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Category Monograph Title Monograph Section Scientific Liaison
Revision = DESCRIPTION AND SOLUBILITY PF 45(6) Pg. ONLINE D/Decitabine, N/Nepafenac Devarshi Narendra Thaker
1. INIRODUCIION, APPENDICES/Appendix 3: Additional Sources of
Revision  <1033> BIOLOGICAL ASSAY VALIDATION PF 45(4) Pg. ONLINE Information, 1. INTRODUCTION Steven Walfish
<1085.1> VALIDAIION OF ALIERNAITLVE MEIHODS 10 IHE
New BACTERIAL ENDOTOXINS TEST PF 46(5) Pg. ONLINE New Leslie Furr

INITRUDUCLITLUN/LNOICE O UL dna >dimpliing riow Kdie 10r une Arov
Measurement, PHARMACOPEIAL APSD DATA ANALYSIS/The
Deposition Profile, PHARMACOPEIAL APSD DATA ANALYSIS/The
APSD: Sized Deposition Profile, PHARMACOPEIAL APSD DATA
ANALYSIS/Stage Grouping of the Deposition Data, OTHER
<1604> PRESENTATION OF AERODYNAMIC PARTICLE SIZE TREATMENTS OF APSD DATA/The APSD: Cumulative Distribution

New DISTRIBUTION MEASUREMENT DATA PF 45(2) Pg. ONLINE Profile, OTHER TREATMENTS OF APSD DATA/Sized Fractions Kahkashan Zaidi
IDENILFICATLON/B., ASSAY/Procedure, IMPURLILES/Organic
Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards

Revision ~ ABACAVIR AND LAMIVUDINE TABLETS PF 46(3) Pg. ONLINE (11) Shankari Shivaprasad

DEFINITION, IDENTIFICATION/A. 1H NMR Spectroscopy,
COMPOSITION/Content of Acemannans, 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/Limit of
Anthrone Glycosides (anthraquinine glycosides and
hydroxyanthracene derivatives), SPECIFIC TESTS/pH (791),
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP

New ALOE VERA LEAF DRY JUICE PF 46(5) Pg. ONLINE Reference Standards (11), FOOTNOTES Nam-Cheol Kim



New

New

Revision
Omission

Omission

Revision

Revision

ALOE VERA LEAF JUICE PF 46(5) Pg. ONLINE

ALOE VERA LEAF JUICE CONCENTRATE PF 46(5) Pg. ONLINE

ALPRAZOLAM TABLETS PF 45(5) Pg. ONLINE
ALTRETAMINE PF 46(4) Pg. ONLINE
ALTRETAMINE CAPSULES PF 46(4) Pg. ONLINE

BUTORPHANOL TARTRATE INJECTION PF 46(2) Pg. ONLINE

CALCIUM PANTOTHENATE PF 47(1) Pg. ONLINE

DEFINITION, IDENTIFICATION/A. 1H NMR Spectroscopy,
COMPOSITION/Content of Acemannans, 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/Limit of
Anthrone Glycosides (anthraquinine glycosides and
hydroxyanthracene derivatives), SPECIFIC TESTS/pH (791),
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11), FOOTNOTES

DEFINITION, IDENTIFICATION/A. 1H NMR Spectroscopy,
COMPOSITION/Content of Acemannans, 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/Limit of
Anthrone Glycosides (anthraquinine glycosides and
hydroxyanthracene derivatives), SPECIFIC TESTS/pH (791),
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11), FOOTNOTES

ASSAY/Proceaure, FPEKFUKNMANCLE 1ES15/UISSOIUTION (/L1),
Procedure, Apparatus 1 and Apparatus 2, Immediate-release
dosage forms, Procedure for a pooled sample for immediate-release
dosage forms, PERFORMANCE TESTS/Uniformity of Dosage Units
(905), IMPURITIES/Organic Impurities

Entire document

Entire document

IDENTIFICATION/Thin-Layer Chromatography, IDENTIFICATION/A.,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic
Impurities, SPECIFIC TESTS/Bacterial Endotoxins Test (85),
ADDITIONAL REQUIREMENTS/Packaging and Storage
ASSAY/Procedure, IMPURLILES/Beta Alanine, IMPURL I LES/Other
Related Substances

Nam-Cheol Kim

Nam-Cheol Kim

Heather Joyce
Jane Li
Jane Li

Wei Yang

Natalia Davydova




Revision
Omission
Omission

Omission

Revision
Omission
Omission

Omission

Revision

Revision

New

Revision

CEFADROXIL FOR ORAL SUSPENSION PF 45(6) Pg. ONLINE
CEFOTETAN PF 45(4) Pg. ONLINE

CEFOTETAN INJECTION PF 45(4) Pg. ONLINE

CEFOXITIN INJECTION PF 46(6) Pg. ONLINE

CEFPROZIL FOR ORAL SUSPENSION PF 45(6) Pg. ONLINE
CEFTIZOXIME SODIUM PF 45(4) Pg. ONLINE
CEFTIZOXIME INJECTION PF 45(4) Pg. ONLINE
CEFTIZOXIME FOR INJECTION PF 45(4) Pg. ONLINE

CEFUROXIME AXETIL TABLETS PF 45(5) Pg. ONLINE

CIDOFOVIR PF 45(4) Pg. ONLINE

DECITABINE PF 45(4) Pg. ONLINE

DIMENHYDRINATE INJECTION PF 45(5) Pg. ONLINE

DEFLNLILUN, IDENTLFICATLUN/ ININ-Layer Lnromatograpny,
IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure,
PERFORMANCE TESTS/Dissolution (711), IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11)

Entire document
Entire document

Entire document

IDENITLIFICATIUN/A,. ININ-Layer cnromatograpny,
IDENTIFICATION/A., ASSAY/Procedure, PERFORMANCE
TESTS/Dissolution (711), PERFORMANCE TESTS/Deliverable Volume
(698), IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

Entire document
Entire document

Entire document
IDENILFICATLION/B., ASSAY/Procedure, PERFORMANCE
TESTS/Dissolution (711), IMPURITIES/Organic Impurities

IMPURITIES/Organic Impurities, IMPURITIES/Enantiomeric Purity,
IMPURITIES/Limit of Triphenylmethanol, SPECIFIC TESTS/Bacterial
Endotoxins Test (85), ADDITIONAL REQUIREMENTS/Labeling,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11)

CHEMICAL INFORMATION, DEFINITION, IDENTIFICATION/A.
Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Residue on
Ignition (281), IMPURITIES/Organic Impurities, Procedure 1,
IMPURITIES/Organic Impurities, Procedure 2, SPECIFIC
TESTS/Optical Rotation (781S), Procedures, Specific Rotation,
SPECIFIC TESTS/Microbial Enumeration Tests (61) and Tests for
Specified Microorganisms (62), SPECIFIC TESTS/Bacterial
Endotoxins Test (85), SPECIFIC TESTS/Water Determination (921),
Method I, Method Ic, ADDITIONAL REQUIREMENTS/Packaging and
Storage, ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)
IDENILFICATLIUN/A., IDENITLIFILATLIUN/B., ASSAY/Proceaure,
OTHER COMPONENTS/8-Chlorotheophylline, OTHER COMPONENTS,
IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

Slavica Shane
Slavica Shane
Slavica Shane
Slavica Shane

Slavica Shane
Slavica Shane
Slavica Shane
Slavica Shane

Slavica Shane

Shankari Shivaprasad

Jane Li

Behnaz Almasi



Revision

New

Revision

Revision

Revision

Revision

Omission

DOXEPIN HYDROCHLORIDE ORAL SOLUTION PF 45(5) Pg. ONLINE

EPTIFIBATIDE PF 46(2) Pg. ONLINE

ETHACRYNATE SODIUM FOR INJECTION PF 45(4) Pg. ONLINE

FENOPROFEN CALCIUM PF 45(4) Pg. ONLINE

FENOPROFEN CALCIUM CAPSULES PF 45(4) Pg. ONLINE

FENOPROFEN CALCIUM TABLETS PF 45(4) Pg. ONLINE
GUTTA PERCHA PF 46(2) Pg. ONLINE

IDENILFICATLUN/A., IDENITLIFICATLIUN/B., ASSAY/Proceaure,
IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL

REQUIREMENTS/USP Reference Standards (11) Heather Joyce

CHEMICAL INFORMATION, DEFINITION, IDENTIFICATION/A. HPLC,
IDENTIFICATION/B. Mass Spectrometry (736), ASSAY/Procedure,
IMPURITIES/Eptifibatide-Related Impurities,
IMPURITIES/Trifluoroacetic Acid (TFA) in Peptides (503.1), OTHER
COMPONENTS/Acetic Acid in Peptides (503), Method 2, SPECIFIC
TESTS/Bacterial Endotoxins Test (85), SPECIFIC TESTS/Microbial
Enumeration Tests (61) and Tests for Specified Microorganisms
(62), SPECIFIC TESTS/Water Determination (921), Method I,
Method Ic, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

CACMILICAL INFURPNMAITLIUN, CACNMLICAL INCURPMNAITLIUN,
IDENTIFICATION/A. Ultraviolet Absorption (197U),
IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/pH (791),
SPECIFIC TESTS/Bacterial Endotoxins Test (85), SPECIFIC
TESTS/Other requirements, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

Julie Zhang

Tamara Bourne

CHEMICAL INFORMATION, DEFINITION, IDENTIFICATION/A.
Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/C., ASSAY/Procedure, OTHER

COMPONENTS/Content of Calcium, IMPURITIES/Organic Impurities \\ej Yang
DEFLNLILUN, IDENILFLILCATLUN/A. LNTrarea ADSorpuon,

IDENTIFICATION/A., IDENTIFICATION/B., IDENTIFICATION/C.,
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution (711),
IMPURITIES/Organic Impurities, ADDITIONAL

REQUIREMENTS/Packaging and Storage Wei Yang
DEFLNLILUN, IDENILFILCATLUN/A. LNTrarea ADsorpuon,

IDENTIFICATION/A., IDENTIFICATION/B., IDENTIFICATION/C.,
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution (711),
IMPURITIES/Organic Impurities, ADDITIONAL

REQUIREMENTS/Packaging and Storage Wei Yang
Entire document Jane Li



IDENITLIFICATIVUN/D., ADDAY/Froceaure, LIVMIFUKLILES/uUrganic
Impurities, SPECIFIC TESTS/Bacterial Endotoxins Test (85),
SPECIFIC TESTS/Sterility Tests (71), SPECIFIC TESTS/Other
Requirements, SPECIFIC TESTS/Particulate Matter in Injections
(788), ADDITIONAL REQUIREMENTS/Packaging and Storage,
Revision  HALOPERIDOL INJECTION PF 45(4) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Heather Joyce
DEFLNLILUN, IDENTLFICATLIUN/B., ASSAY/Proceaure,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Microbial
Enumeration Tests (61) and Tests for Specified Microorganisms
(62), ADDITIONAL REQUIREMENTS/Packaging and Storage,

Revision ~ HALOPERIDOL ORAL SOLUTION PF 45(4) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Heather Joyce
Omission ISOSORBIDE ORAL SOLUTION PF 45(4) Pg. ONLINE Entire document Tamara Bourne

IDENITLIFICATIUN/A,, IDENILFICATION/B., ASSAY/Proceaure,

PERFORMANCE TESTS/Dissolution (711), IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage,

Revision =~ METHYLDOPA TABLETS PF 45(5) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Donald Min
LUENITLIFICATIUN/B., ASSAY/Proceaure, FPERFUKNMANCE
TESTS/Dissolution (711), PERFORMANCE TESTS/Uniformity of
Dosage Units (905), IMPURITIES/Organic Impurities, ADDITIONAL

METHYLDOPA AND HYDROCHLOROTHIAZIDE TABLETS PF 45(5) Pg. REQUIREMENTS/Packaging and Storage, ADDITIONAL

Revision ONLINE REQUIREMENTS/USP Reference Standards (11) Donald Min
CHACNMILICAL INFURNAITLIUN, DEFINLILIUN, IDENITLIFLICATIUN/A.
Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Residue on
Ignition (281), IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Loss on Drying (731), ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL

New NEPAFENAC PF 45(5) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Hillary Cai
ASSAY/Proceaure, PEKFURKMANCE 1ES15/DISSOIUTION (/L1),
IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL

Revision =~ OXANDROLONE TABLETS PF 46(1) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Ren-Hwa Yeh

IDENTIFICATION/A. Spectroscopic Identification Tests (197),
Infrared Spectroscopy, IDENTIFICATION/B., ASSAY/Procedure,
IMPURITIES/Ampicillin, Piperacillin Penicilloic Acid, Piperacillin
Related Compound E, and Acetylated Penicilloic Acid of Piperacillin,
IMPURITIES/Piperacillinylampicillin, IMPURITIES/Organic Impurities,
SPECIFIC TESTS/Optical Rotation (781S), Procedures, Specific
Rotation, SPECIFIC TESTS/Bacterial Endotoxins Test (85), SPECIFIC
TESTS/Sterility Tests (71), ADDITIONAL REQUIREMENTS/USP
Revision PIPERACILLIN PF 45(5) Pg. ONLINE Reference Standards (11) Christine Hiemer

Omission PROCYCLIDINE HYDROCHLORIDE PF 46(5) Pg. ONLINE Entire document Claire Chisolm




Omission

Revision

Revision

Revision

New

Omission

PROCYCLIDINE HYDROCHLORIDE TABLETS PF 46(5) Pg. ONLINE

PROPAFENONE HYDROCHLORIDE PF 45(4) Pg. ONLINE

ROPIVACAINE HYDROCHLORIDE INJECTION PF 45(4) Pg. ONLINE

SUMATRIPTAN INJECTION PF 45(4) Pg. ONLINE

TICAGRELOR TABLETS PF 45(5) Pg. ONLINE
TICARCILLIN MONOSODIUM PF 46(3) Pg. ONLINE

Entire document

IDENILFILCATLUN/A. SPECTroscopiC ldentrication 1ests (1Y/),
Infrared Spectroscopy, IDENTIFICATION/B., ASSAY/Procedure,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Melting Range or
Temperature (741), ADDITIONAL REQUIREMENTS/USP Reference
Standards (11)

IVENILIFICAITLIUN/D., ADDAY/FProceaure, LIViFURKLILED/LITIL O £,0-
Dimethylaniline (Ropivacaine Related Compound A, Base),
IMPURITIES/Organic Impurities, IMPURITIES/Limit of Ropivacaine
Related Compound B, SPECIFIC TESTS/Bacterial Endotoxins Test
(85), SPECIFIC TESTS/Sterility Tests (71), ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)
IDENITLIFICATIUN/B., ASSAY/Proceaure, IMPURLILES/Urganic
Impurities, SPECIFIC TESTS/Osmolality and Osmolarity (785),
SPECIFIC TESTS/Bacterial Endotoxins Test (85), ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

DEFLNLITIUN, IDENITIFICATIUN/A,, IDENITLIFICAITLIVUN/D.,
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution (711),
PERFORMANCE TESTS/Uniformity of Dosage Forms (905),
IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards

Entire document

Claire Chisolm

Donald Min

Ren-Hwa Yeh

Nicholas Garito Jr.

Donald Min

Christine Hiemer




