
Compendial Cancellations for USP37-NF32 2S 
 

Category Monograph Title Monograph Section Scientific 
Liaison 

Revision <111> DESIGN AND ANALYSIS OF BIOLOGICAL ASSAYS PF 
39(4) Pg. ONLINE 

STEPS PRECEDING THE CALCULATION OF POTENCY, 
CALCULATION OF POTENCY FROM A SINGLE ASSAY, 
EXPERIMENTAL ERROR AND TESTS OF ASSAY VALIDITY, THE 
CONFIDENCE INTERVAL AND LIMITS OF POTENCY, COMBINATION 
OF INDEPENDENT ASSAYS, JOINT ASSAY OF SEVERAL 
PREPARATIONS, GLOSSARY, INTRODUCTION, REJECTION OF 
OUTLYING OR ABERRANT OBSERVATIONS, APPENDIX - KEY 
LITERATURE 

Maura 
Kibbey 

Revision <671> CONTAINERS--PERFORMANCE TESTING PF 39(2) Pg. 
ONLINE 

Introduction, MOISTURE PERMEATION, LIGHT TRANSMISSION 
TEST1 

Desmond 
Hunt 

New <1094> CAPSULES - DISSOLUTION TESTING AND RELATED 
QUALITY ATTRIBUTES PF 38(1) Pg. ONLINE 

1. INTRODUCTION, 2. CROSS-LINKING IN GELATIN CAPSULES, 3. 
DISSOLUTION PROCEDURE DEVELOPMENT, 4. METHOD 
VALIDATION, 5. SUGGESTIONS FOR STARTING POINTS, 6. 
QUALITY BY DESIGN 

Margareth 
Marques 

Revision GENERAL NOTICES TO USP-NF PF 39(1) Pg. ONLINE 5. MONOGRAPH COMPONENTS/5.60.30: Elemental Impurities Todd Cecil 

New L-ALANYL-L-GLUTAMINE PF 39(4) Pg. ONLINE IDENTIFICATION/C. Huy Dinh 

New BORAGE SEED OIL PF 39(4) Pg. ONLINE 
IDENTIFICATION/ B. Identification of Fixed Oils by Thin-Layer 
Chromatography <202>, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Borage Oil RS 

Huy Dinh 

Revision DESCRIPTION AND SOLUBILITY PF 37(6) Pg. ONLINE Epoprostenol Sodium Domenick 
Vicchio 

Revision DEXAMETHASONE SODIUM PHOSPHATE PF 39(4) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A. Thin Layer 
Chromatography, IDENTIFICATION/A. Infrared Absorption 
<197K>, IDENTIFICATION/B., IDENTIFICATION/B. Identification 
Tests-General, Phosphate <191>, IDENTIFICATION/C. 
Identification Tests-General, Sodium <191>, ASSAY/Procedure, 
IMPURITIES/Limit of Phosphate Ions, IMPURITIES/Limit of Alcohol, 
IMPURITIES/Limit of Free Dexamethasone, 
IMPURITIES/Chromatographic Purity, IMPURITIES/Organic 
Impurities, SPECIFIC TESTS/Optical Rotation, Specific Rotation 
<781S>, ADDITIONAL REQUIREMENTS/USP Reference Standards 

Domenick 
Vicchio 

                                                           
1 Monograph sections for General Chapter <671> were not cancelled but retitled: “INTRODUCTION, MOISTURE VAPOR TRANSMISSION, SPECTRAL 
TRANSMISSION.” Please see Compendial Approvals list.  
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<11>/USP Alcohol Determination-Alcohol RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Betamethasone Sodium Phosphate RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Dexamethasone Sodium Phosphate RS 

New EPOPROSTENOL SODIUM PF 37(6) Pg. ONLINE 

Chemical Info/Chemical Structure, Chemical Info/C20H31NaO5, 
Chemical Info/374.45, Chemical Info/Prosta-5,13-dien-1-oic acid, 
6,9-epoxy-11,15-dihydroxy-, sodium salt, 
(5Z,9&alpha;,11&alpha;,13E,15S)-;, Chemical Info/Sodium (Z)-
(3aR,4R,5R,6aS)-hexahydro-5-hydroxy-4-[(E)-(3S)-3-hydroxy-1-
octenyl]-2H-cyclopenta[b]furan-&Delta;2,&Delta;-valerate, 
Chemical Info/CAS, DEFINITION/Introduction, IDENTIFICATION/A. 
Infrared Absorption <197K>, IDENTIFICATION/B., 
IDENTIFICATION/C. Identification Tests&mdash;General, Sodium 
<191>, ASSAY/Procedure, IMPURITIES/Heavy Metals, Method II 
<231>, IMPURITIES/Limit of Sodium Hydroxide, 
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Water, Method I 
<921>, SPECIFIC TESTS/Optical Rotation, Specific Rotation 
<781S>, ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Epoprostenol Related Compound A RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Epoprostenol Related Compound B RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Epoprostenol Sodium RS 

Domenick 
Vicchio 

New EPOPROSTENOL FOR INJECTION PF 38(6) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A., ASSAY/Procedure, 
PERFORMANCE TESTS/Uniformity of Dosage Units <905>, 
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Water 
Determination, Method I <921>, 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 

Domenick 
Vicchio 

New EVENING PRIMROSE OIL PF 39(4) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Evening Primrose Oil RS Huy Dinh 

New FLUCONAZOLE IN SODIUM CHLORIDE INJECTION PF 39(2) Pg. 
ONLINE 

Title, DEFINITION/Introduction, IDENTIFICATION/A., 
IDENTIFICATION/B. Identification Tests&mdash;General, Sodium 
<191> and Chloride <191>, ASSAY/Procedure, 

Shankari 
Shivaprasad 
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IMPURITIES/Organic Impurities, 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 

Revision FLUOROURACIL INJECTION PF 39(3) Pg. ONLINE IMPURITIES/Limit of Urea, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Urea RS Feiwen Mao 

New GLYCYL-L-GLUTAMINE PF 39(4) Pg. ONLINE IDENTIFICATION/C. Huy Dinh 

New GLYCYL-L-TYROSINE PF 39(4) Pg. ONLINE IDENTIFICATION/C. Huy Dinh 

Omission INSULIN INJECTION PF 39(5) Pg. ONLINE Entire document Mary 
Crivellone 

Omission ISOPHANE INSULIN SUSPENSION PF 39(5) Pg. ONLINE Entire document Mary 
Crivellone 

Omission INSULIN ZINC SUSPENSION PF 39(5) Pg. ONLINE Entire document Mary 
Crivellone 

Omission EXTENDED INSULIN ZINC SUSPENSION PF 39(5) Pg. ONLINE Entire document Mary 
Crivellone 

Omission PROMPT INSULIN ZINC SUSPENSION PF 39(5) Pg. ONLINE Entire document Mary 
Crivellone 

Revision IOHEXOL PF 39(3) 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 ofFree 
Iodide, IMPURITIES/Organic Impurities, IMPURITIES/ Limit of 
methanol, isopropyl alcohol, and 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 

Ravi 
Ravichandran 

New LOPINAVIR AND RITONAVIR ORAL SOLUTION PF 38(4) Pg. 
ONLINE 

Title, DEFINITION/Introduction, IDENTIFICATION/A., 
ASSAY/Lopinavir and Ritonavir, PERFORMANCE TESTS/Deliverable 
Volume <698>, IMPURITIES/Organic Impurities, SPECIFIC 
TESTS/Alcohol Determination <611>, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 

Shankari 
Shivaprasad 
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REQUIREMENTS/USP Reference Standards <11>/USP Alcohol 
Determination&ndash;Alcohol RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Lopinavir 
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Ritonavir RS 

Revision MORPHINE SULFATE EXTENDED-RELEASE TABLETS PF 35(5) 
Pg. 1164 

PERFORMANCE TESTS/Drug Release <724>, PERFORMANCE 
TESTS/Drug Release <724>Dissolution <711>, ADDITIONAL 
REQUIREMENTS/Labeling 

Hillary Cai 

Revision NADOLOL PF 39(4) Pg. ONLINE IDENTIFICATION/B., ASSAY/Procedure Sujatha 
Ramakrishna 

Revision PHENYTOIN SODIUM PF 39(2) Pg. ONLINE 

IDENTIFICATION/A. Procedure, IDENTIFICATION/A. Infrared 
Absorption&mdash;General <197K>, IDENTIFICATION/B. 
Identification Tests&mdash;General, Sodium <191>, 
IDENTIFICATION/C., IMPURITIES/Organic Impurities, SPECIFIC 
TESTS/Clarity and Color of Solution, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Phenytoin 
Sodium RS 

Ravi 
Ravichandran 

New POWDERED PHYLLANTHUS AMARUS EXTRACT PF 36(6) Pg. 
1622 

DEFINITION/Introduction, IDENTIFICATION/A. Thin-Layer 
Chromatographic Identification Test <201>, IDENTIFICATION/B., 
COMPOSITION/Content of Lignans, CONTAMINANTS/Articles of 
Botanical Origin, General Method for Pesticide Residues Analysis 
<561>, CONTAMINANTS/Heavy Metals, Method III <231>, 
CONTAMINANTS/Microbial Enumeration Tests <2021>, 
CONTAMINANTS/Absence of Specified Microorganisms <2022>, 
SPECIFIC TESTS/Loss on Drying <731>, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/Other 
Requirements, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Phyllanthin RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Powdered 
Phyllanthus amarus Extract RS 

Anton 
Bzhelyansky 

Revision PRAZOSIN HYDROCHLORIDE PF 39(3) Pg. ONLINE IMPURITIES/Heavy Metals, Method II <231> Sujatha 
Ramakrishna 

New PROMETHAZINE HYDROCHLORIDE AND CODEINE PHOSPHATE 
ORAL SOLUTION PF 35(2) Pg. 292 

DEFINITION/Introduction, IDENTIFICATION/Introduction, 
ASSAY/Procedure, IMPURITIES/Organic Impurities/Procedure 1, 
IMPURITIES/Organic Impurities/Procedure 2, SPECIFIC TESTS, 
SPECIFIC TESTS/ pH <791>, SPECIFIC TESTS/Alcohol 
Determination (if present), Method II <611>, SPECIFIC TESTS/ 
Deliverable Volume <698>, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/ USP Reference Standards <11> 

Hillary Cai 
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New PROMETHAZINE HYDROCHLORIDE AND DEXTROMETHORPHAN 
HYDROBROMIDE ORAL SOLUTION PF 35(2) Pg. 295 

DEFINITION/Introduction, IDENTIFICATION/Introduction, 
ASSAY/Procedure, IMPURITIES/Organic Impurities/Procedure 1, 
IMPURITIES/Organic Impurities/Procedure 2, SPECIFIC TESTS, 
SPECIFIC TESTS/ pH <791>, SPECIFIC TESTS/Alcohol 
Determination (if present), Method II <611>, SPECIFIC TESTS/ 
Deliverable Volume <698>, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11> 

Hillary Cai 

Revision WARFARIN SODIUM PF 39(2) Pg. ONLINE IMPURITIES/Organic Impurities Feiwen Mao 
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