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Revisions to USP33-NF28 2S
Published June 2010

General Chapters  

Monograph Title Monograph Section Scientific Liaison

ACITRETIN PF 35(5) Pg. 1102 ASSAY/Procedure, IMPURITIES/Inorganic
Impurities/Heavy Metals, Method I II <231>

Feiwen Mao

AMYLENE HYDRATE PF 35(4)
Pg. 903

IDENTIFICATION/Identification Tests-
General, Acetate <191>,
IDENTIFICATION/B. Procedure,
IDENTIFICATION/ C. Procedure

Robert Lafaver

ANDROGRAPHIS PF 35(5) Pg.
1183

Title, DEFINITION/Introduction,
IDENTIFICATION/A. Thin-Layer
Chromatographic Identification Test <201>,
IDENTIFICATION/B.,
COMPOSITION/Content of Diterpene
Lactones, IMPURITIES/Inorganic
Impurities/Articles of Botanical Origin,
Acid-Insoluble Ash <561>,
IMPURITIES/Inorganic Impurities/Heavy
Metals, Method II <231>,
IMPURITIES/Organic Impurities/Procedure
1: Articles of Botanical Origin, Foreign
Organic Matter <561>,
IMPURITIES/Organic Impurities/Procedure
2: Articles of Botanical Origin, General
Method for Pesticide Residues Analysis
<561>, SPECIFIC TESTS/Botanic
Characteristics, SPECIFIC TESTS/Loss on
Drying <731>, SPECIFIC TESTS/Articles of
Botanical Origin, Total Ash <561>,
SPECIFIC TESTS/Articles of Botanical
Origin, Alcohol-Soluble Extractives, Method
2 <561>, SPECIFIC TESTS/Microbial
Enumeration Tests-Nutritional and Dietary
Supplements <2021>, SPECIFIC
TESTS/Absence of Specified
Microorganisms-Nutritional and Dietary
Supplements <2022>, ADDITIONAL
REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/Labeling,
ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>

Maged Sharaf

POWDERED ANDROGRAPHIS
EXTRACT PF 35(5) Pg. 1186

Title, DEFINITION/Introduction,
IDENTIFICATION/A. Thin-Layer
Chromatographic Identification Test <201>,

Maged Sharaf
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IDENTIFICATION/B.,
COMPOSITION/Content of Diterpene
Lactones, IMPURITIES/Inorganic
Impurities/Heavy Metals, Method II <231>,
IMPURITIES/Organic Impurities/Articles of
Botanical Origin, General Method for
Pesticide Residues Analysis <561>,
SPECIFIC TESTS/Loss on Drying <731>,
SPECIFIC TESTS/Microbial Enumeration
Tests-Nutritional and Dietary Supplements
<2021>, SPECIFIC TESTS/Microbiological
Procedures for Absence of Specified
Microorganisms <2022>, ADDITIONAL
REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/Labeling,
ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>

POWDERED ANDROGRAPHIS
PF 35(5) Pg. 1184

Title, DEFINITION/Introduction,
IDENTIFICATION/A. Thin-Layer
Chromatographic Identification Test <201>,
IDENTIFICATION/B.,
COMPOSITION/Content of Diterpene
Lactones, IMPURITIES/Inorganic
Impurities/Articles of Botanical Origin,
Acid-Insoluble Ash <561>,
IMPURITIES/Inorganic Impurities/Heavy
Metals, Method II < 231>,
IMPURITIES/Organic Impurities/Procedure:
Articles of Botanical Origin, General Method
for Pesticide Residues Analysis <561>,
SPECIFIC TESTS/Botanic Characteristics,
SPECIFIC TESTS/Loss on Drying <731>,
SPECIFIC TESTS/Articles of Botanical
Origin, Total Ash <561>, SPECIFIC
TESTS/Articles of Botanical Origin,
Alcohol-Soluble Extractives, Method 2
<561>, SPECIFIC TESTS/Microbial
Enumeration Tests-Nutritional and Dietary
Supplements <2021>, SPECIFIC
TESTS/Absence of Specified
Microorganisms-Nutritional and Dietary
Supplements <2022>, ADDITIONAL
REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/Labeling,
ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>

Maged Sharaf

ASHWAGANDHA ROOT PF
35(4) Pg. 885

Title, DEFINITION/Introduction,
IDENTIFICATION/A. Thin-Layer
Chromatographic Identification Test <201>,
IDENTIFICATION/B.,
COMPOSITION/Content of Withanolides,
IMPURITIES/Inorganic Impurities/Articles

Maged Sharaf
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of Botanical Origin, Acid-Insoluble Ash
<561>, IMPURITIES/Inorganic
Impurities/Heavy Metals, Method II <231>,
IMPURITIES/Organic Impurities/Procedure
1: Articles of Botanical Origin, Foreign
Organic Matter <561>,
IMPURITIES/Organic Impurities/Procedure
2: Articles of Botanical Origin, General
Method for Pesticide Residues Analysis
<561>, SPECIFIC TESTS/Botanic
Characteristics, SPECIFIC TESTS/Loss on
Drying <731>, SPECIFIC TESTS/Articles of
Botanical Origin, Total Ash <561>,
SPECIFIC TESTS/Articles of Botanical
Origin, Alcohol-Soluble Extractives, Method
2 <561>, SPECIFIC TESTS/Microbial
Enumeration Tests <2021>, SPECIFIC
TESTS/Absence of Specified
Microorganisms <2022>, SPECIFIC
TESTS/Articles of Botanical Origin,
Aflatoxins <561>, ADDITIONAL
REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/Labeling,
ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>

AZTREONAM PF 35(5) Pg. 1103 DEFINITION/Introduction,
ASSAY/Procedure, IMPURITIES/Organic
impurities, SPECIFIC TESTS/Limit of
Alcohol, ADDITIONAL
REQUIREMENTS/USP Reference Standards
<11>

Ahalya Wise

SOLUBLE BACITRACIN
METHYLENE DISALICYLATE
PF 35(5) Pg. 1105

{Title} Methylenedisalicylate,
DEFINITION/Introduction

Elena Gonikberg

BACITRACIN METHYLENE
DISALICYLATE SOLUBLE
POWDER PF 35(5) Pg. 1106

{Title} Bacitracin Methylenedisalicylate
Soluble Powder, DEFINITION/Introduction

Elena Gonikberg

BALSALAZIDE DISODIUM PF
35(4) Pg. 830

Title, Chemical Info/Chemical Structure,
Chemical
Info/C17H13N3Na2O6&middot;2H2O,
Chemical Info/437.31, Chemical
Info/Benzoic acid, 5-[[4-[[(2-
carboxyethyl)amino]carbonyl]phenyl]azo]-2-
hydroxy-, disodium salt, dihydrate, (E)-;,
Chemical Info/(E)-5-[[p-[(2-
Carboxyethyl)carbamoyl]phenyl]azo]salicylic
acid, disodium salt, dihydrate, Chemical
Info/CAS, DEFINITION/Introduction,
IDENTIFICATION/A. Infrared Absorption
<197K>, IDENTIFICATION/B. Ultraviolet
Absorption <197U>, IDENTIFICATION/C.

Elena Gonikberg
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Identification Tests-General, Sodium <191>,
ASSAY/Procedure, IMPURITIES/Inorganic
Impurities/Heavy Metals, Method II <231>,
IMPURITIES/Organic Impurities/Procedure
1, IMPURITIES/Organic
Impurities/Procedure 2, SPECIFIC
TESTS/Water Determination, Method Ia
<921>, ADDITIONAL
REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/Labeling,
ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>

BENDROFLUMETHIAZIDE
TABLETS PF 35(5) Pg. 1106

PERFORMANCE TESTS/Dissolution
<711>

Margareth Marques

BENZETHONIUM CHLORIDE PF
35(4) Pg. 833

IDENTIFICATION/B.,
IDENTIFICATION/C. Procedure,
IDENTIFICATION/B. Infrared Absorption
<197K>, ADDITIONAL
REQUIREMENTS/USP Reference Standards
<11>

Behnam Davani

BICALUTAMIDE PF 35(5) Pg.
1107

IMPURITIES/Organic Impurities/Procedure Feiwen Mao

BIPERIDEN HYDROCHLORIDE
TABLETS PF 35(5) Pg. 1108

PERFORMANCE TESTS/Dissolution
<711>

Margareth Marques

BOSWELLIA SERRATA PF 35(4)
Pg. 890

Title, DEFINITION/Introduction,
IDENTIFICATION/A. Thin-Layer
Chromatographic Identification Test <201>,
IDENTIFICATION/B.,
COMPOSITION/Content of Keto-
Derivatives of &beta;-Boswellic Acids,
IMPURITIES/Inorganic
Impurities/Procedure 1: Articles of Botanical
Origin, Acid-insoluble Ash <561>,
IMPURITIES/Inorganic
Impurities/Procedure 2: Heavy Metals,
Method II <231>, IMPURITIES/Organic
Impurities/Procedure 1: Articles of Botanical
Origin, Foreign Organic Matters <561>,
IMPURITIES/Organic Impurities/Procedure
2: Articles of Botanical Origin, General
Method for Pesticide Residues Analysis
<561>, SPECIFIC TESTS/Botanic
Characteristics, SPECIFIC TESTS/Loss on
Drying <731>, SPECIFIC TESTS/Articles of
Botanical Origin, Total Ash <561>,
SPECIFIC TESTS/Articles of Botanical
Origin, Alcohol-soluble Extractives, Method
2 <561>, ADDITIONAL
REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/Labeling,

Maged Sharaf
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ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>

BOSWELLIA SERRATA
EXTRACT PF 35(4) Pg. 891

Title, DEFINITION/Introduction,
IDENTIFICATION/A. Thin-Layer
Chromatographic Identification Test <201>,
IDENTIFICATION/B.,
COMPOSITION/Content of Keto-
Derivatives of &beta;-Boswellic Acids,
IMPURITIES/Inorganic Impurities/Heavy
Metals, Method II <231>,
IMPURITIES/Organic Impurities/Articles of
Botanical Origin, General Method for
Pesticide Residues Analysis <561>,
SPECIFIC TESTS/Loss on Drying <731>,
SPECIFIC TESTS/Microbial Enumeration
Tests-Nutritional and Dietary Supplements
<2021>, SPECIFIC TESTS/Absence of
Specified Microorganisms-Nutritional and
Dietary Supplements <2022>,
ADDITIONAL
REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/Labeling,
ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>

Maged Sharaf

BUPROPION HYDROCHLORIDE
EXTENDED-RELEASE
TABLETS PF 35(5) Pg. 1109

PERFORMANCE TESTS/Dissolution
<711>

Margareth Marques

Calcium Acetate PF 35(4) Pg. 990 Calcium Acetate Margareth Marques

CAPECITABINE PF 35(4) Pg. 834 ASSAY/Procedure, IMPURITIES/Organic
Impurities/Procedure

Feiwen Mao

CAPECITABINE TABLETS PF
35(4) Pg. 835

ASSAY/Procedure, IMPURITIES/Organic
Impurities/Procedure, PERFORMANCE
TESTS/Dissolution <711>

Feiwen Mao

CEFDINIR CAPSULES PF 35(5)
Pg. 1115

IMPURITIES/Organic Impurities/Procedure Ahalya Wise

CEFDINIR FOR ORAL
SUSPENSION PF 35(5) Pg. 1118

IMPURITIES/Organic Impurities/Procedure Ahalya Wise

CEFOTETAN FOR INJECTION
PF 35(5) Pg. 1122

IDENTIFICATION/A,
IDENTIFICATION/B. Identification tests-
General, Sodium <191>, SPECIFIC
TESTS/Other Requirements

Ahalya Wise

CEFUROXIME AXETIL FOR
ORAL SUSPENSION PF 35(5) Pg.
1123

SPECIFIC TESTS/pH <791> Ahalya Wise

CIPROFLOXACIN PF 35(4) Pg.
837

IDENTIFICATION/Thin-Layer
Chromatographic Identification Test

Behnam Davani
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CIPROFLOXACIN
HYDROCHLORIDE PF 35(4) Pg.
839

IDENTIFICATION/Thin-Layer
Chromatography

Behnam Davani

CIPROFLOXACIN INJECTION
PF 35(4) Pg. 840

IDENTIFICATION/A. Thin-Layer
Chromatography

Behnam Davani

CIPROFLOXACIN
OPHTHALMIC SOLUTION PF
35(4) Pg. 842

IDENTIFICATION/A. Thin-Layer
Chromatography

Behnam Davani

CIPROFLOXACIN TABLETS PF
35(4) Pg. 843

IDENTIFICATION/A.,
IDENTIFICATION/B. Thin-Layer
Chromatography

Behnam Davani

CITALOPRAM TABLETS PF
35(4) Pg. 844

IDENTIFICATION/A. Infrared Absorption
<197K>, PERFORMANCE
TESTS/Uniformity of Dosage Units <905>,
IMPURITIES/Organic Impurities/Procedure

Ravi Ravichandran

CLARITHROMYCIN TABLETS
PF 35(5) Pg. 1124

PERFORMANCE TESTS/Dissolution
<711>

Margareth Marques

CLENBUTEROL
HYDROCHLORIDE PF 35(5) Pg.
1125

Title, Chemical Info/Chemical Structure,
Chemical
Info/C12H18Cl2N2O&middot;HCl,
Chemical Info/313.65, Chemical
Info/Ethanol, 1-(4-amino-3,5-
dichlorophenyl)-2-(tert-butylamino),
hydrochloride;, Chemical Info/4-Amino-
&alpha;-[(tert-butylamino)methyl]-3,5-
dichlorobenzyl alcohol, hydrochloride,
Chemical Info/CAS,
DEFINITION/Introduction,
IDENTIFICATION/A. Infrared Absorption
<197K>, IDENTIFICATION/B.
Identification Tests-General, Chloride
<191>, ASSAY/Procedure,
IMPURITIES/Inorganic Impurities/Residue
on Ignition <281>, IMPURITIES/Inorganic
Impurities/Heavy Metals, Method II <231>,
IMPURITIES/Organic Impurities/Procedure,
SPECIFIC TESTS/Optical Rotation, Specific
Rotation <781S>, SPECIFIC TESTS/pH
<791>, SPECIFIC TESTS/Water
Determination, Method I <921>,
ADDITIONAL
REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/Labeling,
ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>

Elena Gonikberg

CLOBETASOL PROPIONATE PF
35(5) Pg. 1125

IMPURITIES/Inorganic Impurities/Residue
on Ignition <281>, IMPURITIES/Inorganic
Impurities/Heavy Metals, Method II <231>

Domenick Vicchio
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Cobalt Chloride PF 35(5) Pg. 1339 Cobalt Chloride Margareth Marques

CYCLOPHOSPHAMIDE PF 35(5)
Pg. 1126

IDENTIFICATION/B., ASSAY/Procedure,
IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Limit of Chloride, SPECIFIC
TESTS/Limit of Phosphate, SPECIFIC
TESTS/Bacterial Endotoxins Test <85>,
SPECIFIC TESTS/Sterility Tests <71>,
ADDITIONAL REQUIREMENTS/Labeling,
ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>

Feiwen Mao

General Chapters  
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