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Category

Revision

Revision

Revision
Revision

Revision

Revision

New
Revision

Revision

Revision

Revision

Monograph Title

EXCIPIENTS (USP and NF), LISTED BY CATEGORY PF 45(3) Pg. ONLINE
<11> USP REFERENCE STANDARDS PF 45(1) Pg. ONLINE

GENERAL NOTICES TO USP-NF PF 45(1) Pg. ONLINE
DESCRIPTION AND SOLUBILITY PF 43(4) Pg. ONLINE
<31> VOLUMETRIC APPARATUS PF 45(2) Pg. ONLINE

VOLUMETRIC SOLUTIONS INTRODUCTION PF 45(2) Pg. ONLINE

<432> DETERMINATION OF ZETA POTENTIAL BY ELECTROPHORETIC LIGHT
SCATTERING PF 44(6) Pg. ONLINE

<641> COMPLETENESS OF SOLUTION PF 45(3) Pg. ONLINE
<659> PACKAGING AND STORAGE REQUIREMENTS PF 45(2) Pg. ONLINE

<661> PLASTIC PACKAGING SYSTEMS AND THEIR MATERIALS OF CONSTRUCTION PF
45(2) Pg. ONLINE

<661.1> PLASTIC MATERIALS OF CONSTRUCTION PF 45(2) Pg. ONLINE

Monograph Section
{Diluent} Sucrose Diacetate Hexalsobutyrate, {Ointment Base } Sucrose Diacetate

Hexaisobutyrate, {Plasticizer} Sucrose Diacetate Hexaisobutyrate, {Wet Binder}
Sucrose Diacetate Hexaisobutyrate

Untitled Section, STORAGE, INTRODUCTION, PROPER USE
1. TITLE AND REVISION, 5. MONOGRAPH COMPONENTS, 1. TITLE AND REVISION, 2.
OFFICIAL STATUS AND LEGAL RECOGNITION

Trientine Hydrochloride, Ticagrelor, S/Sucrose Diacetate Hexaisobutyrate:
Untitled Section, USE, STANDARDS OF ACCURACY

1. INTRODUCTION/1.1 Definitions, 2. PREPARATION AND STANDARDIZATION/2.2
Preparation by dilution, 2. PREPARATION AND STANDARDIZATION/2.3 Standardization
INTRODUCIION, PRINCIPLE, INSIRUMENI, DEVELOPMENI| OF IHE MEIHOD,
MEASUREMENT PROCEDURE, DATA PROCESSING AND INTERPRETATION, CONTROL OF
THE INSTRUMENT PERFORMANCE

Untitled Section, METHOD I, METHOD II
GENERAL DEFINITIONS, MEDICAL GAS PACKAGING

POLYETHYLENE CONTAINERS/High-Density Polyethylene, POLYETHYLENE
CONTAINERS/Low-Density Polyethylene, POLYPROPYLENE CONTAINERS/Differential
Scanning Calorimetry, POLYETHYLENE TEREPHTHALATE BOTTLES AND POLYETHYLENE
TEREPHTHALATE G CONTAINERS/Differential Scanning Calorimetry, POLYETHYLENE
TEREPHTHALATE BOTTLES AND POLYETHYLENE TEREPHTHALATE G
CONTAINERS/Heavy Metals, Total Terephthaloyl Moieties, and Ethylene Glycol, TEST
METHODS/Multiple Internal Reflectance, TEST METHODS/Thermal Analysis, Untitled
Section, INTRODUCTION, SCOPE

Untitled Section, INTRODUCTION, SCOPE, SPECIFICATIONS, TEST
METHODS/Extractions, CYCLIC OLEFINS/Identification, CYCLIC OLEFINS/Extractable
Metals, CYCLIC OLEFINS/Plastic Additives, POLYAMIDE 6/Identification, POLYAMIDE
6/Physicochemical Tests, POLYAMIDE 6/Related Substances,
POLYCARBONATE/Identification, POLYCARBONATE/Extractable Metals,
POLYCARBONATE/Related Substances, POLYETHYLENE/Identification,
POLYETHYLENE/Extractable Metals, POLYETHYLENE/Plastic Additives, POLYETHYLENE
TEREPHTHALATE AND POLYETHYLENE TEREPHTHALATE G/Identification,
POLYETHYLENE TEREPHTHALATE AND POLYETHYLENE TEREPHTHALATE G/Extractable
Metals, POLY(ETHYLENE-VINYL ACETATE)/Identification, POLY(ETHYLENE-VINYL
ACETATE)/Extractable Metals, POLY(ETHYLENE-VINYL ACETATE)/Plastic Additives,
POLY(ETHYLENE-VINYL ACETATE)/Related Substances, POLYPROPYLENE/Identification,
POLYPROPYLENE/Extractable Metals, POLYPROPYLENE/Plastic Additives, POLYVINYL
CHLORIDE/Identification, POLYVINYL CHLORIDE/Physicochemical Tests, POLYVINYL
CHLORIDE/Plastic Additives and Stabilizers:, POLYVINYL CHLORIDE,
PLASTICIZED/Identification, POLYVINYL CHLORIDE, PLASTICIZED/Extractable Metals

Scientific Liaison

Peng Zhang
Elena Gonikberg

Jessica Simpson

Elena Gonikberg
Antonio Hernandez-Cardoso

Margareth Marques

Edmond Biba
Antonio Hernandez-Cardoso

Desmond Hunt

Desmond Hunt

Desmond Hunt
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INTRODUCTION, SCOPE, PHYSICOCHEMICAL AND BIOLOGICAL REACTIVITY TEST
METHODS/Biological Reactivity, PHYSICOCHEMICAL AND BIOLOGICAL REACTIVITY
TEST METHODS/Physicochemical Tests, PHYSICOCHEMICAL AND BIOLOGICAL
REACTIVITY TEST METHODS/Chemical Suitability for Use Assessment,

<661.2> PLASTIC PACKAGING SYSTEMS FOR PHARMACEUTICAL USE PF 45(2) Pg. SPECIFICATIONS/Chemical Safety Assessment, FUNCTIONALITY/Spectral Transmission
Revision ONLINE Requirements for Light-Resistant Containers Desmond Hunt
Revision <731> LOSS ON DRYING PF 45(3) Pg. ONLINE Untitled Section Antonio Hernandez-Cardoso
Revision <733> LOSS ON IGNITION PF 45(3) Pg. ONLINE Untitled Section Antonio Hernandez-Cardoso
Revision <791> pH PF 45(2) Pg. ONLINE CALIBRATION Antonio Hernandez-Cardoso
Untitled Section, METHOD I/Procedure, METHOD I/Untitled Section, METHOD
Revision <841> SPECIFIC GRAVITY PF 45(2) Pg. ONLINE II/Procedure Antonio Hernandez-Cardoso

INTRODUCTION, QUALIFICATION OF RAMAN SPECTROMETERS/Installation
Qualification, QUALIFICATION OF RAMAN SPECTROMETERS/Operational Qualification,
QUALIFICATION OF RAMAN SPECTROMETERS/Performance Qualification, PROCEDURE,
VALIDATION AND VERIFICATION/Validation, VALIDATION AND
VERIFICATION/Validation/Accuracy, VALIDATION AND
VERIFICATION/Validation/Precision, VALIDATION AND
VERIFICATION/Validation/Quantitation Limit, VALIDATION AND
VERIFICATION/Validation/Linearity and Calibration Models, VALIDATION AND
VERIFICATION/Validation/Range, VALIDATION AND

New <858> RAMAN SPECTROSCOPY PF 45(2) Pg. ONLINE VERIFICATION/Validation/Robustness, VALIDATION AND VERIFICATION/Verification Lucy Botros
New <1229.17> MYCOPLASMA STERILIZATION PF 45(3) Pg. ONLINE INTRODUCTION, INACTIVATION, REMOVAL BY FILTRATION Radhakrishna Tirumalai

Untitled Sectiort, 1. INTRODUCTION, 2. SCOPE, 3. General Principles—The Overall
ssessment Process, 4. Materials Assessment: Characterization, Screening, and

gelecti})n, USP 661.1, 5. Packaging System Assessment and Qualéﬁcatio)n, uspP
661.2'/5.1 Extractables and Leachables, 6. APPLICABILITY AND APPLICATION OF
661.1 /6.1 APpIicatgiIity, 6. APPLICABILITY AND APPLICATION pF 661.1 /6.2
Application, 6. APPLICABILITY AND APPLICATION OF 661.1 /6.3 Description of Plastics

<1661> EVALUATION OF PLASTIC PACKAGING SYSTEMS AND THEIR MATERIALS OF Contained in 661.1 , 7. APPLICABILITY AND APPLICATION OF 661.2 /7.1 Applicability,

Revision CONSTRUCTION WITH RESPECT TO THEIR USER SAFETY IMPACT PF 45(2) Pg. ONLINE 7. APPLICABILITY AND APPLICATION OF 661.2 /7.2 Application Desmond Hunt

Untitled Section, INTRODUCTION, THEORY, CALIBRATION/Primary Wavelength,

New <1858> RAMAN SPECTROSCOPY - THEORY AND PRACTICE PF 45(2) Pg. ONLINE CALIBRATION/Intensity, PROCEDURE VALIDATION/Method Transfer Lucy Botros
Revision 2 N Acetic Acid VS PF 45(2) Pg. ONLINE 2 N Acetic Acid VS Margareth Marques
Revision Aluminum Potassium Sulfate PF 45(1) Pg. ONLINE Aluminum Potassium Sulfate, Margareth Marques

DEFINLILON/Untitled Section, IDI:NIIHCAI(I() /B., ASSAY/Procedure, PERFORMANCE
TESTS/Dissolution 711 , IMPURITIES/Organic Impurities, ADDITIONAL

Revision AMLODIPINE AND BENAZEPRIL HYDROCHLORIDE CAPSULES PF 45(3) Pg. ONLINE REQUIREMENTS/USP Reference Standards 11 Edith Chang
Revision 0.1 N Ammonium Thiocyanate VS PF 45(2) Pg. ONLINE 0.1 N Ammonium Thiocyanate VS Margareth Marques
Omission ANILERIDINE PF 45(2) Pg. ONLINE Entire document Wei Yang

Omission ANILERIDINE INJECTION PF 45(2) Pg. ONLINE Entire document Wei Yang

Omission ANILERIDINE HYDROCHLORIDE PF 45(2) Pg. ONLINE Entire document Wei Yang

Omission ANILERIDINE HYDROCHLORIDE TABLETS PF 45(2) Pg. ONLINE Entire document Wei Yang

DEFINITION/Introduction, IDENTIFICATION/A. Chromatographic Identity,
IDENTIFICATION/B. Refractive Index, ASSAY/Content of trans-Anethole,
IMPURITIES/Limit of Phenols, SPECIFIC TESTS/Specific Gravity <841>, SPECIFIC
TESTS/Congealing Temperature <651>, SPECIFIC TESTS/Optical Rotation, Angular
Rotation <781A>, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
Revision ANISE OIL PF 44(2) Pg. ONLINE REQUIREMENTS/USP Reference Standards <11> Galina Holloway
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Revision

Revision

Omission
Omission
Omission
Omission
Revision

Omission
Omission
Omission
Omission
Revision

Revision

Revision

New

ANTIMONY SODIUM TARTRATE PF 45(2) Pg. ONLINE
Arsenic Trioxide PF 45(1) Pg. ONLINE
ATROPIC ACID PF 45(2) Pg. ONLINE

AVOBENZONE PF 45(2) Pg. ONLINE
0.05 M BARIUM PERCHLORATE VS PF 45(2) Pg. ONLINE

BENOXINATE HYDROCHLORIDE OPHTHALMIC SOLUTION PF 45(3) Pg. ONLINE

0.004M Benzethonium Chloride VS PF 45(2) Pg. ONLINE
BETAMETHASONE CREAM PF 45(3) Pg. ONLINE
BETAMETHASONE BENZOATE PF 45(3) Pg. ONLINE
BETAMETHASONE BENZOATE GEL PF 45(3) Pg. ONLINE

0.01 M Bismuth Nitrate VS PF 45(2) Pg. ONLINE

0.1 N Bromine VS PF 45(2) Pg. ONLINE

BUTALBITAL AND ASPIRIN TABLETS PF 45(3) Pg. ONLINE
CARTEOLOL HYDROCHLORIDE TABLETS PF 45(3) Pg. ONLINE
CEFAMANDOLE NAFATE PF 45(3) Pg. ONLINE

CEFAMANDOLE NAFATE FOR INJECTION PF 45(3) Pg. ONLINE
CEFDINIR FOR ORAL SUSPENSION PF 45(2) Pg. ONLINE
CEFMENOXIME FOR INJECTION PF 45(3) Pg. ONLINE
CEFMENOXIME HYDROCHLORIDE PF 45(3) Pg. ONLINE
CEFMETAZOLE INJECTION PF 45(3) Pg. ONLINE
CEFMETAZOLE FOR INJECTION PF 45(3) Pg. ONLINE

0.05 N Ceric Ammonium Nitrate VS PF 45(2) Pg. ONLINE

0.1 N Ceric Sulfate VS PF 45(2) Pg. ONLINE

CLOMIPHENE CITRATE TABLETS PF 45(2) Pg. ONLINE

CLONIDINE HYDROCHLORIDE INJECTION PF 44(4) Pg. ONLINE

Entire document
Arsenic Trioxide,
CHEMICAL INFORMATION

IDENTIFICATION/A. Spectroscopic Identific(ation %’ests 197 , Infrared Spectroscopy:,
IDENTIFICATION/B. Ultraviolet Absorption 197U , ASSAY/Procedure

0.05 M Barium Perchlorate VS

Entire document

0.004 M Benzethonium Chloride VS
Entire document

Entire document

Entire document

0.01 M Bismuth Nitrate VS

0.1 N Bromine VS

Entire document

Entire document

Entire document

Entire document
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities
Entire document

Entire document

Entire document

Entire document

0.05 N Ceric Ammonium Nitrate VS
0.1 N Ceric Sulfate VS

IDENTIFICATION/A. Identification—Organic Nitrogenous Bases 181 , ¢
IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE TESTS/Dissolution 711 ,

IMPURITIES/Organic Impurities, ADDITIONALS§EQUIRE ENTS/Packaging and Storage:,

ADDITIONAL REQUIREMENTS/USP Reference
Identification—Organic Nitrogenous Bases 181

tandards 11 , IDENTIFICATION/A.

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

Shankari Shivaprasad
Margareth Marques
Margareth Marques

Sujatha Ramakrishna
Margareth Marques

Mary Koleck
Margareth Marques
Mary Koleck

Mary Koleck

Mary Koleck
Margareth Marques
Margareth Marques
Wei Yang

Edith Chang

Slavica Shane
Slavica Shane
Slavica Shane
Slavica Shane
Slavica Shane
Slavica Shane
Slavica Shane
Margareth Marques
Margareth Marques

Mary Koleck

Edith Chang
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New

New

COPTIS SPECIES RHIZOME PF 44(5) Pg. ONLINE

COPTIS SPECIES RHIZOME DRY EXTRACT PF 44(5) Pg. ONLINE

DEFINITION/Introduction, IDENTIFICATION/A. HPTLC for Articles of Botanical Origin
<203>, IDENTIFICATION/B. HPLC, COMPOSITION/Content of Quaternary
Protoberberine Alkaloids, CONTAMINANTS/Articles of Botanical Origin <561>, Limits of
Elemental Impurities, CONTAMINANTS/Articles of Botanical Origin <561>, Pesticide
Residue Analysis, CONTAMINANTS/Articles of Botanical Origin <561>, Test for
Aflatoxins, 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, Method 2, 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, SPECIFIC TESTS/Loss on Drying <731>, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/Labeling,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Berberine Chloride
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Coptis chinensis
Rhizome Dry Extract RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Coptisine Chloride RS Cuiying Ma

DEFINITION/Introduction, IDENTIFICATION/A. HPTLC for Articles of Botanical Origin
<203>, IDENTIFICATION/B. HPLC, COMPOSITION/Content of Quaternary
Protoberberine Alkaloids, CONTAMINANTS/Botanical Extracts <565>, Preparations,
General Pharmacopeial Requirements, Pesticide Residues, CONTAMINANTS/Articles of
Botanical Origin <561>, Test for Aflatoxins, 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/Articles of Botanical Origin <561>, Methods of Analysis, Total
Ash, SPECIFIC TESTS/Loss on Drying <731>, SPECIFIC TESTS/Botanical Extracts
<565>, Preparations, General Pharmacopeial Requirements, Residual Solvents,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Berberine Chloride RS, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Coptis chinensis Rhizome Dry Extract RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Coptisine Chloride RS Cuiying Ma
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New

Revision

Revision

Revision
Revision
Revision
Revision
New

Omission

Revision

Revision

Revision

Revision

Revision

COPTIS SPECIES RHIZOME POWDER PF 44(5) Pg. ONLINE

CROMOLYN SODIUM PF 45(1) Pg. ONLINE
CROMOLYN SODIUM INHALATION SOLUTION PF 45(3) Pg. ONLINE

CROMOLYN SODIUM NASAL SOLUTION PF 45(3) Pg. ONLINE
CROMOLYN SODIUM OPHTHALMIC SOLUTION PF 45(3) Pg. ONLINE
0.1 N Cupric Nitrate VS PF 45(2) Pg. ONLINE

Cupric Sulfate PF 45(2) Pg. ONLINE

DIACETONE ALCOHOL PF 45(3) Pg. ONLINE
DICHLORALPHENAZONE PF 44(5) Pg. ONLINE

DIETHYLCARBAMAZINE CITRATE PF 44(6) Pg. ONLINE
DOBUTAMINE HYDROCHLORIDE PF 45(2) Pg. ONLINE

GALACTOSE PF 44(5) Pg. ONLINE

GALANTAMINE ORAL SOLUTION PF 44(3) Pg. ONLINE

GALANTAMINE EXTENDED-RELEASE CAPSULES PF 44(3) Pg. ONLINE

DEFINITION/Introduction, IDENTIFICATION/A. HPTLC for Articles of Botanical Origin
<203>, IDENTIFICATION/B. HPLC, COMPOSITION/Content of Quaternary
Protoberberine Alkaloids, CONTAMINANTS/Articles of Botanical Origin <561>, Limits of
Elemental Impurities, CONTAMINANTS/Articles of Botanical Origin <561>, Pesticide
Residue Analysis, CONTAMINANTS/Articles of Botanical Origin <561>, Test for
Aflatoxins, 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, Alcohol-Soluble Extractives, Method 1, SPECIFIC TESTS/Articles of
Botanical Origin <561>, Methods of Analysis, Water-Soluble Extractives, Method 2,
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, SPECIFIC TESTS/Loss on Drying <731>, ADDITIONAL REQUIREMENTS/Packaging
and Storage, ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Berberine Chloride RS,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Coptis chinensis
Rhizome Dry Extract RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Coptisine Chloride RS

IDENTIFICATION/A. Spectroscopic Identification Tests 19<7 ,)Infrared Spectroscopy:,
IMPURITIES/Limit of Oxalate, IMPURITIES/Sterility Tests 71 :, IMPURITIES/Labeling:

IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities
DEFINLILON/UNtitled Section, IDENJIFICATION/B., ASSAY/Procedure,
IMPURITIES/Organic Impurities, SPfECI)lFIC TESTS/Microbial Enumeration Tests 61 and
Tests for Specified Microorganisms 62 :

IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities
0.1 N Cupric Nitrate VS

Cupric Sulfate,

CHEMICAL INFORMATION

Entire document

IDENITLFICATION/A., IDENITLFICATION/B., ASSAY/Procedure, IMPURLILES/Ordinary
Impurities <466>, IMPURITIES/Organic Impurities, Procedure 1, IMPURITIES/Organic
Impurities, Procedure 2

IDENTIFICATION/C. Chloride, IMPURITIES/Organic Impurities

DEFINITION/Introduction, IDENTIFICATION/A. Infrared Absorption <197K>,
IDENTIFICATION/B. Thin-Layer Chromatographic Identification Test <201>,
IDENTIFICATION/B. Chromatographic Identity, IDENTIFICATION/C., ASSAY/Procedure,
IMPURITIES/Related Substances, ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Arabinose RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Lactose Monohydrate RSUSP
Anhydrous Lactose RS

ASSAY/Procedure, IMPURLILES/Organic Impurities, ADD111ONAL REQUIREMEN I S/USP
Reference Standards <11>/USP Galantamine Hydrobromide Related Compounds
Mixture RS

DEFINITION/Introduction, ASSAY/Procedure, PERFORMANCE TESTS/Dissolution <711>,
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Galantamine Hydrobromide
Related Compounds Mixture RS

Cuiying Ma

Ravi Ravichandran
Ravi Ravichandran

Ravi Ravichandran
Mary Koleck
Margareth Marques
Margareth Marques
Margareth Marques

Heather Joyce

Shankari Shivaprasad
Edith Chang

Galina Hollowa

Heather Joyce

Heather Joyce
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DEFINITION/Introduction, IDENTIFICATION/A. HPTLC for Articles of Botanical Origin
<203>, IDENTIFICATION/B. HPLC, COMPOSITION/Content of Caffeine and Flavonoids,
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, CONTAMINANTS/Articles of Botanical
Origin <561>, Test for Aflatoxins, SPECIFIC TESTS/Botanical Characteristics, SPECIFIC
TESTS/Articles of Botanical Origin <561>, Methods of Analysis, Foreign Organic Matter,
SPECIFIC TESTS/Loss on Drying <731>, SPECIFIC TESTS/Articles of Botanical Origin
<561>, Methods of Analysis, Total Ash, ADDITIONAL REQUIREMENTS/Packaging and
Storage, ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Caffeine RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP (+)-Catechin RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP (&minus;)-Epicatechin RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Guarana Seed Dry Extract RS,
New GUARANA SEED PF 44(2) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Procyanidin B2 RS Maria Monagas

DEFINITION/Introduction, IDENTIFICATION/A. HPTLC for Articles of Botanical Origin
<203>, IDENTIFICATION/B. HPLC for Flavonoids, COMPOSITION/Content of Caffeine,
CONTAMINANTS/Botanical Extracts <565>, Preparations, General Pharmacopeial
Requirements, Pesticide Residues, 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/Loss on Drying <731>, SPECIFIC TESTS/Botanical Extracts
<565>, Preparations, General Pharmacopeial Requirements, Residual Solvents,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Caffeine RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP (+)-Catechin RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP (&minus;)-Epicatechin RS, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Guarana Seed Dry Extract RS, ADDITIONAL REQUIREMENTS/USP
New GUARANA SEED DRY EXTRACT PF 44(2) Pg. ONLINE Reference Standards <11>/USP Procyanidin B2 RS Maria Monagas

DEFINITION/Introduction, IDENTIFICATION/A. HPTLC for Articles of Botanical Origin
<203>, IDENTIFICATION/B. HPLC, COMPOSITION/Content of Caffeine and Flavonoids,
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, CONTAMINANTS/Articles of Botanical
Origin <561>, Test for Aflatoxins, SPECIFIC TESTS/Botanical Characteristics, SPECIFIC
TESTS/Articles of Botanical Origin <561>, Methods of Analysis, Foreign Organic Matter,
SPECIFIC TESTS/Loss on Drying <731>, SPECIFIC TESTS/Articles of Botanical Origin
<561>, Methods of Analysis, Total Ash, ADDITIONAL REQUIREMENTS/Packaging and
Storage, ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Caffeine RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP (+)-Catechin RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP (&minus;)-Epicatechin RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Guarana Seed Dry Extract RS,
New GUARANA SEED POWDER PF 44(2) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Procyanidin B2 RS Maria Monagas
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Revision HYDROXYETHYL CELLULOSE Stage 6 Harmonization Entire Document Tong Liu

Omission INULIN IN SODIUM CHLORIDE INJECTION PF 45(2) Pg. ONLINE Entire document Ravi Ravichandran
ISOMETHEPTENE MUCATE, DICHLORALPHENAZONE, AND ACETAMINOPHEN CAPSULES
Omission PF 45(2) Pg. ONLINE Entire document Heather Joyce
New L106 PF 45(2) Pg. ONLINE L106 Margareth Marques
ASSAY/Lactase Activity, SPECIFIC TESTS/Microbial Enumeration Tests 61 and Tests
Revision LACTASE PF 45(2) Pg. ONLINE for Specified Microorganisms 62 : Maria Monagas

Chemical Info/Chemical NameChemical Info/Chemical StructureChemical Info/CAS,
IDENTIFICATION/Infrared Absorption <197K>, IDENTIFICATION/B. Thin-Layer
Chromatographic Identification Test <201>, IDENTIFICATION/D., SPECIFIC TESTS/Fats
and Fixed Oils <401>, Procedures, Hydroxyl Value, SPECIFIC TESTS/Fats and Fixed
Oils <401>, Procedures, Saponification Value, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Lauroyl Polyoxylglycerides 300 RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Lauroyl Polyoxylglycerides 1500

Revision LAUROYL POLYOXYLGLYCERIDES PF 44(6) Pg. ONLINE RS Peng Zhang
Omission LEVORPHANOL TARTRATE INJECTION PF 45(3) Pg. ONLINE Entire document Hillary Cai

IDENTIFICATION/A. Infrared Absorption 1?7 ASSAY/Procedure, IMPURITIES/Organic
Impurities, Procedure 1, IMPURITIES/Organic,}mpurities, Procedure 2, ADDITIONAL
Revision LEVOTHYROXINE SODIUM PF 45(1) Pg. ONLINE REQUIREMENTS/USP Reference Standards 11 Andrea Carney

DEFINITION/Introduction, ASSAY/Procedure, SPECIFIC TESTS/pH <791>, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/Beyond-Use
Date, ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Lidocaine Hydrochloride RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Racepinephrine Hydrochloride
LIDOCAINE, RACEPINEPHRINE AND TETRACAINE HYDROCHLORIDES COMPOUNDED RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Tetracaine
New TOPICAL GEL PF 44(5) Pg. ONLINE Hydrochloride RS Brian Serumaga

DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B.,
COMPOSITION/Content of Conjugated Linoleic Acids-Tri-, Di-, Monoglycerides and
Polymerized Triglycerides, IMPURITIES/Limit of Benzo[a]pyrene, SPECIFIC
TESTS/Water Determination <921>, Method I, Method Ia, SPECIFIC TESTS/Fats and
Fixed Oils <401>, Procedures, Acid Value, SPECIFIC TESTS/Fats and Fixed Oils <401>,
Procedures, Peroxide Value, SPECIFIC TESTS/Fats and Fixed Qils <401>, Procedures,
Fatty Acid Composition, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Conjugated Linoleic
New CONJUGATED LINOLEIC ACIDS-TRIGLYCERIDES PF 44(2) Pg. ONLINE Acids-Triglycerides RS Fatkhulla Tadjimukhamedov
DEFINLILON/UNtitled Section, IDENTLIFICATLON/B., ASSAY/Rrocedure,
IMPURITIES/Calcium, IMPURITIES/Sodium, IMPURITIES/}Ca cium and Sodium,
Revision LITHIUM CARBONATE PF 45(2) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards 11 Ren-Hwa Yeh
ll)tNIIHCI-\IlL{N/A), IDENILFICATLON/B., ASSAY/Procedure, IMPURLILES/Calcium,
IMPURITIES/Carbonate, SPECIFIC TESTS/Lithium Content, SPECIFIC TESTS/Water
Revision LITHIUM HYDROXIDE PF 45(2) Pg. ONLINE Determination 921 , Method III Ren-Hwa Yeh
IDENILFICATION/B., ASSAY/Procedure, PERFORMANCE [ESIS/Dissolution /11,
PERFORMANCE TESTS/Uniformity of Dosage Units 905 :, IMPURITIES/Organic
Revision LOSARTAN POTASSIUM AND HYDROCHLOROTHIAZIDE TABLETS PF 45(3) Pg. ONLINE Impurities, ADDITIONAL REQUIREMENTS/Labeling: Donald Min

IDENTIFICATION/A. Spectroscopic Identification Tests 197 , Infrared Spect<rosc>opy:,
IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE TESTS/Dissolution 711 ,
Revision MESALAMINE DELAYED-RELEASE TABLETS PF 45(1) Pg. ONLINE IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage: HiIIary Cai

Revision Methylbenzothiazolone Hydrazone Hydrochloride PF 45(2) Pg. ONLINE Methylbenzothiazolone Hydrazone Hydrochloride, Margareth Marques
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Revision

Revision

Revision
Revision

Revision

Revision

Revision

Revision

Revision

New

Revision

Revision

Revision

Revision
New
Revision
New

Revision

METHYLENE BLUE PF 45(1) Pg. ONLINE

MOEXIPRIL HYDROCHLORIDE AND HYDROCHLOROTHIAZIDE TABLETS PF 45(2) Pg.

ONLINE

NABUMETONE TABLETS PF 44(3) Pg. ONLINE
0.1 N POTASSIUM HYDROXIDE VS PF 45(3) Pg. ONLINE
POTASSIUM BICARBONATE PF 45(2) Pg. ONLINE

PREDNISOLONE ACETATE INJECTABLE SUSPENSION PF 45(1) Pg. ONLINE

PREGABALIN PF 44(4) Pg. ONLINE

PRIMAQUINE PHOSPHATE TABLETS PF 45(2) Pg. ONLINE

PROPYLTHIOURACIL COMPOUNDED ORAL SUSPENSION PF 45(2) Pg. ONLINE

PYRROLOQUINOLINE QUINONE DISODIUM PF 44(4) Pg. ONLINE

RABEPRAZOLE SODIUM PF 45(3) Pg. ONLINE

SAW PALMETTO CAPSULES PF 45(2) Pg. ONLINE

SAW PALMETTO EXTRACT PF 45(2) Pg. ONLINE

SELEGILINE HYDROCHLORIDE TABLETS PF 45(3) Pg. ONLINE
SILICONE OIL PF 45(2) Pg. ONLINE

0.01 N SODIUM HYDROXIDE VS PF 45(3) Pg. ONLINE

SODIUM METHANESULFONATE PF 45(3) Pg. ONLINE

Standard Dichlorophenol-Indophenol Solution PF 45(3) Pg. ONLINE

IDENTIFICATION</A. Spectroscopic Identification Tests 197 , Infrare Sp,ectroscopy:,
ASSAY/Procedure, IhPURéTIIéS/Organic Impurities, SPECIFIC TESTS/Bacterial
Endotoxins Test 85 :, SPECIFIC TESTS/M]C{O ial Enumeration Tests 61 and Tests for
Specified Microorganisms 62 :, ADDITIONAL REQUIREMENTS/Labeling:, ADDITIONAL
REQUIREMENTS/USP Reference Standards 11

IDENILFICATION/B., ASSAY/Procedure, PERFORMANCE [ESIS/Dissolution /11,
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP Reference
Standards 11

IDENILFICATION/B., ASSAY/Procedure, LMPURLILES/Organic Impurities, ADD1ILONAL
REQUIREMENTS/USP Reference Standards <11>/USP Nabumetone Related Compound
A RS

0.1 N Potassium Hydroxide VS

ASSAY/Procedure, SPECIFIC TESTS/Normal Carbonate

IDENTIFICATION/B., ASSAY/Procedure, SPECIFIC TESTS/Bacterial Endotoxins Test
85 :, SPECIFIC TESTS/Sterility Tests 71 :

IDENILFICATION/A. 1ntrared Absorption <1Y/K><1Y/>, IMPURLIIES/Chloride and
Sulfate <221>, Chloride, IMPURITIES/Organic Impurities, IMPURITIES/Enantiomeric
Purity

IDENTIFICATION/A., ASSAY/Procedure, PERFORMANCE TESTS/Dissolution 711,
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage:

ASSAY/Procedure

Chemical Info/Chemical Structure, Chemical Info/C14H4N2Na208, Chemical
Info/374.17, Chemical Info/ 1H-Pyrrolo[2,3-f]quinoline-2,7,9-tricarboxylic acid, 4,5-
dihydro-4,5-dioxo-, sodium salt (1:2);, Chemical Info/Sodium 9-carboxy-4,5-dioxo-4,5-
dihydro-1H-pyrrolo[2,3-f]quinoline-2,7-dicarboxylate, Chemical Info/CAS,
DEFINITION/Introduction, IDENTIFICATION/A: X-Ray Diffraction <941>,
IDENTIFICATION/B, ASSAY/Procedure, OTHER COMPONENTS/Content of Sodium,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Water Determination <921>, Method
I, Method Ia, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Glycine RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Pyrroloquinoline Quinone
Disodium RS

IDENILFICATLON/A. Spectroscopic ldentification lests 19/, Infrared Spectroscopy:,
ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP
Reference Standards 11

CONTAMINANTS/MicrobiaI<Enun%eration Tests 2021 :, CONTAMINANTS/Absence of
Specified Microorganisms 2022 , Test Procedures, Test for Absence of Salmonella
Species, and Test for Absence of Escherichia coli :

CONTAMINANTS/MicrobiaI<Enun%eration Tests 2021 :, CONTAMINANTS/Absence of
Specified Microorganisms 2022 , Test Procedures, Test for Absence of Salmonella
Species and Test for Absence of Escherichia coli:

IDENILFICATION/A., IDENITLFICATION/B., ASSAY/Procedure, LMPURLILIES/Organic
Impurities, Procedure 1, IMPURITIES/Organic Impurities, Procedure 2: Limit of
Methamphetamine Hydrochloride

CHEMICAL INFORMATION

0.01 N Sodium Hydroxide VS

CHEMICAL INFORMATION

Standard Dichlorophenol-Indophenol Solution

Donald Min

Donald Min

Hillary Cai
Margareth Marques

Michael Chang

Ren-Hwa Yeh

Hillary Cai

Praveen Pabba

Tiffany Chan

Fatkhulla Tadjimukhamedov

Andrea Carney

Natalia Davydova

Natalia Davydova

Claire Chisolm

Margareth Marques
Margareth Marques
Margareth Marques
Margareth Marques
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CHEMICAL INFORMATIO>N, DEFINITION, IDENTIFICATION/A. Spectroscopic
Identiﬁcati{)n Tests 197 , Infrared Spectroscopy:, IDENTIFICATION/B.,
ASSAY/Procedure, IMPURITIES/Residue on Ignition 281 :, SPECIFIC TESTS/Rats and
Fixed Oils 401 , Procedures, Acid Value, SPECIFIC TESTS/Fats and Fixed Oils’ 401 ,
Procedures, Saponification Value, SPECIFIC, TESTS/Water Determination 921 , Method
I:, ADDITIONAL REQUIREMENTS/Packaging and Storage:, ADDITIONAL

New SUCROSE DIACETATE HEXAISOBUTYRATE PF 45(3) Pg. ONLINE REQUIREMENTS/USP Reference Standards 11 Peng Zhang

Omission  SULFINPYRAZONE PF 45(3) Pg. ONLINE Entire document Praveen Pabba
Omission  SULFINPYRAZONE CAPSULES PF 45(3) Pg. ONLINE Entire document Praveen Pabba
Omission  SULFINPYRAZONE TABLETS PF 45(3) Pg. ONLINE Entire document Praveen Pabba
Omission  SULFISOXAZOLE ACETYL ORAL SUSPENSION PF 45(3) Pg. ONLINE Entire document Praveen Pabba

DEFINITION/Introduction, IDENTIFICATION/A. HPTLC for Articles of Botanical Origin
<203>, IDENTIFICATION/B. HPLC, COMPOSITION/Content of Hydrolyzable Tannins,
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, Total Ash, SPECIFIC TESTS/Articles of
Botanical Origin <561>, Methods of Analysis, Acid-Insoluble Ash, SPECIFIC TESTS/Loss
on Drying <731>, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Chebulagic Acid RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Terminalia chebula Fruit Dry

New TERMINALIA CHEBULA FRUIT PF 44(5) Pg. ONLINE Extract RS Nam-Cheol Kim

DEFINITION/Introduction, IDENTIFICATION/A. HPTLC for Articles of Botanical Origin
<203>, IDENTIFICATION/B. HPLC, COMPOSITION/Content of Hydrolyzable Tannins,
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/Loss on Drying
<731>, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Chebulagic Acid RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Terminalia chebula Fruit Dry

New TERMINALIA CHEBULA FRUIT DRY EXTRACT PF 44(5) Pg. ONLINE Extract RS Nam-Cheol Kim
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Revision
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Revision

Revision
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Revision

TERMINALIA CHEBULA FRUIT POWDER PF 44(5) Pg. ONLINE
TESTOSTERONE INJECTABLE SUSPENSION PF 45(3) Pg. ONLINE
TESTOSTERONE PROPIONATE INJECTION PF 45(3) Pg. ONLINE
TETRACYCLINE ORAL SUSPENSION PF 45(3) Pg. ONLINE
TETRACYCLINE HYDROCHLORIDE FOR INJECTION PF 45(3) Pg. ONLINE

TETRACYCLINE HYDROCHLORIDE FOR TOPICAL SOLUTION PF 45(3) Pg. ONLINE
TETRACYCLINE HYDROCHLORIDE OPHTHALMIC SUSPENSION PF 45(3) Pg. ONLINE

TETRACYCLINE HYDROCHLORIDE AND NYSTATIN CAPSULES PF 45(3) Pg. ONLINE

DELTA-8-TETRAHYDROCANNABINOL PF 45(1) Pg. ONLINE
THIETHYLPERAZINE MALEATE PF 45(3) Pg. ONLINE
THIETHYLPERAZINE MALEATE SUPPOSITORIES PF 45(3) Pg. ONLINE
THIETHYLPERAZINE MALEATE TABLETS PF 45(3) Pg. ONLINE
THIOTHIXENE HYDROCHLORIDE PF 45(3) Pg. ONLINE

THIOTHIXENE HYDROCHLORIDE INJECTION PF 45(3) Pg. ONLINE
THIOTHIXENE HYDROCHLORIDE FOR INJECTION PF 45(3) Pg. ONLINE
THIOTHIXENE HYDROCHLORIDE ORAL SOLUTION PF 45(3) Pg. ONLINE
0.1 N Titanium Trichloride VS PF 45(2) Pg. ONLINE

Titanium Trichloride PF 45(3) Pg. ONLINE

TRIAMCINOLONE TABLETS PF 45(3) Pg. ONLINE

TRIAMCINOLONE DIACETATE ORAL SOLUTION PF 45(3) Pg. ONLINE

TRIAMCINOLONE DIACETATE INJECTABLE SUSPENSION PF 45(3) Pg. ONLINE
TRISULFAPYRIMIDINES ORAL SUSPENSION PF 45(3) Pg. ONLINE
TRISULFAPYRIMIDINES TABLETS PF 45(3) Pg. ONLINE

TUBOCURARINE CHLORIDE PF 45(3) Pg. ONLINE

TUBOCURARINE CHLORIDE INJECTION PF 45(3) Pg. ONLINE

VALRUBICIN INTRAVESICAL SOLUTION PF 45(3) Pg. ONLINE

DEFINITION/Introduction, IDENTIFICATION/A. HPTLC for Articles of Botanical Origin
<203>, IDENTIFICATION/B. HPLC, COMPOSITION/Content of Hydrolyzable Tannins,
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, Total Ash, SPECIFIC TESTS/Articles of
Botanical Origin <561>, Methods of Analysis, Acid-Insoluble Ash, SPECIFIC TESTS/Loss
on Drying <731>, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Chebulagic Acid RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Terminalia chebula Fruit Dry
Extract RS

Entire document
Entire document
Entire document

Entire document
Entire document
Entire document

Entire document
Delta-8-tetrahydrocannabinol (A-8-Tetrahydrocannabinol),
Entire document

Entire document

Entire document

Entire document

Entire document

Entire document

Entire document

0.1 N Titanium Trichloride VS
Titanium Trichloride

Entire document

Entire document

Entire document
Entire document
Entire document
Entire document
Entire document
IDENTIFICATIOl\l</A.%V'II'hin-Layer Chromatographic Identification Test 201 ,

ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC TESTS/Bacterial
Endotoxins Test 85 :, SPECIFIC TESTS/Sterility Tests 71 :

Nam-Cheol Kim
Ren-Hwa Yeh
Ren-Hwa Yeh
Praveen Pabba
Praveen Pabba

Praveen Pabba
Praveen Pabba

Praveen Pabba

Margareth Marques

Andrea Carney
Andrea Carney

Andrea Carney
Nicholas Garito Jr.

Nicholas Garito Jr.
Nicholas Garito Jr.
Nicholas Garito Jr.

Margareth Marques

Margareth Marques

Ren-Hwa Yeh
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Ren-Hwa Yeh
Praveen Pabba
Praveen Pabba
Nicholas Garito Jr.
Nicholas Garito Jr.

Praveen Pabba
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Revision Zinc Sulfate Heptahydrate PF 45(2) Pg. ONLINE Zinc Sulfate Heptahydrate, Margareth Marques
¢ )

DEFIN(ITI%)N, ASSAY/Procedure, SPECIFIC TESTS/pH 791 :, SPECIFIC TESTS/Sterility
Tests 71, Test for Sterility of the Product to Be Examined, Membrane Filtration:,
SPECIFIC 'f‘ES S/Bacterial Endotoxins Test 85 :, SPECIFIC TESTS/Particulate Matter in
Injections 788 :, ADDITIONAL REQUIREMENTS/Packaging gnd Storage:, ADDITIONAL
REQUIREMENTS/Beyond-Use Date:, ADDITIONAL REQUIREMENTS/Labeling:,
New ZINC SULFATE COMPOUNDED INJECTION PF 45(3) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards 11 Tiffany Chan

Revision ZOLPIDEM TARTRATE TABLETS PF 45(1) Pg. ONLINE PERFORMANCE TESTS/Dissolution 711 Nicholas Garito Jr.
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