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Category Monograph Title

Revision

Monograph Section

Scientific Liaison

GENERAL NOTICES TO USP-NF PF 46(1) Pg. ONLINE

Applying to Standards, Tests, Assays, and Other Specifications of the United States
Pharmacopeia/1. TITLE AND REVISION, Applying to Standards, Tests, Assays, and
Other Specifications of the United States Pharmacopeia/2. OFFICIAL STATUS AND
LEGAL RECOGNITION, Applying to Standards, Tests, Assays, and Other Specifications
of the United States Pharmacopeia/3. CONFORMANCE TO STANDARDS

Jessica Simpson

Revision

DESCRIPTION AND SOLUBILITY PF 45(6) Pg. ONLINE

S/Sorafenib Tosylate, G/Gemifloxacin Mesylate, C/Clotrimazole, Regorafenib

Devarshi Narendra Thaker

Revision

<191> IDENTIFICATION TESTS -- GENERAL PF 45(2) Pg. ONLINE

CHEMICAL IDENTIFICATION TESTS/Chloride

Revision

<210> MONOSACCHARIDE ANALYSIS PF 46(1) Pg. ONLINE

Lucy Botros

STALIC ACID QUANTIFICATION, PROCEDURES/PTocedure 1: Enzymatic Release and
Analysis by HPAEC-PQD gf Unlabeled Sialic Acids, PROCEDURES/Procedure 3:
Enzymatic Hydrolysis and Analysis by RP-HPLC of DMB-Labeled Sialic Acids, USP
Reference Standards 11

LiJing

Revision

<476> CONTROL OF ORGANIC IMPURITIES IN DRUG SUBSTANCES AND DRUG
PRODUCTS PF 45(1) Pg. ONLINE

INTRODUCTION, IDENTIFICATION OF IMPURITIES, ANALYTICAL PROCEDURES FOR
IMPURITIES, REPORTING IMPURITIES, SETTING ACCEPTANCE CRITERIA FOR
IMPURITIES, QUALIFICATION OF IMPURITIES, ORGANIC IMPURITIES IN DRUG
SUBSTANCES, ORGANIC IMPURITIES IN DRUG PRODUCTS

Antonio Hernandez-Cardoso

Revision

<601> INHALATION AND NASAL DRUG PRODUCTS- AEROSOLS, SPRAYS, AND
POWDERS--PERFORMANCE QUALITY TESTS PF 45(6) Pg. ONLINE

Opening Section, INTRODUCTION, A. DELIVERED DOSE UNIFORMITY/A.1 Inhalation
Aerosols and Inhalation Sprays, A. DELIVERED DOSE UNIFORMITY/A.2 Nasal Aerosols
and Nasal Sprays, A. DELIVERED DOSE UNIFORMITY/A.3 Inhalation Powders, A.
DELIVERED DOSE UNIFORMITY/A.4 Nasal Powders, B. DROPLET::PARTICLE SIZE
DISTRIBUTION—NASAL AEROSOLS AND NASAL SPRAYS/B.1 Droplet::Particle Size
Determination by Laser Diffraction, B. DROPLET::PARTICLE SIZE
DISTRIBUTION—NASAL AEROSOLS AND NASAL SPRAYS/B.2 Aerodynamic Particle Size
Distribution—Determination By Cascade Impaction, C. AERODYNAMIC PARTICLE SIZE
DISTRIBUTION—INHALATION AEROSOLS, INHALATION SPRAYS, INHALATION
POWDERS, NASAL AEROSOLS, AND NASAL POWDERS/C.1 General Principles of
Aerodynamic Particle/Droplet Size Distribution Measurement, C. AERODYNAMIC
PARTICLE SIZE DISTRIBUTION—INHALATION AEROSOLS, INHALATION SPRAYS,
INHALATION POWDERS, NASAL AEROSOLS, AND NASAL POWDERS/C.2 Andersen
Cascade Impactor without Pre-separator for Inhalation Aerosols, Inhalation Sprays,
and Nasal Aerosols, C. AERODYNAMIC PARTICLE SIZE DISTRIBUTION—INHALATION
AEROSOLS, INHALATION SPRAYS, INHALATION POWDERS, NASAL AEROSOLS, AND
NASAL POWDERS/C.3 Andersen Cascade Impactor with Pre-separator for Inhalation
Powders and Nasal Powders, C. AERODYNAMIC PARTICLE SIZE
DISTRIBUTION—INHALATION AEROSOLS, INHALATION SPRAYS, INHALATION
POWDERS, NASAL AEROSOLS, AND NASAL POWDERS/C.4 Next Generation Impactor
without Pre-separator for Inhalation Aerosols, Inhalation Sprays, and Nasal Aerosols,
C. AERODYNAMIC PARTICLE SIZE DISTRIBUTION—INHALATION AEROSOLS,
INHALATION SPRAYS, INHALATION POWDERS, NASAL AEROSOLS, AND NASAL
POWDERS/C.5 Next Generation Impactor with Pre-separator for Inhalation Powders
and Nasal Powders

Kahkashan Zaidi




Revision

<631> COLOR AND ACHROMICITY PF 46(1) Pg. ONLINE

INTRODUCTION, COLOR ATTRIBUTES AND COLOR SPACE COORDINATES, COLOR
DETERMINATION AND STANDARDS/Turbid and Opaque Samples, COLOR
DETERMINATION AND STANDARDS/Matching Fluids, METHOD I: ORGANOLEPTIC
(QUALITATIVE) ASSESSMENT OF COLOR AND COLOR MATCHES/Procedures, METHOD
II: INSTRUMENTAL (QUANTITATIVE) ASSESSMENT OF COLOR AND COLOR
MATCHES/Reporting of Results, REFERENCES

Antonio Hernandez-Cardoso

Revision

<643> TOTAL ORGANIC CARBON PF 45(6) Pg. ONLINE

Opening Section, PROCEDURES/Bulk Water, PROCEDURES/Sterile Water

Antonio Hernandez-Cardoso

Revision

<915> MEASUREMENT OF STRUCTURAL STRENGTH OF SEMISOLIDS BY
PENETROMETRY PF 46(1) Pg. ONLINE

INTRODUCTION, APPARATUS, PROCEDURE/Sample Preparation,
PROCEDURE/Determination of Penetration, EXPRESSION OF THE RESULTS, GLOSSARY

Antonio Hernandez-Cardoso

Revision

<922> WATER ACTIVITY PF 46(1) Pg. ONLINE

INTRODUCTION, THEORETICAL BACKGROUND, FACTORS AFFECTING WATER
ACTIVITY, APPLICATION OF WATER ACTIVITY MEASUREMENTS, TYPES OF WATER
ACTIVITY INSTRUMENTS/Dew Point Temperature—Chilled Mirror, TYPES OF WATER
ACTIVITY INSTRUMENTS/Electronic Hygrometers—Resistive (Electrolytic) Hygrometer,
TYPES OF WATER ACTIVITY INSTRUMENTS/Electronic Hygrometers—Capacitive
Hygrometer, TYPES OF WATER ACTIVITY INSTRUMENTS/Optical Hygrometer—Tunable
Diode Laser, TYPES OF WATER ACTIVITY INSTRUMENTS/Near-Infrared Spectroscopy,
TYPES OF WATER ACTIVITY INSTRUMENTS/Other Methods, QUALIFICATION OF WATER
ACTIVITY METERS, OPERATION AND CALIBRATION OF WATER ACTIVITY
METERS/Procedure for Standard Solutions, OPERATION AND CALIBRATION OF WATER
ACTIVITY METERS/Procedure for Sample Measurement, PROCEDURE FOR
VERIFICATION AND VALIDATION/Precision (Repeatability), PROCEDURE FOR
VERIFICATION AND VALIDATION/Intermediate Precision, OPERATION, CALIBRATION,
AND VALIDATION OF NIR INSTRUMENTS, References

Antonio Hernandez-Cardoso

Revision

<1051> CLEANING GLASS APPARATUS PF 45(6) Pg. ONLINE

INTRODUCTION, CLEANING VALIDATION BEST PRACTICES/Quantitative Assessment of
Cleaning Procedure, FAILURES OF CLEANING VALIDATION/Use of Disposable
Laboratory Equipment, APPENDIX/Additional Sources of Information

Revision

<1086> IMPURITIES IN DRUG SUBSTANCES AND DRUG PRODUCTS PF 45(1) Pg.
ONLINE

Antonio Hernandez-Cardoso

TNTRODUCTION, GLOSSARY/Unspecitied impurities and unspeciiied degradation
products:, INTRODUCTION, APPENDICES/Appendix 2: Additional Sources of
Information and Guidance

Antonio Hernandez-Cardoso

Revision

<1088> IN VITRO AND IN VIVO EVALUATION OF DOSAGE FORMS PF 46(1) Pg.
ONLINE

PURPOSE, SCOPE, BACKGROUND INFORMATION, IN VITRO
CHARACTERIZATION/Physicochemical Properties—Drug Substance, IN VITRO
CHARACTERIZATION/Physicochemical Properties—Drug Product, IN VITRO
CHARACTERIZATION/Dissolution Testing, IN VITRO CHARACTERIZATION/Technical
Requirements, IN VIVO EVALUATION OF DOSAGE FORMS/The Biopharmaceutics
Classification System (BCS), IN VIVO EVALUATION OF DOSAGE
FORMS/Pharmacokinetic Profiling, CHARACTERIZATION OF DRUG
SUBSTANCE/Pharmacodynamic Properties, CHARACTERIZATION OF THE ORALDOSAGE
FORM/Pharmacokinetic Properties: Immediate-Release Products, CHARACTERIZATION
OF THE ORALDOSAGE FORM/Pharmacokinetic Properties: Modified-Release Products,
CHARACTERIZATION OF THE ORALDOSAGE FORM/Statistical Analysis of In Vivo
Bioequivalence, IN VITRO-IN VIVO CORRELATIONS/General Considerations, IN
VITRO-IN VIVO CORRELATIONS/Correlation Levels, IN VITRO-IN VIVO
CORRELATIONS/Developing a Correlation, IN VITRO-IN VIVO
CORRELATIONS/Establishment of Dissolution Specification Ranges, IN VITRO-IN VIVO
CORRELATIONS/Considerations for Immediate-Release Dosage Forms, Untitled
Section/GLOSSARY

Revision

<1102> IMMUNOLOGICAL TEST METHODS -- GENERAL CONSIDERATIONS PF 45(2)
Pg. ONLINE

Margareth Marques

TNTRODUCTION, REY CONSIDERATIONS IN ITM DEVELOPMENT/Reagent Selection,
KEY CONSIDERATIONS IN ITM DEVELOPMENT/Development of Immunoassays,
VALIDATION/System Suitability or Assay Acceptance Criteria, DATA
REPORTING/Trending, DATA REPORTING/Data Tracking

Shyamosree Bhattacharya




Revision

<1151> PHARMACEUTICAL DOSAGE FORMS PF 46(1) Pg. ONLINE

GENERAL CONSIDERATIONS, DOSAGE FORMS/EMUISIONs, DOSAGE FORMS/Foams,
DOSAGE FORMS/Gels, DOSAGE FORMS/Inserts, DOSAGE FORMS/Pellets, DOSAGE
FORMS/Powders, DOSAGE FORMS/Solutions, DOSAGE FORMS/Suspensions, Untitled
Section/GLOSSARY

Margareth Marques

New

<1153> DRUG PRODUCTS CONTAINING NANOMATERIALS PF 45(6) Pg. ONLINE

1. INTRODUCTION/General Quality Tests of Drug Products Containing Nanomaterials,
2. General Quality Tests, 3. Description of Product Quality Tests, REFERENCES

Kahkashan Zaidi

Revision

<1195> SIGNIFICANT CHANGE GUIDE FOR BULK PHARMACEUTICAL EXCIPIENTS PF
45(6) Pg. ONLINE

BACKGROUND, APPENDICES/Appendix 3: Impurity Profile, Untitled Section,
REFERENCES

Galina Holloway

Revision

<1235> VACCINES FOR HUMAN USE -- GENERAL CONSIDERATIONS PF 45(1) Pg.
ONLINE

Table of Contents, INTRODUCTION/Regulations and Standards, OVERALL
MANUFACTURING PLAN/Manufacturing Facilities and Systems, OVERALL
MANUFACTURING PLAN/Manufacturing Process, OVERALL MANUFACTURING
PLAN/Manufacturing Surveillance, SEED LOT SYSTEMS/Systems for Biotechnology-
Engineered Vaccines, RAW MATERIALS, FERMENTATION, AND CELL CULTURE
MEDIA/Untitled Section, MATERIALS OF ANIMAL ORIGIN, SEED LOT SYSTEMS AND
CELL BANKING, PROPAGATION AND HARVEST/Propagation and Harvest for Bacterial
Vaccines, PROPAGATION AND HARVEST/Propagation and Harvest for Viral Vaccines,
PROPAGATION AND HARVEST/Untitled Section, VACCINES PRODUCED BY
RECOMBINANT TECHNOLOGY/cell substrate growth phase, VACCINES PRODUCED BY
RECOMBINANT TECHNOLOGY/virus production phase, VACCINES PRODUCED BY
RECOMBINANT TECHNOLOGY/Untitled Section, PURIFICATION/Bacterial Fermentation,
PURIFICATION/Untitled Section, PURIFICATION/Biotechnology-Engineered Cells,
PURIFICATION/Viral Vaccines Derived from Chicken Eggs, INTERMEDIATES/Production
of Intermediates, INTERMEDIATES/Tests for Intermediates, STERILE FILTERED BULK,
FINAL BULK/Tests for Final Bulk, FINAL CONTAINER/Excipients and Other Additives,
EVALUATING THE STABILITY OF VACCINES/Stability Protocols, EVALUATING THE
STABILITY OF VACCINES/Analytical Measurements, EVALUATING THE STABILITY OF
VACCINES/Formal Evaluation of Stability Data and Product Expiry Dating, CONTAINER,
LABELING/Container Label, LOT RELEASE TESTING/General Principles, LOT RELEASE
TESTING/Common Tests, LOT RELEASE TESTING/Quality, RETENTION SAMPLES AND
OTHER REQUIREMENTS, Appendix/Appendix 1: Types of Vaccines Currently Licensed in
the U.S. (examples), Appendix/Selected Regulatory Documents

Dibyendu Saha

Revision

<1238> VACCINES FOR HUMAN USE -- BACTERIAL VACCINES PF 45(1) Pg. ONLINE

Table of Contents, INTRODUCTION, RAW MATERIALS AND MATERIALS OF ANIMAL
ORIGIN, CELL BANKS/Source and History, CELL BANKS/Cell Bank Lineage and
Genealogy, CELL BANKS/Cell Bank Manufacture, CELL BANKS/Cell Bank Validation,
CELL BANKS/Cell Bank Testing, CELL BANKS/Cell Bank Storage, CELL BANKS/Storage
Stability, PROPAGATION AND HARVEST/Fermentation Hardware, PROPAGATION AND
HARVEST/Product Requirements, PROPAGATION AND HARVEST/Early Development
Considerations, PROPAGATION AND HARVEST/Scale-Up, PURIFICATION/Polysaccharide
Purification, PURIFICATION/In-Process Controls, PURIFICATION/Untitled Section,
PURIFICATION/Protein Purification, INTERMEDIATES, DRUG SUBSTANCE, DRUG
PRODUCT AND LOT RELEASE/Other Vaccine Components and Vaccine Properties,
DRUG PRODUCT AND LOT RELEASE/Information Insert (Label), DRUG PRODUCT AND
LOT RELEASE/Untitled Section, OTHER REQUIREMENTS

Dibyendu Saha




<1239> VACCINES FOR HUMAN USE -- VIRAL VACCINES PF 45(1) Pg. ONLINE

INTRODUCTION/General Categories of Viral Vaccines, RAW MATERIALS AND
MATERIALS OF ANIMAL ORIGIN, EGGS AND PRIMARY CELL LINES USED IN VIRAL
VACCINE PRODUCTION/Maintenance of Flocks, EGGS AND PRIMARY CELL LINES USED
IN VIRAL VACCINE PRODUCTION/Handling of Eggs, EGGS AND PRIMARY CELL LINES
USED IN VIRAL VACCINE PRODUCTION/Primary Avian Embryo Cell Lines, EGGS AND
PRIMARY CELL LINES USED IN VIRAL VACCINE PRODUCTION/Primary Cell Lines from
Other Animal Sources, CELL BANKS AND SEED LOT SYSTEMS/Viral Seed Lots, CELL
BANKS AND SEED LOT SYSTEMS/Seed Storage, CELL BANKS AND SEED LOT
SYSTEMS/Recombinant Cell Lines, PROPAGATION AND HARVEST, CELL SUBSTRATE
GROWTH PHASE, VIRUS PRODUCTION PHASE/In Ovo Cultivation, VIRUS PRODUCTION
PHASE/Establishment of Primary Cell Cultures, VIRUS PRODUCTION PHASE/Cell
Culture, VIRUS PRODUCTION PHASE/Virus Culture, VIRUS PRODUCTION
PHASE/Control Cells During Production, VIRUS PRODUCTION PHASE/Culture Process
Technologies and Facility, PURIFICATION/Viral Inactivation, PURIFICATION/Live,
Attenuated, and Nonreplicating Viral Vaccines, PURIFICATION/Virus-Derived Subunit
Vaccines, PURIFICATION/Recombinant or VLP Vaccines, PURIFICATION/In-Process
Controls, INTERMEDIATES/Tests for Intermediates, DRUG SUBSTANCE, DRUG
PRODUCT, LOT RELEASE TESTS/Potency Assays, LOT RELEASE TESTS/Common Tests,
LOT RELEASE TESTS/Manufacturing Residuals, LOT RELEASE TESTS/Preservatives, LOT
RELEASE TESTS/Excipients, LOT RELEASE TESTS/Adjuvants, OTHER INFORMATION,
APPENDIX/Selected Regulatory Documents

Dibyendu Saha

Revision

<1711> ORAL DOSAGE FORMS - PERFORMANCE TESTS PF 45(6) Pg. ONLINE

INTRODUCTION, DISSOLUTION PROCEDURE DEVELOPMENT/Solid Oral Dosage Forms,
DISSOLUTION PROCEDURE DEVELOPMENT/Delayed-Release Dosage Forms,
DISSOLUTION PROCEDURE DEVELOPMENT/Granules, Powders, or Pellets That are
Administered with Food or Beverages, DISSOLUTION PROCEDURE
DEVELOPMENT/Suspensions, DISSOLUTION PROCEDURE DEVELOPMENT/Powders for
Oral Suspension, Granules for Oral Suspension, or Tablets for Oral Suspension,
DISSOLUTION PROCEDURE DEVELOPMENT/Type A Medicated Articles and Type B and
Type C Medicated Feeds, REFERENCES, INTRODUCTION, DISSOLUTION PROCEDURE
DEVELOPMENT

Margareth Marques

Revision

<1788> METHODS FOR THE DETERMINATION OF SUBVISIBLE PARTICULATE MATTER
PF 46(1) Pg. ONLINE

1. INTRODUCTION, 2. SCOPE, 3. BACKGROUND, 4. DETECTION AND ENUMERATION
OF PARTICLES IN DIFFERENT SIZE RANGES, 5. APPLICABILITY OF METHODS, 6.
PARTICULATE MATERIAL EVALUATION, 7. USP SUBVISIBLE PARTICULATE MATTER
LIMITS, 8. CONTROL OF PARTICULATE MATTER, 9. SILICONE DROPLETS AND AIR
BUBBLES VERSUS NON-SILICONE PARTICLES, 10. CHALLENGING SAMPLES, 11.
FACTORS AFFECTING ALL METHODS, 12. TEST ENVIRONMENT AND PREPARATION, 13.
INSTRUMENT STANDARDIZATION TESTS, 14. CALCULATIONS, GLOSSARY,
APPENDICES, REFERENCES

Desmond Hunt

<1788.1> LIGHT OBSCURATION METHOD FOR THE DETERMINATION OF SUBVISIBLE
PARTICULATE MATTER PF 46(1) Pg. ONLINE

Opening Section, 1. INTRODUCTION, 2. PRINCIPLES OF OPERATION/2.1 Sensor
Concentration Limits, 2. PRINCIPLES OF OPERATION/2.2 Sensor Dynamic Range, 3.
INSTRUMENT STANDARDIZATION TESTS/3.1 Sample Volume Accuracy, 3.
INSTRUMENT STANDARDIZATION TESTS/3.2 Sample Flow Rate, 3. INSTRUMENT
STANDARDIZATION TESTS/3.3 Diameter Calibration, 3. INSTRUMENT
STANDARDIZATION TESTS/3.4 Sensor Size Resolution, 3. INSTRUMENT
STANDARDIZATION TESTS/3.5 Qualification Considerations, 4. SYSTEM
SUITABILITY/4.1 Mixing, 5. TEST ENVIRONMENT, 6. BLANK AND SAMPLE HANDLING,
7. PARTICLE COUNTING ACCURACY (SYSTEM SUITABILITY)/7.1 Method 1 (Manual
Method for MWHC Instruments), 7. PARTICLE COUNTING ACCURACY (SYSTEM
SUITABILITY)/7.2 Method 2 (Multichannel Instruments), 7. PARTICLE COUNTING
ACCURACY (SYSTEM SUITABILITY)/7.3 Method 3 (Alternate Manual Method),
APPENDIX/Instrument Standardization Tests, APPENDIX/Diameter Calibration Methods,
APPENDIX/Particle Count Accuracy Manual Method Test for MWHC Instruments,
REFERENCES

Desmond Hunt




<1788.2> MEMBRANE MICROSCOPE METHOD FOR THE DETERMINATION OF
SUBVISIBLE PARTICULATE MATTER PF 46(1) Pg. ONLINE

Opening Section, 1. INTRODUCTION, 2. TEST APPARATUS/2.1 Principles of Operation,
2. TEST APPARATUS/2.2 Basic Configuration, 2. TEST APPARATUS/2.3 Instrument
Dynamic Range, 3. BLANK AND SAMPLE HANDLING, 4. TEST ENVIRONMENT/4.1
Microscope Preparation, 4. TEST ENVIRONMENT/4.2 Using the Circular Diameter
Graticule, 4. TEST ENVIRONMENT/4.3 Particle Counting Accuracy (System Suitability),
5. TEST PROCEDURE/5.1 Sample Preparation, 5. TEST PROCEDURE/5.2. Particle
Enumeration, 6. AUTOMATED APPROACHES/6.1 Background, 6. AUTOMATED
APPROACHES/6.2 Qualification, REFERENCES

Desmond Hunt

<1788.3> FLOW IMAGING METHOD FOR THE DETERMINATION OF SUBVISIBLE
PARTICULATE MATTER PF 46(1) Pg. ONLINE

Opening Section, 1. INTRODUCTION, 2. TEST APPARATUS/2.1 Principles of Operation,
3. INSTRUMENTATION STANDARDIZATION TEST/3.1 Concentration Calibration, 3.
INSTRUMENTATION STANDARDIZATION TEST/3.2 Sample Flow Rate, 3.
INSTRUMENTATION STANDARDIZATION TEST/3.3 Diameter Calibration, 3.
INSTRUMENTATION STANDARDIZATION TEST/3.4 Sensor Performance or Resolution,
3. INSTRUMENTATION STANDARDIZATION TEST/3.5 Qualification Considerations, 4.
TEST ENVIRONMENT, 5. PARTICLE COUNTING ACCURACY (SYSTEM SUITABILITY)/5.1
Interpretation, 6. BLANK TEST, 7. TEST PROCEDURE/7.1 Product Determination, 8.
FLOW IMAGING CALCULATIONS, 9. CONSIDERATIONS OF CONCENTRATION LIMITS BY
FLOW IMAGING, APPENDIX/Methods for FI Instrument Calibration

Desmond Hunt

Revision

<1912> MEASUREMENT OF HARDNESS OF SEMISOLIDS PF 46(1) Pg. ONLINE

BACKGROUND/Hooke's Law, Newton’s Law, and Viscoelastic Models,
BACKGROUND/Herschel-Bulkley Equation, BACKGROUND/Oscillatory Measurements of
Viscoelastic Properties, EXPERIMENTAL METHODS/Strain Ramp Measurements,
EXPERIMENTAL METHODS/Shear Rate Ramp Measurements, EXPERIMENTAL
METHODS/Oscillation Amplitude Sweep Measurements, EXPERIMENTAL
METHODS/Penetrometry Measurements, GLOSSARY, REFERENCES

Antonio Hernandez-Cardoso

ABACAVIR, LAMIVUDINE AND ZIDOVUDINE TABLETS PF 44(5) Pg. ONLINE

DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B.,
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution <711>, PERFORMANCE
TESTS/Uniformity of Dosage Units <905>, IMPURITIES/Organic impurities,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Abacavir Sulfate RS,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Lamivudine RS,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Lamivudine
Resolution Mixture C RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Zidovudine RS

Shankari Shivaprasad

Revision

ACEBUTOLOL HYDROCHLORIDE PF 45(2) Pg. ONLINE

IDENTIFICATION/A. Spectroscopic Identification T(ests> 197 , Infrared Spectroscopy:,
IDENTIFICATION/C. Identification Tests—General 191 , Chemical Identification Tests,
Chloride:, ASSAY/Procedure, IMPURITIES/Organic Impurities

Edith Chang

ALBUTEROL INHALATION SOLUTION PF 45(3) Pg. ONLINE

DEFINITION, IDENTIFICATION/A., IDENTIFJCATIO‘\I/B.), ASSAY/Procedure,
PERFORMANCE TESTS/Uniformity of D(asag; Units 905 :, IMPURITIES/Organic
Impurities, SPECIFIC TESTS/Sterility Tests 71 :, SPECIFIC TESTS/pH 791 :, SPECIFIC
TESTS/Particulate Matter in Injections 788, Method 1 Light Obscuration Particle Count
Test, ADDITIONAL REQUIREMENTS/Packaging and Storage:, ADDITIONAL
REQUIREMENTS/USP Reference Standards 11

Ravi Ravichandran

Revision

AMLODIPINE BESYLATE TABLETS PF 45(4) Pg. ONLINE

DEFINITION, IDENTIFICATION/A. L(Jltrazliolet Absorption 197U , ASSAY/Procedure,
PERFORMANCE TESTS/Dissolution 711 , IMPURITIES/Organic Impurities, ADDITIO%\IAL
REQUIREMENTS/labeling, ADDITIONAL REQUIREMENTS/USP Reference Standards 11

Yanyin Yang

Revision

ATOMOXETINE HYDROCHLORIDE PF 45(2) Pg. ONLINE

CHEMICAL INFORMATION, IDENTIFICATION/C. Identification Tests—General 191 ,
Chemical Identification Tests, Chloride:, ASSAY/Procedure, IMPURITIES/Organic
Impurities, Procedure 1, IMPURITIES/Organic Impurities, Procedure 2, ADDITIONAL
REQUIREMENTS/USP Reference Standards 11

Heather Joyce

Revision

AZITHROMYCIN FOR ORAL SUSPENSION PF 44(5) Pg. ONLINE

IDENTIFICATION/B. Spectroscopic Identification Tests <197>, Infrared Spectroscopy

Praveen Pabba




BACLOFEN INJECTION PF 44(5) Pg. ONLINE

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

Heather Joyce

BENAZEPRIL HYDROCHLORIDE AND HYDROCHLOROTHIAZIDE TABLETS PF 45(3) Pg.

ONLINE

DEFINITIQON, IDENTIFICATION/A.,(IDEKITIFICATION/B., ASSAY/Procedure,
PERFORMANCE TESTS/Dissolution 711 , PERFORMANCE TESTS/Uniforguity of Dosage
Units 905 :, IMPURITIES/Organic Impurities, ADDITIONAL REQUIREM N'I')S/Packaging
and Storage:, ADDITIONAL REQUIREMENTS/USP Reference Standards 11

Edith Chang

Revision

BENZTROPINE MESYLATE PF 44(3) Pg. ONLINE

Chemical Info/403.53403.54, (1R,3r,5S)-3-(Benzhydryloxy)-8-methyl-8-
azabicyclo[3.2.1]octane methanesulfonate, DEFINITION/Introduction,
IDENTIFICATION/A. Infrared Absorption <197K> or <197A>, IDENTIFICATION/B.,
ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC TESTS/Melting Range or
Temperature <741>, SPECIFIC TESTS/Loss on Drying <731>, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Benzhydrol RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Benzophenone RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Benztropine Related Compound
A RS

Heather Joyce

Revision

BETAXOLOL HYDROCHLORIDE PF 45(2) Pg. ONLINE

TDENTIFICATION/A. Spectroscopic Identification 1ests 19/, Inirared Spectroscopy:,
IDENTIFICATION/B. Identification Tests—General 191 , Chemical Identification Tests,
Chloride

Devarshi Narendra Thaker

Omission

BETHANECHOL CHLORIDE INJECTION PF 45(4) Pg. ONLINE

Entire document

Heather Joyce

BIFIDOBACTERIUM BIFIDUM PF 45(5) Pg. ONLINE

DEFINITION, IDENTIFICATION/A. Microscopic Identification, IDENTIFICATION/B.
Nucleic Acid-Based Identification, ASSAY/Enumeration, CONTAMINANTS/Probiotic Tests
(64) Contaminants, Contaminant Microorganisms, CONTAMINANTS/Probiotic Tests (64)
Contaminants, Specified Microorganisms, CONTAMINANTS/Listeria, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/Labeling

Maria Monagas

New

BIFIDOBACTERIUM LONGUM SUBSP LONGUM PF 45(5) Pg. ONLINE

DEFINITION, IDENTIFICATION/A. Microscopic Identification, IDENTIFICATION/B.
Nucleic Acid-Based Identification, ASSAY/Enumeration, CONTAMINANTS/Probiotic Tests
(64) Contaminants, Contaminant Microorganisms, CONTAMINANTS/Probiotic Tests (64)
Contaminants, Specified Microorganisms, CONTAMINANTS/Listeria, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/Labeling

Maria Monagas

New

BIURET PF 45(6) Pg. ONLINE

Biuret

Margareth Marques

Revision

BUTYLATED HYDROXYTOLUENE PF 45(6) Pg. ONLINE

IMPURITIES/Residue on Ignition 281

Galina Holloway

Revision

CALCIPOTRIENE PF 45(5) Pg. ONLINE

CHEMICAL INFORMATION, DEFINITION, ASSAY/Procedure, IMPURITIES/Organic
Impurities, Procedure 1: HPLC, INPURITIES/Organic Impurities, Procedure 2: TLC,
SPECIFIC TESTS/Loss on Drying (where it is labeled as anhydrous form), SPECIFIC
TESTS/Water Determination 921 , Method I (where it is labeled as monohydrate
form), ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling

Jane Li




CHEMICAL INFO(RMA>TION, DEFINITION, IDENTIFICATION/A. Identification
Tests—General 191 , Chemical Identification Tests, Calcium, Citrate, and Magnesium,
IDENTIFICATION/B., ASSAY/Content of Calcium and Magnesium, ASSAY/Content Pf
Citrate, ASSAY/Content of Calcium Magnesium Citrate, IMPURITIES/Limit of Fluoride,
IMPURITIES/Limit of Acid-Insoluble Substane , SPECIFIC TESTS/Loss on Drying 731,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL

New CALCIUM MAGNESIUM CITRATE PF 45(4) Pg. ONLINE REQUIREMENTS/USP Reference Standards 11 Fatkhulla Tadjimukhamedov
IDENTIFICATION/B. Identification Tests—General 191, Chem<ical %dentification Tests,
Revision CARBACHOL PF 45(2) Pg. ONLINE Chloride, ASSAY/Procedure, IMPURITIES/Ordinary Impurities 466 Heather Joyce
Omission CARBACHOL OPHTHALMIC SOLUTION PF 45(3) Pg. ONLINE Entire document Heather Joyce
Revision CARBIDOPA AND LEVODOPA TABLETS PF 44(4) Pg. ONLINE IMPURITIES/Organic Impurities Heather Joyce
DEFINITION, IDENTIFICATION/A. Spectroscopic Identification Tests 197 , Infrared
Spectroscopy: 197K or 197A., ASSAY/Carboxylic Acid Contth, IMPURITIES/Limit of
Ethyl Acetate and Cyclohexane, IMPURITIES/Limit of Benzene, IMPURITIES/Limit of
Acrylic Acid, SPECIFIC TESTS/Viscosity—Rotational Methods 912 , ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference
Revision CARBOMER COPOLYMER PF 45(5) Pg. ONLINE Standards 11 Sean Delaney
DEFINITION, IDENTIFICATION/A. Spectroscopic Identification Tests 197 , Infrared
Spectroscopy: 197A or 197K., IDENTIFICATION/B., ASSAY/Carboxylic Acid Content,
{MP RITIES/Limit of Ethyl Acetate and Cyclohexane, IMPURITIES/Limit of Benzene,
MPURITIES/Limit of Acrylic Acid, SPECIFIC(TE§TS/Viscosity—Rotational Methods
912 , ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
Revision CARBOMER HOMOPOLYMER PF 45(5) Pg. ONLINE REQUIREMENTS/USP Reference Standards 11 Sean Delaney
DEFINITION, IDENTIFICATIUON/A. SPECTroSTOPIC ITENTTICation Tests 1397, Trared
Spectroscopy: 197A or 197K., IDENTIFICATION/B., IDENTIFICATION/C.,
ASSAY/Carboxylic Acid Content, IMPURITIES/Limit of Ethyl Acetate and Cyclohexane,
IMPURITIES/Limit of Benzene, IMPURITIES/Limit of Acrylic Acid, SPECIFIC
TESTS/Viscosity—Rotational Methods 912 , ADDITIONAL REQUIREMENTS/Packaging
Revision CARBOMER INTERPOLYMER PF 45(5) Pg. ONLINE and Storage Sean Delaney
IDENTIFICATION/A. Spectroscopic Identification Tests ﬁ;? Infrared Spectroscopy:
197Kor 197A, IDENTIFICATION/B., ASSAY/Procedure, 1 PU%{ITIES/Isotopic Purity,
Revision UREA C 13 PF 45(6) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards 11 Ravi Ravichandran
IDENTIFICATION/C., ASSAY/Procedure, IMPURITIES/Organic Impurities,
IMPURITIES/Procedure 2, SPECIFIC TESTS/Bacterial Endotoxins Test <85>, SPECIFIC
TESTS/Sterility Tests <71>, SPECIFIC TESTS/Water Determination <921>, Method I,
Revision CEFEPIME FOR INJECTION PF 44(2) Pg. ONLINE ADDITIONAL REQUIREMENTS/Packaging and Storage Slavica Shane
Omission CEFONICID FOR INJECTION PF 46(1) Pg. ONLINE Entire document Slavica Shane
Omission CEFONICID SODIUM PF 46(1) Pg. ONLINE Entire document Slavica Shane
CHEMICAL INFORMATION, IDENTIFICATION/A. Spectroscopic Identification tests 197 ,
Infrared Spectroscopy: 197K or 197A, IDENTIFICATION/C., ASSAY/Pr?cefjure,
IMPURITIES/Organic Impurities, Procedure 1, IMPURITIES/Organic Impurities,
Revision CETIRIZINE HYDROCHLORIDE PF 45(5) Pg. ONLINE Procedure 2, ADDITIONAL REQUIREMENTS/USP Reference Standards 11 Mary Koleck
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Myristylpyridinium Chloride RS, ADDITIONAL
Revision CETYLPYRIDINIUM CHLORIDE PF 44(5) Pg. ONLINE REQUIREMENTS/USP Reference Standards <11>/USP Stearylpyridinium Chloride RS Sujatha Ramakrishna
New CHLOROPHENYLACETYLBENZOIC ACID PF 46(1) Pg. ONLINE Chlorophenylacetylbenzoic Acid Margareth Marques
TDENTIFICATION/A. Infrared Absorption 1975 , IDENTIFICATION/A,,
ASSAY/Procedure, PERFORMANCE TESTS(Diss lution 711, IMPURI'IKIE%/Organic
Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards 11,
Revision CILOSTAZOL TABLETS PF 45(2) Pg. ONLINE IDENTIFICATION/A. Infrared Absorption 197S Edith Chang




Revision

CIPROFLOXACIN OPHTHALMIC OINTMENT PF 45(6) Pg. ONLINE

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

Shankari Shivaprasad

CITICOLINE PF 45(2) Pg. ONLINE

CHEMICAL INFORMATIO%\I, DEFINITION, IDENTIFICATION/A. Spectroscopic
Identification Tests 197, Infrared< Spectroscopy:, IDENTIFICATION/B.,
ASSAY/Procedure, IMPURITIES/Chloride and Sulfate 221, Chloride,
IMPURITIES/Chloride and Sulfate 221 , Sulfate, IMPURITIES/Limit of Phosphate,
IMPURITIES/Related Compounds, SPECIFIC TESTS/Loss on Drying 731 , ADDITIONAL
REQUIREMENTS/Packaging and Storage:, ADDITIONAL REQUIREMENTS/USP Reference
Standards 11

Revision

CLARITHROMYCIN EXTENDED-RELEASE TABLETS PF 44(4) Pg. ONLINE

Fatkhulla Tadjimukhamedov

PERFORMANCE TESTS/Dissolution </I1>, IMPURITIES/Organic Impurities,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Clarithromycin
Identity RS

Praveen Pabba

Revision

CLOBETASOL PROPIONATE OINTMENT PF 44(2) Pg. ONLINE

IDENTIFICATION/A. Thin-Layer Chromatographic Identification Test <201>,
IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Beclomethasone Dipropionate RS, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Clobetasol Propionate Related Compound A RS

Mary Koleck

Revision

CLONAZEPAM TABLETS PF 44(3) Pg. ONLINE

IDENTIFICATION/Infrared Absorption, ASSAY/Procedure, PERFORMANCE
TESTS/Dissolution <711>, IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage

Heather Joyce

CLONIDINE HYDROCHLORIDE EXTENDED-RELEASE TABLETS PF 44(6) Pg. ONLINE

DEFINITION/Introduction, IDENTIFICATION/A. Thin-Layer Chromatographic
Identification Test <201>, 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 Clonidine
Hydrochloride RS

Edith Chang

Revision

CLOZAPINE PF 44(5) Pg. ONLINE

IDENTIFICATION/A. Infrared Absorption <197K> or <197A>, ASSAY/Procedure,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Loss on Drying <731>, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Clozapine Resolution Mixture RS

Heather Joyce

Revision

CLOZAPINE TABLETS PF 44(5) Pg. ONLINE

IDENTIFICATION/A., ASSAY/Procedure, PERFORMANCE TESTS/Dissolution <711>,
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Clozapine
Resolution Mixture RS

Heather Joyce

Revision

CODEINE PHOSPHATE PF 44(6) Pg. ONLINE

DEFINITION7Introguction, IDENTIFICATION/Inrared Absorption <19/K>,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Limit of Morphine,
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Codeine System Suitability Mixture RS

Wei Yang

Omission

CYCLOPROPANE PF 46(1) Pg. ONLINE

Entire document

Heather Joyce

Revision

DACARBAZINE PF 44(2) Pg. ONLINE

Chemical Info/1H-Imidazole-4-carboxamide, 5-(3,3-dimethyl-1-triazenyl)-;1H-
Imidazole-4-carboxamide, 5-(3,3-dimethyltriaz-1-enyl)-;, Chemical Info/5-(3,3-
Dimethyl-1-triazeno)imidazole-4-carboxamide5-(3,3-Dimethyltriaz-1-enyl)-1H-
imidazole-4-carboxamide, IDENTIFICATION/A. Infrared Absorption <197>,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities,
IMPURITIES/Limit of Dimethylamine, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/ 5-Aminoimidazole-4-carboxamide hydrochloride.C4H6N40-HCI
162.58, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Dimethylamine Solution RS

Devarshi Narendra Thaker

Revision

DACARBAZINE FOR INJECTION PF 44(2) Pg. ONLINE

IDENTIFICATION/A., IDENTIFICATION/B., IDENTIFICATION/C., ASSAY/Procedure,
IMPURITIES/Limit of 2-Azahypoxanthine, IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Particulate Matter in Injections <788>, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/

Devarshi Narendra Thaker

Revision

DIAZOXIDE PF 45(1) Pg. ONLINE

IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic
Impurities

Edith Chang




Revision

DIBUCAINE HYDROCHLORIDE PF 45(2) Pg. ONLINE

IDENTIFICATION/C. Identification Tests—General 191 , Chemical Identification Tests,
Chloride:, ASSAY/Procedure, IMPURITIES/Organic Impurities

Mary Koleck

Revision

DIMENHYDRINATE PF 45(5) Pg. ONLINE

IDENTIFICATION/A. Spectroscopic Identification Tests 197 , Infrared Spectroscopy:
197K or 197A, IDENTIFICATION/B., IDENTIFICATION/C., ASSAY/PrQIce ure 1:
Diphenhydramine, ASSAY/Procedure 2: 8-Chlorotheophylline, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards 11

Behnaz Almasi

Revision

DIMENHYDRINATE TABLETS PF 45(5) Pg. ONLINE

TDENTIFICATION/A., TDENTIFICATION/., ASSAY/Procequre, UTHER COMPUNENTS/8=
Chlorotheophylline, PERFORMANCE TESTS/Dissolution 711 , PERFORMANCE
TESTS/Unifgr?ity of Dosage Units 905 , IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference
Standards 11

Behnaz Almasi

Revision

p-Dimethylaminocinnamaldehyde PF 46(1) Pg. ONLINE

p -Dimethylaminocinnamaldehyde (4-Dimethylaminocinnamaldehyde; DMAC),

Margareth Marques

New

2-DIMETHYLAMINOETHANOL PF 45(6) Pg. ONLINE

2-Dimethylaminoethanol

Margareth Marques

Revision

DOXEPIN HYDROCHLORIDE PF 45(2) Pg. ONLINE

IDENTIFICATION/A. Spectroscopic Identification Tests 197 , Infrared S(pect%scopy:,
IDENTIFICATION/B., IDENTIFICATION/C. Identification Tests—General 191 , Chemical
Identification Tests, Chloride, ASSAY/Procedure, IMPURITIES/Organic Impurities,
ADDITIONAL REQUIREMENTS/USP Reference Standards 11

Heather Joyce

Revision

DOXEPIN HYDROCHLORIDE CAPSULES PF 44(6) Pg. ONLINE

DEFINITION/Introduction, 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 Doxepin Related
Compound B RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Doxepin Related Compound C RS

Heather Joyce

Omission

DOXYCYCLINE EXTENDED-RELEASE CAPSULES PF 45(6) Pg. ONLINE

Entire document

Praveen Pabba

Revision

0.05 M Edetate Disodium VS PF 45(6) Pg. ONLINE

0.05 M Edetate Disodium VS

Margareth Marques

Revision

0.1 M EDETATE DISODIUM VS PF 45(6) Pg. ONLINE

0.1 M Edetate Disodium VS

Margareth Marques

Revision

EDETATE DISODIUM COMPOUNDED OPHTHALMIC SOLUTION PF 44(4) Pg. ONLINE

DCFINITIUN/ITIroauctorn, ASSAT/Froceaure, SFCCIrIC 1TES1S5/pi <7312, SFCECIrIC
TESTS/Sterility Tests <71>, Test for Sterility of the Product to be Examined, Membrane
Filtration, SPECIFIC TESTS/Particulate Matter in Ophthalmic Solutions <789>,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Beyond-Use Date, ADDITIONAL REQUIREMENTS/Labeling,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Edetate Disodium
RS

Brian Serumaga

Revision

EPINEPHRINE BITARTRATE PF 44(5) Pg. ONLINE

DEFINITION/Introduction, IDENTIFICATION/Procedure, IDENTIFICATION/A.
Spectroscopic Identification Tests <197>, Infrared Spectroscopy, IDENTIFICATION/B.,
ASSAY/Procedure, IMPURITIES/Residue on Ignition <281>, IMPURITIES/Limit of
Adrenalone, IMPURITIES/Limit of Norepinephrine Bitartrate, IMPURITIES/Organic
Impurities, IMPURITIES/Enantiomeric Purity, SPECIFIC TESTS/Melting Range or
Temperature <741>, SPECIFIC TESTS/Loss on Drying <731>, SPECIFIC TESTS/Optical
Rotation, Specific Rotation <781S>, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Adrenalone Hydrochloride RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Racepinephrine Hydrochloride RS

Sujatha Ramakrishna

Omission

EPINEPHRYL BORATE OPHTHALMIC SOLUTION PF 46(1) Pg. ONLINE

Entire document

Devarshi Narendra Thaker

Omission

ERGOTAMINE TARTRATE INJECTION PF 46(1) Pg. ONLINE

Entire document

Revision

ESCITALOPRAM ORAL SOLUTION PF 44(2) Pg. ONLINE

Heather Joyce

TDENTIFICATION/B., ASSAY/PTOCEdUre, IMPURITIES/LIMIC OF Cltalopram Rerated
Compound B, IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Citalopram Related Compound B RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Citalopram Related Compound C
RS

Heather Joyce

Revision

ESOMEPRAZOLE MAGNESIUM PF 45(5) Pg. ONLINE

IDENTIFICATION/C., ASSAY/Procedure, IMPURITIES/Organic Impurities,
IMPURITIES/Enantiomeric Purity

Andrea Carney




Omission

ETHYNODIOL DIACETATE AND MESTRANOL TABLETS PF 46(1) Pg. ONLINE

Entire document

Gerald Hsu

EXEMESTANE TABLETS PF 44(6) Pg. ONLINE

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

Jane Li

Revision

FELODIPINE PF 44(5) Pg. ONLINE

Chemical Info/(%)-Ethyl methyl 4-(2,3-dichlorophenyl)-1,4-dihydro-2,6-dimethyl-3,5-
pyridinedicarboxylateEthyl methyl 4-(2,3-dichlorophenyl)-2,6-dimethyl-1,4-
dihydropyridine-3,5-dicarboxylate, Chemical Info/CAS, IDENTIFICATION/A. Infrared
Absorption <197K>Spectroscopic Identification Tests <197>, Infrared Spectroscopy,
ASSAY/Procedure, IMPURITIES/Limit of Ethyl 3-Aminocrotonate, IMPURITIES/Organic
Impurities, SPECIFIC TESTS/Color of Solution, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Ethyl 3-Aminocrotonate RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Felodipine Related Compound A
RS

Edith Chang

Revision

FENTANYL CITRATE PF 45(5) Pg. ONLINE

%:HE@'IICAL INFORMATION, IDENTIFICATION/A. Spectroscopic Identification Tests
197, Infrared Spectroscopy, ID!%NTII;ICATION/B. Spectroscopic Identification Tests
197 , Ultraviolet-Visible Spectroscopy, IDE TI{FICATION/B., ASSAY/Procedure,
IMPURITIES/Ordinary Impurities 466 , IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/USP Reference Standards 11

Wei Yang

Revision

0.1 N Ferric Ammonium Sulfate VS PF 46(1) Pg. ONLINE

0.1 N Ferric Ammonium Sulfate VS

Margareth Marques

Revision

0.1 N Ferrous Ammonium Sulfate VS PF 46(1) Pg. ONLINE

0.1 N Ferrous Ammonium Sulfate VS

Margareth Marques

Revision

0.07 N FERROUS AMMONIUM SULFATE VS PF 46(1) Pg. ONLINE

0.07 N Ferrous Ammonium Sulfate VS

Margareth Marques

Omission

FERUMOXIDES INJECTION PF 45(5) Pg. ONLINE

Entire document

Ravi Ravichandran

Revision

FLAVOXATE HYDROCHLORIDE PF 45(2) Pg. ONLINE

CHEMICAL INFORMATION, DéFINI)TION/UntitIed Section, IDENTIFICATION/C.
dentification Tests—General 191 , Chemical Identification Tests, Cgloride:,
SSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC TE(ST /Loss on Drying
731 :, ADDITIONAL REQUIREMENTS/USP Reference Standards 11

Heather Joyce

Revision

FLUCONAZOLE TABLETS PF 44(3) Pg. ONLINE

IDENTIFICATION/ A, IDENTIFICATION/B., ASSAY/PTOCEAUTE, ITMPURIT u::,/urgahlc
Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Fluconazole Related Compound A RS, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Fluconazole Related Compound B RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Fluconazole Related Compound
CRS

Shankari Shivaprasad

Omission

FLUMETHASONE PIVALATE PF 45(6) Pg. ONLINE

Entire document

Gerald Hsu

Omission

FLUMETHASONE PIVALATE CREAM PF 45(6) Pg. ONLINE

Entire document

Gerald Hsu

GADOTERATE MEGLUMINE INJECTION PF 44(3) Pg. ONLINE

Chemical Info/Chemical Structure, Chemical Info/C16H25GdN408-C7H17NOS5,
Chemical Info/753.86, Chemical Info/d-Glucitol, 1-deoxy-1-(methylamino)-, [1,4,7,10-
tetraazacyclododecane-1,4,7,10-tetraacetato(4-)-
&kgr;N1,&kgr;N4,8kgr;N7,&kgr;N10,&kgr;01,&8kgr;04,&kgr;07,&kgr;010]gadolinate(
1-) (1:1);, Chemical Info/1-Deoxy-1-(methylamino)-d-glucitol hydrogen [1,4,7,10-
tetraazacyclododecane-1,4,7,10-tetraacetato(4-)-
&kgr;N1,&kgr;N4,8kgr;N7,&kgr;N10,&kgr;01,&8kgr;04,&kgr;07,8kgr;010]gadolinate(
1-), Chemical Info/CAS, DEFINITION/Introduction, IDENTIFICATION/A. Ultraviolet
Absorption <197U>, IDENTIFICATION/B., ASSAY/Procedure, OTHER
COMPONENTS/Content of Meglumine, IMPURITIES/Limit of Free Gadolinium,
IMPURITIES/Limit of Free Tetraxetan, SPECIFIC TESTS/pH <791>, SPECIFIC
TESTS/Particulate Matter in Injections <788>, SPECIFIC TESTS/Sterility Tests <71>,
SPECIFIC TESTS/Bacterial Endotoxins Test <85>, SPECIFIC TESTS/Container Content
for Injections <697>, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Gadoterate
Meglumine RS

Ravi Ravichandran




Revision

GALANTAMINE TABLETS PF 44(3) Pg. ONLINE

IDENTIFICATION/Ultraviolet Absorption <197U>, ASSAY/Procedure, PERFORMANCE
TESTS/Dissolution <711>, PERFORMANCE TESTS/Uniformity of Dosage Units <905>,
Content Uniformity, IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Galantamine Hydrobromide Related Compounds Mixture RS

Heather Joyce

Omission

GALLAMINE TRIETHIODIDE PF 46(1) Pg. ONLINE

Entire document

Gerald Hsu

Omission

GALLAMINE TRIETHIODIDE INJECTION PF 46(1) Pg. ONLINE

Entire document

Gerald Hsu

GEMIFLOXACIN MESYLATE PF 45(6) Pg. ONLINE

CHENMICAL INFURMATIUN, DEFINITIUN, IDENT ll'lL,I? I 1U5‘l/l—\. SPECLroscopic
Identification Tests 197 , Infrared Spectroscopy: 397K or 197M, IDENTIFICATION/B.,
ASSAY/Procedure, IMPURITIES/Residue on Ignition 281 , IMPURITIES/Organic
Impurities, SPECIFIC TESTS/Water Determination 921 , Method I, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference
Standards 11

Shankari Shivaprasad

Revision

L-ALPHA-GLYCERYLPHOSPHORYLCHOLINE PF 45(4) Pg. ONLINE

TDENTIFICATIDN/A Spectroscopic Identification 1ests 19/, Inirared Spectroscopy,
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP Reference
Standards 11

Fatkhulla Tadjimukhamedov

Revision

GRANISETRON HYDROCHLORIDE INJECTION PF 45(2) Pg. ONLINE

IDENTIFICATION/A. Thin-Layer Chromatograpnic laentiication rest 201,
IDENTIFIC Tls)N/A., ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Bacterial Endotoxins Test 85 :, ADDITIONAL REQUIREMENTS/USP Reference
Standards 11

Behnaz Almasi

Revision

GRANISETRON HYDROCHLORIDE TABLETS PF 45(2) Pg. ONLINE

IDENTIFICATION/A. Thin-Layer Chromatograpnic laentiication rest 201,
IDENTIFICATION/A., ASSAY/Procedure, PERFORMANCE TESTS/Dissolution 711 ,
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP Reference
Standards 11

Behnaz Almasi

Omission

GUANETHIDINE MONOSULFATE TABLETS PF 45(6) Pg. ONLINE

Entire document

Tsion Bililign

Revision

HALOPERIDOL PF 46(1) Pg. ONLINE

IDENTIFICATION/A. Spectroscopic Identification Tests 197 , Infrared Spectroscopy,
ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP
Reference Standards 11 , CHEMICAL INFORMATION

Heather Joyce

Revision

HALOPERIDOL TABLETS PF 45(1) Pg. ONLINE

IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCI% TESTS/Dissolution 711 ,
PERFORMANCE TESTS/Uniformity of Dosag@ Us\its 905 :, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage:, ADDITIONAL
REQUIREMENTS/USP Reference Standards 11

Heather Joyce

Revision

HALOPERIDOL DECANOATE PF 45(2) Pg. ONLINE

CHEMICAL INFORMATIO%\I, DEFINITION, IDENTIFIFATION/A. Spectroscopic
Identification Tests 197 , Infrared Spectroscopy:, IDE?\ITIFICATIO /B
IDENTIFICATION/C. Identification Tests—Ggngral 191 , Chloride, ASSAY/Procedure,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Loss on Drying 731 , ADDITIONAL
REQUIREMENTS/USP Reference Standards 11

Heather Joyce

New

HYDROCHLORIC ACID, ULTRATRACE PF 45(6) Pg. ONLINE

Hydrochloric Acid, Ultratrace,

Margareth Marques

Revision

0.02 N HYDROCHLORIC ACID VS PF 46(1) Pg. ONLINE

0.02 N Hydrochloric Acid VS

Margareth Marques

Revision

0.5 N Hydrochloric Acid VS PF 46(1) Pg. ONLINE

0.5 N Hydrochloric Acid VS

Margareth Marques

Revision

1 N Hydrochloric Acid VS PF 46(1) Pg. ONLINE

1 N Hydrochloric Acid VS

Margareth Marques

Revision

0.1 N HYDROCHLORIC ACID VS PF 46(1) Pg. ONLINE

0.1 N Hydrochloric Acid VS,

Margareth Marques

Revision

HYDROXYCHLOROQUINE SULFATE TABLETS PF 44(3) Pg. ONLINE

ASSAY/Procedure, PERFORMANCE TESTS/Organic Impurities

Shankari Shivaprasad

Omission

HYOSCYAMINE TABLETS PF 45(6) Pg. ONLINE

Entire document

Andrea Carney

Revision

INSULIN HUMAN PF 44(4) Pg. ONLINE

OTHER COMPONENTS/Zinc Determination <591>, SPECIFIC TESTS/Bacterial
Endotoxins Test <85>, SPECIFIC TESTS/Microbial Enumeration Tests <61> and Tests
for Specified Microorganisms <62>, ADDITIONAL REQUIREMENTS/Labeling

Manoj Metta

Revision

IPRATROPIUM BROMIDE PF 45(6) Pg. ONLINE

E:HER/IICAL INFORMATION, IDENTIFICATION/A. Spectroscopic Identigica;ion Tests
197 , Infrared Spectroscopy: 197M, ASSAY/Procedure, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards 11

Ravi Ravichandran




New

IPRATROPIUM BROMIDE INHALATION SOLUTION PF 45(5) Pg. ONLINE

DEFINITION, IDENTIFICATION/A., IDENTIFJC%TIO‘\I/B.), ASSAY/Procegdur:
PERFORMANCE TESTS/Uniformity of DQsag; Units 905 , IMPURITIES/Organic
Impurities, SPECIFIC TESTS/Sterility Tests 71 , SPECIFIC TESTS/pH 791 , SPECIFIC
TESTS/Particulate Matter in Injections 788, Method 1 Light Obscuration Particle Count
Test, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards 11

Ravi Ravichandran

Revision

TPRATROPIUM BROMIDE AND ALBUTEROL SULFATE INHALATION SOLUTION PF 45(6)
Pg. ONLINE

ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP
Reference Standards 11

Ravi Ravichandran

Omission

ISOETHARINE HYDROCHLORIDE PF 45(6) Pg. ONLINE

Entire document

Gerald Hsu

Omission

ISOETHARINE INHALATION SOLUTION PF 45(6) Pg. ONLINE

Entire document

Ravi Ravichandran

Omission

ISOETHARINE MESYLATE PF 45(6) Pg. ONLINE

Entire document

Gerald Hsu

Omission

ISOXSUPRINE HYDROCHLORIDE INJECTION PF 45(6) Pg. ONLINE

Entire document

Tsion Bililign

L119 PF 45(3) Pg. ONLINE

L119

Margareth Marques

L120 PF 45(3) Pg. ONLINE

L120

Margareth Marques

L121 PF 46(1) Pg. ONLINE

L121

Margareth Marques

LACOSAMIDE PF 45(3) Pg. ONLINE

CHEMICAL INFORMATIO%\I, DEFINITION, IDENTIFICATION/A. Spectroscopic
Identification Tests 197 , Infrared Spectroscopy:, IDENTIFICATION/B.,
ASSAY/Procedyre, SMPURITIES/Residue on Ignition 281 :, IMPURITIES/Limit of
Lacosamide S-Enantiomer, IMPURITIES/Organic Impurities, SPECIFIC\TESTS/Water
Determination 921 , Method I:, ADDITIONAL REQUIREMENTS/Packaging and
Storage:, ADDITIONAL REQUIREMENTS/USP Reference Standards 11

Ren-Hwa Yeh

LACOSAMIDE INJECTION PF 45(3) Pg. ONLINE

DEFINITIUN, IDENTIFICATIUN/A., IDENTIRICATIUN/B., ASSAY/PTOCEUUre, )
IMPURITIES/Organic Impurities, SPECIFIC TESTS/pH 791 :, SPECIFIC
TESTS/Particulate Matter in Injections 788 :, SPECIFIC TESTS/Sterility Tests 71 :,
SPECIFIC T§S S/Bacterial Endotoxins Test 85 :, ADDITIONAL
REQUIREMENTS/Packaging and Storage:, ADDITIONAL REQUIREMENTS/USP Reference
Standards 11

Ren-Hwa Yeh

LACOSAMIDE ORAL SOLUTION PF 45(3) Pg. ONLINE

DEFINITIUN, IDENTIFICATIUN/A., IDENTIFICAT lyl\l/b., ASSAY/FProceaure,
PERFORMANCE TES;I'S/DeIiverabIe Volume {39 ):, IMPURITIES/Organic Impurities,
SPECIFIC TESTS/Microbial Enumeration Tests 61 and Tests for Specified
Microorganjsms 62 :, SPECIFIC TESTS/pH 791 :, ADDITIONAL
REQUIREMENTS/Packaging and Storage:, ADDITIONAL REQUIREMENTS/USP Reference
Standards 11

Ren-Hwa Yeh

LACOSAMIDE TABLETS PF 45(3) Pg. ONLINE

DEFINITIQN, IDENTIFICATION/A.,(IDEKITIFICATION/B., ASSAY/Procedure,
PERFORMANCE TESTS/Dissolution 711 , PERFORMANCE TESTS/Uniforlglit of Dosage
Units 905 :, IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/Packaging
and Storage:, ADDITIONAL REQUIREMENTS/USP Reference Standards 11

Ren-Hwa Yeh

New

LACTOBACILLUS REUTERI PF 45(5) Pg. ONLINE

DEFINITION, IDENTIFICATION/A. Microscopic Identification, IDENTIFICATION/B.
Nucleic Acid-Based Identification, ASSAY/Enumeration, CONTAMINANTS/Probiotic Tests
(64) Contaminants, Contaminant Microorganisms, CONTAMINANTS/Probiotic Tests (64)
Contaminants, Specified Microorganisms, CONTAMINANTS/Listeria, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/Labeling

Maria Monagas

Revision

LACTOBACILLUS RHAMNOSUS HNOO1 PF 45(5) Pg. ONLINE

DEFINITION, IDENTIFICATION/A. Nucleic Acid-Based ldentification,
ASSAY/Enumeration, ADDITIONAL REQUIREMENTS/Labeling

Maria Monagas

New

LAMOTRIGINE ORALLY DISINTEGRATING TABLETS PF 45(5) Pg. ONLINE

DEFINITION, IDENTIFICATION/A., IDENTI)FICATIO /B.) ASSAY/Procedure, )
PERFORMANCE TESTS/Disintegration 701 , PERFORMANCE TESTS/Dissolution 711 ,
PERFORMANCE TESTS/Uniformity of Dosage Units 905 ,(IMEURITIES/Organic
Impurities, IMPURITIES, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/USP Reference Standards 11

Ren-Hwa Yeh

Revision

LEVOFLOXACIN TABLETS PF 44(5) Pg. ONLINE

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

Shankari Shivaprasad




Revision

LIOTHYRONINE SODIUM PF 46(1) Pg. ONLINE

DEFIN(ITIO)N, IDENTIFICATION/A., IDENTIFICATION/A. Spectroscopic Identification
Tests 197, Infrared Spectroscopy, IDENTIFICATION/B., IDENTIFICATION/D.,
ASSAY/Procedure, IMPURITIES/Chloride Content, IMPURJTIES/Limit of Levothyroxine
Sodium, IMPURITIES/Organic Impurities, SPECIFIC TESTS/Sodium Content,
ADDITIONAL REQUIREMENTS/USP Reference Standards 11

Andrea Carney

LORATADINE CAPSULES PF 44(6) Pg. ONLINE

DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B.,
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution <711>, PERFORMANCE
TESTS/Uniformity of Dosage Units <905>, IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Microbial Enumeration Tests <61> and Tests for Specified Microorganisms
<62>, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Loratadine RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Loratadine Related Compound A
RS

Richard Nguyen

Revision

TOMATO EXTRACT CONTAINING LYCOPENE PF 45(5) Pg. ONLINE

DEFINITION, COMPOUSITION/Procedure 1T Content of Lycopene,
COMPOSITION/Procedure 2: Content ?f Ot>her Carotenoids and Tocopherols
(Phytofluene, Phytoene, Beta Carotene, and Tocopherols), SPECIFIC
TESTS/Viscosity—Rotational Methods 912

Maria Monagas

Revision

MALTITOL PF 45(6) Pg. ONLINE

IMPURITIES/Limit of Nickel

Galina Holloway

Revision

MALTITOL SOLUTION PF 45(6) Pg. ONLINE

IMPURITIES/Limit of Nickel

Galina Holloway

Revision

MAPROTILINE HYDROCHLORIDE PF 45(2) Pg. ONLINE

IDENTIFICATION/A. Spectroscopic Identification %’ests> 197, Infrared Spectroscopy:,
IDENTIFICATION/C. Identification Test—General 191 , Chemical Identification Tests,
Chloride, IMPURITIES/Organic Impurities, Procedure 1

Ren-Hwa Yeh

New

METHYL ACRYLATE PF 45(6) Pg. ONLINE

Methyl Acrylate,

Margareth Marques

Revision

METHYLPHENIDATE HYDROCHLORIDE PF 45(2) Pg. ONLINE

IDENTIFICATION/A. Spectroscopic Identification Tﬁasts> 197, Infrared Spectroscopy:,
IDENTIFICATION/B. Identification Tests—General 191 , Chemical Identification Tests,
Chloride:, ASSAY/Procedure, IMPURITIES/Organic Impurities, Procedure 1,
IMPURITIES/Organic Impurities, Procedure 2

Mary Koleck

Revision

MINOXIDIL TABLETS PF 44(2) Pg. ONLINE

IDENTIFICATION/Infrared Absorption <197>, IDENTIFICATION/B., ASSAY/Procedure,
PERFORMANCE TESTS/Dissolution <711>, IMPURITIES/Organic Impurities,
ADDITIONAL REQUIREMENTS/Packaging and Storage

Revision

MODAFINIL PF 45(5) Pg. ONLINE

Donald Min

TDENTIFICATION/A. Spectroscopic Identification Tests 197, Inirared
Spectroscopy:197K or 197A, IDENTIFICATION/B., ASSAY/Procedure,
IMPURITIES/Organic Impurities

Revision

MODAFINIL TABLETS PF 45(5) Pg. ONLINE

Gerald Hsu

TDENTIFICATION/A. SPgCtroscopic Tdentification Tests 197, Inirared Spectroscopy:
197K or 197A, IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE
TESTS/Dissolution 711 , IMPURITIES/Organic Impurities

Gerald Hsu

Revision

NADOLOL AND BENDROFLUMETHIAZIDE TABLETS PF 45(6) Pg. ONLINE

IDENTIFICATION/A(., ID>ENTIFICATION/B., ASSAY/Procedure, PERFORMANCE
TESTS/Dissolution 711 , Procedure, Apparatus 1 and Apparatus 2, Immediate-Release
Dosage Forms, Procedure for a pooled sample for immediate-release dosage forms,
IMPURITIES/Organic Impurities, Procedure 1: Nadolol Related Impurities,
IMPURITIES/Organic Impurities, Procedure 2: Bendroflumethiazide Related Impurities,
ADDITIONAL REQUIREMENTS/Packaging and Storage

Donald Min

Revision

NARATRIPTAN HYDROCHLORIDE PF 45(2) Pg. ONLINE

DEFINITION, IDENTIFICATION/A. Spectroscopic Identification Tes%s 1)97 , Infrared
Spectroscopy:, IDENTIFICATION/C. Identification Tests—General 191 , Chloride:,
IDENTIFICATION/C. Chloride, ASSAY/Procedure, IMPURITIES/Organic Impurities

Gerald Hsu

Revision

NEFAZODONE HYDROCHLORIDE PF 45(5) Pg. ONLINE

DEFINITION, IDENTIFICATION/A. Spectroscopic Identification Tests ;197 , Infrared
Spectroscopy: 197K, IDENTIFICATION/C., ASSAY/Procedure, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards 11

Gerald Hsu




Revision

NORTRIPTYLINE HYDROCHLORIDE PF 45(2) Pg. ONLINE

TDENTIFICATION/A. Spectroscopic Identiication 1ests 19/ , Inirared Spectroscopy:,
IDENTI%:ICA;I'ION/C. Identification Tests—General 191 , Chemical Identification Tests,
Chloride:, ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC TESTS/Loss on
Drying 731

Revision

NORTRIPTYLINE HYDROCHLORIDE CAPSULES PF 45(2) Pg. ONLINE

Gerald Hsu

TDENTIFICATION/A. TnTrared ADSOption, IDENTIFICATION/B. Taentrcation
Tests—General 191 , Chemical Identification Tests, Chloride, ASSAY/Procedure,
PERFORMANCE TESTS/Dissolution 711 , ADDITIONAL REQUIREMENTS/Packaging and
Storage:

Gerald Hsu

Revision

NORTRIPTYLINE HYDROCHLORIDE ORAL SOLUTION PF 45(2) Pg. ONLINE

IDENTIFICATION/A. Spectroscopic Identification T(ests> 197 , Infrared Spectroscopy:,
IDENTIFICATION/B. Identification Tests—General 191 , Chemical Identification Tests,
Chloride:, ASSAY/Procedure, ADDITIONAL REQUIREMENTS/Packaging and Storage:

Gerald Hsu

Revision

OMEPRAZOLE MAGNESIUM PF 45(5) Pg. ONLINE

IDENTIFICATION/C., ASSAY/Procedure, IMPURITIES/Organic Impurities

Andrea Carney

Revision

OXCARBAZEPINE ORAL SUSPENSION PF 46(1) Pg. ONLINE

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

Gerald Hsu

Revision

OXCARBAZEPINE TABLETS PF 45(3) Pg. ONLINE

IDENTIFICATION/A. Infrared Absorption 19/K , AS5AY/Procedure,
IMPURITIES/Organic Impurities, Procedure 1, IMPURITIES/Organic Impurities,
Procedure 2

Gerald Hsu

Revision

OXYCODONE HYDROCHLORIDE ORAL SOLUTION PF 44(4) Pg. ONLINE

IDENTIFICATION/A., IDENTIFICATION/B. Thin-Layer Chromatography,
IDENTIFICATION/C., ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/ USP Oxycodone Related Compound A RS

Hillary Cai

Revision

OXYMETHOLONE PF 44(6) Pg. ONLINE

IDENTIFICATION/A. Infrared Absorption <197K>Spectroscopic Identification Tests
<197>, Infrared Spectroscopy, IDENTIFICATION/B. Ultraviolet Absorption <197U>,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Melting Range or Temperature <741>, SPECIFIC TESTS/Completeness of
Solution, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Oxymetholone Related Compound B RS

Ren-Hwa Yeh

Revision

OXYMETHOLONE TABLETS PF 44(6) Pg. ONLINE

IDENTIFICATION/A. INTraread ApDsorpton, IDENTIFICATIUN/A., IDENTIFICATIUN/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 Oxymetholone Related
Compound B RS

Ren-Hwa Yeh

Revision

PACLITAXEL INJECTION PF 44(6) Pg. ONLINE

IDENTIFICATION/A., ASSAY/Procedure, IMPURITIES/Procedure: Limit of Degradation
Products, SPECIFIC TESTS/Bacterial Endotoxins Test <85>, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Paclitaxel Related Compound B RS

Devarshi Narendra Thaker

Omission

PENBUTOLOL SULFATE PF 46(1) Pg. ONLINE

Entire document

Donald Min

Omission

PENBUTOLOL SULFATE TABLETS PF 46(1) Pg. ONLINE

Entire document

Donald Min

Omission

PENICILLIN V FOR ORAL SUSPENSION PF 45(6) Pg. ONLINE

Entire document

Christine Hiemer

Omission

PENICILLIN V TABLETS PF 45(6) Pg. ONLINE

Entire document

Christine Hiemer

Omission

PENICILLIN V BENZATHINE PF 45(6) Pg. ONLINE

Entire document

Christine Hiemer

Omission

PENICILLIN V BENZATHINE ORAL SUSPENSION PF 45(6) Pg. ONLINE

Entire document

Christine Hiemer

New

50 PERCENT PHOSPHORIC ACID TS PF 46(1) Pg. ONLINE

Phosphoric Acid TS, 50 Percent

Margareth Marques

Omission

PILOCARPINE OCULAR SYSTEM PF 46(1) Pg. ONLINE

Entire document

Devarshi Narendra Thaker

Revision

PINDOLOL PF 45(3) Pg. ONLINE

IDENTIFICATION/A. Spectroscopic ldentification Tests 19/ , Inirared Spectroscopy:,
ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP
Reference Standards 11

Donald Min

Revision

0.1 N Potassium Dichromate VS PF 46(1) Pg. ONLINE

0.1 N Potassium Dichromate VS

Revision

POTASSIUM CHLORIDE IN LACTATED RINGER'S AND DEXTROSE INJECTION PF 45(2)
Pg. ONLINE

Margareth Marques

TDENTIFICATION/B. Identification Tests—General 191 , Chemical ldentiication 1ests,
Chloride and Calcium:, ASSAY/Lactate, IMPURITIES/Limit of 5-Hydroxymethylfurfural
and Related Substances

Ren-Hwa Yeh




Revision

PRAZOSIN HYDROCHLORIDE PF 45(4) Pg. ONLINE

DEFINITION, IDENTIFICATION/A. SPeCtroscopig [aeNtmeation 1ests 197, Imrarea
Spectroscopy, IDENTIFICATION/B. Ultraviolet Absorption 197U , IDENTIFICATION/C.
Thin-Layer Chromatographic Identification Test 201 , ASSAY/Procedure,

IMPURITIE /(;rganic Impurities, ADDITIONAL REQUIREMENTS/USP Reference
Standards 11

Donald Min

Revision

PROPARACAINE HYDROCHLORIDE PF 45(2) Pg. ONLINE

IDENTIFICATION/C. ldentification Tests—General 191 , Chemical Identification Tests,
Chloride

Ren-Hwa Yeh

Revision

PYRAZINAMIDE PF 45(6) Pg. ONLINE

DEFINITION, IDENTIFICATION/B. Spectroscopic Identification Tests 197 , UItravi(oIet)
Visible Spectroscopy: 197U, IDENTIFICATION/C. Procedl{re,)ASSAY/Procedure,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Melting Range or Temperature 741 ,
ADDITIONAL REQUIREMENTS/USP Reference Standards 11

Praveen Pabba

Revision

QUINAPRIL HYDROCHLORIDE PF 46(1) Pg. ONLINE

CHEMICAL INFORMATIO%\I, DEFINITION, IDENTIFICATION/A. Spectroscopic
Identification Tests 197 , Infrared Spectroscopy: 197K or 197A, ASSAY/Procedure,
IMPURITIES/Limit of Residual Solvents, IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Content of Acetone (if labeled as acetone solvate), AL?DITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL RI§Q IREMENTS/Labeling,
ADDITIONAL REQUIREMENTS/USP Reference Standards 11

Donald Min

Revision

QUINAPRIL TABLETS PF 44(4) Pg. ONLINE

IDENTIFICATION/Thin-Layer Chromatographic Identification Test <201>,
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution <711>, PERFORMANCE
TESTS/Uniformity of Dosage Units <905>, IMPURITIES/Organic Impurities,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Quinapril Related
Compound A RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Quinapril Related Compound B RS

Donald Min

Revision

QUININE SULFATE CAPSULES PF 44(5) Pg. ONLINE

IDENTIFICATION/B., IDENTIFICATION/C., IDENTIFICATION/D., ASSAY/Procedure,
PERFORMANCE TESTS/Dissolution <711>, PERFORMANCE TESTS/Uniformity of Dosage
Units <905>, IMPURITIES/Organic Impurities, IMPURITIES/Organic Impurities,
Procedure 1, IMPURITIES/Organic Impurities, Procedure 2, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Quininone RS Cinchonan-9-one, 6&prime;-methoxy-, (8&alpha;){
.C20H22N202322.40

Praveen Pabba

New

REGORAFENIB PF 44(6) Pg. ONLINE

Chemical Info/Chemical Structure, Chemical Info/C21H15CIF4AN403-H20, Chemical
Info/500.83, Chemical Info/2-Pyridinecarboxamide, 4-[4-[[[[4-chloro-3-
(trifluoromethyl)phenyl]amino]carbonyl]amino]-3-fluorophenoxy]-N-methyl-,
monohydrate;, Chemical Info/4-[4-({[4-Chloro-3-
(trifluoromethyl)phenyl]carbamoyl}amino)-3-fluorophenoxy]-N-methylpyridine-2-
carboxamide monohydrate, Chemical Info/CAS, Chemical Info/Anhydrous, Chemical
Info/C21H15CIF4AN403, Chemical Info/482.82, DEFINITION/Introduction,
IDENTIFICATION/A. Spectroscopic Identification Tests <197>, Infrared Spectroscopy,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities,
IMPURITIES/Limit of Regorafenib Related Compound A, SPECIFIC TESTS/Water
Determination <921>, Method I, Method Ic, ADDITIONAL REQUIREMENTS/Packaging
and Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Regorafenib RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Regorafenib Related Compound A RS 4-(4-Amino-3-fluorophenoxy)-N-
methylpicolinamide.C13H12FN302261.26, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Sorafenib Tosylate RS 1-[4-Chloro-3-
(trifluoromethyl)phenyl]-3-(4-{[2-(methylcarbamoyl)pyridin-4-ylJoxy}phenyl}urea
mono(4-methylbenzenesulfonate).C21H16CIF3N403-C7H803S637.03

Devarshi Narendra Thaker

Revision

RIFABUTIN PF 44(4) Pg. ONLINE

ASSAY/Procedure, IMPURITIES/Chromatographic Purity, IMPURITIES/Organic
Impurities, Procedure 2

Ramanujam Prasad

Revision

RIFABUTIN CAPSULES PF 44(4) Pg. ONLINE

AS5AY/Procedure, PERFORMANCE TESTS/Dissolution, IMPURITIES/Chromatographic
Purity, IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/Packaging and

Storage

Ramanujam Prasad




Revision

LACTATED RINGER'S INJECTION PF 45(2) Pg. ONLINE

IDENTIFICATION/A. Identification Tests—General 191 , Chemical Identiéica)tion Tests,
Chloride and Calcium:, ASSAY/Chloride, SPECIFIC TESTS/Sterility Tests 71 :

Gerald Hsu

Revision

LACTATED RINGER'S AND DEXTROSE INJECTION PF 45(2) Pg. ONLINE

IDENTIFICATION/B. Identification Tests—General 191 , Chemical Identification es,:s,
Chloride and Calcium:, ASSAY/Chloride, ASSAY/Dextrose, IMPURITIES/Limit of 5-
Hydroxymethylfurfural and Related Substances, SPECIFIC TESTS/Sterility Tests 71 :

Revision

HALF-STRENGTH LACTATED RINGER'S AND DEXTROSE INJECTION PF 45(2) Pg.
ONLINE

Gerald Hsu

TDENTIFICATION/B. Identification Tests—General 191 , Chemical ldentiication 1ests,
Chloride and Calcium:, ASSAY/Chloride, ASSAY/Dextrose, SPECIFIC TESTS/Sterility
Tests 71:

Gerald Hsu

Revision

MODIFIED LACTATED RINGER'S AND DEXTROSE INJECTION PF 45(2) Pg. ONLINE

IDENTIFICATION/B. Identification Tests—General 191 , Chemical Identification Tests,
Chloride and Calcium:, A§SAY/CaIcium, ASSAY/Chloride, ASSAY/Dextrose,
IMPURITIES/Limit of é-HydroxymethyIfurfuraI and Related Substances, SPECIFIC
TESTS/Sterility Tests 71 :

Gerald Hsu

Revision

RISPERIDONE ORAL SOLUTION PF 44(6) Pg. ONLINE

TDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Risperidone Related Compounds
Mixture RS

Claire Chisolm

Revision

ROPINIROLE EXTENDED-RELEASE TABLETS PF 46(1) Pg. ONLINE

PERFORMANCE TESTS/Dissolution 711 , IMPURITIES/Organic Impurities

Claire Chisolm

Revision

ROPINIROLE HYDROCHLORIDE PF 45(2) Pg. ONLINE

IDENTIFICATION/A. Spectroscopic Identification T(ests> 197 , Infrared Spectroscopy:,
IDENTIFICATION/C. Identification Tests—General 191 , Chemical Identification Tests,
Chloride, ASSAY/Procedure, IMPURITIES/Limit of Palladium, IMPURITIES/Organic
Impurities, Procedure 3

Claire Chisolm

Revision

RUFINAMIDE TABLETS PF 44(4) Pg. ONLINE

IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE TESTS/Dissolution </11>,
IMPURITIES/Organic Impurities

Claire Chisolm

Revision

SERTRALINE HYDROCHLORIDE PF 45(2) Pg. ONLINE

IDENTIFICATION/A. Spectroscopic Identification T(ests> 197 , Infrared Spectroscopy:,
IDENTIFICATION/C. Identification Tests—General 191 , Chemical Identification Tests,
Chloride, ASSAY/Procedure, IMPURITIES/Limit of (R,R) Sertraline Hydrochloride,
IMPURITIES/Organic Impurities, Procedure 1, IMPURITIES/Organic Impurities,
Procedure 2, IMPURITIES/Limit of Mandelic Acid

Claire Chisolm

Revision

SODIUM CHLORIDE TABLETS PF 46(1) Pg. ONLINE

IDENTIFICATION/A.Identification Tests—General 191 , Ch(emic)al Identification Tests,
Sodium, IDENVIFICATION/B.Identification Tests—General 191 , Chemical Identification
Tests, Chloride, ASSAY/Procedure, ADDITIONAL REQUIREMENTS/USP Reference
Standards 11

Michael Chang

Revision

SODIUM CHLORIDE TABLETS FOR SOLUTION PF 46(1) Pg. ONLINE

IDENTIFICATION/A.Identification Tests—General 191 , Ch(emic)al Identification Tests,
Sodium, IDENVIFICATION/B.Identification Tests—General 191 , Chemical Identification
Tests, Chloride, ASSAY/Procedure, ADDITIONAL REQUIREMENTS/USP Reference
Standards 11

Michael Chang

SODIUM PHENYLBUTYRATE ORAL POWDER PF 44(2) Pg. ONLINE

DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B.,
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution <711>, PERFORMANCE
TESTS/Uniformity of Dosage Units <905>, IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Microbial Enumeration Tests <61> and Tests for Specified Microorganisms
<62>, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Sodium Phenylbutyrate RS,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Phenylbutyrate
Related Compound A RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Phenylbutyrate Related Compound B RS

Behnaz Almasi




SODIUM PHENYLBUTYRATE TABLETS PF 44(2) Pg. ONLINE

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

Behnaz Almasi

SORAFENIB TABLETS PF 45(3) Pg. ONLINE

PERFQRMANCE TESTS/Dissolution 711 , PERFORMANCE TESTS/Uniformity of Dosage
Units 905 :, IMPURITIES/Organic Impurities, SPECIFIC TESTS/Microbial Enumeration
Tests 61 %nd Tests for Specified Microorganisms 62 :, ADDITIONAL
REQUIREMENTS/Packaging and Storage:, ADDITIONAL REQUIREMENTS/USP Reference
Standards 11

DEFII%IT;?N, IDENTIFICATION/A., (IDEKITIFICATION/B., ASSAY/Procedure,

Devarshi Narendra Thaker

New

SORAFENIB TOSYLATE PF 44(3) Pg. ONLINE

Chemical Info/Chemical Structure, Chemical Info/C21H16CIF3N403-C7H803S,
Chemical Info/637.03, Chemical Info/2-Pyridinecarboxamide, 4-[4-[[[[4-chloro-3-
(trifluoromethyl)phenyl]amino]carbonyl]amino]phenoxy]-N-methyl-, mono(4-
methylbenzenesulfonate);, Chemical Info/4-(4-{3-[4-Chloro-3-
(trifluoromethyl)phenyl]ureido}phenoxy)-N2-methylpyridine-2-carboxamide mono(4-
methylbenzenesulfonate), Chemical Info/CAS, Chemical Info/Sorafenib (free base),
Chemical Info/C21H16CIF3N403, Chemical Info/464.83, DEFINITION/Introduction,
IDENTIFICATION/A. Infrared Absorption <197>, IDENTIFICATION/B.,
ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC TESTS/Water
Determination <921>, Method I, ADDITIONAL REQUIREMENTS/Packaging and
Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Sorafenib
Tosylate RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Sorafenib Related Compound H RS

Devarshi Narendra Thaker

Revision

SORBITOL PF 45(6) Pg. ONLINE

IMPURITIES/Limit of Nickel

Galina Holloway

Revision

NONCRYSTALLIZING SORBITOL SOLUTION PF 45(6) Pg. ONLINE

IMPURITIES/Limit of Nickel

Galina Holloway

Revision

SORBITOL SOLUTION PF 45(6) Pg. ONLINE

TMPURTTIES/Limit of Nickel, SPECIFIC TESTS/pH 791, SPECIFIC TESTS/Conductivity,
IMPURITIES/Limit of Nickel

Galina Holloway

Revision

SORBITOL SORBITAN SOLUTION PF 45(6) Pg. ONLINE

IMPURITIES/Limit of Nickel

Galina Holloway

Revision

SPIRONOLACTONE COMPOUNDED ORAL SUSPENSION PF 46(1) Pg. ONLINE

DEFINITION, ASSAY/Procedure 1: Oral Suspension i<n Or)a—BIend, ASSAY/Procedure 2:
Oral Suspension in SuspendIt, SPECIFIC TESTS/pH 791 , ADDITIONAL
REQUIREMENTS/Packaging and Storage, Labeling, USP Reference Standard <11>,
ADDITIONAL REQUIREMENTS/Beyond-Use Date

Brian Serumaga

Revision

TELMISARTAN PF 45(6) Pg. ONLINE

DEFINITION, IDENTIFICATION/A. Spectroscopic Identification Tests 197 , Infrared
Spectroscopy: 197Kor 197A, IDENTIFICATION/B., ASSAY/Procedure,
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage

Donald Min

Omission

TETRACYCLINE HYDROCHLORIDE COMPOUNDED ORAL SUSPENSION PF 45(6) Pg.

ONLINE

Entire document

Brian Serumaga

TETRAXETAN PF 44(3) Pg. ONLINE

Chemical Info/Chemical Structure, Chemical Info/C16H28N408, Chemical Info/404.42,
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