Compendial Approvals for USP38-NF33

Category Monograph Title Monograph Section Scientific Liaison
<4> MUCOSAL DRUG PRODUCTS-PRODUCT QUALITY TESTS
New PF 40(1) Pg. ONLINE INTRODUCTION, PRODUCT QUALITY TESTS FOR MUCOSAL DRUG PRODUCTS William Brown

DEFINITION, LABELS AND LABELING FOR INJECTABLE PRODUCTS, LABELING FOR
PRODUCTS AND OTHER CATEGORIES, GENERAL LABELING, DEFINITION, LABELS AND
Revision <7> LABELING PF 39(6) Pg. ONLINE LABELING FOR DRUG PRODUCTS EXPRESSED AS ACTIVE MOIETY IN NAME AND STRENGTH Donna Bohannon
Introduction, PRODUCT CATEGORIES, TEST ORGANISMS, MEDIA, PREPARATION OF
<51> ANTIMICROBIAL EFFECTIVENESS TESTING PF 40(1) INOCULUM, PROCEDURE, CRITERIA FOR ANTIMICROBIAL EFFECTIVENESS,
Revision Pg. ONLINE INTRODUCTION, GENERAL PROCEDURES Radhakrishna Tirumalai

INTRODUCTION/Introduction, DEFINITION/Paragraph Text, IDENTIFICATION/A.,
IDENTIFICATION/B., ASSAY/Procedure, PURITY/Procedure, SPECIFIC TESTS/Protein
Content, SPECIFIC TESTS/Microbial Enumeration Tests <61>, ADDITIONAL
<89> ENZYMES USED AS ANCILLARY MATERIALS IN REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/Labeling,
New PHARMACEUTICAL MANUFACTURING PF 39(5) Pg. ONLINE  ADDITIONAL REQUIREMENTS/USP Reference Standards <11> Edith Chang
INTRODUCTION, PROCEDURE/Molecular Weight Measurements ot Low Molecular Weight
<209> LOW MOLECULAR WEIGHT HEPARIN MOLECULAR Heparins by Gel Permeation Chromatography, ADDITIONAL REQUIREMENTS/USP Reference

New WEIGHT DETERMINATIONS PF 40(1) Pg. ONLINE Standards <11> Anita Szajek
Revision <251> LEAD PF 40(1) Pg. ONLINE Introduction, SPECIAL REAGENTS Kahkashan Zaidi
Revision <660> CONTAINERS -- GLASS PF 40(1) Pg. ONLINE DESCRIPTION, SPECIFIC TESTS, FUNCTIONALITY Desmond Hunt

<852> ATOMIC ABSORPTION SPECTROSCOPY PF 37(5) Pg. INTRODUCTION, QUALIFICATION OF ATOMIC ABSORPTION SPECTROPHOTOMETERS,

New ONLINE PROCEDURE, VALIDATION AND VERIFICATION, INTRODUCTION Horacio Pappa
INTRODUCTION, QUALIFICATION OF FLUORESCENCE INSTRUMENTS, QUALITATIVE AND
<853> FLUORESCENCE SPECTROSCOPY PF 39(1) Pg. QUANTITATIVE FLUORESCENCE MEASUREMENTS, GOOD SPECTROSCOPIC PRACTICE,
New ONLINE VALIDATION AND VERIFICATION Horacio Pappa
<854> MID-INFRARED SPECTROSCOPY PF 37(5) Pg. INTRODUCTION, QUALIFICATION OF IR SPECTROPHOTOMETERS, PROCEDURE,
New ONLINE VALIDATION AND VERIFICATION, INTRODUCTION Horacio Pappa
<857> ULTRAVIOLET-VISIBLE SPECTROSCOPY PF 37(5) Pg. INTRODUCTION, QUALIFICATION OF UV-VIS SPECTROPHOTOMETERS, PROCEDURE,
New ONLINE VALIDATION AND VERIFICATION, INTRODUCTION Horacio Pappa
<1152> ANIMAL DRUGS FOR USE IN ANIMAL FEEDS PF
New 40(1) Pg. ONLINE PURPOSE, SCOPE, PREPARATION, LABELING AND PACKAGING, NOMENCLATURE William Brown
INTRODUCIION, OBJECIIVE, BACKGROUND, PARIICLE SIANDARDS, SUBVISIBLE
<1787> MEASUREMENT OF SUBVISIBLE PARTICULATE PARTICLE MEASUREMENT AND CHARACTERIZATION TECHNOLOGIES, SIZE AND

MATTER IN THERAPEUTIC PROTEIN INJECTIONS PF 39(6)  MORPHOLOGY, CHARACTERIZATION, STRATEGY, SAMPLE CONSIDERATIONS,
New Pg. ONLINE APPLICATION, SUMMARY, REFERENCES Desmond Hunt
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THEORY, INSTRUMENTATION, SAMPLE CELL DESIGNS, LINE SOURCES, WAVELENGTH
<1852> ATOMIC ABSORPTION SPECTROSCOPY - THEORY SELECTORS, DETECTION SYSTEMS, BACKGROUND CORRECTION, ANALYTICAL

New AND PRACTICE PF 37(5) Pg. ONLINE CONSIDERATIONS, OTHER SOURCES OF INFORMATION, APPENDIX: ACRONYMS, THEORY  Horacio Pappa
THEORY, FACTORS THAT AFFECT QUANTITATION, CALIBRATION OF FLUORESCENCE
<1853> FLUORESCENCE SPECTROSCOPY - THEORY AND  INSTRUMENTS, APPENDIX: DEFINITIONS, THEORY, INSTRUMENTATION, PROCEDURE
New PRACTICE PF 40(1) Pg. ONLINE VALIDATION Horacio Pappa

PRINCIPLES OF MID-INFRARED SPECTROSCOPY, SAMPLING PROCEDURES,

MICROSPECTROSCOPY AND IMAGING, INSTRUMENTATION, ANALYTICAL

CONSIDERATIONS, FACTORS THAT AFFECT PHOTOMETRIC AND WAVENUMBER ACCURACY,
<1854> MIDDLE INFRARED SPECTROSCOPY - THEORY AND PRINCIPLES OF MID-INFRARED SPECTROSCOPY, ANALYTICAL CONSIDERATIONSFACTORS

New PRACTICE PF 37(5) Pg. ONLINE THAT IMPACT MEASUREMENT PERFORMANCE Horacio Pappa
<1857> ULTRAVIOLET-VISIBLE SPECTROSCOPY - THEORY THEORY, INSTRUMENTATION, CALIBRATION, ANALYTICAL CONSIDERATIONS, OTHER

New AND PRACTICE PF 37(5) Pg. ONLINE SOURCES OF INFORMATION Horacio Pagga

New 24,25-DIHYDROLANOSTEROL PF 39(5) Pg. ONLINE Reagent Specification, 24,25-Dihydrolanosterol Hong Wang
Chemical Info/C21H32N603-HCI, Chemical Info/452.98, Chemical Info/Anhydrous,

Revision ALFENTANIL HYDROCHLORIDE PF 39(6) Pg. ONLINE IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities Hillary Cai

Revision Amyl Alcohol PF 40(1) Pg. ONLINE Amyl Alcohol Margareth Marques
IDENTIFICATION/A. Procedure, IDENTIFICATION/B, IDENTIFICATION/B., ASSAY/Procedure,

Revision ASCORBYL PALMITATE PF 38(6) Pg. ONLINE SPECIFIC TESTS/Melting Range or Temperature <741> Galina HoIIoway

DEFINITION/Introduction, IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Limit of
Mercaptopurine, IMPURITIES/Organic Impurities, SPECIFIC TESTS/Acidity or Alkalinity,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Azathioprine Related
Compound A RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/ USP
Revision AZATHIOPRINE PF 39(6) Pg. ONLINE Azathioprine Related Compound G RS Feiwen Mao

ASSAY/Procedure, IMPURITIES/Organic Impurities, Procedure 1, IMPURITIES/Organic
Impurities, Procedure 2, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Azaerythromycin A RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Azithromycin Identity RS A mixture of azithromycin, 3&prime;-(N-N-dimethyl-3-prime;-N-
formyl-azithromycin, 3-prime;-N-demethyl-3-prime;-N-formylazithromycin (Rotamer 1), 3-
prime;-N-demethyl-3&prime;-N-formylazithromycin (Rotamer 2), 3-prime;-
de(dimethylamino)-3-prime;-oxoazithromycin, 2-desethyl-2-propylazithromycin, 3-
deoxyazithromycin and 3-prime;-N-demethyl-3&prime;-N-[(4-
methylphenyl)sulfonyl]azithromycin., ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Azithromycin Related Compound F RS, ADDITIONAL

Revision AZITHROMYCIN PF 39(6) Pg. ONLINE REQUIREMENTS/USP Reference Standards <11>/USP Desosaminylazithromycin RS Ahalya Wise

AZITHROMYCIN FOR ORAL SUSPENSION PF 39(6) Pg. SPECIFIC TESTS/Water Determination, Method | <921>, ADDITIONAL REQUIREMENTS/USP
Revision ONLINE Reference Standards <11>/USP Azaerythromycin A RS Ahalya Wise
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ASSAY/Procedure, PERFORMANCE TESTS/Dissolution <711>, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Azaerythromycin A RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Azithromycin Related Compound F RS, ADDITIONAL REQUIREMENTS/USP Reference
Revision AZITHROMYCIN TABLETS PF 39(6) Pg. ONLINE Standards <11>/USP Desosaminylazithromycin RS Ahalxa Wise

DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B. Thin-Layer
Chromatography, IDENTIFICATION/C. HPLC, COMPOSITION/Content of Corosolic Acid,
CONTAMINANTS/Elemental Impurities-Procedures <233>, CONTAMINANTS/Articles of
Botanical Origin, General Method for Pesticide Residues Analysis <561>,
CONTAMINANTS/Microbial Enumeration Tests <2021>, CONTAMINANTS/Absence of
Specified Microorganisms <2022>, SPECIFIC TESTS/Botanic Characteristics, SPECIFIC
TESTS/Articles of Botanical Origin, Foreign Organic Matter <561>, 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 1 <561>, SPECIFIC
TESTS/Articles of Botanical Origin, Acid-Insoluble Ash <561>, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/Labeling,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11=>/USP Corosolic Acid RS,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Lagerstroemia speciosa
New BANABA LEAF PF 39(6) Pg. ONLINE Powdered Extract RS Christopher Okunji

DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B. Thin-Layer
Chromatography, IDENTIFICATION/C. HPLC, COMPOSITION/Content of Corosolic Acid,
CONTAMINANTS/Elemental Impurities-Procedures <233>, CONTAMINANTS/Articles of
Botanical Origin, General Method for Pesticide Residues Analysis <561>,
CONTAMINANTS/Microbial Enumeration Tests <2021>, CONTAMINANTS/Microbial
Procedures for Absence of Specified Microorganisms <2022>, SPECIFIC TESTS/Loss on
Drying <731>, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Corosolic Acid RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
New BANABA LEAF DRY EXTRACT PF 39(6) Pg. ONLINE <11>/USP Lagerstroemia speciosa Powdered Extract RS Christopher Okunji
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Revision
Revision

New

BANABA LEAF POWDER PF 39(6) Pg. ONLINE
Beef Extract PF 39(6) Pg. ONLINE
BENTONITE PF 40(1) Pg. ONLINE

PURIFIED BENTONITE PF 40(1) Pg. ONLINE

BETAXOLOL OPHTHALMIC SOLUTION PF 40(1) Pg. ONLINE
BIOTIN PF 39(6) Pg. ONLINE

BRINZOLAMIDE PF 40(1) Pg. ONLINE
BRINZOLAMIDE OPHTHALMIC SUSPENSION PF 40(1) Pg.
ONLINE

Brucine Sulfate PF 39(4) Pg. ONLINE
CALCIUM PROPIONATE PF 40(1) Pg. ONLINE
CHLOROBUTANOL PF 39(6) Pg. ONLINE
CHOLESTANOL PF 39(5) Pg. ONLINE

DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B. Thin-Layer
Chromatography, IDENTIFICATION/C. HPLC, COMPOSITION/Content of Corosolic Acid,
CONTAMINANTS/Elemental Impurities-Procedures <233>, CONTAMINANTS/Articles of
Botanical Origin, General Method for Pesticide Residues Analysis <561>,
CONTAMINANTS/Microbial Enumeration Tests <2021>, CONTAMINANTS/Microbial
Procedures for Absence of Specified Microorganisms <2022>, SPECIFIC TESTS/Botanic
Characteristics, SPECIFIC TESTS/Articles of Botanical Origin, General Method for Pesticide
Residues Analysis <561>, SPECIFIC TESTS/Loss on Drying <731>, SPECIFIC
TESTS/Articles of Botanical Origin, Total Ash <561>, SPECIFIC TESTS/Articles of Botanical
Origin, Acid-Insoluble Ash <561>, SPECIFIC TESTS/Articles of Botanical Origin, Alcohol-
Soluble Extractives, Method 1 <561>, SPECIFIC TESTS/Articles of Botanical Origin, Water-
Soluble Extractives, Method 1 <561>, ADDITIONAL REQUIREMENTS/Packaging and
Storage, ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Corosolic Acid RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Lagerstroemia speciosa Powdered Extract RS

Beef Extract
IMPURITIES/Lead
IMPURITIES/Lead

IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage

DEFINITION/Introduction, ASSAY/Procedure
IMPURITIES/Limit of Brinzolamide Related Compound A

ASSAY/Procedure, IMPURITIES/Limit of Brinzolamide Related Compound A
Brucine Sulfate,

Chemical Info/Chemical Structure, IMPURITIES/Limit of Lead
IDENTIFICATION/B., ASSAY/Procedure

Reagent Specification, Cholestanol

Christopher Okunji
Margareth Marques
Galina Holloway
Galina Holloway

Feiwen Mao

Huy Dinh
Feiwen Mao

Feiwen Mao
Margareth Marques
Galina Holloway
Galina Holloway
Hong Wang
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CISATRACURIUM BESYLATE PF 39(5) Pg. ONLINE

CISATRACURIUM BESYLATE INJECTION PF 39(5) Pg.

ONLINE

CITALOPRAM HYDROBROMIDE PF 39(6) Pg. ONLINE

CLARITHROMYCIN TABLETS PF 39(4) Pg. ONLINE
CLOPROSTENOL SODIUM PF 40(1) Pg. ONLINE
Cobaltous Acetate PF 39(6) Pg. ONLINE

CORN SYRUP PF 40(1) Pg. ONLINE

CORN SYRUP SOLIDS PF 40(1) Pg. ONLINE

HIGH FRUCTOSE CORN SYRUP PF 40(1) Pg. ONLINE

Chemical Info/Chemical Structure, Chemical Info/C65H82N2018S2, Chemical Info/1243.48,
Chemical Info/lsoquinolinium, 2,2-prime;-[1,5-pentanediylbis[oxy(3-0x0-3,1-
propanediyl)]]bis[1-[(3,4-dimethoxyphenyl)methyl]-1,2,3,4-tetrahydro-6,7-dimethoxy-2-
methyl-, dibenzenesulfonate, [1R-[1-alpha;-alpha;(1-prime;R*,2-prime;R*)]-;, Chemical
Info/(1R,2R)-2-(2-Carboxyethyl)-1,2,3,4-tetrahydro-6,7-dimethoxy-2-methyl-1-
veratrylisoquinolinium benzenesulfonate, pentamethylene ester, Chemical Info/CAS,
DEFINITION/Introduction, IDENTIFICATION/A. Infrared Absorption <197K>,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Limit of Methyl Benzenesulfonate test,
IMPURITIES/Residue on Ignition <281>, IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Optical Rotation, Specific Rotation <781>, SPECIFIC TESTS/pH <791>, SPECIFIC
TESTS/Water Determination, Method la <921>, ADDITIONAL REQUIREMENTS/Packaging
and Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Cisatracurium Besylate RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Cisatracurium Besylate System Suitability Mixture RS

DEFINITION/Introduction, IDENTIFICATION/A. Infrared Absorption <197K>,
IDENTIFICATION/B., ASSAY/Procedure, OTHER COMPONENTS/Benzyl Alcohol Content (if
present), IMPURITIES/Organic Impurities, SPECIFIC TESTS/pH <791>, SPECIFIC
TESTS/Bacterial Endotoxins Test <85>, SPECIFIC TESTS/Sterility Tests <71>, SPECIFIC
TESTS/Other Requirements, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Benzyl Alcohol RS,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Cisatracurium Besylate
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11=>/USP Cisatracurium
Besylate System Suitability Mixture RS, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Endotoxin RS

ASSAY/Procedure, IMPURITIES/Organic Impurities, Procedure 1, IMPURITIES/Organic
Impurities, Procedure 2

ASSAY/Procedure, PERFORMANCE TESTS/Dissolution <711>, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Clarithromycin Identity RS

ASSAY/Procedure, IMPURITIES/Organic Impurities
Cobaltous Acetate

IMPURITIES/Limit of Lead

IMPURITIES/Limit of Lead

IMPURITIES/Limit of Lead

Heather Joyce

Heather Joyce

Heather Joyce

Ahalya Wise
Morgan Puderbaugh

Margareth Margues
Hong Wang
Hong Wang

Hong Wang
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Chemical Info/Chemical Structure, Chemical Info/C136H210N40031S, Chemical Info/2933,
Chemical Info/&alpha;1-24-Corticotropin, Chemical Info/CAS, DEFINITION/Introduction,
IDENTIFICATION/A., IDENTIFICATION/B. Amino Acid Analysis, ASSAY/Procedure,
IMPURITIES/Organic Impurities, Related Peptides, OTHER COMPONENTS/Acetic Acid in
Peptides <503>, OTHER COMPONENTS/Trifluoroacetic Acid Content, SPECIFIC
TESTS/Absorption <851>, SPECIFIC TESTS/Bacterial Endotoxins <85>, SPECIFIC
TESTS/Microbial Enumeration Tests <61> and Tests for Specified Microorganisms <62>,
SPECIFIC TESTS/Water Determination, Method 1c <921>, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Cosyntropin Acetate RS, ADDITIONAL REQUIREMENTS/USP Reference
New COSYNTROPIN PF 39(2) Pg. ONLINE Standards <11>/USP Endotoxin RS Dale Schmidt
ASSAY/Proceaure, PERFURMANCE |ES I S/DISSOIUTION < /11>, IMPUKI | 1ES/0rganic -
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11=>/USP Cyclobenzaprine Related Compound A
CYCLOBENZAPRINE HYDROCHLORIDE TABLETS PF 39(6) Pg. RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Cyclobenzaprine

Revision ONLINE Related Compound B RS Heather Joyce

Dutasteride, Imipramine Pamoate, Hydrocortisone Acetate, Quetiapine Fumarate,
Revision DESCRIPTION AND SOLUBILITY PF 39(2) Pg. ONLINE Tigecycline, Cisatracurium Besylate, Desonide, Hydrogenated Lanolin Domenick Vicchio
DEFINI I TON/INtroduction, IDENIIFICATION/UITraviolet Absorption <1Y/uU>,
IDENTIFICATION/C., IDENTIFICATION/D., ASSAY/Procedure, IMPURITIES/ Limit of
iminodibenzyl, IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/Packaging
and Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Revision DESIPRAMINE HYDROCHLORIDE PF 39(6) Pg. ONLINE Imipramine Hydrochloride RS Heather Jo)[ce

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
DESIPRAMINE HYDROCHLORIDE TABLETS PF 39(6) Pg. Reference Standards <11=>/USP Iminodibenzyl RS, ADDITIONAL REQUIREMENTS/USP
Revision ONLINE Reference Standards <11>/USP Imipramine Hydrochloride RS Heather Joyce

Chemical Info/Chemical Structure, Chemical Info/C24H3206, Chemical Info/416.51,
Chemical Info/Pregna-1,4-diene-3,20-dione, 11,21-dihydroxy-16,17-[(1-
methylethylidene)bis(oxy)]-, (11&beta;,16&alpha;)-;, Chemical Info/11&beta;,16-
alpha;,17,21-Tetrahydroxypregna-1,4-diene-3,20-dione cyclic 16,17-acetal with acetone,
Chemical Info/CAS, DEFINITION/Introduction, IDENTIFICATION/A. Infrared Absorption
<197K=>, IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Residue on Ignition <281>,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Loss on Drying <731>, SPECIFIC
TESTS/Optical Rotation, Specific Rotation <781S>, ADDITIONAL REQUIREMENTS/Packaging
and Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Desonide
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Desonide Impurities

New DESONIDE PF 39(5) Pg. ONLINE Mixture RS Domenick Vicchio
Revision DESOXYCHOLIC ACID PF 40(1) Pg. ONLINE IMPURITIES/Limit of Lead Galina Holloway

DEXCHLORPHENIRAMINE MALEATE TABLETS PF 40(1) Pg. PERFORMANCE TESTS/Dissolution <711>, ADDITIONAL REQUIREMENTS/Packaging and
Revision ONLINE Storage Domenick Vicchio
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DIETHYLTOLUAMIDE PF 39(2) Pg. ONLINE
DIETHYLTOLUAMIDE TOPICAL SOLUTION PF 39(2) Pg.
ONLINE

DULOXETINE DELAYED-RELEASE CAPSULES PF 39(6) Pg.
ONLINE

DUTASTERIDE PF 39(2) Pg. ONLINE

DYPHYLLINE AND GUAIFENESIN ORAL SOLUTION PF 40(1)
Pg. ONLINE

EDETIC ACID PF 39(6) Pg. ONLINE

ERGOTAMINE TARTRATE AND CAFFEINE TABLETS PF 40(1)
Pg. ONLINE

ERYTHRITOL PF 40(1) Pg. ONLINE

FLUOCINOLONE ACETONIDE PF 39(6) Pg. ONLINE

FLURBIPROFEN TABLETS PF 40(1) Pg. ONLINE

IDENTIFICATION/A. Infrared Absorption <197S><197F>, IDENTIFICATION/B.,

ASSAY/Procedure Shankari Shivaprasad

IDENTIFICATION/B., ASSAY/Procedure Shankari Shivaprasad

PERFORMANCE TESTS/Dissolution <711>, IMPURITIES/Organic Impurities Heather Jo)[ce

Chemical Info/Chemical Structure, Chemical Info/C27H30F6N202, Chemical Info/528.53,
Chemical Info/(5&alpha;,17&beta;)-N-[2,5-Bis(trifluoromethyl)phenyl]-3-oxo-4-azaandrost-
1-ene-17-carboxamide;, Chemical
Info/&alpha;,&alpha;,&alpha;,&alpha;\',&alpha;\',&alpha;\'-Hexafluoro-3-oxo-4-aza-
5&alpha;-androst-1-ene-17&beta;-carboxy-2\',5\"-xylidide, Chemical Info/CAS,
DEFINITION/Introduction, IDENTIFICATION/A. Infrared Absorption <197K> or <197M=>,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Residue on Ignition <281>,
IMPURITIES/Limit of Platinum, IMPURITIES/Limit of Residual solvents, IMPURITIES/Organic
Impurities, Procedure 1, IMPURITIES/Organic Impurities, Procedure 2, SPECIFIC
TESTS/Water Determination, Method Ic <921>, SPECIFIC TESTS/Optical Rotation, Specific
Rotation <781S>, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Dutasteride RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Dutasteride Resolution Mixture RS
IDENTIFICATION/A., IDENITIFICATION/B. Procedure, IDENITIFICATION/C.,
ASSAY/Procedure, OTHER COMPONENTS/Alcohol Determination Method Ilb <611>,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Alcohol Determination-
Acetonitrile RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Alcohol
Determination-Alcohol RS

Edetic Acid

Domenick Vicchio

Domenick Vicchio
Margareth Margues

DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure,
PERFORMANCE TESTS/Dissolution <711>, IMPURITIES/Limit of Ergotaminine and Other
Ergotamine-Related Impurities, IMPURITIES/Limit of Theophylline and Other Caffeine-
Related Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11=>/USP Theophylline RS

IMPURITIES/Limit of Lead

Heather Joyce
Galina Holloway

IDENTIFICATION/Thin-Layer Chromatographic Identification Test <201>, ASSAY/Procedure,
ASSAY/Organic Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Triamcinolone Acetonide RS

IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Flurbiprofen Related Compound A RS

Domenick Vicchio

Hillary Cai
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FONDAPARINUX SODIUM PF 39(5) Pg. ONLINE

FONDAPARINUX SODIUM INJECTION PF 39(5) Pg. ONLINE
HYDROCODONE DIOL PF 40(1) Pg. ONLINE

HYDROXYZINE HYDROCHLORIDE INJECTION PF 39(5) Pg.
ONLINE

Chemical Info/Chemical Structure, Chemical Info/C31H43N3049S8Nal10, Chemical
Info/1728.08, Chemical Info/&alpha;-d-Glucopyranoside, methyl O-2-deoxy-6-O-sulfo-2-
(sulfoamino)-&alpha;-d-glucopyranosyl-(1&rarr;4)-O-&beta;-d-glucopyranuronosyl-

(1&rarr;4)-0-2-deoxy-3,6-di-O-sulfo-2-(sulfoamino)-&alpha;-d-glucopyranosyl-(1&rarr;4)-O

2-0O-sulfo-&alpha;-Il-idopyranuronosyl-(1&rarr;4)-2-deoxy-2-(sulfoamino)-, 6-(hydrogen
sulfate), decasodium salt;, Chemical Info/Methyl O-2-deoxy-6-0O-sulfo-2-(sulfoamino)-

&alpha;-d-glucopyranosyl-(1&rarr;4)-0O-&beta;-d-glucopyranuronosyl-(1&rarr;4)-O-2-deoxy-

3,6-di-O-sulfo-2-(sulfoamino)-&alpha;-d-glucopyranosyl-(1&rarr;4)-0-2-O-sulfo-&alpha;-I-

idopyranuronosyl-(1&rarr;4)-2-deoxy-6-0-sulfo-2-(sulfoamino)-&alpha;-d-glucopyranoside,

decasodium salt, Chemical Info/CAS, DEFINITION/Introduction, IDENTIFICATION/A. 13C

NMR Spectrum, IDENTIFICATION/B. Chromatographic Identity, IDENTIFICATION/C. Sodium

Determination, ASSAY/Procedure, OTHER COMPONENTS/Sodium Determination,
IMPURITIES/Heavy Metals, Method | <231>, IMPURITIES/Free Sulfate and Residual
Chloride Determination, IMPURITIES/Organic Impurities, IMPURITIES/Pyridine and Ethanol
Determination, SPECIFIC TESTS/Bacterial Endotoxins Test <85>, SPECIFIC TESTS/pH
<791>, SPECIFIC TESTS/Microbial Enumeration Tests <61>, SPECIFIC TESTS/Water
Determination, Method Ic <921>, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Endotoxin RS, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Fondaparinux Sodium for Assay RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Fondaparinux Sodium ldentification
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Fondaparinux
Sodium System Suitability Mixture A RS

DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B. Identification Tests-
General, Chloride <191>, ASSAY/Procedure, IMPURITIES/Free Sulfate Determination,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Bacterial Endotoxins Test <85>,
SPECIFIC TESTS/Particulate Matter in Injections <788>, SPECIFIC TESTS/Sterility Tests
<71>, SPECIFIC TESTS/pH <791>, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Endotoxin RS, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Fondaparinux Sodium for Assay RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Fondaparinux Sodium System
Suitability Mixture B RS

Hydrocodone diol,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Limit of 4-Chlorobenzophenone,

ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP 4-Chlorobenzophenone RS

Anita Szajek

Anita Szajek
Margareth Margues

Heather Joyce
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New

New

New

Revision
Revision
New
New

New

IDARUBICIN HYDROCHLORIDE INJECTION PF 39(6) Pg.

ONLINE

INSULIN GLARGINE PF 39(4) Pg. ONLINE

INSULIN GLARGINE INJECTION PF 39(4) Pg. ONLINE

IPRATROPIUM BROMIDE PF 39(6) Pg. ONLINE
L24 PF 40(1) Pg. ONLINE
L81 PF 39(4) Pg. ONLINE
L83 PF 39(6) Pg. ONLINE
L84 PF 39(6) Pg. ONLINE

DEFINITION/Introduction, IDENTIFICATION/A., ASSAY/Procedure, IMPURITIES/Organic

Impurities, SPECIFIC TESTS/Bacterial Endotoxins Test <85>, SPECIFIC TESTS/Sterility

Tests <71>, SPECIFIC TESTS/pH <791>, SPECIFIC TESTS/Particulate Matter in Injections

<788>, SPECIFIC TESTS/Constituted Solution, ADDITIONAL REQUIREMENTS/Packaging and

Storage, ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP

Reference Standards <11>/USP Endotoxin RS, ADDITIONAL REQUIREMENTS/USP

Reference Standards <11>/USP Idarubicin Hydrochloride RS Ahalya Wise

Chemical Info/Chemical Structure, Chemical Info/C267H404N72078S6, Chemical
Info/6062.89, Chemical Info/Insulin (human), 21A-glycine-30Ba-l-arginine-30Bb-l-arginine,
Chemical Info/CAS, DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B.
Peptide Mapping, ASSAY/Procedure, OTHER COMPONENTS/Zinc Determination,
IMPURITIES/Related Compounds, IMPURITIES/Limit of High Molecular Weight Proteins,
SPECIFIC TESTS/Insulin Assays, Bioidentity Test <121>, SPECIFIC TESTS/Bacterial
Endotoxins Test <85>, SPECIFIC TESTS/Microbial Enumeration Tests <61> and Tests For
Specified Microorganisms <62>, SPECIFIC TESTS/Water Determination, Method 1c <921>,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Endotoxin RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11=>/USP Insulin Glargine RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Insulin Glargine for Peak Identification RS Edith Chang

DEFINITION/Introduction, IDENTIFICATION/A., ASSAY/Procedure, OTHER
COMPONENTS/Zinc Determination, IMPURITIES/Related Compounds, IMPURITIES/Limit of
High Molecular Weight Proteins, SPECIFIC TESTS/pH <791>, SPECIFIC TESTS/Bacterial
Endotoxins Test <85>, SPECIFIC TESTS/Sterility Tests <71>, SPECIFIC TESTS/Particulate
Matter in Injections <788>, SPECIFIC TESTS/Injections <1>, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/Labeling,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>:/USP Endotoxin RS,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>:/USP Insulin Glargine RS,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>:/USP Insulin Glargine for

Peak ldentification RS Edith Chang
ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC TESTS/pH <791,

ADDITIONAL REQUIREMENTS/Packaging and Storage Mary Koleck

L24 Margareth Margues
L81 Margareth Marques
L83 Margareth Margues

L84 Margareth Margues
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New

Revision

New

Revision

Revision

Revision

Revision

Revision

Revision
Revision

Revision

Revision

Revision

Revision

Revision

Revision

Revision

HYDROGENATED LANOLIN PF 39(5) Pg. ONLINE
LATANOPROST PF 40(1) Pg. ONLINE

LEAD NITRATE STOCK SOLUTION TS PF 40(1) Pg. ONLINE

LEVODOPA PF 40(1) Pg. ONLINE
LINDANE CREAM PF 40(1) Pg. ONLINE

LITHIUM CARBONATE PF 40(1) Pg. ONLINE

Lithium Methoxide, Fiftieth-Normal (0.02 N) in Methanol PF
40(1) Pg. ONLINE

MAGNESIUM ALUMINUM SILICATE PF 40(1) Pg. ONLINE

MAGNESIUM OXIDE PF 39(6) Pg. ONLINE
Magnesium Chloride PF 39(6) Pg. ONLINE
Magnesium Nitrate PF 40(1) Pg. ONLINE

METHACRYLIC ACID COPOLYMER PF 39(6) Pg. ONLINE

METHACRYLIC ACID COPOLYMER DISPERSION PF 39(6) Pg.

ONLINE

METHACRYLIC ACID AND ETHYL ACRYLATE COPOLYMER PF
39(6) Pg. ONLINE

METHACRYLIC ACID AND METHYL METHACRYLATE
COPOLYMER PF 39(6) Pg. ONLINE

METHIMAZOLE TABLETS PF 40(1) Pg. ONLINE

METHOCARBAMOL PF 39(6) Pg. ONLINE

Chemical Info/CAS, DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B.,
ASSAY/Chromatographic Profile of Fatty Alcohols, Hydrocarbons, and Sterols,
IMPURITIES/Heavy Metals, Method Il <231>, IMPURITIES/Residue on Ignition <281>,
SPECIFIC TESTS/Melting Range or Temperature <741>, SPECIFIC TESTS/Fats and Fixed
Qils, Acid Value <401>, SPECIFIC TESTS/Fats and Fixed Oils, Hydroxyl Value <401>,
SPECIFIC TESTS/Fats and Fixed Oils, Saponification Value <401>, SPECIFIC TESTS/Loss on
Drying <731>, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Cetyl Alcohol RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Hydrogenated Lanolin RS, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Stearyl Alcohol RS

ASSAY/Procedure, IMPURITIES/Organic Impurities

Lead Nitrate Stock Solution TS
IDENTIFICATION/B. Ultraviolet Absorption <197U>, IDENTIFICATION/C.,
ASSAY/Procedure, IMPURITIES/Organic Impurities

ASSAY/Procedure
IDENTIFICATION/A., ASSAY/Procedure, IMPURITIES/Calcium, IMPURITIES/Insoluble
Substances, SPECIFIC TESTS/Alkalinity

Lithium Methoxide, Fiftieth-Normal (0.02 N) in Methanol

IMPURITIES/Lead
ASSAY/Procedure, IMPURITIES/Free Alkali and Soluble Salts, IMPURITIES/Limit of Calcium,
SPECIFIC TESTS/Loss on Ignition <733>

Magnesium Chloride,

Magnesium Nitrate,

IMPURITIES/Limit of Monomers, SPECIFIC TESTS/Rotational Rheometer Methods <912>
ASSAY/Procedure, IMPURITIES/Limit of Monomers, SPECIFIC TESTS/Rotational Rheometer
Methods <912>, ASSAY/Procedure

IMPURITIES/Limit of Methacrylic Acid and Ethyl Acrylate, SPECIFIC TESTS/Rotational
Rheometer Methods <912>, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Methacrylic Acid and Ethyl Acrylate Copolymer (1:1) RS (USP Methacrylic Acid
Copolymer, Type C RS), ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Methacrylic Acid Copolymer, Type C RS.

IMPURITIES/Limit of Methacrylic Acid and Methyl Methacrylate, SPECIFIC TESTS/Rotational
Rheometer Methods <912>

IDENTIFICATION/B., ASSAY/Procedure

IDENTIFICATION/B. Ultraviolet Absorption <197U>, ASSAY/Procedure, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage

Hong Wang
Feiwen Mao

Margareth Margues

Ravi Ravichandran
Shankari Shivaprasad

Ravi Ravichandran

Margareth Margues

Galina Holloway

Elena Gonikberg
Margareth Margues

Margareth Margues

Hong Wang

Hong Wang

Hong Wang

Hong Wang
Elena Gonikberg

Ravi Ravichandran
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Revision

New

Revision

New

New

New

Revision

Revision
Revision

Revision

Revision

Revision

METHOCARBAMOL TABLETS PF 39(6) Pg. ONLINE

METHYLAMINE HYDROCHLORIDE PF 39(6) Pg. ONLINE

METOPROLOL TARTRATE PF 39(1) Pg. ONLINE

MISOPROSTOL DISPERSION PF 39(6) Pg. ONLINE

MYRISTYLTRIMETHYLAMMONIUM BROMIDE PF 40(1) Pg.

ONLINE

NICARDIPINE HYDROCHLORIDE INJECTION PF 39(4) Pg.

ONLINE

OLANZAPINE TABLETS PF 40(1) Pg. ONLINE

OLEOVITAMIN A AND D PF 39(6) Pg. ONLINE
OXAPROZIN TABLETS PF 40(1) Pg. ONLINE
Pancreatic Digest of Casein PF 39(6) Pg. ONLINE

Papaic Digest of Soybean Meal PF 39(6) Pg. ONLINE
Peptic Digest of Animal Tissue PF 39(6) Pg. ONLINE

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 Guaifenesin RS

Methylamine Hydrochloride,

DEFINITION/Introduction, IDENTIFICATION/A. Infrared Absorption <197M=>,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Metoprolol Related Compound A RS,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11=>/USP Metoprolol Related
Compound B RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Metoprolol Related Compound C RS, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Metoprolol Related Compound D RS

DEFINITION/Introduction, IDENTIFICATION/A. Ultraviolet Absorption, IDENTIFICATION/B.,
ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC TESTS/Water Determination,
Method Ic <921>, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Misoprostol RS

Myristyltrimethylammonium Bromide

DEFINITION/Introduction, IDENTIFICATION/A., ASSAY/Procedure, IMPURITIES/Limit of N-
Benzyl-N-methyl-ethanolamine, IMPURITIES/Organic Impurities, OTHER
COMPONENTS/Content of Sorbitol, SPECIFIC TESTS/Bacterial Endotoxins Test <85>,
SPECIFIC TESTS/Sterility Tests <71>, SPECIFIC TESTS/pH <791>, 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 N-Benzyl-N-methyl-ethanolamine RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Endotoxin RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Nicardipine Hydrochloride RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Sorbitol RS

IDENTIFICATION/Infrared Absorption <197S><197K>, IMPURITIES/Organic Impurities

ASSAY/ A. Vitamin A Assay <571>, ASSAY/B. Vitamin D Assay <581>, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11=>/USP Retinyl Acetate RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Retinyl Palmitate RS

ASSAY/Procedure, IMPURITIES/Organic Impurities

Pancreatic Digest of Casein

Papaic Digest of Soybean Meal-

Peptic Digest of Animal Tissue

Ravi Ravichandran

Margareth Margues

Sujatha Ramakrishna

Elena Gonikberg
Donald Min

Sujatha Ramakrishna

Ravi Ravichandran

Huy Dinh
Hillary Cai
Margareth Margues

Margareth Margues
Margareth Margues
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IDENTIFICATION/A. Melting Range or Temperature, Class | <741>, IDENTIFICATION/A.
Infrared Absorption <197K>, IDENTIFICATION/B. Procedure, IDENTIFICATION/B.,
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution <711>, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Phenytoin Related Compound A RS,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Phenytoin Related

Revision PHENYTOIN ORAL SUSPENSION PF 40(1) Pg. ONLINE Compound B RS Ravi Ravichandran
IDENTIFICATION/Ultraviolet Absorption <197U>, ASSAY/Procedure, IMPURITIES/Organic
Revision PIMOZIDE PF 39(6) Pg. ONLINE Impurities, SPECIFIC TESTS/Loss on Drying <731> Ravi Ravichandran

C21H2605358.44, Chemical Info/Pregna-1,4-diene-3,11,20-trione, monohydratel7,21-
dihydroxy-;, Chemical Info/17,21-Dihydroxypregna-1,4-diene-3,11,20-trione monohydrate,
Chemical Info/Chemical Name, DEFINITION/Introduction, SPECIFIC TESTS/Water
Determination, Method | <921>, ADDITIONAL REQUIREMENTS/Packaging and Storage,
Revision PREDNISONE PF 39(6) Pg. ONLINE ADDITIONAL REQUIREMENTS/Labeling Mary Koleck

DEFINITION/Introduction, IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Limit of
Prilocaine Related Compound A, IMPURITIES/Organic Impurities, SPECIFIC TESTS/Melting
Range or Temperature, Class la <741>, ADDITIONAL REQUIREMENTS/USP Reference

Revision PRILOCAINE PF 39(6) Pg. ONLINE Standards <11>/USP Prilocaine Hydrochloride RS Mary Koleck
DEFINITION/Introduction, IDENTIFICATION/C., ASSAY/Procedure, IMPURITIES/Organic
Revision PRILOCAINE HYDROCHLORIDE PF 39(6) Pg. ONLINE Impurities Mary Koleck

Chemical Info/2-Chloro-10-[3-(4-methyl-1-piperazinyl4-methylpiperazin-1-
yl)propyl]lphenothiazine maleate (1:2), DEFINITION/Paragraph Text, IMPURITIES/Ordinary
Impurities <466>, IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference
Revision PROCHLORPERAZINE MALEATE PF 39(4) Pg. ONLINE Standards <11>/USP Prochlorperazine Related Compound A RS Elena Gonikberg

DEFINITION/Paragraph Text, ASSAY/Procedure, IMPURITIES/Organic Impurities,
PROCHLORPERAZINE MALEATE TABLETS PF 39(4) Pg. ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP
Revision ONLINE Reference Standards <11>/USP Prochlorperazine Related Compound A RS Elena Gonikberg

DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B. Identification Tests-
General, Sulfate <191>, IDENTIFICATION/C. Bioidentity, ASSAY/Procedure,
IMPURITIES/Residual Solvents <467>, IMPURITIES/Chromatographic Purity,
IMPURITIES/Elemental Impurities-Limits <232> and Elemental Impurities-Procedures
<233>, IMPURITIES/Iron <241>, IMPURITIES/Methylmercury, OTHER
COMPONENTS/Nitrogen Determination, Method 11 <461>, SPECIFIC TESTS/Bacterial
Endotoxins Test <85>, SPECIFIC TESTS/pH <791>, SPECIFIC TESTS/Ultraviolet
Absorbance, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
Revision PROTAMINE SULFATE PF 39(6) Pg. ONLINE REQUIREMENTS/USP Reference Standards <11>/USP Protamine Sulfate RS Anita Szaiek
DEFINI I TON/Introduction, IDENIIFICATION/A., IDENIIFICATION/B. Identification |ests-
General, Sulfate <191>, ASSAY/Procedure, SPECIFIC TESTS/Particulate Matter in Injections
<788>, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Protamine
Revision PROTAMINE SULFATE INJECTION PF 39(6) Pg. ONLINE Sulfate RS Anita Szajek

Omission PROTAMINE SULFATE FOR INJECTION PF 39(6) Pg. ONLINE Entire document Anita Szajek
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Chemical Info/Chemical Structure, Chemical Info/C11H14N2S-C4H606, Chemical
Info/356.39, Chemical Info/Pyrimidine, 1,4,5,6-tetrahydro-1-methyl-2-[2-(2-
thienyl)ethenyl]-, (E)-, (2R,3R)-2,3-dihydroxybutanedioate (1:1);, Chemical Info/(E)-
1,4,5,6-Tetrahydro-1-methyl-2-[2-(2-thienyl)vinyl]pyrimidine tartrate (1:1), Chemical
Info/CAS, DEFINITION/Introduction, IDENTIFICATION/A. Infrared Absorption <197K>,
IDENTIFICATION/B. Identification Tests-General, Tartrate <191>, IDENTIFICATION/C.,
ASSAY/Procedure, IMPURITIES/Residue on Ignition <281>, IMPURITIES/Organic Impurities,
SPECIFIC TESTS/pH <791>, SPECIFIC TESTS/Loss on Drying <731>, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/Labeling,

New PYRANTEL TARTRATE PF 40(1) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Pyrantel Tartrate RS Morgan Puderbaugh
Perchloric Acid, Tenth-Normal (0.1 N) in Dioxane PF 40(1)
Revision Pg. ONLINE Perchloric Acid, Tenth-Normal (0.1 N) in Dioxane Margareth Marques

Chemical Info/Chemical Structure, Chemical Info/(C21H25N302S)2-C4H404, Chemical
Info/883.09, Chemical Info/Ethanol, 2-[2-(4-dibenzo[b,f][1,4]thiazepin-11-yl-1-
piperazinyl)ethoxy]-, (E)-2-butenedioate (2:1) (salt);, Chemical Info/2-[2-(4-
Dibenzo[b,f][1,4]thiazepin-11-yl-1-piperazinyl)ethoxy]ethanol fumarate (2:1) (salt),
Chemical Info/CAS, DEFINITION/Introduction, IDENTIFICATION/A. Infrared Absorption
<197K=>, 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 Quetiapine Fumarate RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Quetiapine Related Compound B RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Quetiapine Related Compound G RS,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Quetiapine System
New QUETIAPINE FUMARATE PF 39(6) Pg. ONLINE Suitability RS Ravi Ravichandran

DEFINITION/Introduction, IDENTIFICATION/A. Infrared Absorption <197F>,
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/Labeling, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Quetiapine Fumarate RS, ADDITIONAL REQUIREMENTS/USP Reference
New QUETIAPINE TABLETS PF 39(6) Pg. ONLINE Standards <11>/USP Quetiapine System Suitability RS Ravi Ravichandran
IDENTIFICATION/B., IDENTIFICATION/C., ASSAY/Procedure, PERFORMANCE
Revision REPAGLINIDE TABLETS PF 39(6) Pg. ONLINE TESTS/Dissolution <711>, IMPURITIES/Organic Impurities Elena Gonikberg
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New

New

New

Revision

ROSEMARY PF 39(1) Pg. ONLINE

ROSEMARY LEAF DRY AQUEOUS EXTRACT PF 39(1) Pg.

ONLINE

POWDERED ROSEMARY PF 39(1) Pg. ONLINE

SALICYLIC ACID PF 39(6) Pg. ONLINE

DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B. Thin-Layer
Chromatography, IDENTIFICATION/C. HPLC, COMPOSITION/Content of Phenolic Diterpenes,
COMPOSITION/Volatile Oil Content <561>, CONTAMINANTS/Elemental
Impurities&mdash;Procedures <233>, CONTAMINANTS/Articles of Botanical Origin, General
Method for Pesticide Residues Analysis <561>, CONTAMINANTS/Microbial Enumeration
Tests <2021>, CONTAMINANTS/Absence of Specified Microorganisms <2022>, SPECIFIC
TESTS/Botanic Characteristics, SPECIFIC TESTS/Articles of Botanical Origin, Foreign Organic
Matter <561>, SPECIFIC TESTS/Loss on Drying <731>, SPECIFIC TESTS/Articles of
Botanical Origin, Total Ash <561>, SPECIFIC TESTS/Articles of Botanical Origin, Acid-
Insoluble Ash <561>, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Carnosic Acid RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Powdered Rosemary Hydrophilic Extract RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Rosmarinic Acid RS

DEFINITION/Introduction, IDENTIFICATION/A. Thin-Layer Chromatography,
IDENTIFICATION/B. HPLC, COMPOSITION/Content of Rosmarinic Acid,
CONTAMINANTS/Elemental Impurities&mdash;Procedures <233>, CONTAMINANTS/Articles
of Botanical Origin, General Method for Pesticide Residues Analysis <561>,
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/USP Reference Standards <11>/USP Powdered Rosemary
Hydrophilic Extract RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Rosmarinic Acid RS

DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B. Thin-Layer
Chromatography, IDENTIFICATION/C. HPLC, COMPOSITION/Content of Phenolic Diterpenes,
CONTAMINANTS/Elemental Impurities&mdash;Procedures <233>, CONTAMINANTS/Articles
of Botanical Origin, General Method for Pesticide Residues Analysis <561>,
CONTAMINANTS/Microbial Enumeration Tests <2021>, CONTAMINANTS/Absence of
Specified Microorganisms <2022>, 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, Acid-Insoluble Ash <561>,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Carnosic Acid RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Powdered Rosemary Hydrophilic Extract RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11=>/USP Rosmarinic Acid RS

DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/A. Infrared Absorption
<197K=>, IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Melting Range or Temperature <741>, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Salicylic Acid Related Compound A RS

Anton Bzhelyansky

Anton Bzhelyansky

Anton Bzhelyansky

Feiwen Mao
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New

Revision

New

Revision

New

HYDROPHOBIC COLLOIDAL SILICA PF 40(1) Pg. ONLINE

SODIUM BICARBONATE PF 39(6) Pg. ONLINE

SQUALANE PF 38(6) Pg. ONLINE
STANNOUS CHLORIDE PF 40(1) Pg. ONLINE

SULBACTAM SODIUM PF 39(4) Pg. ONLINE
Standard Lead Solution PF 40(1) Pg. ONLINE

TAMSULOSIN HYDROCHLORIDE PF 39(6) Pg. ONLINE
TERT-BUTYL HYDROPEROXIDE SOLUTION PF 39(6) Pg.
ONLINE

Testosterone Benzoate PF 39(6) Pg. ONLINE

TETRADECYLAMMONIUM BROMIDE PF 39(4) Pg. ONLINE

THIOPENTAL SODIUM FOR INJECTION PF 40(1) Pg. ONLINE

TIGECYCLINE PF 39(6) Pg. ONLINE

IMPURITIES/Limit of Lead

IMPURITIES/Chloride and Sulfate, Chloride <221>, IMPURITIES/Copper (where it is labeled
as intended for use in hemodialysis), IMPURITIES/Limit of Ammonia
DEFINITION/Introduction, IDENTIFICATION/B., ASSAY/Procedure,
IMPURITIES/Chromatographic Purity

IMPURITIES/Limit of Lead

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

Standard Lead Solution TS-

DEFINITION/Introduction, IDENTIFICATION/C., ASSAY/Procedure,
IMPURITIES/Enantiomeric Purity, SPECIFIC TESTS/Optical Rotation, Specific Rotation
<781S>

tert-Butyl Hydroperoxide Solution

Testosterone Benzoate,

Reagent Specification, Tetradecylammonium Bromide

IDENTIFICATION/A. Infrared Absorption <19/K>, IDENTIFICATION/B. ldentitication Tests-
General, Sodium <191>, IDENTIFICATION/C., ASSAY/Procedure, ADDITIONAL
REQUIREMENTS/Packaging and Storage

Chemical Info/Chemical Structure, Chemical Info/C29H39N508, Chemical Info/585.65,
Chemical Info/2-Naphthacenecarboxamide, 4,7-bis(dimethylamino)-9-[[[(1,1-
dimethylethyl)amino]acetyl]Jamino]-1,4,4a,5,5a,6,11,12a-octahydro-3,10,12,12a-
tetrahydroxy-1,11-dioxo-, (4S,4aS,5aR,12aS)-;, Chemical Info/(4S,4aS,5aR,12aS)-9-[2-
(tert-Butylamino)acetamido]-4,7-bis(dimethylamino)-1,4,4a,5,5a,6,11,12a-octahydro-
3,10,12,12a-tetrahydroxy-1,11-dioxo-2-naphthacenecarboxamide, Chemical Info/CAS,
DEFINITION/Introduction, DEFINITION/Paragraph Text, DEFINITION/Note,
IDENTIFICATION/A. Infrared Absorption <197K>, IDENTIFICATION/B., ASSAY/Procedure,
IMPURITIES/Residue on Ignition <281>, IMPURITIES/Organic Impurities, SPECIFIC
TESTS/pH <791>, SPECIFIC TESTS/Water Determination, Method Ic <921>, SPECIFIC
TESTS/Optical Rotation, Specific Rotation <781S>, SPECIFIC TESTS/Bacterial Endotoxins
Test <85>, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Endotoxin RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Tigecycline RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Tigecycline Related Compound B RS
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TIGECYCLINE FOR INJECTION PF 39(6) Pg. ONLINE

USP AND NF EXCIPIENTS, LISTED BY CATEGORY PF 39(5)
Pg. ONLINE

VENLAFAXINE HYDROCHLORIDE PF 40(1) Pg. ONLINE

VENLAFAXINE TABLETS PF 40(1) Pg. ONLINE

VIGABATRIN FOR ORAL SOLUTION PF 40(1) Pg. ONLINE

VIGABATRIN TABLETS PF 40(1) Pg. ONLINE
VINORELBINE INJECTION PF 39(6) Pg. ONLINE
Yeast Extract PF 39(6) Pg. ONLINE

ZINC CARBONATE PF 40(1) Pg. ONLINE

ZINC CHLORIDE PF 40(1) Pg. ONLINE

ZINC SULFATE PF 40(1) Pg. ONLINE

ZINC SULFATE TABLETS PF 40(1) Pg. ONLINE

ZIPRASIDONE HYDROCHLORIDE PF 40(1) Pg. ONLINE
Beta-Nicotinamide Adenine Dinucleotide PF 40(1) Pg.
ONLINE

DEFINITION/Introduction, DEFINITION/Note, IDENTIFICATION/B., ASSAY/Procedure,
PERFORMANCE TESTS/Uniformity of Dosage Units <905>, IMPURITIES/Organic Impurities,
SPECIFIC TESTS/pH <791>, SPECIFIC TESTS/Particulate Matter in Injections <788>,
SPECIFIC TESTS/Bacterial Endotoxins Test <85>, SPECIFIC TESTS/Sterility Tests <71>,
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 Tigecycline RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Tigecycline Related Compound B RS

{Emollient} Hydrogenated Lanolin, {Emulsifying agent } Hydrogenated Lanolin,
{Humectant} Hydrogenated Lanolin, {Ointment Base} Hydrogenated Lanolin

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

DEFINITION/Introduction, IDENTIFICATION/A. Infrared Absorption <197K>,
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 Povidone RS,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11=>/USP Vigabatrin RS,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Vigabatrin Related
Compound A RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Vigabatrin Related Compound B RS

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 REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Povidone RS, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Vigabatrin RS, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Vigabatrin Related Compound A RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11=>/USP Vigabatrin Related Compound B RS

ASSAY/Procedure, IMPURITIES/Organic Impurities
Yeast Extract

IMPURITIES/Lead

IMPURITIES/Lead <251>

IMPURITIES/Lead <251>

IDENTIFICATION/A. Sulfate, ASSAY/Procedure

ASSAY/Procedure, IMPURITIES/Limit of Early-Eluting Impurities

&beta;-Nicotinamide Adenine Dinucleotide,
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