Test for Aflatoxins, CONTAMINANTS/Microbial Enumeration Tests <2021>, 
CONTAMINANTS/Absence of Specified Microorganisms <2022>, Test Procedures, Test 
for Absence of Salmonella Species and Test for Absence of Escherichia coli, SPECIFIC 
TESTS/Botanical Characteristics, SPECIFIC TESTS/Articles of Botanical Origin <561>, 
Methods of Analysis, Alcohol-Soluble Extractives, Method 2, SPECIFIC TESTS/Articles of 
Botanical Origin <561>, Methods of Analysis, Water-Soluble Extractives, Method 2, 
SPECIFIC TESTS/Articles of Botanical Origin <561>, Methods of Analysis, Volatile Oil 
Determination, SPECIFIC TESTS/Articles of Botanical Origin <561>, Methods of 
Analysis, Total Ash, SPECIFIC TESTS/Articles of Botanical Origin <561>, Methods of 
Analysis, Acid-Insoluble Ash, SPECIFIC TESTS/Water Determination <921>, Method II, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Angelica sinensis Root Powder RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Ferulic Acid RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Z-Ligustilide RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Senkyunolide A RS Cuiying Ma

Revision EPHEDRINE PF 43(5) Pg. ONLINE

IDENTIFICATION/A.Infrared Absorption  <197K><197>, IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Ordinary Impurities <466>, IMPURITIES/Organic 
Impurities, SPECIFIC TESTS/Optical Rotation, Specific Rotation <781S>, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Pseudoephedrine Sulfate RS Clydewyn Anthony

mailto:CM@usp.org
mailto:CM@usp.org
mailto:CMA@usp.org


Revision EPHEDRINE SULFATE PF 43(5) Pg. ONLINE

Chemical Info/Chemical Structure, IDENTIFICATION/A.  Infrared Absorption  
<197K><197>, IDENTIFICATION/C., ASSAY/Procedure, IMPURITIES/Ordinary 
Impurities <466>, IMPURITIES/Organic Impurities, SPECIFIC TESTS/Optical Rotation, 
Specific Rotation <781S>, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Pseudoephedrine Sulfate RS Clydewyn Anthony

New EPOPROSTENOL FOR INJECTION PF 44(2) Pg. ONLINE

Title, DEFINITION/Introduction, IDENTIFICATION/A., ASSAY/Procedure, PERFORMANCE 
TESTS/Uniformity of Dosage Units <905>, IMPURITIES/Organic Impurities, SPECIFIC 
TESTS/Water Determination <921>, Method I, SPECIFIC TESTS/Particulate Matter in 
Injections <788>, SPECIFIC TESTS/pH <791>, SPECIFIC TESTS/Bacterial Endotoxins 
Test <85>, SPECIFIC TESTS/Sterility Tests <71>, SPECIFIC TESTS/Constituted 
Solution, SPECIFIC TESTS/Other Requirements, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Epoprostenol Sodium RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Epoprostenol Related Compound A RS Gerald Hsu

Revision EPTACOG ALFA ACTIVATED PF 43(5) Pg. ONLINE

{Title} Activated, DEFINITION/Introduction, IDENTIFICATION/B. Peptide Mapping, 
ASSAY/Concentration of Eptacog Alfa Activated, ASSAY/Potency, IMPURITIES/Degraded 
Heavy Chain and Oxidized Forms, IMPURITIES/Gla-Domainless Eptacog Alfa Activated 
(&gamma;-Carboxylation), IMPURITIES/Dimer and Related Substances of Higher 
Molecular Mass, IMPURITIES/Non-Activated Factor VII (Single Chain), SPECIFIC 
TESTS/Glycan Analysis Kevin Carrick

Revision EPTACOG ALFA ACTIVATED FOR INJECTION PF 43(5) Pg. ONLINE

{Title} Activated, DEFINITION/Introduction, ASSAY/Content of Eptacog Alfa Activated, 
ASSAY/Potency, IMPURITIES/Degraded Heavy Chain and Oxidized Forms, 
IMPURITIES/Dimer and Related Substances of Higher Molecular Mass Kevin Carrick

New ESOMEPRAZOLE MAGNESIUM DIHYDRATE PF 45(2) Pg. ONLINE CHEMICAL INFORMATION Margareth Marques

New GADOBUTROL PF 43(5) Pg. ONLINE

Chemical Info/Chemical Structure, Chemical Info/C18H31GdN4O9·H20, Chemical 
Info/622.73, Chemical Info/Gadolinium, [10-[2-(hydroxy-&kgr;O)-3-hydroxy-1-
(hydroxymethyl)propyl]-1,4,7,10-tetraazacyclododecane-1,4,7-triacetato(3-)-&kgr;N1, 
&kgr;N4, &kgr;N7, &kgr;N10,&kgr;O1, &kgr;O4, &kgr;O7]-, monohyrdate, [SA-8-
1425362&prime;5&prime;-(R*,S*)]-;, Chemical Info/ [10-[(2RS,3SR)-1,2,3-
Trihydroxybutan-2-yl]-1,4,7,10-tetraazacyclododecane-1,4,7-triacetato(3-)]gadolinium 
monohydrate, Chemical Info/CAS, Chemical Info/Anhydrous, Chemical Info/604.71, 
DEFINITION/Introduction, IDENTIFICATION/A.  Infrared Absorption <197>, 
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Limit of Free Gadolinium, 
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Water Determination <921>, Method 
I, Method Ic, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/  USP Gadobutrol RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/  USP Gadobutrol System Suitability 
Mixture RS Ravi Ravichandran

Revision GUANFACINE HYDROCHLORIDE PF 45(3) Pg. ONLINE
IDENTIFICATION/A.Spectroscopic Identification Tests 

〈

197

〉

, Infrared Spectroscopy:, 
ASSAY/Procedure, IMPURITIES/Organic Impurities, Procedure 2 Edith Chang

Revision n-Hexane PF 45(3) Pg. ONLINE n-Hexane, Margareth Marques

Revision HYDROCORTISONE PF 44(5) Pg. ONLINE

362.47, IDENTIFICATION/B.  Ultraviolet Absorption <197U>, IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Hydrocortisone Acetate RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Prednisolone RS Gerald Hsu

mailto:CMA@usp.org
mailto:GDH@usp.org
mailto:KLC@usp.org
mailto:KLC@usp.org
mailto:MRM@usp.org
mailto:RR@usp.org
mailto:YEC@usp.org
mailto:MRM@usp.org
mailto:GDH@usp.org


Revision HYDROCORTISONE ACETATE PF 44(3) Pg. ONLINE

IDENTIFICATION/Ultraviolet Absorption <197U>, ASSAY/Procedure, 
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Cortisone Acetate RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Hydrocortisone RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Prednisolone Acetate RS Gerald Hsu

Revision LABETALOL HYDROCHLORIDE PF 45(3) Pg. ONLINE

IDENTIFICATION/A. Spectroscopic Identification Tests 197 , Infrared Spectroscopy:, 
IDENTIFICATION/C., ASSAY/Procedure, IMPURITIES/Organic Impurities, Procedure 1, 
IMPURITIES/Organic Impurities, Procedure 2, IMPURITIES/Organic Impurities, 
ADDITIONAL REQUIREMENTS/Packaging and Storage:, ADDITIONAL 
REQUIREMENTS/USP Reference Standards 

〈

11

〉

Donald Min

Revision LABETALOL HYDROCHLORIDE INJECTION PF 45(3) Pg. ONLINE

IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic 
Impurities, SPECIFIC TESTS/Bacterial Endotoxins Test 85 :, ADDITIONAL 
REQUIREMENTS/Packaging and Storage:, ADDITIONAL REQUIREMENTS/USP Reference 
Standards 

〈

11

〉

Donald Min

Revision LABETALOL HYDROCHLORIDE TABLETS PF 45(3) Pg. ONLINE

IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE 
TESTS/Dissolution 711 , IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/Packaging and Storage:, ADDITIONAL REQUIREMENTS/USP Reference 
Standards 

〈

11

〉

Donald Min

Revision LIDOCAINE OINTMENT PF 43(6) Pg. ONLINE

IDENTIFICATION/A.  Infrared Absorption <197K>, ASSAY/Procedure, 
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Lidocaine Related Compound H RS Richard Nguyen

Revision LIDOCAINE HYDROCHLORIDE JELLY PF 43(6) Pg. ONLINE

IDENTIFICATION/A.  Infrared Absorption <197K>  or <197A>, ASSAY/Procedure, 
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Lidocaine Related Compound H RS Richard Nguyen

Revision LIDOCAINE HYDROCHLORIDE ORAL TOPICAL SOLUTION PF 44(4) Pg. ONLINE
IDENTIFICATION/A.  Infrared Absorption <197K>or <197A>, ASSAY/Procedure, 
IMPURITIES/Organic Impurities Richard Nguyen

Revision LIDOCAINE HYDROCHLORIDE TOPICAL SOLUTION PF 44(4) Pg. ONLINE
IDENTIFICATION/A.  Infrared Absorption <197K>or <197A>, ASSAY/Procedure, 
IMPURITIES/Organic Impurities Richard Nguyen

Revision LISINOPRIL TABLETS PF 45(2) Pg. ONLINE

IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE TESTS/Dissolution 711 , 
PERFORMANCE TESTS/Uniformity of Dosage Units 

〈

905

〉

:, IMPURITIES/Organic 
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage: Donald Min

Revision METFORMIN HYDROCHLORIDE EXTENDED-RELEASE TABLETS PF 45(3) Pg. ONLINE

IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE TESTS/Dissolution 711 , 
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/Labeling:, ADDITIONAL 
REQUIREMENTS/USP Reference Standards 

〈

11

〉

Andrea Carney

Revision METHYLPREDNISOLONE PF 44(3) Pg. ONLINE

IDENTIFICATION/Ultraviolet Absorption <197U>, IDENTIFICATION/C., 
ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Methylprednisolone Related Compound A RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Methylprednisolone 
Related Compound B RS, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Methylprednisolone Related Compound C RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Methylprednisolone Related 
Compound D RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
Methylprednisolone Related Compound E RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Methylprednisolone Related Compound F RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Methylprednisolone 
Related Compound H RS Gerald Hsu

Revision METHYLPREDNISOLONE TABLETS PF 45(1) Pg. ONLINE

IDENTIFICATION/A. Spectroscopic Identification Tests 197 , Infrared Spectroscopy:, 
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

〉

Gerald Hsu
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Revision METHYLPREDNISOLONE HEMISUCCINATE PF 44(3) Pg. ONLINE

IDENTIFICATION/Ultraviolet Absorption <197U>, ASSAY/Procedure, 
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Methylprednisolone RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Methylprednisolone Acetate RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Methylprednisolone 
Hemisuccinate Related Compound B RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Methylprednisolone Hemisuccinate Related Compound D RS Gerald Hsu

Revision NADOLOL TABLETS PF 45(3) Pg. ONLINE

IDENTIFICATION/A. Thin-Layer Chromatographic Identification Test 201 , 
IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE TESTS/Dissolution 

〈

711

〉

, 
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage:, 
ADDITIONAL REQUIREMENTS/Labeling:, ADDITIONAL REQUIREMENTS/USP Reference 
Standards 

〈

11

〉

Donald Min

Revision NICARDIPINE HYDROCHLORIDE PF 44(6) Pg. ONLINE

IDENTIFICATION/A.  Infrared Absorption <197K>Spectroscopic Identification Tests 
<197>, Infrared Spectroscopy, ASSAY/Procedure, IMPURITIES/Organic Impurities, 
SPECIFIC TESTS/Bacterial Endotoxins Test <85>, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Nicardipine Related Compound B RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Nicardipine Related Compound C 
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Nicardipine 
Related Compound D RS Donald Min

New NICARDIPINE HYDROCHLORIDE IN DEXTROSE INJECTION PF 44(6) Pg. ONLINE

Title, DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B., 
IDENTIFICATION/C. Dextrose, ASSAY/Procedure, IMPURITIES/Organic Impurities, 
SPECIFIC TESTS/Bacterial Endotoxins Test <85>, SPECIFIC TESTS/Osmolality and 
Osmolarity <785>, Osmolality, SPECIFIC TESTS/pH <791>, SPECIFIC 
TESTS/Particulate Matter in Injections <788>, Method 1 Light Obscuration Particle 
Count Test, SPECIFIC TESTS/Sterility Tests <71>, SPECIFIC TESTS/Other 
Requirements, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Nicardipine Hydrochloride RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Nicardipine Related 
Compound B RS Donald Min

New
NICARDIPINE HYDROCHLORIDE IN SODIUM CHLORIDE INJECTION PF 44(6) Pg. 
ONLINE

Title, DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B., 
IDENTIFICATION/C.  Identification Tests-General <191>, Chemical Identification Tests, 
Sodium, ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC TESTS/Bacterial 
Endotoxins Test <85>, SPECIFIC TESTS/Osmolality and Osmolarity <785>, Osmolality, 
SPECIFIC TESTS/pH <791>, SPECIFIC TESTS/Particulate Matter in Injections <788>, 
Method 1 Light Obscuration Particle Count Test, SPECIFIC TESTS/Sterility Tests <71>, 
SPECIFIC TESTS/Other Requirements, ADDITIONAL REQUIREMENTS/Packaging and 
Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
Nicardipine Hydrochloride RS, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Nicardipine Related Compound B RS Donald Min

Revision PHENYLEPHRINE HYDROCHLORIDE TABLETS PF 43(5) Pg. ONLINE

IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Phenylephrine Related Compound F RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Phenylephrine Related Compound 
G RS Clydewyn Anthony

Revision PROPRANOLOL HYDROCHLORIDE TABLETS PF 43(6) Pg. ONLINE

IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE 
TESTS/Uniformity of Dosage Units <905>, IMPURITIES/Organic Impurities, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/ USP Propranolol Related Compound A 
RS Donald Min

Revision RINGER'S INJECTION PF 45(2) Pg. ONLINE
IDENTIFICATION/A. Identification Tests—General 191 , Chemical Identification Tests, 
Calcium and Chloride: Jeanne Sun
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New RIVAROXABAN PF 45(2) Pg. ONLINE

CHEMICAL INFORMATION, DEFINITION, IDENTIFICATION/A. Spectroscopic 
Identification Tests 197 , Infrared Spectroscopy: 197A  or 197K , 
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Residue on Ignition 

〈

281

〉

:, 
IMPURITIES/Organic Impurities, IMPURITIES/Enantiomeric Purity, SPECIFIC 
TESTS/Water Determination 

〈

921

〉

, Method I, Method Ic:, ADDITIONAL 
REQUIREMENTS/Packaging and Storage:, ADDITIONAL REQUIREMENTS/USP Reference 
Standards 

〈

11

〉

Donald Min

New RIVAROXABAN TABLETS PF 45(2) Pg. ONLINE

DEFINITION/Untitled Section, 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

〉

Donald Min

Revision SALICYLIC ACID GEL PF 44(1) Pg. ONLINE

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

Revision SALICYLIC ACID PLASTER PF 43(2) Pg. ONLINE

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

New SICHUAN LOVAGE RHIZOME PF 43(4) Pg. ONLINE

Title, DEFINITION/Introduction, IDENTIFICATION/A.  HPTLC for Articles of Botanical 
Origin <203>, IDENTIFICATION/B. HPLC, COMPOSITION/Content of 
Butylidenephthalides and Phenylpropanoids, CONTAMINANTS/Articles of Botanical 
Origin <561>, Limits of Elemental Impurities, CONTAMINANTS/Articles of Botanical 
Origin <561>, Pesticide Residue Analysis, CONTAMINANTS/Articles of Botanical Origin 
<561>, Test for Aflatoxins, CONTAMINANTS/Microbial Enumeration Tests <2021>, 
CONTAMINANTS/Absence of Specified Microorganisms <2022>, Test Procedures, Test 
for Absence of Salmonella Species and Test for Absence of Escherichia coli, SPECIFIC 
TESTS/Botanical Characteristics, SPECIFIC TESTS/Articles of Botanical Origin <561>, 
Methods of Analysis, Foreign Organic Matter, SPECIFIC TESTS/Articles of Botanical 
Origin <561>, Methods of Analysis, Alcohol-Soluble Extractives, Method 1, SPECIFIC 
TESTS/Articles of Botanical Origin <561>, Methods of Analysis, Water-Soluble 
Extractives, Method 2, SPECIFIC TESTS/Articles of Botanical Origin <561>, Methods of 
Analysis, Total Ash, SPECIFIC TESTS/Articles of Botanical Origin <561>, Methods of 
Analysis, Acid-Insoluble Ash, SPECIFIC TESTS/Water Determination <921>, Method II, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Ferulic Acid RS, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Ligusticum chuanxiong Rhizome Powder RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Z-Ligustilide RS Cuiying Ma
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New SICHUAN LOVAGE RHIZOME POWDER PF 43(4) Pg. ONLINE

Title, DEFINITION/Introduction, IDENTIFICATION/A.  HPTLC for Articles of Botanical 
Origin <203>, IDENTIFICATION/B. HPLC, COMPOSITION/Content of 
Butylidenephthalides and Phenylpropanoids, CONTAMINANTS/Articles of Botanical 
Origin <561>, Limits of Elemental Impurities, CONTAMINANTS/Articles of Botanical 
Origin <561>, Pesticide Residue Analysis, CONTAMINANTS/Articles of Botanical Origin 
<561>, Test for Aflatoxins, CONTAMINANTS/Microbial Enumeration Tests <2021>, 
CONTAMINANTS/Absence of Specified Microorganisms <2022>, Test Procedures, Test 
for Absence of Salmonella Species and Test for Absence of Escherichia coli, SPECIFIC 
TESTS/Botanical Characteristics, SPECIFIC TESTS/Articles of Botanical Origin <561>, 
Methods of Analysis, Alcohol-Soluble Extractives, Method 1, SPECIFIC TESTS/Articles of 
Botanical Origin <561>, Methods of Analysis, Water-Soluble Extractives, Method 2, 
SPECIFIC TESTS/Articles of Botanical Origin <561>, Methods of Analysis, Total Ash, 
SPECIFIC TESTS/Articles of Botanical Origin <561>, Methods of Analysis, Acid-Insoluble 
Ash, SPECIFIC TESTS/Water Determination <921>, Method II, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/Labeling, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Ferulic Acid RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Ligusticum 
chuanxiong Rhizome Powder RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Z-Ligustilide RS Cuiying Ma

Revision SODIUM LAUROYL SARCOSINATE PF 43(4) Pg. ONLINE

IMPURITIES/Limit of Sodium Sarcosinate, IMPURITIES/Limit of Sodium Laurate, 
IMPURITIES/Limit of Sodium Sulfate, Chemical Info/Chemical Structure, Chemical 
Info/Glycine, N-methyl-N-(1-oxododecyl)-, sodium salt;, Chemical Info/Sodium N-
dodecanoyl-N-methylglycinate;, Chemical Info/Sodium N-lauroyl-N-methylglycinate;, 
Chemical Info/Sodium [dodecanoyl(methyl)amino]acetate, Chemical 
Info/C15H28NNaO3, Chemical Info/293.38, Chemical Info/CAS, 
DEFINITION/Introduction, IDENTIFICATION/A. Infrared Absorption <197A>, 
IDENTIFICATION/B. Chromatographic Identity, IDENTIFICATION/C. Presence of 
Sodium, ASSAY/Procedure, IMPURITIES/Limit of Sodium Decanoyl Sarcosinate and 
Sodium Myristoyl Sarcosinate, IMPURITIES/Limit of Sodium Sarcosinate, 
IMPURITIES/Limit of Sodium Chloride, SPECIFIC TESTS/Acidity and Alkalinity, SPECIFIC 
TESTS/Water Determination <921>, Method I, ADDITIONAL REQUIREMENTS/Packaging 
and Storage, ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Lauric Acid RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Sodium Decanoyl Sarcosinate 
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Sodium Lauroyl 
Sarcosinate RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
Sodium Myristoyl Sarcosinate RS Hong Wang

Omission SODIUM BUTYRATE PF 44(6) Pg. ONLINE Entire document Andrea Carney

Revision SODIUM MONOFLUOROPHOSPHATE PF 43(4) Pg. ONLINE

IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Limit of Fluoride Ion, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Sodium Acetate RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Sodium Monofluorophosphate RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Sodium Sulfate RS Michael Chang

Revision TESTOSTERONE CYPIONATE INJECTION PF 44(2) Pg. ONLINE

IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic 
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Testosterone RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Testosterone Cypionate Related 
Compound B RS Ren-Hwa Yeh
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Revision TRIAMCINOLONE ACETONIDE PF 43(5) Pg. ONLINE

DEFINITION/Introduction, IDENTIFICATION/B.  Ultraviolet Absorption <197U>, 
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Residue on Ignition <281>, 
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Loss on Drying <731>, SPECIFIC 
TESTS/Water Determination <921>, Method I, Method Ia, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Fluoxymesterone RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Triamcinolone Acetonide Related Compound B RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Triamcinolone 
Acetonide Related Compound C RS Ren-Hwa Yeh

Revision TRIAMCINOLONE ACETONIDE OINTMENT PF 43(5) Pg. ONLINE

IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic 
Impurities, SPECIFIC TESTS/Microbial Enumeration Tests <61> and  Tests for Specified 
Microorganisms <62>, ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Norethindrone RS Ren-Hwa Yeh

New UNDECANOIC ACID PF 42(4) Pg. ONLINE Undecanoic Acid Hong Wang
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