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Category Monograph Title Monograph Section Scientific 

Liaison 

New 
<5> INHALATION AND NASAL DRUG PRODUCTS 
GENERAL INFORMATION AND PRODUCT QUALITY TESTS 
PF 37(4) Pg. ONLINE 

I. INTRODUCTION, II. PRODUCT QUALITY TESTS FOR 
INHALATION DRUG PRODUCTS, III. PRODUCT QUALITY 
TESTS FOR NASAL DRUG PRODUCTS, IV. DESCRIPTION OF 
PRODUCT QUALITY TESTS, I. INTRODUCTION, II. 
PRODUCTGENERAL QUALITY TESTS FOR INHALATION 
DRUG PRODUCTS, III. PRODUCTGENERAL QUALITY TESTS 
FOR NASAL DRUG PRODUCTS 

Kahkashan 
Zaidi 

New 
<121.1> PHYSICO-CHEMICAL ANALYTICAL PROCEDURES 
FOR INSULINS PF 39(3) Pg. ONLINE 

INTRODUCTION/Introduction, INTRODUCTION/PEPTIDE 
MAPPING, INTRODUCTION/LIMIT OF HIGH MOLECULAR 
WEIGHT PROTEINS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP High Molecular Weight 
Insulin Human RS 

Mary 
Crivellone 

Revision 
<123> GLUCAGON BIOIDENTITY TESTS PF 39(3) Pg. 
ONLINE 

ASSAY/Primary Liver Cell Assay Maura 
Kibbey 

Revision 
<345> ASSAY FOR CITRIC ACID/CITRATE AND 
PHOSPHATE PF 39(2) Pg. ONLINE INTRODUCTION/Introduction, ASSAY/Procedure Kahkashan 

Zaidi 

Revision <551> ALPHA TOCOPHEROL ASSAY PF 39(3) Pg. ONLINE 

{Title} VITAMIN E ASSAY, INTRODUCTION/Introduction, 
INTRODUCTION/Hydrogenator&mdash;, ASSAY/Procedure-, 
ASSAY/Procedure 1, ASSAY/Procedure 2, ASSAY/Procedure 
3, ASSAY/Procedure 4, ASSAY/Procedure 5, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11> 

Huy Dinh 

Revision 
<601> AEROSOLS, METERED-DOSE INHALERS, AND DRY 
POWDER INHALERS PF 37(4) Pg. ONLINE 

Introduction, PROPELLANTS, AEROSOLS, TOPICAL 
AEROSOLS, NASAL SPRAYS, METERED-DOSE INHALERS 
AND DRY POWDER INHALERS, TABLE OF CONTENTS, 
INTRODUCTION, A. DELIVERED DOSE UNIFORMITY, B. 
DROPLET/PARTICLE SIZE DISTRIBUTION&mdash;NASAL 
AEROSOLS, SPRAYS, AND POWDERS, C. AERODYNAMIC 
SIZE DISTRIBUTION&mdash;INHALATION AEROSOLS, 
SPRAYS, AND POWDERS, D. DATA ANALYSIS, A. 
DELIVERED-DOSE UNIFORMITY 

Kahkashan 
Zaidi 

New <602> PROPELLANTS PF 39(1) Pg. ONLINE 

Introduction, GENERAL SAMPLING PROCEDURE, 
APPROXIMATE BOILING TEMPERATURE, HIGH-BOILING 
RESIDUES, METHOD I, HIGH-BOILING RESIDUES, METHOD 
II, WATER CONTENT, OTHER DETERMINATIONS 

Kahkashan 
Zaidi 



New <603> TOPICAL AEROSOLS PF 39(1) Pg. ONLINE 

INTRODUCTION, DELIVERY RATE AND DELIVERED 
AMOUNT, PRESSURE TEST, MINIMUM FILL, LEAKAGE TEST, 
NUMBER OF DISCHARGES PER CONTAINER, DELIVERED-
DOSE UNIFORMITY 

Kahkashan 
Zaidi 

New <604> LEAK RATE PF 39(1) Pg. ONLINE Introduction Kahkashan 
Zaidi 

Revision <621> CHROMATOGRAPHY PF 38(2) Pg. ONLINE GENERAL PROCEDURES, SYSTEM SUITABILITY Horacio 
Pappa 

Omission <726> ELECTROPHORESIS PF 39(3) Pg. ONLINE Entire document Maura 
Kibbey 

New 
<787> SUBVISIBLE PARTICULATE MATTER IN 
THERAPEUTIC PROTEIN INJECTIONS PF 39(2) Pg. 
ONLINE 

Introduction, LIGHT OBSCURATION PARTICLE COUNT TEST, 
MICROSCOPIC PARTICLE COUNT TEST 

Desmond 
Hunt 

New 
<790> VISIBLE PARTICULATES IN INJECTIONS PF 38(6) 
Pg. ONLINE 

Introduction Desmond 
Hunt 

New 
<1044>CRYOPRESERVATION OF CELLS PF 39(2) Pg. 
ONLINE 

INTRODUCTION, PRINCIPLES OF CRYOPRESERVATION, 
CRYOPRESERVATION OF HUMAN CELL THERAPY 
PRODUCTS, HEMATOPOIETIC STEM CELLS, MESENCHYMAL 
STEM CELLS, LYMPHOID CELLS, PRESERVATION OF HUMAN 
PLURIPOTENT STEM CELL LINES, CELL SUBSTRATES USED 
IN PRODUCTION AND CHARACTERIZATION OF 
BIOTECHNOLOGY-DERIVED AND BIOLOGIC THERAPEUTIC 
PRODUCTS, APPENDIX 

Maura 
Kibbey 

Revision 
<1094> CAPSULES - DISSOLUTION TESTING AND 
RELATED QUALITY ATTRIBUTES PF 39(3) 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, 1. INTRODUCTION, 6. 
CRITICAL QUALITY ATTRIBUTES 

Margareth 
Marques 

New 
<1229.10> RADIATION STERILIZATION PF 39(2) Pg. 
ONLINE 

INTRODUCTION, GAMMA STERILIZATION, X-RAY 
STERILIZATION, E-BEAM STERILIZATION, VALIDATION OF 
RADIATION STERILIZATION, REFERENCES 

Radhakrishna 
Tirumalai 

New 
<1229.4> STERILIZING FILTRATION OF LIQUIDS PF 
39(2) Pg. ONLINE 

INTRODUCTION, FACTORS THAT AFFECT RETENTION, PRE-
FILTRATION BIOBURDEN CONTROL, RESPONSIBILITIES, 
TROUBLESHOOTING, REFERENCES 

Radhakrishna 
Tirumalai 

New 
<1229.7> GASEOUS STERILIZATION PF 39(3) Pg. 
ONLINE 

INTRODUCTION, ETHYLENE OXIDE, OZONE, CHLORINE 
DIOXIDE, VALIDATION OF GAS STERILIZATION, ROUTINE 
PROCESS CONTROL, REFERENCES 

Radhakrishna 
Tirumalai 



New 
<1229.8> DRY HEAT STERILIZATION PF 39(3) Pg. 
ONLINE 

Introduction, STERILIZATION CYCLE CONTROL, 
VALIDATION OF DRY HEAT STERILIZATION, ROUTINE 
PROCESS CONTROL, REFERENCE 

Radhakrishna 
Tirumalai 

New 
<1285.1>HEMATOXYLIN AND EOSIN STAINING OF 
SECTIONED TISSUE FOR MICROSCOPIC EXAMINATION PF 
39(3) Pg. ONLINE 

INTRODUCTION, BASIC PRINCIPLES, 
PROCEDURES&mdash;POINTS TO CONSIDER, SYSTEM 
SUITABILITY, QUANTITATION, EXAMPLE PROTOCOL, 
CONCLUSIONS 

Maura 
Kibbey 

New 
<1285>PREPARATION OF BIOLOGICAL SPECIMENS FOR 
HISTOLOGIC AND IMMUNOHISTOCHEMICAL ANALYSIS PF 
39(3) Pg. ONLINE 

INTRODUCTION, BASIC PRINCIPLES, 
PROCEDURES&mdash;POINTS TO CONSIDER, METHOD 
DEVELOPMENT AND VALIDATION: POINTS TO CONSIDER, 
CONCLUSIONS 

Maura 
Kibbey 

Revision 
<2040> DISINTEGRATION AND DISSOLUTION OF 
DIETARY SUPPLEMENTS PF 39(3) Pg. ONLINE 

DISINTEGRATION Natalia 
Davydova 

New 2,2,2-TRICHLOROETHANOL PF 39(3) Pg. ONLINE Reagent Specification Shankari 
Shivaprasad 

New 
ALBUTEROL EXTENDED-RELEASE TABLETS PF 38(4) Pg. 
ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A., 
IDENTIFICATION/B. Ultraviolet Absorption <197U>, 
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution 
<711>, PERFORMANCE TESTS/Uniformity of Dosage Units 
<905>, IMPURITIES/Organic Impurities, Procedure 1, 
IMPURITIES/Organic Impurities, Procedure 2, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards<11>/USP 
Albuterol Sulfate RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards<11>/USP Albuterol Related 
Compound B RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards<11>/USP Albuterol Related 
Compound E RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards<11>/USP Levalbuterol Related 
Compound C RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards<11>/USP Levalbuterol Related 
Compound D RS 

Domenick 
Vicchio 

Revision ALCOHOL Stage 6 Harmonization Entire Document Jenny Liu 

Revision DEHYDRATED ALCOHOL Stage 6 Harmonization Entire Document Jenny Liu 

Revision APOMORPHINE HYDROCHLORIDE PF 39(2) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/B. Procedure, 
IDENTIFICATION/C. Procedure, IDENTIFICATION/D. 
Procedure, IDENTIFICATION/B. Identification 
Tests&mdash;General, Chloride <191>, ASSAY/Procedure, 

Elena 
Gonikberg 



IMPURITIES/Ordinary Impurities <466>, 
IMPURITIES/Decomposition Products, IMPURITIES/Organic 
Impurities, SPECIFIC TESTS/Optical Rotation, Specific 
Rotation <781S>, SPECIFIC TESTS/Loss on Drying <731> 

Revision ARIPIPRAZOLE PF 39(2) Pg. ONLINE ASSAY/Procedure, IMPURITIES/Organic Impurities Heather 
Joyce 

Revision ATOVAQUONE PF 39(3) Pg. ONLINE IMPURITIES/Residual Solvents Shankari 
Shivaprasad 

Revision ATROPINE SULFATE PF 39(2) Pg. ONLINE ASSAY/Procedure Heather 
Joyce 

New 
AZTEC MARIGOLD ZEAXANTHIN EXTRACT PF 39(3) Pg. 
ONLINE 

Chemical Info/Chemical Structure, Chemical 
Info/C40H56O2, Chemical Info/568.87, Chemical Info/(all-
E)-1,1\'-(3,7,12,16-Tetramethyl-1,3,5,7,9,11,13,15,17-
octadecanonaene-1,18-diyl)bis[2,6,6-trimethylcyclohexene-
3-ol];, Chemical Info/3R,3&prime;R-&beta;,&beta;-
Carotene-3,3&prime;-diol, Chemical Info/CAS, 
DEFINITION/Introduction, IDENTIFICATION/A., 
IDENTIFICATION/B., IDENTIFICATION/C., 
COMPOSITION/Content of Total Carotenoids, 
COMPOSITION/Content of Zeaxanthin, 
COMPOSITION/Lutein and Other Related Compounds, 
COMPOSITION/Stereoisomeric Composition, 
IMPURITIES/Heavy Metals, Method II <231>, 
IMPURITIES/Residue on Ignition <281>, SPECIFIC 
TESTS/Loss on Drying <731>, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Aztec 
Marigold Zeaxanthin Extract RS 

Huy Dinh 

Revision AZTREONAM INJECTION PF 39(3) Pg. ONLINE 

ASSAY/Procedure, SPECIFIC TESTS/Pyrogen Test <151>, 
SPECIFIC TESTS/Bacterial Endotoxins Test <85>, 
ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Endotoxin RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Open 
Ring Aztreonam RS 

Ahalya Wise 

Revision AZTREONAM FOR INJECTION PF 39(3) Pg. ONLINE 
ASSAY/Procedure, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Open Ring Aztreonam RS 

Ahalya Wise 

Revision 
BENZALKONIUM CHLORIDE SOLUTION PF 39(2) Pg. 
ONLINE 

OTHER COMPONENTS/Alcohol Content (if added), 
ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Alcohol Determination&ndash;Alcohol RS 

Hong Wang 



New BENZYLPARABEN PF 39(3) Pg. ONLINE Reagent Specification Shankari 
Shivaprasad 

Revision 
BISACODYL DELAYED-RELEASE TABLETS PF 39(3) Pg. 
ONLINE 

DEFINITION/Introduction, ADDITIONAL 
REQUIREMENTS/Labeling 

Elena 
Gonikberg 

New BOLDINE PF 39(2) Pg. ONLINE Reagent Specification, Boldine Elena 
Gonikberg 

Revision 
BUTORPHANOL TARTRATE NASAL SOLUTION PF 39(3) Pg. 
ONLINE 

{Title} Spray, IDENTIFICATION/B. Thin-Layer 
Chromatographic Identification Test <201>, 
ASSAY/Procedure, DEFINITION/Introduction, 
IMPURITIES/Organic Impurities 

Hillary Cai 

New 
CALCIUM L-5-METHYLTETRAHYDROFOLATE CAPSULES PF 
39(3) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A. HPLC, 
STRENGTH/Procedure, IMPURITIES/Enantiomeric Purity, 
PERFORMANCE TESTS/Disintegration and Dissolution 
<2040>, PERFORMANCE TESTS/Weight Variation <2091>, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Calcium d,l-5-Methyltetrahydrofolate RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Folic Acid RS 

Natalia 
Davydova 

New 
CALCIUM L-5-METHYLTETRAHYDROFOLATE TABLETS PF 
39(3) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A. HPLC, 
STRENGTH/Procedure, IMPURITIES/Enantiomeric Purity, 
PERFORMANCE TESTS/Disintegration and Dissolution 
<2040>, PERFORMANCE TESTS/Weight Variation <2091>, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Calcium d,l-5-Methyltetrahydrofolate RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Folic Acid RS 

Natalia 
Davydova 

Revision CALCIUM GLUCONATE PF 39(2) Pg. ONLINE 

IDENTIFICATION/B. Thin-Layer Chromatography, 
IDENTIFICATION/B. Infrared Absorption <197K>, 
ASSAY/Procedure, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Calcium Gluconate 
Anhydrous RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Calcium Gluconate 
Monohydrate RS 

Huy Dinh 

Revision CALCIUM STEARATE PF 39(3) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/B., 
ASSAY/Procedure, ASSAY/Content of Stearic Acid and 
Palmitic Acid, SPECIFIC TESTS/Loss on Drying <731>, 
ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL 

Galina 
Holloway 



REQUIREMENTS/USP Reference Standards <11> 

Revision CEFADROXIL PF 39(2) Pg. ONLINE 

IDENTIFICATION/Thin-Layer Chromatography, 
ASSAY/Procedure, IMPURITIES/Organic Impurities, 
ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Cefadroxil Related Compound D RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Cefadroxil Related Compound I RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Cefadroxil System Suitability Mixture RS 

Ahalya Wise 

Revision CEFADROXIL CAPSULES PF 39(2) Pg. ONLINE 

IDENTIFICATION/Thin-Layer Chromatography, 
IDENTIFICATION/A., ASSAY/Procedure, 
IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Cefadroxil Related Compound D RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Cefadroxil Related Compound I RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Cefadroxil System Suitability Mixture RS 

Ahalya Wise 

Revision CEFTRIAXONE SODIUM PF 39(3) Pg. ONLINE 
ASSAY/Procedure, IMPURITIES/Organic impurities, 
ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Ceftriaxone Sodium E-Isomer RS 

Ahalya Wise 

Revision CEFTRIAXONE FOR INJECTION PF 39(3) Pg. ONLINE 

IDENTIFICATION/A. Infrared Absorption&mdash;General 
<197K>, IDENTIFICATION/B., ASSAY/Procedure, 
IMPURITIES/Organic impurities, SPECIFIC TESTS/Other 
Requirements, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Ceftriaxone Sodium E-
Isomer 

Ahalya Wise 

Revision CELLULOSE ACETATE Stage 6 Harmonization Entire Document Jenny Liu 

Revision CHLOROQUINE PHOSPHATE PF 39(3) Pg. ONLINE 

ASSAY/Procedure, IMPURITIES/Organic Impurities, 
ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Chloroquine Related Compound A RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Chloroquine Related Compound D RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Chloroquine Related Compound E RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Chloroquine Related Compound G RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Phenol RS 

Shankari 
Shivaprasad 



Revision CHLORPHENIRAMINE MALEATE PF 38(6) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Organic impurities, 
SPECIFIC TESTS/Melting Range or Temperature, Melting 
Range <741>, SPECIFIC TESTS/Optical Rotation, Specific 
Rotation <781>, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Chlorpheniramine Related 
Compound B RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Chlorpheniramine Related 
Compound C RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Pheniramine Maleate RS 

Domenick 
Vicchio 

Revision CHONDROITIN SULFATE SODIUM PF 38(6) Pg. ONLINE 

IDENTIFICATION/C. Disaccharide Composition, 
IDENTIFICATION/D. Specific Rotation, 
IMPURITIES/Electrophoretic Purity, SPECIFIC 
TESTS/Specific Dissaccharides 

Huy Dinh 

New CLADRIBINE INJECTION PF 39(2) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A. Ultraviolet 
Absorption <197U>, IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Organic Impurities, 
SPECIFIC TESTS/Bacterial Endotoxins Test <85>, SPECIFIC 
TESTS/Sterility Tests <71>, SPECIFIC TESTS/pH <791>, 
SPECIFIC TESTS/Osmolality and Osmolarity, Osmolality 
<785>, SPECIFIC TESTS/Particulate Matter in Injections 
<788>, SPECIFIC TESTS/Other Requirements, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/Labeling, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Cladribine RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Cladribine Related Compound A RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Endotoxin RS 

Feiwen Mao 

Revision CLINDAMYCIN PHOSPHATE PF 39(2) Pg. ONLINE 

Chemical Info/Chemical Structure, IDENTIFICATION/A. 
Infrared Absorption <197M><197K>, IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Organic Impurities, 
ADDITIONAL REQUIREMENTS/Packaging and Storage 

Ahalya Wise 

Omission 
CORTICOTROPIN ZINC HYDROXIDE INJECTABLE 
SUSPENSION PF 39(3) Pg. ONLINE 

Entire document Maura 
Kibbey 

Revision DESCRIPTION AND SOLUBILITY PF 39(2) Pg. ONLINE Sertraline Hydrochloride, Methylpyrrolidone, Omeprazole Ravi 
Ravichandran 

Revision DEXBROMPHENIRAMINE MALEATE PF 38(6) Pg. ONLINE 
DEFINITION/Introduction, IDENTIFICATION/Ultraviolet 
Absorption <197U>, ASSAY/Procedure, 

Domenick 
Vicchio 



IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Chlorpheniramine Maleate RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Chlorpheniramine Related Compound B RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Pheniramine Maleate RS 

Revision DEXCHLORPHENIRAMINE MALEATE PF 38(6) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/Ultraviolet 
Absorption <197U>, ASSAY/Procedure, 
IMPURITIES/Organic Impurities, IMPURITIES/Enantiomeric 
Purity, SPECIFIC TESTS/Melting Range or Temperature 
<741>, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Chlorpheniramine Maleate RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Chlorpheniramine Related Compound B RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Chlorpheniramine Related Compound C RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Pheniramine Maleate RS 

Domenick 
Vicchio 

Revision DIMENHYDRINATE PF 39(2) Pg. ONLINE 

IMPURITIES/Bromide and Iodide, IMPURITIES/Chloride, 
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Melting 
Range or Temperature <741>, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Dimenhydrinate Related Compound E, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Diphenhydramine Hydrochloride, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Diphenhydramine Related Compound A, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Theophylline RS 

Elena 
Gonikberg 

Revision DIOXYBENZONE PF 38(6) Pg. ONLINE IDENTIFICATION/Ultraviolet Absorption <197U>, 
ASSAY/Procedure 

Feiwen Mao 

Revision DIPYRIDAMOLE PF 39(2) Pg. ONLINE 
IDENTIFICATION/B., ASSAY/Procedure, SPECIFIC 
TESTS/Melting Range or Temperature <741> 

Sujatha 
Ramakrishna 

New EFAVIRENZ TABLETS PF 39(2) 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 

Shankari 
Shivaprasad 



REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Efavirenz RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Efavirenz Related Compound B RS 

Revision 
ERYTHROMYCIN DELAYED-RELEASE TABLETS PF 39(3) 
Pg. ONLINE 

PERFORMANCE TESTS/Dissolution <711>, ADDITIONAL 
REQUIREMENTS/Labeling 

Ahalya Wise 

Revision ESTAZOLAM PF 39(2) Pg. ONLINE IMPURITIES/Organic Impurities Heather 
Joyce 

Revision 
FISH OIL CONTAINING OMEGA-3 ACIDS PF 39(3) Pg. 
ONLINE 

IDENTIFICATION/A., COMPOSITION/Content of EPA and 
DHA, COMPOSITION/Content of Total Omega-3 Acids 

Huy Dinh 

Revision FLUOROURACIL PF 39(3) Pg. ONLINE 

IDENTIFICATION/B. Ultraviolet Absorption <197U>, 
IDENTIFICATION/Procedure, ASSAY/Procedure, OTHER 
COMPONENTS/Content of Fluorine, IMPURITIES/Organic 
Impurities, IMPURITIES/Limits of Fluorouracil Related 
Compound F and Urea, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Fluorouracil Related 
Compound A RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Fluorouracil Related 
Compound B RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Fluorouracil Related 
Compound E RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Fluorouracil Related 
Compound F RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Uracil RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Urea 
RS 

Feiwen Mao 

Revision FLUOROURACIL CREAM PF 39(3) Pg. ONLINE 

IDENTIFICATION/A. Thin-Layer Chromatography, 
IDENTIFICATION/A. Infrared Absorption <197M>, 
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Limit 
of Urea, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Urea RS 

Feiwen Mao 

Revision FLUOROURACIL INJECTION PF 39(3) Pg. ONLINE DEFINITION/Introduction, IDENTIFICATION/C. Procedure, 
ASSAY/Procedure 

Feiwen Mao 

Revision FLUOROURACIL TOPICAL SOLUTION PF 39(3) Pg. ONLINE 
IDENTIFICATION/Thin-Layer Chromatography, 
IDENTIFICATION/B., ASSAY/Procedure 

Feiwen Mao 

Revision INSULIN ASPART PF 39(3) Pg. ONLINE 
IDENTIFICATION/B. Peptide Mapping, ASSAY/Procedure, 
IMPURITIES/Residue on Ignition <281>, 
IMPURITIES/Procedure 1, IMPURITIES/Procedure 2, 

Edith Chang 



SPECIFIC TESTS/Loss on Drying <731>, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Insulin Aspart RS 

Revision INSULIN ASPART INJECTION PF 39(3) Pg. ONLINE 

{Title}, DEFINITION/Introduction, ASSAY/Procedure, 
IMPURITIES/Procedure 1, IMPURITIES/Procedure 2, 
SPECIFIC TESTS/Bacterial Endotoxins Test <85>, 
ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Insulin Aspart RS 

Edith Chang 

New KETOPROFEN CAPSULES PF 39(3) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A. Infrared 
Absorption <197K>, IDENTIFICATION/B., 
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution 
<711>, IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Ketoprofen RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Ketoprofen Related 
Compound A RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Ketoprofen Related 
Compound C RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Ketoprofen Related 
Compound D RS 

Hillary Cai 

New L79 PF 39(3) Pg. ONLINE Reagent Specification, L79 Margareth 
Marques 

New L80 PF 39(3) Pg. ONLINE Reagent Specification, L80 Margareth 
Marques 

Revision LECITHIN PF 38(6) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A., 
IDENTIFICATION/A. Thin-Layer Chromatography <201>, 
IDENTIFICATION/B. Paper Chromatography, 
ASSAY/Content of Acetone-Insoluble Matter, 
ASSAY/Content of Phospholipids, IMPURITIES/Hexane-
Insoluble Matter, SPECIFIC TESTS/Content of Acetone-
Insoluble Matter, SPECIFIC TESTS/Fats and Fixed Oils, Acid 
Value <401>, SPECIFIC TESTS/Peroxide Value, SPECIFIC 
TESTS/Microbial Enumeration Tests <61> and Tests for 
Specified Microorganisms <62>, SPECIFIC TESTS/Water 
Determination, Method I <921>, ADDITIONAL 
REQUIREMENTS/Labeling, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Lysophosphatidylcholine (Soy) RS, ADDITIONAL 

Hong Wang 



REQUIREMENTS/USP Reference Standards <11>/USP 
Phophatidic Acid (Soy) Monosodium RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Phosphatidylcholine (Soy) RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Phosphatidylethanolamine (Soy) RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Phosphatidylinositol (Soy) Sodium RS 

Revision LEVETIRACETAM TABLETS PF 39(2) Pg. ONLINE IDENTIFICATION/A. Infrared Absorption <197K>, <197A>, 
IMPURITIES/Organic Impurities 

Ravi 
Ravichandran 

Revision LITHIUM CARBONATE CAPSULES PF 39(3) Pg. ONLINE 
IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE 
TESTS/Dissolution <711>, ADDITIONAL 
REQUIREMENTS/Packaging and Storage 

Ravi 
Ravichandran 

Revision LITHIUM CARBONATE TABLETS PF 39(3) Pg. ONLINE 
IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE 
TESTS/Dissolution <711>, ADDITIONAL 
REQUIREMENTS/Packaging and Storage 

Ravi 
Ravichandran 

Revision 
LITHIUM CARBONATE EXTENDED-RELEASE TABLETS PF 
39(3) Pg. ONLINE 

IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE 
TESTS/Dissolution <711>, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/Labeling 

Ravi 
Ravichandran 

Revision 
MAGNESIUM CARBONATE AND CITRIC ACID FOR ORAL 
SOLUTION PF 39(3) Pg. ONLINE 

IDENTIFICATION/A. Identification Tests&mdash;General, 
Magnesium <191>, IDENTIFICATION/B., OTHER 
COMPONENTS/Content of Anhydrous Citric Acid, SPECIFIC 
TESTS/Other Requirements 

Morgan 
Puderbaugh 

Revision 
MAGNESIUM CARBONATE,CITRIC ACID, AND POTASSIUM 
CITRATE FOR ORAL SOLUTION PF 39(3) Pg. ONLINE 

IDENTIFICATION/A. Identification Tests&mdash;General, 
Magnesium <191>, IDENTIFICATION/B., ASSAY/Procedure, 
SPECIFIC TESTS/Other Requirements 

Morgan 
Puderbaugh 

Revision 
MAGNESIUM CITRATE FOR ORAL SOLUTION PF 39(3) Pg. 
ONLINE 

IDENTIFICATION/A. Identification Tests&mdash;General, 
Magnesium <191>, IDENTIFICATION/B., OTHER 
COMPONENTS/Content of Anhydrous Citric Acid, SPECIFIC 
TESTS/Other Requirements 

Morgan 
Puderbaugh 

New M-CRESOL PF 39(3) Pg. ONLINE Reagent Specification Shankari 
Shivaprasad 

New MEDIUM-CHAIN TRIGLYCERIDES PF 39(3) Pg. ONLINE Reagent Specification, Medium-Chain Triglycerides Margareth 
Marques 

Revision MERADIMATE PF 39(3) Pg. ONLINE 
Chemical Info/Menthyl-O-aminobenzoateCyclohexanol, 5-
methyl-2-(1-methylethyl)-, 2-aminobenzoate;, 

Feiwen Mao 



IDENTIFICATION/B. Ultraviolet Absorption <197U>, 
IDENTIFICATION/C., ASSAY/Procedure, 
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Acidity 

Revision METHSUXIMIDE PF 39(3) Pg. ONLINE 

IDENTIFICATION/Ultraviolet Absorption <197U>, 
ASSAY/Procedure, SPECIFIC TESTS/Melting Range or 
Temperature , Class I <741>, SPECIFIC TESTS/Limit of 
Cyanide 

Ravi 
Ravichandran 

Revision METHYSERGIDE MALEATE TABLETS PF 39(3) Pg. ONLINE 
IDENTIFICATION/A., ASSAY/Procedure, PERFORMANCE 
TESTS/Dissolution <711>, ADDITIONAL 
REQUIREMENTS/Packaging and Storage 

Ravi 
Ravichandran 

Revision METOCLOPRAMIDE INJECTION PF 39(3) Pg. ONLINE 
IDENTIFICATION/B. Procedure, IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Organic Impurities, 
ADDITIONAL REQUIREMENTS/Packaging and Storage 

Elena 
Gonikberg 

Revision METOCLOPRAMIDE ORAL SOLUTION PF 39(3) Pg. ONLINE 
IDENTIFICATION/B., ASSAY/Procedure, 
IMPURITIES/Organic impurities 

Elena 
Gonikberg 

Revision METOCLOPRAMIDE TABLETS PF 39(3) Pg. ONLINE 
IDENTIFICATION/B. Procedure, IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Organic impurities, 
ADDITIONAL REQUIREMENTS/Packaging and Storage 

Elena 
Gonikberg 

Revision NAFTIFINE HYDROCHLORIDE PF 39(3) Pg. ONLINE 
IDENTIFICATION/B., ASSAY/Procedure, SPECIFIC 
TESTS/Melting Range or Temperature <741> 

Shankari 
Shivaprasad 

New 
OLANZAPINE ORALLY DISINTEGRATING TABLETS PF 
39(3) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A. Infrared 
Absorption <197K>, 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/Labeling, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Olanzapine RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Olanzapine Related 
Compound C RS 

Ravi 
Ravichandran 

Omission OXYTOCIN NASAL SOLUTION PF 39(3) Pg. ONLINE Entire document Anita Szajek 

Revision PADIMATE O PF 39(2) Pg. ONLINE 
DEFINITION/Introduction, IDENTIFICATION/Ultraviolet 
Absorption <197U>, ASSAY/Procedure, 
IMPURITIES/Organic Impurities 

Feiwen Mao 



Revision PERPHENAZINE PF 39(2) Pg. ONLINE 

IDENTIFICATION/Ultraviolet Absorption <197U>, 
ASSAY/Procedure, IMPURITIES/: Ordinary Impurities 
<466>, SPECIFIC TESTS/Introduction, SPECIFIC 
TESTS/Clarity and Color of Solution, SPECIFIC 
TESTS/Melting Range or Temperature, Class I <741>, 
ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Perphenazine Related Compound B RS 

Ravi 
Ravichandran 

Revision PHENYTOIN CHEWABLE TABLETS PF 39(2) Pg. ONLINE 
PERFORMANCE TESTS/Dissolution <711>, ADDITIONAL 
REQUIREMENTS/Packaging and Storage 

Ravi 
Ravichandran 

Revision 
EXTENDED PHENYTOIN SODIUM CAPSULES PF 39(2) Pg. 
ONLINE 

IDENTIFICATION/A. Infrared Absorption&mdash;General 
<197>, IDENTIFICATION/B., PERFORMANCE 
TESTS/Uniformity of Dosage Units <905>, 
IMPURITIES/Organic Impurities 

Ravi 
Ravichandran 

Revision PHENYTOIN SODIUM INJECTION PF 39(2) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A. Infrared 
Absorption <197K>, IDENTIFICATION/Identification 
Tests&mdash;General, Sodium <191>, OTHER 
COMPONENTS/Alcohol and Propylene Glycol Content, 
ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Alcohol Determination&ndash;Alcohol RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Propylene Glycol RS 

Ravi 
Ravichandran 

Revision PIMOZIDE PF 39(2) Pg. ONLINE 

IDENTIFICATION/Ultraviolet Absorption <197U>, 
ASSAY/Procedure, IMPURITIES/Organic Impurities, 
SPECIFIC TESTS/Melting Range or Temperature, Class I 
<741>, SPECIFIC TESTS/Loss on Drying <731> 

Ravi 
Ravichandran 

Revision PIMOZIDE TABLETS PF 39(2) Pg. ONLINE 

IDENTIFICATION/A. Infrared Absorption <197K>, 
IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE 
TESTS/Dissolution, Procedure for a Pooled Sample <711>, 
PERFORMANCE TESTS/Uniformity of Dosage Units, Content 
Uniformity <905>, IMPURITIES/Organic Impurities, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Mebendazole RS 

Ravi 
Ravichandran 

Revision PIPERACILLIN PF 39(3) Pg. ONLINE 
ASSAY/Procedure, IMPURITIES/and Piperacillin Related 
Compounds A, B, and C, IMPURITIES/Piperacillin Related 
Compound D 

Ahalya Wise 

Revision PIPERACILLIN FOR INJECTION PF 39(3) Pg. ONLINE ASSAY/Procedure, IMPURITIES/Organic Impurities Ahalya Wise 



Revision PIPERACILLIN SODIUM PF 39(3) Pg. ONLINE ASSAY/Procedure, IMPURITIES/Piperacillin Related 
Compounds A and C 

Ahalya Wise 

Revision 
PIPERACILLIN AND TAZOBACTAM FOR INJECTION PF 
39(3) Pg. ONLINE 

ASSAY/Procedure, IMPURITIES/Organic Impurities, 
Procedure 1, IMPURITIES/Organic Impurities, Procedure 2, 
IMPURITIES/Organic Impurities, Procedure 3, 
IMPURITIES/Organic Impurities, Procedure 4, ADDITIONAL 
REQUIREMENTS/Labeling, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Amoxicillin Related Compound A RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Piperacillin Related Compound E RS 

Ahalya Wise 

Omission POLYOXYL 40 STEARATE PF 39(2) Pg. ONLINE Entire document Hong Wang 

New PREGNENOLONE ACETATE PF 39(3) Pg. ONLINE Reagent Specification, Pregnenolone Acetate Hong Wang 

New 
PROPAFENONE HYDROCHLORIDE TABLETS PF 39(3) Pg. 
ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A., 
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 
Propafenone Hydrochloride RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Propafenone Related Compound B RS 

Sujatha 
Ramakrishna 

Revision ST. JOHN'S WORT PF 39(2) Pg. ONLINE 

IDENTIFICATION/A. Thin-Layer Chromatographic 
Identification Test, IDENTIFICATION/A., 
IDENTIFICATION/B. Thin-Layer Chromatography, 
COMPOSITION/Content of Hypericin and Pseudohypericin, 
COMPOSITION/Content of Hyperforin, SPECIFIC 
TESTS/Loss on Drying <731>, SPECIFIC TESTS/Articles of 
Botanical Origin, Water Content <561> 

Anton 
Bzhelyansky 

Revision POWDERED ST. JOHN'S WORT PF 39(2) Pg. ONLINE 

IDENTIFICATION/A. Thin-Layer Chromatographic 
Identification Test, IDENTIFICATION/A., 
IDENTIFICATION/B. Thin-Layer Chromatography, 
COMPOSITION/Content of Hypericin and Pseudohypericin, 
SPECIFIC TESTS/Articles of Botanical Origin, Foreign 
Organic Matter <561>, SPECIFIC TESTS/Loss on Drying 
<731>, SPECIFIC TESTS/Articles of Botanical Origin, Water 
Content <561> 

Anton 
Bzhelyansky 

Revision POWDERED ST. JOHN'S WORT EXTRACT PF 39(2) Pg. IDENTIFICATION/A. Thin-Layer Chromatographic Anton 



ONLINE Identification Test: (presence of hypericin, pseudohypericin, 
hyperoside, and rutin), IDENTIFICATION/A. Thin-Layer 
Chromatography, IDENTIFICATION/B. Thin-Layer 
Chromatography 

Bzhelyansky 

Revision SODIUM STEARATE PF 39(3) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A., 
IDENTIFICATION/B., ASSAY/Procedure, SPECIFIC 
TESTS/Fats and Fixed Oils, Acid Value <401>, SPECIFIC 
TESTS/Fats and Fixed Oils, Iodine Value <401>, 
ADDITIONAL REQUIREMENTS/Labeling 

Galina 
Holloway 

Revision SUCROSE Stage 6 Harmonization Entire Document Jenny Liu 

Revision SUFENTANIL CITRATE PF 39(2) Pg. ONLINE 
Chemical Info, DEFINITION/Introduction, ASSAY/Procedure, 
IMPURITIES/Limit of Acetone 

Hillary Cai 

Revision SUMATRIPTAN TABLETS PF 39(2) Pg. ONLINE 

ASSAY/Procedure, PERFORMANCE TESTS/Dissolution 
<711>, IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Sumatriptan Succinate RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Sumatriptan Succinate Related Compound C RS 

Ravi 
Ravichandran 

New 
T-DODECYL MERCAPTAN ETHOXYLATE PF 39(3) Pg. 
ONLINE 

Reagent Specification, t-Dodecyl Mercaptan Ethoxylate 
(Poly(oxy-1,2-ethanediyl), &alpha;-[2-(tert-
Dodecylthio)ethyl]-&omega;-hydroxy-), 

Ravi 
Ravichandran 

Revision TERBINAFINE HYDROCHLORIDE PF 39(3) Pg. ONLINE 

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

Shankari 
Shivaprasad 

Revision THIOTEPA PF 39(3) Pg. ONLINE 

Chemical Info/Tris(1-aziridinyl)phosphine 
sulfideTris(aziridin-1-yl)phosphine sulfide, 
IDENTIFICATION/A. Infrared Absorption <197S><197K>, 
IDENTIFICATION/B., ASSAY/Procedure, 
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Melting 
Range or Temperature <741> 

Feiwen Mao 

Revision THIOTEPA FOR INJECTION PF 39(3) Pg. ONLINE DEFINITION/Introduction, IDENTIFICATION/A. Infrared Feiwen Mao 



Absorption <197S><197K>, ASSAY/Procedure, 
IMPURITIES/Organic Impurities 

Revision TRAZODONE HYDROCHLORIDE PF 39(1) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Organic Impurities, 
IMPURITIES/Limit of Trazodone Related Compound F and 
Cyclophosphamide Related Compound A, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Trazodone Related Compound C RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Trazodone Related Compound D RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Trazodone Related Compound F RS 

Ravi 
Ravichandran 

Revision TRICITRATES ORAL SOLUTION PF 39(3) Pg. ONLINE 

IDENTIFICATION/A. Identification Tests&mdash;General, 
Sodium <191>, IDENTIFICATION/B. Procedure, 
IDENTIFICATION/C., IDENTIFICATION/D. Identification 
Tests&mdash;General, Citrate <191>, ASSAY/Sodium and 
Potassium, ASSAY/Citrate 

Morgan 
Puderbaugh 

Revision POWDERED VALERIAN EXTRACT PF 39(2) Pg. ONLINE 
SPECIFIC TESTS/Loss on Drying <731>, SPECIFIC 
TESTS/Water Determination, Method Ia <921> 

Anton 
Bzhelyansky 

Revision VINPOCETINE PF 39(2) Pg. ONLINE 
DEFINITION/Introduction, IDENTIFICATION/B., 
ASSAY/Titrimetry, ASSAY/Procedure, IMPURITIES/Organic 
Impurities 

Huy Dinh 

Revision WARFARIN SODIUM PF 39(2) Pg. ONLINE ASSAY/Procedure, SPECIFIC TESTS/Isopropyl Alcohol 
Content (crystalline clathrate form) 

Feiwen Mao 

Revision WARFARIN SODIUM FOR INJECTION PF 39(2) Pg. ONLINE 

ASSAY/Procedure, IMPURITIES/Organic Impurities, 
SPECIFIC TESTS/Completeness of Solution <641>, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Warfarin Related Compound A RS 

Feiwen Mao 

Revision WARFARIN SODIUM TABLETS PF 39(2) Pg. ONLINE 

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

Feiwen Mao 

 


