
Compendial Cancellations for USP41-NF36 1S

Category Monograph Title Monograph Section Scientific Liaison
Revision DESCRIPTION AND SOLUBILITY PF 42(6) Pg. ONLINE Gatifloxacin, Oxiconazole Nitrate, Frovatriptan Succinate Shankari Shivaprasad

Revision AMPICILLIN PF 43(2) Pg. ONLINE

IDENTIFICATION/A. Infrared Absorption <197K>, IDENTIFICATION/B., 
IMPURITIES/Organic Impurities, Procedure 3, IMPURITIES/Organic Impurities, 
Procedure 4, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
Amoxicillin Related Compound A RS Ramanujam Prasad

Revision ASHWAGANDHA ROOT PF 42(2) Pg. ONLINE COMPOSITION/Content of Withanolides, ADDITIONAL REQUIREMENTS/Labeling Anton Bzhelyansky

Revision POWDERED ASHWAGANDHA ROOT PF 42(2) Pg. ONLINE

{Title} Ashwagandha Root Powder, DEFINITION/Introduction, IDENTIFICATION/Thin-
Layer Chromatography, COMPOSITION/Content of Withanolides, SPECIFIC TESTS/Limit 
of Flavonol Glycosides Derived from Aerial Parts, SPECIFIC TESTS/Loss on Drying 
<731>, SPECIFIC TESTS/Articles of Botanical Origin <561>, Methods of Analysis, Total 
Ash, ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Ashwagandha Aerial Parts Dry Extract RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Kaempferol 3-O-
Robinoside-7-O-glucoside RS Anton Bzhelyansky

Revision POWDERED ASHWAGANDHA ROOT EXTRACT PF 42(2) Pg. ONLINE

{Title} Ashwagandha Root Dry Extract, DEFINITION/Introduction, 
IDENTIFICATION/Thin-Layer Chromatographic Identification Test <201>, 
COMPOSITION/Content of Withanolides, SPECIFIC TESTS/Limit of Flavonol Glycosides 
Derived from Aerial Parts, SPECIFIC TESTS/Loss on Drying <731>, ADDITIONAL 
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Ashwagandha Aerial Parts Dry Extract RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Kaempferol 3-O-Robinoside-7-O-
glucoside RS Anton Bzhelyansky

Revision
BETAMETHASONE SODIUM PHOSPHATE AND BETAMETHASONE ACETATE INJECTABLE 
SUSPENSION PF 42(5) Pg. ONLINE

IDENTIFICATION/A.  Thin-Layer Chromatographic Identification Test <201>, 
IDENTIFICATION/A., IDENTIFICATION/B.  Thin-Layer Chromatographic Identification 
Test <201>, IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Betamethasone RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Betamethasone Acetate Related 
Compound C RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
Betamethasone Acetate Related Compound D RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Dexamethasone Acetate RS Mary Koleck

New BIVALIRUDIN PF 41(5) Pg. ONLINE

Title, Chemical Info/Chemical Structure, Chemical Info/C98H138N24O33, Chemical 
Info/2180.29 (free base), Chemical Info/l-Leucine, d-phenylalanyl-l-prolyl-l-arginyl-l-
prolylglycylglycylglycylglycyl-l-asparaginylglycyl-l-&alpha;-aspartyl-l-phenylalanyl-l-
&alpha;-glutamyl-l-&alpha;-glutamyl-l-isoleucyl-l-prolyl-l-&alpha;-glutamyl-l-&alpha;-
glutamyl-l-tyrosyl-;, Chemical Info/d-Phenylalanyl-l-prolyl-l-arginyl-l-
prolylglycylglycylglycylglycyl-l-asparaginylglycyl-l-&alpha;-aspartyl-l-phenylalanyl-l-
&alpha;-glutamyl-l-&alpha;-glutamyl-l-isoleucyl-l-prolyl-l-&alpha;-glutamyl-l-&alpha;-
glutamyl-l-tyrosyl-l-leucine, Chemical Info/CAS, DEFINITION/Introduction, 
IDENTIFICATION/A, IDENTIFICATION/B., IDENTIFICATION/C. Amino Acid Content, 
IDENTIFICATION/D. Bioidentity, ASSAY/Procedure, ASSAY/Product-Related Substances 
and Impurities, OTHER COMPONENTS/Trifluoroacetic Acid (TFA) in Peptides <503.1>, 
SPECIFIC TESTS/Microbial Enumeration Tests <61>, SPECIFIC TESTS/Bacterial 
Endotoxins Test <85>, SPECIFIC TESTS/Water Determination <921>, Method Ic, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Bivalirudin RS, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP [Asp9]-Bivalirudin RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP [des-Glu13]-Bivalirudin RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Endotoxin RS Elena Curti



New BIVALIRUDIN FOR INJECTION PF 41(5) Pg. ONLINE

Title, DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B. Bioidentity, 
ASSAY/Procedure, ASSAY/Product-Related Substances and Impurities, PERFORMANCE 
TESTS/Uniformity of Dosage Units <905>, SPECIFIC TESTS/Completeness of Solution 
<641>, SPECIFIC TESTS/Constituted Solution, SPECIFIC TESTS/Bacterial Endotoxins 
Test <85>, SPECIFIC TESTS/Sterility Tests <71>, Test for Sterility of the Product to Be 
Examined, Membrane Filtration, SPECIFIC TESTS/Water Determination <921>, Method 
Ic, SPECIFIC TESTS/Particulate Matter in Injections <788>, SPECIFIC TESTS/pH 
<791>, SPECIFIC TESTS/Other Requirements, ADDITIONAL REQUIREMENTS/Packaging 
and Storage, ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Bivalirudin RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP [Asp9]-Bivalirudin RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Endotoxin RS Elena Curti

Revision BUPIVACAINE HYDROCHLORIDE PF 41(3) Pg. ONLINE

DEFINITION/Introduction, IDENTIFICATION/A.  Infrared Absorption <197S>, 
IDENTIFICATION/A., ASSAY/Procedure, IMPURITIES/Chromatographic Purity, 
IMPURITIES/Organic Impurities, IMPURITIES/Limit of Ropivacaine Related Compound 
A, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Bupivacaine 
Related Compound A RS, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Bupivacaine Related Compound B RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Ropivacaine Related Compound A RS Mary Koleck

Revision BUPIVACAINE HYDROCHLORIDE INJECTION PF 41(3) Pg. ONLINE

IDENTIFICATION/A.  Identification-Organic Nitrogenous Bases <181>, 
IDENTIFICATION/A., ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Bupivacaine Related Compound A RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Bupivacaine Related Compound B 
RS Mary Koleck

Revision BUPIVACAINE HYDROCHLORIDE IN DEXTROSE INJECTION PF 41(3) Pg. ONLINE

IDENTIFICATION/C., ASSAY/Bupivacaine Hydrochloride, IMPURITIES/Organic 
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Bupivacaine Related Compound A 
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Bupivacaine 
Related Compound B RS Mary Koleck

Revision CARBINOXAMINE MALEATE PF 42(2) Pg. ONLINE

DEFINITION/Introduction, IDENTIFICATION/A.  Infrared Absorption  <197M><197>, 
IDENTIFICATION/B.  Ultraviolet Absorption <197U>, IDENTIFICATION/B., 
IDENTIFICATION/C., ASSAY/Procedure, IMPURITIES/Ordinary Impurities <466>, 
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Melting Range or Temperature 
<741>, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
Carbinoxamine Related Compound A RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Carbinoxamine Related Compound B RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Carbinoxamine Related 
Compound C RS Mary Koleck

New CINACALCET TABLETS PF 42(4) Pg. ONLINE

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



New CINACALCET HYDROCHLORIDE PF 42(4) Pg. ONLINE

Title, Chemical Info/Chemical Structure, Chemical Info/C22H22F3N·HCl, Chemical 
Info/393.87, Chemical Info/1-Naphthalenemethanamine, &alpha;-methyl-N-[3-[3-
(trifluoromethyl)phenyl]propyl]-, (&alpha;R)-, hydrochloride;, Chemical Info/N-[(1R)-1-
(Naphthalen-1-yl)ethyl]-3-[3-(trifluoromethyl)phenyl]propan-1-amine hydrochloride, 
Chemical Info/CAS, Chemical Info/Cinacalcet (free base), Chemical Info/C22H22F3N, 
Chemical Info/373.94, DEFINITION/Introduction, IDENTIFICATION/A. Infrared 
Absorption <197>, IDENTIFICATION/B. Identification Tests-General <191>, Chloride, 
IDENTIFICATION/C., ASSAY/Procedure, IMPURITIES/Residue on Ignition <281>, 
IMPURITIES/Organic Impurities, IMPURITIES/Limit of Cinacalcet Related Compound A, 
IMPURITIES/Enantiomeric and Isomeric Purity, SPECIFIC TESTS/Water Determination 
<921>, Method 1, Method Ia, ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Cinacalcet 
Hydrochloride RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
Cinacalcet Related Compound A RS Cinacalcet mesylate analog; 3-[3-
(Trifluoromethyl)phenyl]propyl methanesulfonate.C11H13F3O3S282.28, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Cinacalcet Related Compound B 
RS Cinacalcet tertiary amine; (R)-N-[1-(Naphthalen-1-yl)ethyl]-3-[3-
(trifluoromethyl)phenyl]-N-{3-[3-(trifluoromethyl)phenyl]propyl}propan-1-
amine.C32H31F6N543.60, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Cinacalcet Related Compound C RS para-Cinacalcet; (R)-N-[1-(Naphthalen-1-
yl)ethyl]-3-[4-(trifluoromethyl)phenyl]propan-1-amine 
hydrochloride.C22H22F3N·HCl393.87, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Cinacalcet Related Compound D RS Cinacalcet S-enantiomer; (S)-
N-[1-(Naphthalen-1-yl)ethyl]-3-[3-(trifluoromethyl)phenyl]propan-1-amine 
hydrochloride.C22H22F3N·HCl393.87, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Cinacalcet Related Compound E RS Cinacalcet alcohol; 3-[3-
(Trifluoromethyl)phenyl]propan-1-ol.C10H11F3O204.19 Andrea Carney

Revision CLOTRIMAZOLE CREAM PF 42(3) Pg. ONLINE

IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC 
TESTS/pH <791>, SPECIFIC TESTS/Microbial Enumeration Tests <61> and Tests for 
Specified Microorganisms <62> Shankari Shivaprasad

New DARIFENACIN HYDROBROMIDE PF 42(2) Pg. ONLINE

Title, Chemical Info/Chemical Structure, Chemical Info/C28H30N2O2·HBr, Chemical 
Info/507.46, Chemical Info/3-Pyrrolidineacetamide, 1-[2-(2,3-dihydro-5-
benzofuranyl)ethyl]-&alpha;,&alpha;-diphenyl-, monohydrobromide, (3S)-;, Chemical 
Info/(S)-2-{1-[2-(2,3-Dihydrobenzofuran-5-yl)ethyl]-3-pyrrolidinyl}-2,2-
diphenylacetamide hydrobromide, Chemical Info/CAS, Chemical Info/Darifenacin, 
Chemical Info/C28H30N2O2, Chemical Info/426.55, DEFINITION/Introduction, 
IDENTIFICATION/A.  Infrared Absorption <197K>, IDENTIFICATION/B., 
IDENTIFICATION/C.  Identification Tests-General <191>, Bromide, ASSAY/Procedure, 
IMPURITIES/Residue on Ignition <281>, IMPURITIES/Organic Impurities, 
IMPURITIES/Enantiomeric Purity, SPECIFIC TESTS/Loss on Drying <731>, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Darifenacin Chiral Peak Identification Mixture RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Darifenacin Hydrobromide RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Darifenacin Peak 
Identification Mixture RS Andrea Carney

Revision DESMOPRESSIN ACETATE PF 43(3) Pg. ONLINE

Chemical Info/C48H68N14O14S2xH2O (anhydrous)C46H64N14O12S2·C2H4O2·3H2O, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/Labeling Elena Curti



New FROVATRIPTAN TABLETS PF 41(5) Pg. ONLINE

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

New FROVATRIPTAN SUCCINATE PF 41(5) Pg. ONLINE

Title, Chemical Info/Chemical Structure, Chemical Info/C14H17N3O·C4H6O4·H2O, 
Chemical Info/379.41, Chemical Info/(+)-(R)-2,3,4,9-Tetrahydro-3-(methylamino)-1H-
carbazole-6-carboxamide butanedioate (1:1), monohydrate;, Chemical Info/(+)-(R)-
5,6,7,8-Tetrahydro-6-(methylamino)carbazole-3-carboxamide succinate (1:1), 
monohydrate, Chemical Info/CAS, DEFINITION/Introduction, IDENTIFICATION/A. 
Infrared Absorption <197K>, IDENTIFICATION/B., ASSAY/Procedure, 
IMPURITIES/Residue on Ignition <281>, IMPURITIES/Limit of Palladium, 
IMPURITIES/Limit of d-Camphor Sulfonic Acid, IMPURITIES/Organic Impurities, 
IMPURITIES/Enantiomeric Purity, SPECIFIC TESTS/Water Determination <921>, 
Method I, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP d-Camphor Sulfonic Acid RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Frovatriptan 
Racemate RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
Frovatriptan Related Compound A RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Frovatriptan Succinate RS Heather Joyce

New GATIFLOXACIN PF 42(6) Pg. ONLINE

Title, Chemical Info/Chemical Structure, Chemical Info/C19H22FN3O4, Chemical 
Info/375.40, Chemical Info/Quinoline-3-carboxylic acid, 1-cyclopropyl-6-fluoro-8-
methoxy-7-(3-methyl-1-piperazinyl)-4-oxo-1,4-dihydro, (±);, Chemical Info/(±)-1-
Cyclopropyl-6-fluoro-8-methoxy-7-(3-methyl-1-piperazinyl)-4-oxo-1,4-dihydroquinoline-
3-carboxylic acid, Chemical Info/CAS, Chemical Info/Sesquihydrate, Chemical 
Info/402.42, DEFINITION/Introduction, IDENTIFICATION/A.  Infrared Absorption 
<197K>, IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Residue on Ignition 
<281>, IMPURITIES/Organic Impurities, SPECIFIC TESTS/Water Determination <921>, 
Method I, SPECIFIC TESTS/Microbial Enumeration Tests <61> and Tests for Specified 
Microorganisms <62>, ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Gatifloxacin RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Gatifloxacin Related 
Compound A RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
Gatifloxacin Related Compound D RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Gatifloxacin Related Compound E RS Shankari Shivaprasad

New GATIFLOXACIN OPHTHALMIC SOLUTION PF 42(6) 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>, SPECIFIC TESTS/Particulate Matter in Ophthalmic Solutions <789>, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Gatifloxacin RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Gatifloxacin Related Compound A 
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Gatifloxacin 
Related Compound D RS Shankari Shivaprasad

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

ASSAY/Procedure, IMPURITIES/Limit of 4-Chlorobenzophenone, IMPURITIES/Organic 
Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
Hydroxyzine Related Compound A RS  1-[(4-
Chlorophenyl)phenylmethyl]piperazine.C17H19ClN2286.80 Heather Joyce

Revision LEVONORGESTREL PF 41(5) Pg. ONLINE
IDENTIFICATION/C., ASSAY/Procedure, IMPURITIES/Limit of Ethynyl Group, 
IMPURITIES/Organic Impurities Gerald Hsu



New CONJUGATED LINOLEIC ACIDS-TRIGLYCERIDES PF 42(4) Pg. ONLINE

Title, DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B., 
IMPURITIES/Limit of Polymerized Triglycerides, IMPURITIES/Limit of Benzo[a]pyrene, 
IMPURITIES/Elemental Impurities-Procedures <233>, IMPURITIES/Residual Solvents 
<467>, SPECIFIC TESTS/Fats and Fixed Oils <401>, Acid Value, SPECIFIC TESTS/Fats 
and Fixed Oils <401>, Peroxide Value, SPECIFIC TESTS/Fats and Fixed Oils <401>, 
Saponification Value, SPECIFIC TESTS/Fats and Fixed Oils <401>, Unsaponifiable 
Matter, SPECIFIC TESTS/Fats and Fixed Oils, <401>, Fatty Acid Composition, SPECIFIC 
TESTS/Content of Conjugated Linoleic Acids-Tri, Di, and Monoglycerides, SPECIFIC 
TESTS/Water Determination <921>, Method I, Method Ia, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Conjugated Linoleic Acids-Triglycerides RS Huy Dinh

Revision MEROPENEM PF 42(5) Pg. ONLINE

IDENTIFICATION/B.  Ultraviolet Absorption <197U>, ASSAY/Procedure, 
IMPURITIES/Organic Impurities, IMPURITIES/Limit of Acetone, SPECIFIC TESTS/pH 
<791>, SPECIFIC TESTS/ Water Determination <921>, Method I,  Method Ia or  
Method I, Method Ic Ramanujam Prasad

Revision MEROPENEM FOR INJECTION PF 42(5) Pg. ONLINE IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities Ramanujam Prasad

Revision METHOTREXATE TABLETS PF 41(4) Pg. ONLINE

IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Methotrexate Related Compound B RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Methotrexate Related Compound 
C RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Methotrexate 
Related Compound E RS Feiwen Mao

Revision METHYLPREDNISOLONE ACETATE INJECTABLE SUSPENSION PF 41(6) Pg. ONLINE

IDENTIFICATION/A.  Infrared Absorption <197K>, IDENTIFICATION/A.  Infrared 
Absorption <197>, IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic 
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Dexamethasone Acetate RS  9-
Fluoro-11&beta;,17,21-trihydroxy-16&alpha;-methylpregna-1,4-diene-3,20-dione 21-
acetate.C24H31FO6434.51 Gerald Hsu

Revision OXAPROZIN PF 42(4) Pg. ONLINE IMPURITIES/Organic Impurities Hillary Cai

New OXICONAZOLE NITRATE CREAM PF 43(2) Pg. ONLINE

Title, DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Organic Impurities, PERFORMANCE TESTS/Minimum Fill 
<755>, 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 Ethylparaben RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Oxiconazole Nitrate RS Shankari Shivaprasad

New OXICONAZOLE NITRATE LOTION PF 43(2) Pg. ONLINE

Title, DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Organic Impurities, PERFORMANCE TESTS/Minimum Fill 
<755>, 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 Ethylparaben RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Oxiconazole Nitrate RS Shankari Shivaprasad

Revision PROMETHAZINE HYDROCHLORIDE SUPPOSITORIES PF 42(2) Pg. ONLINE

DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure, 
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Promethazine 
Related Compound B RS Ren-Hwa Yeh



Revision SODIUM THIOSULFATE PF 43(2) Pg. ONLINE

DEFINITION/Introduction, IDENTIFICATION/C., ASSAY/Procedure, 
IMPURITIES/Calcium, IMPURITIES/Limit of Iron, Selenium, and Aluminum, 
IMPURITIES/Limit of Chloride, Sulfate, and Sulfite, IMPURITIES/Limit of Sulfide, 
IMPURITIES/Limit of Zinc, IMPURITIES/Limit of Carbonate, IMPURITIES/Nitrogen 
Compounds, IMPURITIES/Total Non-Purgeable Organic Carbon Content, SPECIFIC 
TESTS/Insoluble Matter, SPECIFIC TESTS/Water Determination <921>, Method III, 
SPECIFIC TESTS/Bacterial Endotoxins Test <85>, SPECIFIC TESTS/Microbial 
Enumeration Tests <61>, SPECIFIC TESTS/pH <791>, ADDITIONAL 
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Sodium Chloride RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Sodium Sulfate Anhydrous RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Sodium Sulfide RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Sucrose RS Donald Min

Revision TELMISARTAN PF 43(1) Pg. ONLINE
DEFINITION/Introduction, IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic 
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage Donald Min

Revision TRETINOIN CREAM PF 41(4) Pg. ONLINE

IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Isotretinoin RS Feiwen Mao

Revision TRETINOIN GEL PF 42(1) Pg. ONLINE

IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Isotretinoin RS Feiwen Mao

New VITEX NEGUNDO LEAF PF 43(2) Pg. ONLINE

Title, DEFINITION/Introduction, IDENTIFICATION/A.  HPTLC for Articles of Botanical 
Origin <203>, IDENTIFICATION/B. HPLC, COMPOSITION/Content of Iridoid Glycosides, 
CONTAMINANTS/Articles of Botanical Origin <561>, Limits of Elemental Impurities, 
CONTAMINANTS/Articles of Botanical Origin <561>, Pesticide Residue Analysis, 
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, SPECIFIC 
TESTS/Water Determination <921>, Method II, 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, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/Labeling, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Agnuside RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Negundoside RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Salicylic Acid 
Related Compound A RS, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Vitex negundo Leaf Dry Extract RS Nam-Cheol Kim



New VITEX NEGUNDO LEAF DRY EXTRACT PF 43(2) Pg. ONLINE

Title, DEFINITION/Introduction, IDENTIFICATION/A.  HPTLC for Articles of Botanical 
Origin <203>, IDENTIFICATION/B. HPLC, COMPOSITION/Content of Iridoid Glycosides, 
CONTAMINANTS/Articles of Botanical Origin <561>, Limits of Elemental Impurities, 
CONTAMINANTS/Articles of Botanical Origin <561>, Pesticide Residue Analysis, 
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/Water Determination 
<921>, Method II, SPECIFIC TESTS/Articles of Botanical Origin <561>, Methods of 
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