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Category Monograph Title Monograph Section_ . B Scientific Liaison
{Adhesive (Pressure Sensitive)} Dosage Form, {Alcohol
Denaturant} Ethyl Acetate, Antifoaming or Defoaming Agent,
{Antimicrobial Preservative} Dosage Form, {Antimicrobial
Preservative} Benzyl Benzoate, {Antimicrobial Preservative}
Butylated Hydroxyanisole, {Antimicrobial Preservative} Butylene
Glycol, {Antimicrobial Preservative} Edetic Acid, {Antimicrobial
Preservative} Propyl Gallate, {Antioxidant} Dosage Form,
{Antioxidant} Histidine, Antitack Agent, Biodegradable Polymer,
Buffering Agent, {Emulsifying Agent} Soybean Phosphatidylcholine,
{Bulking Agent} Polyethylene Glycol, {Suspending and::or
Viscosity-Increasing Agent} Soybean Phosphatidylcholine, {Bulking
Agent} Polyethylene Glycol 3350, {Wetting and::or Solubilizing
Agent} Soybean Phosphatidylcholine, {Bulking Agent} Dosage
Form, {Bulking Agent} Trehalose, {Capsule Shell} Dosage Form,
{Capsule Shell} Carrageenan, {Capsule Shell} Hypromellose,
{Carrier} Dosage Form, {Carrier} Asparagine, Coating Agent,
{Colloid Stabilizing Agent} Dosage Form, {Colloid Stabilizing
Agent} Dextran 40, {Colloid Stabilizing Agent} Dextran 1,
{Coloring Agent} Dosage Form, {Coloring Agent} Aluminum Oxide,
Complexing Agent, {Complexing Agent} Dosage Form,
{Complexing Agent} Calcium Acetate, {Complexing Agent}
Fumaric Acid, {Complexing Agent} Polacrilin Potassium,
{Complexing Agent} Pullulan, {Complexing Agent} Sodium Citrate,
{Complexing Agent} Sodium Tartrate, {Complexing Agent}
Trehalose, Crystallization Inhibitor, {Crystallization Inhibitor}
Povidone, {Desiccant} Silicon Dioxide, Colloidal, {Diluent} Dosage
Form, {Diluent} Betadex Sulfobutyl Ether Sodium, {Diluent}
Calcium Lactate, {Diluent} Calcium Silicate, {Diluent}
Ethylcellulose, {Diluent} Hydroxypropyl Cellulose, Low-Substituted,
{Diluent} Inulin, {Diluent} Medium-chain Triglycerides, {Diluent}
Sodium Bicarbonate, {Diluent} Sodium Carbonate, {Disintegrant}
Dosage Form, {Disintegrant} Agar, {Disintegrant} Asparagine,
{Disintegrant} Chitosan, {Disintegrant} Povidone, Drag-Reducing
Agent, {Emollient} Dosage Form, {Emollient} Butyl
Palmitostearate, {Emollient} Butyl Stearate, {Emollient} Cetyl
Alcohol, {Emollient} Cetyl Palmitate, {Emollient} Diethyl Sebacate,

EXCIPIENTS (USP and NF), LISTED BY CATEGORY PF 46(1) Pg. {Emollient} Lanolin, {Emollient} Lanolin Alcohols, {Emollient} Palm
Revision  ONLINE Oil, {Emollient} Stearyl Alcohol, {Emulsifying Agent} Dosage Form, Galina Ho||oway



Revision

Revision

Revision

<3> I10PICAL AND IRANSDERMAL DRUG PRODUCIS - PRODUCI
QUALITY TESTS PF 46(6) Pg. ONLINE

GENERAL NOTICES TO USP-NF PF 46(2) Pg. ONLINE

DESCRIPTION AND SOLUBILITY PF 46(6) Pg. ONLINE

Revision

Applying to Standards, lests, Assays, and Uther Specitications or
the United States Pharmacopeia/2. OFFICIAL STATUS AND LEGAL
RECOGNITION})

E/Emtricitabine, R/Rivaroxaban:, A/Acacia, A/Acetic Acid, A/Glacial
Acetic Acid, A/Adipic Acid, A/Agar, A/Alcohol, A/Alfadex, A/Alginic
Acid, A/Aluminum Monostearate, A/Amino Methacrylate Copolymer,
A/Strong Ammonia Solution, A/Ammonio Methacrylate Copolymer,
A/Ammonio Methacrylate Copolymer Dispersion, A/Ammonium
Carbonate, A/Ammonium Chloride, A/Ammonium Glycyrrhizate,
A/Ammonium Phosphate, A/Ammonium Sulfate, A/Arginine,
A/Ascorbic Acid, A/Asparagine, A/Activated Attapulgite, A/Colloidal
Activated Attapulgite, B/Barium Hydroxide Lime, B/Benzalkonium
Chloride, B/Benzethonium Chloride, B/Benzyl Benzoate, B/Betadex,
B/Betadex Sulfobutyl Ether Sodium, B/Boric Acid, B/Butylene
Glycol, B/Butyl Palmitostearate, B/Butyl Stearate, B/Butylated
Hydroxyanisole, B/Butylated Hydroxytoluene, C/Calcium Acetate,
C/Calcium Carbonate, C/Calcium Hydroxide, C/Calcium Lactate,
C/Tribasic Calcium Phosphate, C/Calcium Silicate, C/Calcium
Sulfate, C/Canola Oil, C/Carbomer 910, D/Decitabine, C/Carbomer
Copolymer, C/Carbomer Homopolymer, C/Carbomer Interpolymer,
C/Carbon Dioxide, C/Carboxymethylcellulose Calcium,
C/Carboxymethylcellulose Sodium, C/Enzymatically-Hydrolyzed
Carboxymethylcellulose Sodium, C/Carrageenan, C/Castor Qil,
C/Hydrogenated Castor Oil, C/Cellaburate, C/Cellacefate,
C/Cellulose Acetate, C/Powdered Cellulose, C/Cetrimonium
Bromide, C/Cetyl Alcohol, C/Cetyl Palmitate, C/Cetylpyridinium
Chloride, C/Chitosan, C/Cholesterol, C/Anhydrous Citric Acid,
C/Citric Acid Monohydrate, C/Coconut Oil, C/Hydrogenated Coconut
Oil, C/Copovidone, C/Corn Syrup Solids, C/Crospovidone,
D/Dextran 1, D/Dextrose, D/Dibutyl Phthalate, D/Diethanolamine,
D/Diethylene Glycol Monoethyl Ether, D/Diethyl Sebacate,
D/Dimethicone, D/Dimethyl Sulfoxide, D/Docusate Sodium,
E/Edetate Calcium Disodium, E/Erlotinib Hydrochloride, E/Edetate
Disodium, F/Fosamprenavir Calcium, E/Edetic Acid, C/Clotrimazole,
E/Erythritol, E/Ethyl Acetate, E/Ethyl Acrylate and Methyl
Methacrylate Copolymer Dispersion, E/Ethylcellulose,
E/Ethylcellulose Dispersion Type B, E/Ethylene Glycol and Vinyl
Alcohol Graft Copolymer, F/Ferric Oxide, F/Fumaric Acid,
G/Galactose, G/Gamma Cyclodextrin, G/Gelatin, G/Gellan Gum,
G/Glaze, Pharmaceutical, G/Liquid Glucose, G/Glycerin, G/Glyceryl
Dibehenate, G/Glyceryl Monooleate, G/Glyceryl Monostearate,

Margareth Marques

Jessica Simpson

Peng Zhang



New

New

New

New

Revision

Revision

Revision

Revision

New

<56>METHODS FOR DETERMINATION OF RESISTANCE OF
MICROORGANISMS TO STERILIZATION PROCESSES PF 45(6) Pg.
ONLINE

</242> RESPIRAITION BASED RAPID MICRUBLIAL MEITHOUDS FUR THE
RELEASE OF STERILE SHORT- LIFE PRODUCTS PF 46(6) Pg.
ONLINE

</3> AlP BIOLUMINISCENCE BASED RAPID MICRUBIAL MEITHODS
FOR THE RELEASE OF STERILE SHORT -LIFE PRODUCTS PF 46(6)
Pg. ONLINE

<621> CHROMATOGRAPHY PF 43(5) Pg. ONLINE
<1032> DESIGN AND DEVELOPMENI OF BIOLOGLCAL ASSAYS PF
46(4) Pg. ONLINE

<1033> BIOLOGICAL ASSAY VALIDATION PF 45(4) Pg. ONLINE

<1059> EXCIPIENT PERFORMANCE PF 46(1) Pg. ONLINE

<1072> DISINFECTANTS AND ANTISEPTICS PF 46(5) Pg. ONLINE
<1UBD.1> USE UF KELUMBINANT KEAGENIS LN | HE BALIEKLIAL
ENDOTOXINS TEST - PHOTOMETRIC AND FLUOROMETRIC
METHODS USING RECOMBINANTLY DERIVED REAGENTS PF 46(5)
Pg. ONLINE

Sample, PRESENCE::ABSENCE TEST FOR SPORES (ALL
STERILIZATION PROCESSES EXCEPT FILTRATION AND
RADIATION)/Heat Treatment, PRESENCE::ABSENCE TEST FOR
SPORES (ALL STERILIZATION PROCESSES EXCEPT FILTRATION
AND RADIATION)/Recovery and Enumeration of Spores,
PRESENCE: :ABSENCE TEST FOR SPORES (ALL STERILIZATION
PROCESSES EXCEPT FILTRATION AND RADIATION)/Negative
Control, PRESENCE::ABSENCE TEST FOR SPORES (ALL
STERILIZATION PROCESSES EXCEPT FILTRATION AND
RADIATION)/Growth Promotion of Media, PRESENCE::ABSENCE
TEST FOR SPORES (ALL STERILIZATION PROCESSES EXCEPT
FILTRATION AND RADIATION)/Suitability of Recovery and
Enumeration, PRESENCE: :ABSENCE TEST FOR SPORES (ALL
STERILIZATION PROCESSES EXCEPT FILTRATION AND
RADIATION)/Interpretation of Results, RESISTANCE ESTIMATION
(MOIST HEAT PROCESSES ONLY)/Maximum Resistance Estimation,
RESISTANCE ESTIMATION (MOIST HEAT PROCESSES
ONLY)/Preliminary Resistance Estimation, D -VALUE
DETERMINATION (MOIST HEAT PROCESSES ONLY)/D -value
Determination for 121° Processes, D -VALUE DETERMINATION
(MOIST HEAT PROCESSES ONLY)/D -value Determination for

<100° Processes, REFERENCES Radhakrishna Tirumalai

New Radhakrishna Tirumalai

New
DEFINITIONS, SYSTEM SULITABILLTY, ADJUSIMENIT OF
CHROMATOGRAPHIC CONDITIONS, QUANTIFICATION

Radhakrishna Tirumalai

Horacio Pappa

Revision

1. INTRODUCILON, APPENDICES/Appendix 3: Additional Sources of
Information, 1. INTRODUCTION

INTROUDUCITIUN, RADIOPHARMACEU I LCALS/FuNnctional Category:
Free Radical Scavenger, INTRODUCTION, WETTING AND::0OR
SOLUBILIZING AGENT/Additional Information

Revision

Steven Walfish

Steven Walfish

Galina Holloway
Radhakrishna Tirumalai

New Leslie Furr



Revision

New

Revision

Revision

New

Revision

Revision

Revision

New

New

Revision

<1117> MICROBIOLOGICAL BEST LABORATORY PRACTICES PF
45(6) Pg. ONLINE

<1212> PROBE TACK TEST PF 46(6) Pg. ONLINE
<1223.1> VALIDATION OF ALTERNATIVE METHODS 10
ANTIBIOTIC MICROBIAL ASSAYS PF 46(5) Pg. ONLINE

<1229> STERILIZATION OF COMPENDIAL ARTICLES PF 45(6) Pg.
ONLINE

<1229.18> VIRAL CLEARANCE PF 45(6) Pg. ONLINE
<1229.2> SI1EAM SIERILIZATION OF AQUEOUS LIQUIDS PF 45(6)
Pg. ONLINE

<1229.3> MONITORING OF BIOBURDEN PF 45(6) Pg. ONLINE
<1229.5> BIOLOGICAL INDICATORS FOR STERILIZATION PF 45(6)
Pg. ONLINE

<1604> PRESENTATION OF AERODYNAMIC PARTICLE SIZE
DISTRIBUTION MEASUREMENT DATA PF 45(2) Pg. ONLINE
<1//6> IMAGE ANALYSILS OF PHARMACEU I LICAL SYSITEMS PF
46(6) Pg. ONLINE

ABACAVIR AND LAMIVUDINE TABLETS PF 46(3) Pg. ONLINE

QUALITY CONTROL/Media Preparation, MEDIA PREPARATION AND
QUALITY CONTROL/Media Storage, MEDIA PREPARATION AND
QUALITY CONTROL/Quality Control Testing, MICROBIOLOGICAL
MEDIA INCUBATION TIMES, MAINTENANCE OF MICROBIOLOGICAL
CULTURES, LABORATORY EQUIPMENT, USING MODERN
TECHNOLOGIES, LABORATORY LAYOUT AND OPERATIONS, SAMPLE
HANDLING, COMPETENCIES AND TRAINING OF PERSONNEL,
QUALIFICATION OF ANALYSTS, CONSIDERATIONS FOR
MICROBIOLOGICAL RISK ASSESSMENTS, LABORATORY
RESOURCES/Oversight of Suppliers, METHOD TRANSFER,
DOCUMENTATION, MAINTENANCE OF LABORATORY RECORDS,
QUANTITATIVE MICROBIOLOGY, DATA INTEGRITY OF
MICROBIOLOGICAL DATA, INTERPRETATION OF ASSAY
RESULTS/Use of Negative Controls, REFERENCES

New

Revision

BALKUWRKUUND AND SLUPE, ESTABLISHING AND JUSTLFYLING
STERILIZATION PROCESSES THAT RELY ON MICROBIAL
INACTIVATION/Biological and Physical Data, ROUTINE PROCESS
CONTROL

l1tle, Upening Section, FILIRATIUN AND CHRUMA IUGRAPHLL
METHODS, THERMAL METHODS, CHEMICAL METHODS, RADIATION
METHODS, REFERENCES

BIOBURDEN::BIOLOGICAL INDICATOR METHOD
INTRODUCIION, MONLIORING AND SAMPLING/Destructive
Processes (except Radiation)

RESPONSIBILITIES/BL Manutacturer's Responsibility, SELECTION
FOR SPECIFIC STERILIZATION PROCESSES/Ionizing Radiation

LINTINUL/UC T LU/ CHIVILE UL Ol UEIU DUTTTPIITY 1 IUVW INULG TV LIS AP O

Measurement, PHARMACOPEIAL APSD DATA ANALYSIS/The
Deposition Profile, PHARMACOPEIAL APSD DATA ANALYSIS/The
APSD: Sized Deposition Profile, PHARMACOPEIAL APSD DATA
ANALYSIS/Stage Grouping of the Deposition Data, OTHER
TREATMENTS OF APSD DATA/The APSD: Cumulative Distribution
Profile, OTHER TREATMENTS OF APSD DATA/Sized Fractions,
Revision

New

IDENILFICATIUN/B., ASSAY/Proceaure, LMPUKLILES/Urganic
Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards
(11)

Radhakrishna Tirumalai
Margareth Marques

Julie Zhang

Radhakrishna Tirumalai

Radhakrishna Tirumalai
Radhakrishna Tirumalai
Radhakrishna Tirumalai

Radhakrishna Tirumalai

Kahkashan Zaidi

Edmond Biba

Shankari Shivaprasad



New

New

Revision

Revision

New

ACAMPROSATE DELAYED-RELEASE TABLETS PF 46(6) Pg. ONLINE

ACETAZOLAMIDE EXTENDED-RELEASE CAPSULES PF 46(5) Pg.
ONLINE

ACETYLTRIETHYL CITRATE PF 46(6) Pg. ONLINE

ADIPIC ACID PF 46(3) Pg. ONLINE

AJOWAN FRUIT PF 46(5) Pg. ONLINE

L AN ANy LN A AN VAN Y/ s Pt UOLU IS AU L UL

(197), Infrared Spectroscopy, IDENTIFICATION/B.,
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution (711),
PERFORMANCE TESTS/Uniformity of Dosage Units (905),
IMPURITIES/Limit of Acamprosate Related Compound A,
IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)

DLCMLINLILIVUIN, IVENITLIFICATIVUN/AL, IVENITLIFICALTLUIN/D,.,
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), FOOTNOTES
DEFLNLILIUN, IDENITIFICATLIUN/D. CHTorawoyrapriic tderitiey,
ASSAY/Procedure, ASSAY, IMPURITIES/Organic Impurities,
SPECIFIC TESTS/Specific Gravity (841), SPECIFIC TESTS/Refractive
Index (831), SPECIFIC TESTS/Acidity, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

DEFINLIIUN, IDENILFICATLON/B., ASSAY/Procedure,
IMPURITIES/Related Substances, SPECIFIC TESTS/Loss on Drying
(731)

Origin (203), IDENTIFICATION/B. HPLC, COMPOSITION/Content of
Thymol and 4-Cymene, CONTAMINANTS/Articles of Botanical Origin
(561), Limits of Elemental Impurities, CONTAMINANTS/Articles of
Botanical Origin (561), Pesticide Residue Analysis,
CONTAMINANTS/Microbial Enumeration Tests (2021),
CONTAMINANTS/Absence of Specified Microorganisms (2022), Test
Procedures, Test for Absence of Salmonella Species and Test for
Absence of Escherichia coli, SPECIFIC TESTS/Botanical
Characteristics, SPECIFIC TESTS/Articles of Botanical Origin (561),
Methods of Analysis, Foreign Organic Matter, SPECIFIC
TESTS/Articles of Botanical Origin (561), Methods of Analysis,
Alcohol-Soluble Extractives, Method 1, SPECIFIC TESTS/Articles of
Botanical Origin (561), Methods of Analysis, Water-Soluble
Extractives, SPECIFIC TESTS/Water Determination (921), SPECIFIC
TESTS/Articles of Botanical Origin (561), Methods of Analysis, Total
Ash, SPECIFIC TESTS/Articles of Botanical Origin (561), Methods of
Analysis, Acid-Insoluble Ash, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)

[RorIe

Heather Joyce

Galina Holloway

Galina Holloway

Nam-Cheol Kim

Devarshi Narendra Thaker



DEFINITION, IDENTIFICATION/A. HPTLC for Articles of Botanical
Origin (203), IDENTIFICATION/B. HPLC, COMPOSITION/Content of
Thymol and 4-Cymene, CONTAMINANTS/Microbial Enumeration
Tests (2021), CONTAMINANTS/Absence of Specified Microorganisms
(2022), Test Procedures, Test for Absence of Salmonella Species
and Test for Absence of Escherichia coli, SPECIFIC TESTS/Water
Determination (921), SPECIFIC TESTS/Refractive Index (831),
SPECIFIC TESTS/Specific Gravity (841), ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP

New AJOWAN FRUIT OIL PF 46(5) Pg. ONLINE Reference Standards (11) Nam-Cheol Kim

DEFINITION, IDENTIFICATION/A. HPTLC for Articles of Botanical
Origin (203), IDENTIFICATION/B. HPLC, COMPOSITION/Content of
Thymol and 4-Cymene, 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, Alcohol-Soluble Extractives, Method 1,
SPECIFIC TESTS/Articles of Botanical Origin (561), Methods of
Analysis, Water-Soluble Extractives, SPECIFIC TESTS/Water
Determination (921), SPECIFIC TESTS/Articles of Botanical Origin
(561), Methods of Analysis, Total Ash, SPECIFIC TESTS/Articles of
Botanical Origin (561), Methods of Analysis, Acid-Insoluble Ash,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP

New AJOWAN FRUIT POWDER PF 46(5) Pg. ONLINE Reference Standards (11) Nam-Cheol Kim

DEFINITION, IDENTIFICATION/A. 1H NMR Spectroscopy,
COMPOSITION/Content of Acemannans, CONTAMINANTS/Articles of
Botanical Origin (561), Limits of Elemental Impurities,
CONTAMINANTS/Articles of Botanical Origin (561), Pesticide
Residue Analysis, CONTAMINANTS/Microbial Enumeration Tests
(2021), CONTAMINANTS/Absence of Specified Microorganisms
(2022), Test Procedures, Test for Absence of Salmonella Species
and Test for Absence of Escherichia coli, SPECIFIC TESTS/Limit of
Anthrone Glycosides (anthraquinine glycosides and
hydroxyanthracene derivatives), SPECIFIC TESTS/pH (791),
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP

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



DEFINITION, IDENTIFICATION/A. 1H NMR Spectroscopy,
COMPOSITION/Content of Acemannans, CONTAMINANTS/Articles of
Botanical Origin (561), Limits of Elemental Impurities,
CONTAMINANTS/Articles of Botanical Origin (561), Pesticide
Residue Analysis, CONTAMINANTS/Microbial Enumeration Tests
(2021), CONTAMINANTS/Absence of Specified Microorganisms
(2022), Test Procedures, Test for Absence of Salmonella Species
and Test for Absence of Escherichia coli, SPECIFIC TESTS/Limit of
Anthrone Glycosides (anthraquinine glycosides and
hydroxyanthracene derivatives), SPECIFIC TESTS/pH (791),
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP

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

DEFINITION, IDENTIFICATION/A. 1H NMR Spectroscopy,
COMPOSITION/Content of Acemannans, CONTAMINANTS/Articles of
Botanical Origin (561), Limits of Elemental Impurities,
CONTAMINANTS/Articles of Botanical Origin (561), Pesticide
Residue Analysis, CONTAMINANTS/Microbial Enumeration Tests
(2021), CONTAMINANTS/Absence of Specified Microorganisms
(2022), Test Procedures, Test for Absence of Salmonella Species
and Test for Absence of Escherichia coli, SPECIFIC TESTS/Limit of
Anthrone Glycosides (anthraquinine glycosides and
hydroxyanthracene derivatives), SPECIFIC TESTS/pH (791),
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP

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

ADDAT/FIULEUUTE, FERFURPNMANCLE 1ED1D5/UDISS0IULOIN (/11),
Procedure, Apparatus 1 and Apparatus 2, Immediate-release
dosage forms, Procedure for a pooled sample for immediate-release
dosage forms, PERFORMANCE TESTS/Uniformity of Dosage Units

Revision  ALPRAZOLAM TABLETS PF 45(5) Pg. ONLINE (905), IMPURITIES/Organic Impurities Heather Joyce

Omission ALTRETAMINE PF 46(4) Pg. ONLINE Entire document Jane Li

Omission ALTRETAMINE CAPSULES PF 46(4) Pg. ONLINE Entire document Jane Li
ASSAY/Procedure, IMPURLIT1ES/Organic Impurities, ADDLI1IONAL

Revision ~ AMCINONIDE PF 46(2) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Mary Koleck

IDENILFICATIUN/B., ASSAY/Procedure, LMPUKLILES/Urganic
Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards
Revision ~ AMCINONIDE CREAM PF 46(2) Pg. ONLINE (11) Mary Koleck

HILITILCAL LN UNITITATLIUIN, LT LINLTLIVIN, LULIN T L LCATLIUVINS AL
Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B. Spectroscopic Identification Tests (197),
Ultraviolet-Visible Spectroscopy, ASSAY/Procedure,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Loss on Drying,
SPECIFIC TESTS/Water Determination (921), Method I, Method Ia,
Revision ~ AMILORIDE HYDROCHLORIDE PF 46(6) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Yanyin Yang



Revision

Revision

New

New

New

New

AMILORIDE HYDROCHLORIDE TABLETS PF 46(6) Pg. ONLINE

AMINOCAPROIC ACID ORAL SOLUTION PF 46(6) Pg. ONLINE

ARGATROBAN INJECTION PF 46(1) Pg. ONLINE

ARGATROBAN IN SODIUM CHLORIDE INJECTION PF 46(6) Pg.

ONLINE

ARMODAFINIL PF 46(5) Pg. ONLINE

ARMODAFINIL TABLETS PF 46(5) Pg. ONLINE

IDENILIFICATIUN/D., ADDAY/FProceaure, FPERFURKINMANCE

TESTS/Dissolution (711), PERFORMANCE TESTS/Uniformity of

Dosage Units (905), IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage Yanyin Yang
IDENITLIFICATIUN/D., ADDAY/FProceaure, FPERFURKINMANCE

TESTS/Deliverable Volume (698), SPECIFIC TESTS/Microbial

Enumeration Tests (61) and Tests for Specified Microorganisms

(62), ADDITIONAL REQUIREMENTS/Packaging and Storage Yanyin Yang

L0 LINL 1AV, L LN AT LM AN My AN AL LM AN Uy

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), SPECIFIC TESTS/Other

Requirements, ADDITIONAL REQUIREMENTS/Packaging and

Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards

(11) Yanyin Yang

DEFINITION, IDENTIFICATION/A., IDENTIFICATION/B.,

ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC

TESTS/Sterility Tests (71), SPECIFIC TESTS/Bacterial Endotoxins

Test (85), SPECIFIC TESTS/pH (791), SPECIFIC TESTS/Osmolality

and Osmolarity (785), SPECIFIC TESTS/Particulate Matter in

Injections (788), SPECIFIC TESTS/Other Requirements,

ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11) Yanyin Yang

HILITILCAL LN UNITITATLIUIN, LT LINLTLIVIN, LULIN L LCATLIUVIN/ A

Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Residue on

Ignition (281), IMPURITIES/Organic Impurities, IMPURITIES/Limit

of S-Enantiomer, SPECIFIC TESTS/Water Determination (921),

ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11) Mary Koleck

DEFINITION, IDENTIFICATION/A. Spectroscopic Identification Tests

(197), Infrared Spectroscopy, IDENTIFICATION/B.,

ASSAY/Procedure, PERFORMANCE TESTS/Dissolution (711),

PERFORMANCE TESTS/Uniformity of Dosage Units (905),

IMPURITIES/Organic Impurities, IMPURITIES/Limit of S-

Enantiomer, ADDITIONAL REQUIREMENTS/Packaging and Storage,

ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Mary Koleck



R R A S o R R O R

IDENTIFICATION/B. Nucleic Acid-Based Identification,
ASSAY/Enumeration, CONTAMINANTS/Yeasts, CONTAMINANTS,
CONTAMINANTS/Probiotic Tests (64), Contaminants, Contaminant
Microorganisms, CONTAMINANTS/Absence of Specified
Microorganisms (2022), Test Procedures,Test for Absence of
Escherichia coli, Test for Absence of Staphylococcus aureus, and
Test for Absence of Salmonella Species, CONTAMINANTS/Probiotic
Tests (64), Contaminants, Specified Microorganisms, ADDITIONAL
Revision  BACILLUS COAGULANS PF 46(6) Pg. ONLINE REQUIREMENTS/Labeling Binu Koshy

CHEMICAL INFORMATION, IDENTIFICATION/A. Spectroscopic
Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic
Impurities, SPECIFIC TESTS/Optical Rotation (781S), Procedures,
Specific Rotation, ADDITIONAL REQUIREMENTS/Labeling,
Revision  BECLOMETHASONE DIPROPIONATE PF 46(2) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Gerald Hsu

LMIFURLILILD/ViyalliU LITIPULILIED, CINCMLICAL INCURPMIATLIVIN,
IDENTIFICATION/A. Spectroscopic Identification Tests (197),
Infrared Spectroscopy, IDENTIFICATION/B.Thin-Layer
Chromatographic Identification Test (201), ASSAY/Procedure,
IMPURITIES/Ordinary Impurities (466), ADDITIONAL
Revision = BETAMETHASONE ACETATE PF 46(6) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Mary Koleck

IVENTIFICATIUN/ A, DpPECLIUSLUpPIC tUuCctILniLacvll 1esw \J.:7/),
Infrared Spectroscopy, IDENTIFICATION/B. Thin-Layer
Chromatographic Identification Test (201), ASSAY/Procedure,
IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
Revision =~ BETAMETHASONE DIPROPIONATE PF 46(3) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Mary Koleck

DEFINITION, IDENTIFICATION/A. HPTLC for Articles of Botanical
Origin (203), IDENTIFICATION/B. HPLC, COMPOSITION/Content of
Glucoraphanin, COMPOSITION, CONTAMINANTS/Botanicals Extracts
(565), General Pharmacopeial Requirements, Preparations, 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/Articles of Botanical Origin (561), Methods of
Analysis, Total Ash, ADDITIONAL REQUIREMENTS/Packaging and
Storage, ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL
New BROCCOLI SEED DRY EXTRACT PF 46(3) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Maria Monagas
CHEMLUAL LNFURNMATLUN, DEFINLILUN, IDENITLFICATIUN/A.
Spectroscopic Identification Tests (197), Infrared Spectroscopy,
ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC
Revision  BUPRENORPHINE HYDROCHLORIDE PF 46(6) Pg. ONLINE TESTS/Optical Rotation (781S), Procedures, Specific Rotation Wei Yang
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Revision

Revision

BUPRENORPHINE INJECTION PF 46(6) Pg. ONLINE

BUTORPHANOL TARTRATE INJECTION PF 46(2) Pg. ONLINE

CALCIPOTRIENE OINTMENT PF 45(5) Pg. ONLINE

CALCIPOTRIENE AND BETAMETHASONE DIPROPIONATE OINTMENT
PF 46(6) Pg. ONLINE

CALCIUM ACETATE ORAL SOLUTION PF 46(5) Pg. ONLINE

CALCIUM ACETATE TABLETS PF 46(5) Pg. ONLINE

CALCIUM CITRATE PF 45(5) Pg. ONLINE
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ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC
TESTS/pH (791), SPECIFIC TESTS/Particulate Matter in Injections
(788), SPECIFIC TESTS/Sterility Tests (71), SPECIFIC
TESTS/Bacterial Endotoxins Test (85), SPECIFIC TESTS/Other
Requirements, ADDITIONAL REQUIREMENTS/Packaging and
Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards
(11)

LUENITLIFICATLIUN/ TTHN-Layer crirormndawoyrapriy,
IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Bacterial
Endotoxins Test (85), ADDITIONAL REQUIREMENTS/Packaging and
Storage

IDENILFLILATLUN/B. Ultraviolet ADSOrption (19/U),
ASSAY/Procedure, IMPURITIES/Organic Impurities,
IMPURITIES/Limit of Propylene Glycol Ethers of Calcipotriene (if
present), SPECIFIC TESTS/pH (791)
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IDENTIFICATION/C., IDENTIFICATION/D., ASSAY/Betamethasone
Dipropionate, ASSAY/Calcipotriene, IMPURITIES/Organic
Impurities: Betamethasone Dipropionate, IMPURITIES/Organic
Impurities: Calcipotriene, PERFORMANCE TESTS/Minimum Fill
(755), SPECIFIC TESTS/Microbial Enumeration Tests (61) and Tests
for Specified Microorganisms (62), ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

L LINLTLIVIN, IVLIN L LCATLIVIN/ AL, LULIN L LCATLUVIN D,
Identification Tests—General (191), Chemical Identification Tests,
Acetate, ASSAY/Procedure, SPECIFIC TESTS/pH (791), SPECIFIC
TESTS/Microbial Enumeration Tests (61) and Tests for Specified
Microorganisms (62), ADDITIONAL REQUIREMENTS/Packaging and
Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards
(11), FOOTNOTES

LULCINTLITLICATLIUIN/ AJLUCTILITILALIVET TEDWLTJclicial (17.4), wiicineal
Identification Tests, Calcium and Acetate, IDENTIFICATION/B.
Identification Tests—General (191), Chemical Identification Tests,
Acetate, ASSAY/Procedure, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

DEFINLILIUN, IDENITLIFICATLIUN/DB., ADDAY/Proceaure,
IMPURITIES/Limit of Fluoride, IMPURITIES/Limit of Acid-Insoluble
Substances, ADDITIONAL REQUIREMENTS/USP Reference
Standards (11)
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Revision
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New

Revision

Revision

Revision

Revision

Omission

CALCIUM PROPIONATE PF 46(6) Pg. ONLINE

CALCIUM UNDECYLENATE PF 46(2) Pg. ONLINE

CARBIDOPA TABLETS PF 46(4) Pg. ONLINE

CARBOPLATIN INJECTION PF 46(5) Pg. ONLINE

CARTEOLOL HYDROCHLORIDE PF 46(5) Pg. ONLINE

CARTEOLOL HYDROCHLORIDE OPHTHALMIC SOLUTION PF 46(5)
Pg. ONLINE

CEFADROXIL CAPSULES PF 45(6) Pg. ONLINE

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

CHEMICAL INFORMATION, DEFINITION, IDENTIFICATION/A.
Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B. Chromatographic Identity, ASSAY/Procedure,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Loss on Drying
(731), ADDITIONAL REQUIREMENTS/USP Reference Standards (11)
IDVENITIFICATLIUN/D. IMIEILNY Rdllye or 1erperduwure, Lidss 1d(/41),
IDENTIFICATION/B. Spectroscopic Identification Tests (197),
Infrared Spectroscopy, IDENTIFICATION/C., ASSAY/Procedure,
IMPURITIES/Limit of Free Undecylenic Acid, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

DLCMLINLIIVUN, IVENTLITICATIVUN/AL, IVENTLITICALTLIVUN/D,.,
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)

DEFINITION, IDENTIFICATION/A., IDENTIFICATION/B.,
ASSAY/Procedure, IMPURITIES/Limit of Cyclobutane Dicarboxylic
Acid, IMPURITIES/Organic Impurities, SPECIFIC TESTS/Bacterial
Endotoxins Test (85), SPECIFIC TESTS/Particulate Matter in
Injections (788), SPECIFIC TESTS/pH (791), SPECIFIC
TESTS/Sterility Tests (71), SPECIFIC TESTS/Other requirements,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)
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Infrared Spectroscopy, IDENTIFICATION/B. Spectroscopic
Identification Tests (197), Ultraviolet-Visible Spectroscopy,
IDENTIFICATION/B., IDENTIFICATION/C. Identification
Tests—General (191) Chemical Identification Tests, Chloride,
ASSAY/Procedure, IMPURITIES/Arsenic (211), Procedures, Method
II, IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)
LUENILIFILATLUN/A. ININ 1ayer Lnromatograpny,
IDENTIFICATION/A., ASSAY/Procedure, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11)
LDENILIFICATLUN/B., ASSAY/Proceaure, PERFURMANCE
TESTS/Dissolution (711), IMPURITIES/Organic Impurities,
ADDITIONAL REQUIREMENTS/Packaging and Storage
DECLINLILIUN, IDENTIFICATLIUN/ TTHN-rdyer cnroiriawoyrapiny,
IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure,
PERFORMANCE TESTS/Dissolution (711), IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11)
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CEFOTETAN INJECTION PF 45(4) Pg. ONLINE
CEFOXITIN INJECTION PF 46(6) Pg. ONLINE

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

CEFUROXIME AXETIL TABLETS PF 45(5) Pg. ONLINE

CETIRIZINE HYDROCHLORIDE CHEWABLE TABLETS PF 46(4) Pg.

ONLINE

CETYL PALMITATE PF 46(6) Pg. ONLINE

CHLORAMBUCIL PF 46(1) Pg. ONLINE

CHLORAMBUCIL TABLETS PF 46(1) Pg. ONLINE
CHLORDIAZEPOXIDE AND AMITRIPTYLINE HYDROCHLORIDE

TABLETS PF 45(6) Pg. ONLINE

CHLORDIAZEPOXIDE HYDROCHLORIDE CAPSULES PF 45(6) Pg.
ONLINE

Entire document

Entire document
IVENTITICATIVUN/AL LTH-eayel \,IIIUIIIOLUHIG})IIY,

IDENTIFICATION/A., ASSAY/Procedure, PERFORMANCE

TESTS/Dissolution (711), PERFORMANCE TESTS/Deliverable Volume

(698), IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

Entire document
Entire document

Entire document
IDENI1FICATION/B., ASSAY/Procedure, PERFORMANCE
TESTS/Dissolution (711), IMPURITIES/Organic Impurities
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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/Labeling, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

DEFINITION, IDENTIFICATION/B. Chromatographic Identity,
ASSAY/Content of Palmitic Acid, ASSAY/Procedure,
IMPURITIES/Limit of Fatty Alcohols, Fatty Acids, and Fatty esters,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11)

DUEFLNLIIUN, IVENTIFICATLIUN/A, DpeECLIUSLUpPIL LUgtILniLativil 1esws

(197), Infrared Spectroscopy, IDENTIFICATION/B.,
ASSAY/Procedure, IMPURITIES/Residue on Ignition (281),

IMPURITIES/Organic Impurities, SPECIFIC TESTS/Melting Range or

Temperature (741), ADDITIONAL REQUIREMENTS/USP Reference
Standards (11)

LUENILFILATLUN/A. SPECTroscopic 1aentrication 1ests (1Y/),
Infrared Spectroscopy, IDENTIFICATION/A., IDENTIFICATION/B.,
ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

UEFLNLIIUN, LUENTLFICATLUN/B., ASSAY/Proceaure,
PERFORMANCE TESTS/Dissolution (711), IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11)

DULMLINLILIUN, IVECNTLITICATIVUN/AL, IVENTLITLICALTLVUIN/D.,
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)
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Omission CHLORPROPAMIDE PF 46(5) Pg. ONLINE Entire document Behnaz Almasi
Omission CHLORPROPAMIDE TABLETS PF 46(5) Pg. ONLINE Entire document Behnaz Almasi

CHEMICAL INFORMATION, DEFINITION, IDENTIFICATION/A.
Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B., ASSAY/Content of Choline, ASSAY/Content of
Citrate, ASSAY/Content of Choline Citrate, IMPURITIES/Related
Compounds, IMPURITIES/Residual Solvents (467),
IMPURITIES/Residue on Ignition (281), IMPURITIES/Limit of Total
Amines, SPECIFIC TESTS/Water Determination (921), Method I,
Method Ia, ADDITIONAL REQUIREMENTS/Packaging and Storage,
New CHOLINE CITRATE PF 46(2) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Fatkhulla Tadjimukhamedov

IMPURITIES/Organic Impurities, IMPURITIES/Enantiomeric Purity,
IMPURITIES/Limit of Triphenylmethanol, SPECIFIC TESTS/Bacterial
Endotoxins Test (85), ADDITIONAL REQUIREMENTS/Labeling,
Revision  CIDOFOVIR PF 45(4) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Shankari Shivaprasad

DEFINITION, IDENTIFICATION/A., IDENTIFICATION/B.,
ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Bacterial Endotoxins Test (85), SPECIFIC TESTS/Particulate
Matter in Injections (788), SPECIFIC TESTS/pH (791), SPECIFIC
TESTS/Sterility Tests (71), SPECIFIC TESTS/Other Requirements,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL

New CISPLATIN INJECTION PF 46(5) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Jane Li
IDENITIFICATIVUN/B. SPEClroscopic raenurication 1€sts (19/),
Infrared Spectroscopy, ASSAY/Procedure, PERFORMANCE
TESTS/Dissolution (711), IMPURITIES/Organic Impurities,

Revision  CLARITHROMYCIN TABLETS PF 46(2) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Praveen Pabba

LL/LIN LI LCATLVIN/ T LAYTIl Sl UIiduuyidpily,

IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Microbiological
Examination of Nonsterile Products—Tests for Burkholderia Cepacia
Complex (60), SPECIFIC TESTS/Microbial Enumeration Tests (61)
and Tests for Specified Microorganisms (62), ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
Revision ~ CLOCORTOLONE PIVALATE CREAM PF 46(3) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Mary Koleck



DEFINITION, IDENTIFICATION/A. HPLC Profile of Organic Acids,
IDENTIFICATION/B. Absence of Adulterants, IDENTIFICATION/B.
HPTLC for Articles of Botanical Origin (203), IDENTIFICATION/C.
HPLC Profile of Flavonoids, COMPOSITION/Content of Dextrose and
Fructose, COMPOSITION/Content of Organic Acids,
ADULTERANTS/Limit of Sorbitol and Sucrose, SPECIFIC
TESTS/Limit of Benzoic Acid, SPECIFIC TESTS/Refractive Index
(831), 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, ADDITIONAL REQUIREMENTS/Labeling,
Revision = CRANBERRY FRUIT JUICE PF 45(6) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Maria Monagas

IDENTIFICATION/B. HPTLC for Articles of Botanical Origin (203),
IDENTIFICATION/C. HPLC Profile of Flavonoids,
COMPOSITION/Content of Dextrose and Fructose,
COMPOSITION/Content of Organic Acids, COMPOSITION/Content of
Proanthocyanidins, ADULTERANTS/Limit of Sorbitol and Sucrose,
SPECIFIC TESTS/Limit of Benzoic Acid, SPECIFIC TESTS/Refractive
Index (831), SPECIFIC TESTS/Nephelometry and Visual Comparison
(855), 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, CONTAMINANTS/Articles of Botanical
Origin (561), Test for Aflatoxins, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP

New CRANBERRY FRUIT JUICE CONCENTRATE PF 45(6) Pg. ONLINE Reference Standards (11) Maria Monagas



Origin (203), IDENTIFICATION/B. HPLC Profile of Flavonoids,
COMPOSITION/Content of Proanthocyanidins, ADULTERANTS/HPLC
Profile of Phenolic Compounds, ADULTERANTS/CONTAMINANTS,
ADULTERANTS/Botanical Extracts (565), Preparations, General
Pharmacopeial Requirements, Pesticide Residues,
ADULTERANTS/Microbial Enumeration Tests (2021),
ADULTERANTS/Absence of Specified Microorganisms (2022), Test
Procedures, Test for Absence of Salmonella Species and Test for
Absence of Escherichia coli, SPECIFIC TESTS/Water Determination
(921), Method I, Method Ia, SPECIFIC TESTS/Articles of Botanical
Origin (561), Methods of Analysis, Total Ash, SPECIFIC
TESTS/Botanical Extracts (565), Preparations, General
Pharmacopeial Requirements, Residual Solvents, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP

New CRANBERRY FRUIT JUICE DRY EXTRACT PF 45(6) Pg. ONLINE Reference Standards (11) Maria Monagas

LI LINLILUIN, LULIN L LCATLUIN/ AL, LULINTLL LCATLUIN/ D,

ASSAY/Procedure, PERFORMANCE TESTS/Deliverable Volume (698),
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Sterility Tests
(71), SPECIFIC TESTS/pH (791), ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
New CROMOLYN SODIUM ORAL SOLUTION PF 45(4) Pg. ONLINE Reference Standards (11) Mary Koleck

Thin-Layer Chromatography (202), IDENTIFICATION/B. HPTLC for
Articles of Botanical Origin (203), IDENTIFICATION/C. GC Profile of
Monoterpenes, IDENTIFICATION/D., COMPOSITION/Content of
Monoterpenes, SPECIFIC TESTS/Fats and Fixed Oils (401),
Procedures, Acid Value, Method I, SPECIFIC TESTS/Fats and Fixed
Oils (401), Procedures, Saponification Value, SPECIFIC TESTS/Fats
and Fixed Oils (401), Procedures, Unsaponifiable Matter, SPECIFIC
TESTS/Fats and Fixed Oils (401), Procedures, Iodine Value,
SPECIFIC TESTS/Fats and Fixed Oils (401), Procedures, Fatty Acid
Composition, SPECIFIC TESTS/Refractive Index (831), ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
New BLACK CUMIN SEED THYMOQUINONE OIL PF 46(5) Pg. ONLINE Reference Standards (11) Maria Monagas
DEFLINLILIUN, ADDATY/Froceaure, 1IMIiFURLILEDS/LITIIL O pdliammpriaimne
Related Compound B and Dalfampridine Related Compound C,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Water
Determination (921), Method I, Method Ia, ADDITIONAL
Revision = DALFAMPRIDINE PF 46(6) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Heather Joyce

CHEMICAL INFORMATION, IDENTIFICATION/B. Spectroscopic
Identification Tests (197), Ultraviolet-Visible Spectroscopy: 197U,
ASSAY/Procedure, IMPURITIES/Organic Impurities, IMPURITIES,
SPECIFIC TESTS/Optical Rotation (781S), Specific Rotation,
Revision = DANAZOL PF 46(4) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Mary Koleck
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DANAZOL CAPSULES PF 46(4) Pg. ONLINE

DECITABINE PF 45(4) Pg. ONLINE

DESOXIMETASONE TOPICAL SPRAY PF 46(4) Pg. ONLINE

DEXAMETHASONE TABLETS PF 45(6) Pg. ONLINE

DILTIAZEM HYDROCHLORIDE COMPOUNDED CREAM PF 46(5) Pg.

ONLINE

DIMENHYDRINATE INJECTION PF 45(5) Pg. ONLINE
DIPIVEFRIN HYDROCHLORIDE PF 46(6) Pg. ONLINE

IDENITLIFICATIUN/A,, IDENITLIFICATIVUN/D., ADDAY/Froceaure,
PERFORMANCE TESTS/Dissolution (711), IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11)

CHEMICAL INFORMATION, DEFINITION, IDENTIFICATION/A.
Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Residue on
Ignition (281), IMPURITIES/Organic Impurities, Procedure 1,
IMPURITIES/Organic Impurities, Procedure 2, SPECIFIC
TESTS/Optical Rotation (781S), Procedures, Specific Rotation,
SPECIFIC TESTS/Microbial Enumeration Tests (61) and Tests for
Specified Microorganisms (62), SPECIFIC TESTS/Bacterial
Endotoxins Test (85), SPECIFIC TESTS/Water Determination (921),
Method I, Method Ic, ADDITIONAL REQUIREMENTS/Packaging and
Storage, ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)
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ASSAY/Procedure, OTHER COMPONENTS/Content of Isopropyl
Alcohol (2-Propanol), PERFORMANCE TESTS/Minimum Fill (755),
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)

LVENTITICATIUN/A. T Layer ciiuliiawoyiapliy,
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)

ULIMINLILIVUIN, ADODAT/FIULCUUIC, OFLulriv 1LO19/pr (s771),
SPECIFIC TESTS/Appearance, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Beyond-Use Date, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11), FOOTNOTES

IDUENITIFICATIUN/A,, IDENITLIFICATLIUN/D., ADDAT/FIoceuure,
OTHER COMPONENTS/8-Chlorotheophylline, OTHER COMPONENTS,
IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)
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DOPAMINE HYDROCHLORIDE PF 46(2) Pg. ONLINE

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

DOXYCYCLINE PF 46(3) Pg. ONLINE

DROMETRIZOLE TRISILOXANE PF 45(2) Pg. ONLINE

DUTASTERIDE CAPSULES PF 46(5) Pg. ONLINE

DUTASTERIDE AND TAMSULOSIN HYDROCHLORIDE CAPSULES PF
46(5) Pg. ONLINE
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Infrared Spectroscopy, IDENTIFICATION/A. Spectroscopic
Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B. Spectroscopic Identification Tests (197),
Ultraviolet-Visible Spectroscopy: 197U, IDENTIFICATION/B.,
ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Readily Carbonizable Substances Test (271), SPECIFIC
TESTS/Clarity and Color of Solution, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)
IDENITIFICATIUN/A., IDENITLIFICATIVUN/B., ADDAY/Proceaure,
IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

CHACMILICAL INFURNMAITIUN, IDENITIFICATIUN/A,,
IDENTIFICATION/A. Spectroscopic Identification Tests (197),
Infrared Spectroscopy, IDENTIFICATION/B., ASSAY/Procedure,
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)
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Spectroscopic Identification Tests (197), Infrared Spectroscopy:,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Limit of
Platinum, IMPURITIES/Organic Impurities, IMPURITIES/Limit of
Heptamethyl Trisiloxane, ADDITIONAL REQUIREMENTS/Packaging
and Storage:, ADDITIONAL REQUIREMENTS/USP Reference
Standards (11)

LI LINLILUIN, LULIN L LCATLUIN/ ALy LULINTLL LCATLUIN/ Dy,

ASSAY/Procedure, PERFORMANCE TESTS/Dissolution (711),
PERFORMANCE TESTS/Uniformity of Dosage Units (905),
IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)

Tamara Bourne

Heather Joyce

Praveen Pabba

Mary Koleck

e ety e i m—n e ————a

IDENTIFICATION/C., IDENTIFICATION/D., ASSAY/Procedure 1:
Dutasteride, ASSAY/Procedure 2: Tamsulosin Hydrochloride, OTHER
COMPONENTS/Content of Butylated Hydroxytoluene (if present in
the product), PERFORMANCE TESTS/Dissolution (711),
PERFORMANCE TESTS/Uniformity of Dosage Units (905),
IMPURITIES/Organic Impurities, Procedure 1: Dutasteride,
IMPURITIES/Organic Impurities, Procedure 2: Tamsulosin
Hydrochloride, ADDITIONAL REQUIREMENTS/Packaging and
Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards
(11)

N ———y =y

Behnaz Almasi

Sujatha Ramakrishna



New

Revision

Revision

New

New

New

EMTRICITABINE PF 46(3) Pg. ONLINE

ENALAPRIL MALEATE AND HYDROCHLOROTHIAZIDE TABLETS PF
46(2) Pg. ONLINE

ENSULIZOLE PF 46(5) Pg. ONLINE

EPTIFIBATIDE PF 46(2) Pg. ONLINE

ERLOTINIB TABLETS PF 46(2) Pg. ONLINE

ERLOTINIB HYDROCHLORIDE PF 46(2) Pg. ONLINE

LU LN DI IR LY, DL LN AU, 1LY L LG A A
Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Residue on
Ignition (281), IMPURITIES/Organic Impurities,
IMPURITIES/Enantiomeric and Diastereomeric Purity, SPECIFIC
TESTS/Loss on Drying (731), ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

IVENTITICATIVUN/AL, IDENTITICATIVUN/AL, IVENITLITICATIVIN/D,.,
ASSAY/Enalapril Maleate, ASSAY/Hydrochlorothiazide,
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)
IDENITLIFICATIUN/A. SPECtroscopic raentrication 1ests (19/),
Infrared Spectroscopy, IDENTIFICATION/B. Spectroscopic
Identification Tests (197), Ultraviolet-Visible Spectroscopy,
ASSAY/Procedure

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

LCTLINLILIVUIN, IVECINTLITICATLIVIN/AL, LIVENTLITICATLUIN/ D,
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution (711),
PERFORMANCE TESTS, PERFORMANCE TESTS/Uniformity of Dosage
Units (905), IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

o L AN A T AT Y, i aiYe AN, A A A Ay s
Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B., IDENTIFICATION/C. Identification
Tests—General (191), Chemical Identification Tests, Chloride,
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

Tamara Bourne

Sujatha Ramakrishna

Julie Zhang

Jane Li

Jane Li



New

Revision

Revision

Revision

Revision

Revision

Revision

Revision

Revision

ESMOLOL HYDROCHLORIDE INJECTION PF 46(3) Pg. ONLINE

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

FELODIPINE EXTENDED-RELEASE TABLETS PF 46(6) Pg. ONLINE

FENOPROFEN CALCIUM PF 45(4) Pg. ONLINE

FENOPROFEN CALCIUM CAPSULES PF 45(4) Pg. ONLINE

FENOPROFEN CALCIUM TABLETS PF 45(4) Pg. ONLINE

FLUOROURACIL TOPICAL SOLUTION PF 45(6) Pg. ONLINE

FLUOXETINE CAPSULES PF 46(5) Pg. ONLINE

FLUOXETINE DELAYED-RELEASE CAPSULES PF 46(5) Pg. ONLINE

L AN ANy L AINA AN, AL N A AN N AT S ey

IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic
Impurities, SPECIFIC TESTS/pH (791), SPECIFIC TESTS/Sterility
Tests (71), SPECIFIC TESTS/Bacterial Endotoxins Test (85),
SPECIFIC TESTS/Particulate Matter in Injections (788), SPECIFIC
TESTS/Other Requirements, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)

LTI LIV UINT AU LU, S TR LI UM LI,

IDENTIFICATION/A. Ultraviolet Absorption (197U),
IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/pH (791),
SPECIFIC TESTS/Bacterial Endotoxins Test (85), SPECIFIC
TESTS/Other requirements, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)
PERFORMANCE [ESIS/Dissolution (/11), PERFORMANCE
TESTS/Dissolution (711), IMPURITIES/Organic Impurities

CHEMICAL INFORMATION, DEFINITION, IDENTIFICATION/A.
Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/C., ASSAY/Procedure, OTHER
COMPONENTS/Content of Calcium, IMPURITIES/Organic Impurities
DEFLNLILIUN, IDENITIFICATIUN/ A, LTITdreua Apsorpuorn,
IDENTIFICATION/A., IDENTIFICATION/B., IDENTIFICATION/C.,
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution (711),
IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage

DEFLNLILIUN, IDENITIFICATLIUN/A, LTITdrea Apsorpuorn,
IDENTIFICATION/A., IDENTIFICATION/B., IDENTIFICATION/C.,
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution (711),
IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage

ADDAY/Proceaure, LMPURLILIES/Urganic tmpurities, sreClric
TESTS/Microbial Enumeration Tests (61) and Tests for Specified
Microorganisms (62), ADDITIONAL REQUIREMENTS/USP Reference
Standards (11)

IDENITIFICATIUN/B., ADDAY/Proceaure, FPERFURNMANCE
TESTS/Dissolution (711), ADDITIONAL REQUIREMENTS/Packaging
and Storage, ADDITIONAL REQUIREMENTS/USP Reference
Standards (11), IMPURITIES/Organic Impurities
LVIFURLILEDS/Urgdadnic Lmpuriues, IVENITLIFICATIUN/A. DPEeCLroscopic
Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/A., ASSAY/Procedure, PERFORMANCE
TESTS/Dissolution (711), ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)

Tamara Bourne

Tamara Bourne

Tamara Bourne

Wei Yang

Wei Yang

Wei Yang

Jane Li

Heather Joyce

Heather Joyce



IDUENTIFICATIUN/A. DPECLTUSCUpPIC LUEruUlcauoll 1esws (1vy/),
Infrared Spectroscopy, IDENTIFICATION/A., IDENTIFICATION/B.,
ASSAY/Procedure, ADDITIONAL REQUIREMENTS/Packaging and
Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards
Revision =~ FLUOXETINE ORAL SOLUTION PF 46(5) Pg. ONLINE (11), IMPURITIES/Organic Impurities Heather Joyce
IDUENTIFICATIUN/A, DPECLrOsSCopIC LUETuUucduorn 1esws (1v7/),
Infrared Spectroscopy, IDENTIFICATION/A., ASSAY/Procedure,
PERFORMANCE TESTS/Dissolution (711), ADDITIONAL
REQUIREMENTS/USP Reference Standards (11),
Revision = FLUOXETINE TABLETS PF 46(5) Pg. ONLINE IMPURITIES/Organic Impurities Heather Joyce
LIDENILFLLATLUN/A. SPECTroscopic 1aenurication 1ests (1Y/),
Infrared Spectroscopy, ASSAY/Procedure, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards
Revision  FLUOXETINE HYDROCHLORIDE PF 46(5) Pg. ONLINE (11), IMPURITIES/Residue on Ignition (281) Heather Joyce

IDENTIFICATION/A. Thin-Layer Chromatographic Identification Test
(201), IDENTIFICATION/A., ASSAY/Procedure, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage,
Revision FLUTICASONE PROPIONATE CREAM PF 45(6) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Gerald Hsu

IDENTIFICATION/A. Thin-Layer Chromatographic Identification Test
(201), IDENTIFICATION/A., ASSAY/Procedure, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage,
Revision = FLUTICASONE PROPIONATE OINTMENT PF 46(1) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Gerald Hsu

Spectroscoplc Identlflcatlon Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B., IDENTIFICATION/C. Identification
Tests—General (191), Chemical Identification Tests, Calcium,
ASSAY/Procedure, IMPURITIES/Organic Impurities: Early-Eluting
Impurities, IMPURITIES/Organic Impurities: Late-Eluting
Impurities, IMPURITIES/Limit of Fosamprenavir Related Compound
A, SPECIFIC TESTS/Water Determination (921), Method I,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
New FOSAMPRENAVIR CALCIUM PF 46(4) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Shankari Shivaprasad

/L1 LINL I AUIN, LIV L LM LV M DPSUL UDLUPIL LUCTHILHTILU LIV 1T

(197), Infrared Spectroscopy, IDENTIFICATION/B.,
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution (711),
PERFORMANCE TESTS/Uniformity of Dosage Units (905),
IMPURITIES/Organic Impurities: Early-Eluting Impurities,
IMPURITIES/Organic Impurities: Late-Eluting Impurities,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
New FOSAMPRENAVIR CALCIUM TABLETS PF 46(4) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Shankari Shivaprasad



/LI LINL AUV, 1L/LIN 1L L0M 1V M DJPUUU UOLUPIL LULTIUTICULIVET LIS

(197), Infrared Spectroscopy, IDENTIFICATION/B.,
ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Bacterial Endotoxins Test (85), SPECIFIC TESTS/Sterility
Tests (71), SPECIFIC TESTS/Particulate Matter in Injections (788),
SPECIFIC TESTS/Other Requirements, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
New FULVESTRANT INJECTION PF 46(4) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Gerald Hsu

DEFINITION, IDENTIFICATION/B. Chromatographic Identity,
ASSAY/Procedure, IMPURITIES/Limit of Maleic Acid and Malic Acid,
Revision = FUMARIC ACID PF 46(6) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Galina Ho||oway

DEFINITION, IDENTIFICATION/A., IDENTIFICATION/B.,
ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Bacterial Endotoxins Test (85), SPECIFIC TESTS/Particulate
Matter in Injections (788), SPECIFIC TESTS/pH (791), SPECIFIC
TESTS/Sterility tests (71), SPECIFIC TESTS/Other Requirements,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL

New GEMCITABINE INJECTION PF 46(4) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Jane Li

Omission GENTIAN VIOLET CREAM PF 46(6) Pg. ONLINE Entire document Shankari Shivaprasad

IDENTIFICATION/Chromatography (621), General Procedures, Thin-
Layer Chromatography, IDENTIFICATION/A., IDENTIFICATION/B.,
ASSAY/Procedure, OTHER COMPONENTS/Content of Benzyl Alcohol
(if present), IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Bacterial Endotoxins Test (85), SPECIFIC TESTS/Sterility
Tests (71), SPECIFIC TESTS/Particulate Matter in Injections (788),
ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
Revision ~ GLYCOPYRROLATE INJECTION PF 46(4) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Andrea Carney

DUEFLNLIIUN, EFINLITIUN, IVENITIFICATIUN/A, DpecLiusLtupic
Identification Tests (197), Infrared Spectroscopy: 197A or 197K,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Limit of
Aminoguanidine, IMPURITIES/Organic Impurities,
IMPURITIES/Limit of 2,6-Dichlorobenzaldehyde, ADDITIONAL
Revision = GUANABENZ ACETATE PF 45(6) Pg. ONLINE REQUIREMENTS/Packaging and Storage Tamara Bourne

Omission GUTTA PERCHA PF 46(2) Pg. ONLINE Entire document Jane Li

IVENITLITICATIVUN/D., ADDAT/FIvLCUUIC, LIMIFURLILIED/Viydadllic
Impurities, SPECIFIC TESTS/Bacterial Endotoxins Test (85),
SPECIFIC TESTS/Sterility Tests (71), SPECIFIC TESTS/Other
Requirements, SPECIFIC TESTS/Particulate Matter in Injections
(788), ADDITIONAL REQUIREMENTS/Packaging and Storage,
Revision ~ HALOPERIDOL INJECTION PF 45(4) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Heather Joyce



UCCLINLILIUN, IDENITIFICAITLIUN/D., ADDAT/FIULEUUre,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Microbial
Enumeration Tests (61) and Tests for Specified Microorganisms
(62), ADDITIONAL REQUIREMENTS/Packaging and Storage,

Revision =~ HALOPERIDOL ORAL SOLUTION PF 45(4) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Heather Joyce

Omission HYDROCORTISONE SODIUM PHOSPHATE PF 45(6) Pg. ONLINE Entire document Gerald Hsu
HYDROCORIISONE SODIUM PHOSPHAIE INJECILION PF 45(6) Pg.

Omission ONLINE Entire document Gerald Hsu

DEFINITION, IDENTIFICATION/A. Spectroscopic Identification Tests
(197), Ultraviolet-Visible Spectroscopy, IDENTIFICATION/B.,
ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC
TESTS/pH (791), SPECIFIC TESTS/Particulate Matter in Injections
(788), SPECIFIC TESTS/Bacterial Endotoxins Test (85), SPECIFIC
TESTS/Osmolality and Osmolarity (785), Osmolality, SPECIFIC
TESTS/Sterility Tests (71), ADDITIONAL REQUIREMENTS/Packaging
and Storage, ADDITIONAL REQUIREMENTS/USP Reference
New IBANDRONATE SODIUM INJECTION PF 46(4) Pg. ONLINE Standards (11), FOOTNOTES Behnaz Almasi

/LI LINLILUIN, 1ULIN LI LCATLIUIN/ A OPTUL UDLUPIL LUTHIUTILauull 1 ©OW

(197), Ultraviolet-Visible Spectroscopy, IDENTIFICATION/B.,
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution (711),
PERFORMANCE TESTS/Uniformity of Dosage Units (905),
IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
New IBANDRONATE SODIUM TABLETS PF 46(4) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11), FOOTNOTES Behnaz Almasi

FMUUUCT TALLATLY OQUDPOSTANGCLO ANL LFITUNLLLLO/ LI v riyni
Molecular Weight Proteins, PRODUCT-RELATED SUBSTANCES AND
IMPURITIES/Physicochemical Analytical Procedures for Insulins
(121.1), Limit of High Molecular Weight Proteins, SPECIFIC
TESTS/Bacterial Endotoxins Test (85), SPECIFIC TESTS/Microbial
Enumeration Tests (61) and Tests For Specified Microorganisms

Revision  INSULIN GLARGINE PF 46(5) Pg. ONLINE (62), ADDITIONAL REQUIREMENTS/Labeling Li Jing

FRUDUU I "RELAITCY DUDDTANCED AND LIMIFURLILED/LITIL VUL r1iyrl
Molecular Weight Proteins, PRODUCT-RELATED SUBSTANCES AND
IMPURITIES/Physicochemical Analytical Procedures for Insulins
(121.1), Limit of High Molecular Weight Proteins, SPECIFIC
TESTS/Bacterial Endotoxins Test (85), ADDITIONAL

Revision  INSULIN GLARGINE INJECTION PF 46(5) Pg. ONLINE REQUIREMENTS/Labeling Li Jing

Omission SODIUM IODIDE I 123 SOLUTION PF 46(3) Pg. ONLINE Entire document Gerald Hsu
IVENITLIFICATIUN/D. DSPECLIOSCOPIC LUETILITICALION 1ESLS (1Y7),
Ultraviolet-Visible Spectroscopy, ASSAY/Procedure, PERFORMANCE
TESTS/Dissolution (711), PERFORMANCE TESTS/Uniformity of
Dosage Units (905), IMPURITIES/Organic Impurities, ADDITIONAL
Revision = ISONIAZID TABLETS PF 46(2) Pg. ONLINE REQUIREMENTS/Packaging and Storage Shankari Shivaprasad

Omission ISOSORBIDE ORAL SOLUTION PF 45(4) Pg. ONLINE Entire document Tamara Bourne



Revision

Revision

Revision

Revision

Revision

New

Revision

Revision

ANHYDROUS LACTOSE PF 46(5) Pg. ONLINE

LACTOSE MONOHYDRATE PF 46(5) Pg. ONLINE

LIDOCAINE HYDROCHLORIDE INJECTION PF 46(3) Pg. ONLINE

LINDANE PF 46(6) Pg. ONLINE

LINDANE SHAMPOO PF 45(5) Pg. ONLINE

LINEZOLID TABLETS PF 46(3) Pg. ONLINE

LISINOPRIL TABLETS PF 46(6) Pg. ONLINE

LOXAPINE SUCCINATE PF 46(6) Pg. ONLINE

LULIN LI LCATLVIN/ UL 1T LAy Sl Clilviidauuyi apliic tuciiuiivauuvll 1 oL

(201), OTHER COMPONENTS/#¢ Content of Alpha and Beta Anomers,
SPECIFIC TESTS/Microbial Enumeration Tests (61) , Tests for
Specified Microorganisms (62), and #Microbiological Examination of
Nonsterile Products—Tests for Burkholderia Cepacia Complex (60)¢,
SPECIFIC TESTS/#¢ Bacterial Endotoxins Test (85), ADDITIONAL
REQUIREMENTS/¢Labeling

LI LNLITLIUIN, LVLIN L LCATLIUIN/ L. L eaycl winuliniawuyiapine
Identification Test (201), SPECIFIC TESTS/Microbial Enumeration
Tests (61) , Tests for Specified Microorganisms (62),4 and
#Microbiological Examination of Nonsterile Products—Tests for
Burkholderia Cepacia Complex (60)¢, SPECIFIC TESTS/¢ Bacterial
Endotoxins Test (85), SPECIFIC TESTS/Loss on Drying (731),
ADDITIONAL REQUIREMENTS/¢Labeling

IDENTIFICATION/Spectroscopic Identification Tests (197), Infrared
Spectroscopy, IDENTIFICATION/A., IDENTIFICATION/B.,
ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Sterility Tests (71), SPECIFIC TESTS/Bacterial Endotoxins
Test (85), ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11)
CHACIMILICAL INFURNMAITLIUN, IDENITLIFICATIUN/A, DpecLroscopic
Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards
(11)

IDENILIFICATLIUN/B ., ASSAY/Procedure, LMPURLILES/Urganic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11)

LI LINLILUIN, LULIN L LCATLUIN/ AL, LULINTLL LCATLUIN/ D,

ASSAY/Procedure, PERFORMANCE TESTS/Dissolution (711),
PERFORMANCE TESTS/Uniformity of Dosage Units (905),
IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)

IDENILIFICATIUN/DB., ADDAY/Proceaure, FPERFURNANCE
TESTS/Uniformity of Dosage Units (905), IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11)

LIMLINLIIVUIN, IVCINTLITICATLIUN/ A, DPECLLIUSLUPIC LUCTILITILALIvLL 1EDLWLS
(197), Infrared Spectroscopy, IDENTIFICATION/B. Spectroscopic
Identification Tests (197), Ultraviolet-Visible Spectroscopy,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards
(11)

Tong Liu

Tong Liu

Gerald Hsu

Shankari Shivaprasad

Shankari Shivaprasad

Praveen Pabba

Donald Min

Ren-Hwa Yeh



Revision

Revision

Revision

New
Omission

Omission

Revision

Revision

Revision

Revision

LOXAPINE CAPSULES PF 46(6) Pg. ONLINE

MALTODEXTRIN PF 46(6) Pg. ONLINE

MECLOFENAMATE SODIUM PF 46(4) Pg. ONLINE

MESNA INJECTION PF 46(4) Pg. ONLINE
METHYCLOTHIAZIDE PF 46(5) Pg. ONLINE
METHYCLOTHIAZIDE TABLETS PF 46(5) Pg. ONLINE

METHYLDOPA TABLETS PF 45(5) Pg. ONLINE

METHYLDOPA AND HYDROCHLOROTHIAZIDE TABLETS PF 45(5) Pg.
ONLINE

METHYLENE BLUE INJECTION PF 46(6) Pg. ONLINE

METHYLPHENIDATE HYDROCHLORIDE TABLETS PF 46(4) Pg.
ONLINE

IDENILIFICATIUN/D., ADDAY/FProceaure, FPERFURKINMANCE
TESTS/Dissolution (711), IMPURITIES/Organic Impurities,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)
IDENIIFICATLON/A. ldentity by Dextrose Equivalent, ADDLILONAL
REQUIREMENTS/Packaging and Storage

CMACIMILICAL INCURPNIATIUN, IVENITIFICATLIVIN/ D, DpeLLustupic
Identification Tests (197), Ultraviolet-Visible Spectroscopy,
IDENTIFICATION/C. Spectroscopic Identification Tests (197),
Ultraviolet-Visible Spectroscopy, IDENTIFICATION/B.,
ASSAY/Procedure, IMPURITIES/Limit of Copper,
IMPURITIES/Organic Impurities

Ren-Hwa Yeh

SanthiKumar Saladi

Hillary Cai

s M At ane iy A e e At AR A e e M m T e e rarrs

(197), Infrared Spectroscopy, IDENTIFICATION/B.,
ASSAY/Procedure, OTHER COMPONENTS/Content of Benzyl Alcohol
(if benzyl alcohol is present in the injection), IMPURITIES/Organic
Impurities, SPECIFIC TESTS/Sterility Tests (71), SPECIFIC
TESTS/Bacterial Endotoxins Test (85), SPECIFIC TESTS/Particulate
Matter in Injections (788), SPECIFIC TESTS/pH (791), SPECIFIC
TESTS/Other Requirements, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

Entire document

Hillary Cai
Donald Min

Entire document Donald Min

LIDENTLFICATIUN/A., IDENITLIFILATIUN/B., ASSAY/Proceaure,
PERFORMANCE TESTS/Dissolution (711), IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11)
IDUENITIFICATLIUN/D., ADDATY/FIroceuure, FcRruRrMANCC
TESTS/Dissolution (711), PERFORMANCE TESTS/Uniformity of
Dosage Units (905), IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

DEFLINLILIUN, ADDAT/Froceuure, 1IMIFURLILIED/Urgdriic Lnpuriues,
IMPURITIES/Limit of Azure B, SPECIFIC TESTS/Bacterial Endotoxins
Test (85), SPECIFIC TESTS/Sterility Tests (71), ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling

LL/LIN L 1O T LVIN/ M DPSUULT UDLUPIL LUCTILTICULIVIL TSI \ LI/ /g

Infrared Spectroscopy, IDENTIFICATION/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, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

Donald Min

Donald Min

Donald Min

Mary Koleck
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ASSAY/Procedure, IMPURITIES/Organic Impurities, PERFORMANCE
TESTS/Uniformity of Dosage Units (905), SPECIFIC TESTS/pH
(791), SPECIFIC TESTS/Particulate Matter in Injections (788),
Method 1 Light Obscuration Particle Count Test, SPECIFIC
TESTS/Bacterial Endotoxins Test (85), SPECIFIC TESTS/Sterility
Tests (71), SPECIFIC TESTS/Constituted Solution, SPECIFIC
TESTS/Other Requirements, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
New MICAFUNGIN FOR INJECTION PF 46(5) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Slavica Shane

Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B., IDENTIFICATION/C. Identification
Tests—General (191), Chemical Identification Tests, Sodium,
ASSAY/Procedure, IMPURITIES/Residue on Ignition (281),
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Optical Rotation
(781S), Procedures, Specific Rotation, SPECIFIC TESTS/Microbial
Enumeration Tests (61) and Tests for Specified Microorganisms
(62), SPECIFIC TESTS/Bacterial Endotoxins Test (85), SPECIFIC
TESTS/Water Determination (921), Method I, Method Ia, SPECIFIC
TESTS/pH (791), ADDITIONAL REQUIREMENTS/Packaging and
Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards
New MICAFUNGIN SODIUM PF 46(5) Pg. ONLINE (11) Slavica Shane
LDENITLIFICATIUN/A. SPECIroscopic raenurication 1ests (197/),
Infrared Spectroscopy, ASSAY/Procedure, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage,
Revision  MITOTANE PF 46(4) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Devarshi Narendra Thaker
LDENILIFICATLUN/B., ASSAY/Proceaure, IMPUKLILES/Urganic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage,
Revision  MITOTANE TABLETS PF 46(4) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Devarshi Narendra Thaker

LIUECINTLITICATLIVIN/ AL, LIVENTLITICATLIVUIN/ D., ADDAT/FIuLCuuIC,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Bacterial
Endotoxins Test (85), SPECIFIC TESTS/Sterility Tests (71),
SPECIFIC TESTS/Water Determination (921), Method I,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
Revision = NAFCILLIN FOR INJECTION PF 46(2) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Slavica Shane
CHENMILILCAL INFUKNMAITLIUN, ADDAY/FProceaure, LIMIPURKLILES/Urganic
Impurities, IMPURITIES/Limit of Amoxicillin Related Compound A (6-
Aminopenicillanic acid), ADDITIONAL REQUIREMENTS/USP
Revision = NAFCILLIN SODIUM PF 46(2) Pg. ONLINE Reference Standards (11) Slavica Shane

LI LU 111 UM T LIV, e LINL 1IN, 1LY L1 LM 1Y A
Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B., ASSAY/Procedure,
IMPURITIES/Noroxymorphone Hydrochloride [(—)-4,5a-Epoxy-3,14-
dihydroxymorphinan-6-one hydrochloride] and Other Impurities,
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11), IMPURITIES/Limit of Naloxone Related

Revision ~NALOXONE HYDROCHLORIDE PF 46(2) Pg. ONLINE Compound D Hillary Cai



New

New

Revision

Revision

Revision

Revision

New

Revision

Revision

NEPAFENAC PF 45(5) Pg. ONLINE

NEPAFENAC OPHTHALMIC SUSPENSION PF 46(6) Pg. ONLINE

NICARDIPINE HYDROCHLORIDE PF 46(6) Pg. ONLINE

NICOTINE PF 46(5) Pg. ONLINE

NORTRIPTYLINE HYDROCHLORIDE ORAL SOLUTION PF 46(4) Pg.
ONLINE

OLANZAPINE ORALLY DISINTEGRATING TABLETS PF 46(4) Pg.
ONLINE

OLMESARTAN MEDOXOMIL AND HYDROCHLOROTHIAZIDE TABLETS
PF 46(3) Pg. ONLINE

OXACILLIN FOR INJECTION PF 46(2) Pg. ONLINE

OXANDROLONE TABLETS PF 46(1) Pg. ONLINE

L TLITIINC /AL LN UM L\JI‘l, /L1 LINL ] J.UI\I, AL/LIN L LA LVIN/ AL
Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Residue on
Ignition (281), IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Loss on Drying (731), ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

L LINLTLIVIN, IVLIN L LCATLIVIN/ AL, LULIN L LCATLVIN/ L.,
ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Osmolality and Osmolarity (785), SPECIFIC TESTS/Sterility
Tests (71), SPECIFIC TESTS/pH (791), SPECIFIC TESTS/Other
Requirements, ADDITIONAL REQUIREMENTS/Packaging and
Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards
11
i,l‘llil"llk.HL INFURNMAITLIUN, IDENITIFICATIUN/A. DpecLroscopic
Identification Tests (197), Infrared Spectroscopy, ASSAY/Procedure,
IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)
CHEMLLAL INFURMALUN, DEFINLILIUN, IDENILFLCATLON/B.,
ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)
DEFLNLILIUN, IDENITIFICAITIUN/A., IDENITLIFICATLIUN/C,,
ASSAY/Procedure, OTHER COMPONENTS/Alcohol Determination
(611), Procedures, Method II (if present), IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards
(11)
PERFURMANCE |ESIS/DISSolution (/11), IMPURLILES/Urganic
Impurities, ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

LI LINLILUIN, LULIN L LCATLUIN/ ALy LULINTLL LCATLUIN/ Dy,

ASSAY/Procedure, PERFORMANCE TESTS/Dissolution (711),
PERFORMANCE TESTS/Uniformity of Dosage Units (905),
IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)

IDENITLIFICATIUN/A., IDENITLIFICATIVUN/D., ADDAY/Froceaure,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Sterility Tests
(71), SPECIFIC TESTS/Bacterial Endotoxins Test (85), ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)
ASDAY/Proceaure, PEKFUKMANLE |ES15/UISSOIUTION (/7 L1),
IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

Hillary Cai

Donald Min

Gerald Hsu

Gerald Hsu

Gerald Hsu

Donald Min

Christine Hiemer

Ren-Hwa Yeh

Devarshi Narendra Thaker



New

New

Revision

Revision

Omission

Omission

Revision

PALM OIL TOCOTRIENOLS AND TOCOPHEROLS PF 46(6) Pg.
ONLINE

PALONOSETRON INJECTION PF 46(5) Pg. ONLINE

PALONOSETRON HYDROCHLORIDE PF 46(5) Pg. ONLINE

PAMIDRONATE DISODIUM PF 46(5) Pg. ONLINE

PENICILLIN G BENZATHINE ORAL SUSPENSION PF 46(5) Pg.

ONLINE
PENICILLIN G BENZATHINE TABLETS PF 46(5) Pg. ONLINE

PERINDOPRIL ERBUMINE PF 46(4) Pg. ONLINE

DEFINITION, IDENTIFICATION/A., COMPOSITION/Content of
Tocotrienols and a-Tocopherol, SPECIFIC TESTS/Content of
Squalene, CONTAMINANTS/Fats and Fixed Oils (401), Procedures,
Acid Value, CONTAMINANTS/Fats and Fixed Oils (401), Procedures,
Peroxide Value, CONTAMINANTS/Water Determination (921),
Method I, Method Ia, CONTAMINANTS/Microbial Enumeration Tests
(2021), CONTAMINANTS/Absence of Specified Microorganisms
(2022), Test Procedures, Test for Absence of Salmonella Species,
Test for Absence of Escherichia coli, and Test for Absence of
Staphylococcus aureus, ADDITIONAL REQUIREMENTS/Packaging
and Storage, ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11), FOOTNOTES Maria Monagas

/L0 LINL AUV, LL/LIN 1L LOM AV May LULIN T L LM LI Uy

ASSAY/Procedure, PERFORMANCE TESTS/Uniformity of Dosage

Units (905), IMPURITIES/Organic Impurities, SPECIFIC TESTS/pH

(791), SPECIFIC TESTS/Particulate Matter in Injections (788),

SPECIFIC TESTS/Sterility (71), SPECIFIC TESTS/Bacterial

Endotoxins Test (85), SPECIFIC TESTS/Other Requirements,

ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11) Andrea Carney

CHEMICAL INFORMATION, IDENTIFICATION/A. Spectroscopic

Identification Tests (197), Infrared Spectroscopy, ASSAY/Procedure,
IMPURITIES/Limit of Specified Impurities, IMPURITIES/Limit of

Palonosetron Related Compound A, IMPURITIES/Limit of

Unspecified Impurities, SPECIFIC TESTS/Bacterial Endotoxins Test

(85), ADDITIONAL REQUIREMENTS/Labeling Andrea Carney

IDENTIFICATION/A. Spectroscopic Identification Tests (197),
Infrared Spectroscopy, ASSAY/Procedure, IMPURITIES/Organic
Impurities, Procedure 1, IMPURITIES/Organic Impurities, Procedure
2: Phosphate and Phosphite, SPECIFIC TESTS/Bacterial Endotoxins
Test (85), ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL

REQUIREMENTS/USP Reference Standards (11) Andrea Carney
Entire document Christine Hiemer
Entire document Christine Hiemer

CHENMICAL INFUORNMAITIUN, IMPUKLILIEDS/Urganic impurities,

IMPURITIES/Limit of Perindopril Related Compound A and

Imidazole, IMPURITIES/Limit of Perindopril Related Compound I,

ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Donald Min



Revision

Revision

Revision

New

Revision

New

PHENTOLAMINE MESYLATE FOR INJECTION PF 45(6) Pg. ONLINE

PHENYTOIN SODIUM INJECTION PF 46(5) Pg. ONLINE

PIPERACILLIN PF 45(5) Pg. ONLINE

PIROCTONE OLAMINE PF 45(6) Pg. ONLINE

HYDROGENATED POLYDEXTROSE PF 46(6) Pg. ONLINE

POMEGRANATE FRUIT PEEL DRY EXTRACT PF 46(3) Pg. ONLINE

IDENTIFICATION/Infrared Absorption (197M), IDENTIFICATION/A.,
IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE
TESTS/Uniformity of Dosage Units (905), IMPURITIES/Organic
Impurities, SPECIFIC TESTS/Bacterial Endotoxins Test (85),
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

IUCINTLIFLICATLUIN/ AL LUCHILNIicacdivll 1esw \J.j/), lirarcu
Spectroscopy, IDENTIFICATION/A., ASSAY/Procedure,
IMPURITIES/Organic Impurities, OTHER COMPONENTS/Alcohol and
Propylene Glycol Content, SPECIFIC TESTS/Bacterial Endotoxins
Test (85), SPECIFIC TESTS/Sterility Tests (71), ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

Donald Min

Claire Chisolm

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

It e 411 DI AU Yy L AN Y, ALY A A At e
Spectroscopic Identification Tests (197), Infrared Spectroscopy:
197K, IDENTIFICATION/B. Spectroscopic Identification Tests (197),
Ultraviolet-Visible Spectroscopy: 197U, ASSAY/Procedure,
IMPURITIES/Residue on Ignition (281), IMPURITIES/Organic
Impurities, IMPURITIES/Content of Monoethanolamine,
IMPURITIES/pH (791), IMPURITIES/Loss on Drying (731),
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

IDENILIFILATLUN/F. Lhromatograpnic laentity, ASSAY/Proceaure,
IMPURITIES/Limit of Nickel, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)

Origin (203), IDENTIFICATION/B. HPLC, COMPOSITION/Content of
Ellagitannins, 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)

Christine Hiemer

Sujatha Ramakrishna

Devendra Vasant Chavan

Maria Monagas



Revision

Revision

Revision

Revision
Omission

Omission

Revision

Revision

Revision

Revision

Revision

Revision

POTASSIUM BICARBONATE AND POTASSIUM CHLORIDE
EFFERVESCENT TABLETS FOR ORAL SOLUTION PF 45(5) Pg.
ONLINE

POTASSIUM CITRATE AND CITRIC ACID ORAL SOLUTION PF 45(4)
Pg. ONLINE

PRAMIPEXOLE DIHYDROCHLORIDE PF 46(1) Pg. ONLINE

PROCARBAZINE HYDROCHLORIDE PF 46(4) Pg. ONLINE
PROCYCLIDINE HYDROCHLORIDE PF 46(5) Pg. ONLINE
PROCYCLIDINE HYDROCHLORIDE TABLETS PF 46(5) Pg. ONLINE

PROPAFENONE HYDROCHLORIDE PF 45(4) Pg. ONLINE

PROPIONIC ACID PF 46(6) Pg. ONLINE

QUINAPRIL AND HYDROCHLOROTHIAZIDE TABLETS PF 46(3) Pg.
ONLINE

RAMIPRIL PF 46(6) Pg. ONLINE

RANITIDINE HYDROCHLORIDE PF 45(6) Pg. ONLINE

RANITIDINE INJECTION PF 45(6) Pg. ONLINE

IVENITIFICATIUN/A,, IDENITIFICATIUN/D., IDENITLIFICATIUN/C,,
ASSAY/Procedure 1: Potassium, ASSAY/Procedure 2: Chloride,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)

IDUENITIFICATIUN/A. FOWASSIUNT, IDENTLIFICATIVUN/ L. Cilrdle,
ASSAY/Procedure 1: Potassium, ASSAY/Procedure 2: Citrate,
ASSAY/Procedure 3: Citric Acid, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

DEFINLILIUN, ASSAY/Procedure, LMPUKLILES/LIMIT Of Pramipexole
Related Compound D, ADDITIONAL REQUIREMENTS/USP Reference
Standards (11)

CHEMLILAL INFUKMAILUN, DEFLNLILUN, ASSAY/Froceaure,
IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

Entire document

Entire document

IUENITLIFICATIUN/A. DPECLroscopic raenurication 1ests (1v7),
Infrared Spectroscopy, IDENTIFICATION/B., ASSAY/Procedure,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Melting Range or
Temperature (741), ADDITIONAL REQUIREMENTS/USP Reference
Standards (11)

CACIMIICAL INFURPNMAITLIUN, DEFLINLITIUN, IVENTIFICATIUN/A.
Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B. Chromatographic Identity, ASSAY/Procedure,
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)

IDENILIFICATLIUN/B., ASSAY/Procedure, PERFURMANCE
TESTS/Dissolution (711), IMPURITIES/Organic Impurities,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11)
CHEMLLAL INFURMA I LUN, ASSAY/Procedure, LMPURLILES/LIMIT OT
Palladium, IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

IVENTIFICATIUN/ A, DpPECLIUSLUpPIC tUuCctILnILacivll 1esw \J.:7/),
Infrared Spectroscopy:197Mor 197A, IDENTIFICATION/B.
Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards
11

iL)I:)N IHFICATIUN/A., ASDAY/Proceaure, LMPUKLILIEDS/Urganic
Impurities, SPECIFIC TESTS/Bacterial Endotoxins Test (85),
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

Michael Chang

Michael Chang

Claire Chisolm

Devarshi Narendra Thaker
Claire Chisolm
Claire Chisolm

Donald Min

Peng Zhang

Donald Min

Donald Min

Andrea Carney

Andrea Carney



Revision

Revision

Revision

New

New

New

Revision

Revision

RANITIDINE TABLETS PF 45(6) Pg. ONLINE

RIFAMPIN PF 46(4) Pg. ONLINE

RIFAMPIN CAPSULES PF 46(4) Pg. ONLINE

RIOCIGUAT TABLETS PF 46(3) Pg. ONLINE

RIVAROXABAN TABLETS PF 46(3) Pg. ONLINE

ROFLUMILAST TABLETS PF 46(5) Pg. ONLINE

ROPIVACAINE HYDROCHLORIDE INJECTION PF 45(4) Pg. ONLINE

SENNOSIDES PF 46(6) Pg. ONLINE

IDENITIFICATION/A., ASSAY/Proceaure, LIMPURLILES/OUrganic

Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage,

ADDITIONAL REQUIREMENTS/USP Reference Standards (11)
LUENT1FICATLUN/A.SPECTrosCcopIC Laenuricaton 1ests (197/),

Infrared Spectroscopy, IDENTIFICATION/B., ASSAY/Procedure,
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP

Reference Standards (11)

LUULIN LI LCATLVIN/ AL THHHITLaycl winvinawvyiapiiy,

IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure,
PERFORMANCE TESTS/Dissolution (711), PERFORMANCE

TESTS/Uniformity of Dosage Units (905), IMPURITIES/Organic
Impurities, SPECIFIC TESTS/Loss on Drying (731), ADDITIONAL

REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

DLECMLINLIIVUN, IVENTLITICATIVUN/AL, IVENTLITICALTLIVUN/D,.,
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)

DLCMLINLILIUIN, IVENTLITICATIVUN/AL, IVENITLIFICALTLUN/D,.,
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)

LCTLINLILIVUIN, IVECINTITICATLIVIN/AL, LIVENTLITICALTLUIN/ D.,
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)

LULINILI LCATLVIN/ Dy, AOOM T/ TITULTUUIT, LIMIFUNLILLO/ LU Ul £,V

Dimethylaniline (Ropivacaine Related Compound A, Base),

IMPURITIES/Organic Impurities, IMPURITIES/Limit of Ropivacaine
Related Compound B, SPECIFIC TESTS/Bacterial Endotoxins Test

(85), SPECIFIC TESTS/Sterility Tests (71), ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

DEFINLTION, IDENTIFICATION/B. HPLC, COMPUSLILON/Content of
Total Sennosides, COMPOSITION/Content of Sennosides A and B,

COMPOSITION

Andrea Carney

Praveen Pabba

Praveen Pabba

Ren-Hwa Yeh

Donald Min

Ren-Hwa Yeh

Ren-Hwa Yeh

Nam-Cheol Kim



New

New

SILER ROOT PF 46(5) Pg. ONLINE

SILER ROOT DRY EXTRACT PF 46(5) Pg. ONLINE

Origin (203), IDENTIFICATION/B. HPLC, COMPOSITION/Content of
Chromones, 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/A. 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/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11) Cuiying Ma

Origin (203), IDENTIFICATION/B. HPLC, COMPOSITION/Content of
Chromones, 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/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) Cuiying Ma



New

Revision

Revision

Revision

Revision

SILER ROOT POWDER PF 46(5) Pg. ONLINE

SODIUM PROPIONATE PF 46(6) Pg. ONLINE

SODIUM CHLORIDE OPHTHALMIC OINTMENT PF 46(5) Pg. ONLINE

SODIUM NITRITE PF 46(5) Pg. ONLINE

SODIUM NITRITE INJECTION PF 46(5) Pg. ONLINE

Origin (203), IDENTIFICATION/B. HPLC, COMPOSITION/Content of
Chromones, 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/A. 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, 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) Cuiying Ma
CHEMLULAL INFURMALUN, DEFINLILUN, IDENILFICATIUN/C.

Chromatographic Identity, ASSAY/Procedure, IMPURITIES/Organic

Impurities Peng Zhang

IDENITIFICATLIVUN/DB. laenurication 1ests—ueneral (1yl), Lnemical
Identification Tests, Chloride, IDENTIFICATION/B.,
ASSAY/Procedure, ADDITIONAL REQUIREMENTS/USP Reference
Standards (11)

LALLM LAY, 1IN T LM T I ey MO UL UUT w

IMPURITIES/Limit of Aluminum, Iron, and Selenium,
IMPURITIES/Limit of Sodium Nitrate, IMPURITIES/Limit of Calcium
and Potassium, IMPURITIES/Limit of Carbonate, IMPURITIES/Total
Non-Purgeable Organic Content, IMPURITIES/Limit of Sulfate,
IMPURITIES/Limit of Chloride, SPECIFIC TESTS/Bacterial
Endotoxins Test (85), SPECIFIC TESTS/pH (791), SPECIFIC
TESTS/Insoluble Matter, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)

IDVENITIFICATIUN/C,, ADDAY/FIroceaure, LIMIFURKLILED/LIMIL O1
Sodium Nitrate, IMPURITIES/Limit of Nitrogen Oxide (NOx) Related
Impurities, SPECIFIC TESTS/Bacterial Endotoxins Test (85),
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

Donald Min

Donald Min

Michael Chang



New

Revision

New

Revision

Revision

New

New

Omission

Omission

Omission

SOYBEAN PHOSPHATIDYLCHOLINE PF 46(6) Pg. ONLINE

SUMATRIPTAN INJECTION PF 45(4) Pg. ONLINE

SUNITINIB MALATE PF 46(4) Pg. ONLINE

TAMSULOSIN HYDROCHLORIDE CAPSULES PF 46(3) Pg. ONLINE

TETRACAINE HYDROCHLORIDE OPHTHALMIC SOLUTION PF 45(6)
Pg. ONLINE

TIAGABINE HYDROCHLORIDE TABLETS PF 46(5) Pg. ONLINE

TICAGRELOR TABLETS PF 45(5) Pg. ONLINE
I ICARCILLIN AND CLAVULANIC ACID FOR INJECILION PF 46(4) Pg.
ONLINE

TICARCILLIN MONOSODIUM PF 46(3) Pg. ONLINE
TOBRAMYCIN AND FLUOROMEIHOLONE ACEIATE OPHIHALMIC
SUSPENSION PF 46(5) Pg. ONLINE

Identification of Phospholipids by Thin-Layer Chromatography,
IDENTIFICATION/B. Identity by Fatty Acid Composition,
ASSAY/Procedure, IMPURITIES/Organic Impurities,
IMPURITIES/Free fatty acids and Triglycerides by Thin-layer
Chromatography, SPECIFIC TESTS/Peroxide Value, SPECIFIC
TESTS/Total Phosphorus Content, SPECIFIC TESTS/Microbial
Enumeration Tests (61) and Tests for Specified Microorganisms
(62), SPECIFIC TESTS/Bacterial Endotoxins Test (85), SPECIFIC
TESTS/Water Determination (921), Method I, Method Ia,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11), FOOTNOTES

IDENITIFICATIUN/B., ADDAY/Proceaure, LMPUKLILIEDS/Urganic
Impurities, SPECIFIC TESTS/Osmolality and Osmolarity (785),
SPECIFIC TESTS/Bacterial Endotoxins Test (85), ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

TN LN U\ J.UI\I, /L1 LINL J.\JI\I, AL/LIN L LA T LVIN AL
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TOLMETIN SODIUM PF 46(5) Pg. ONLINE

TOLMETIN SODIUM CAPSULES PF 46(5) Pg. ONLINE

TOLMETIN SODIUM TABLETS PF 46(5) Pg. ONLINE

TRIETHYL CITRATE PF 46(6) Pg. ONLINE

TRIMIPRAMINE CAPSULES PF 46(3) Pg. ONLINE

ULIPRISTAL ACETATE TABLETS PF 46(5) Pg. ONLINE

UNDECYLENIC ACID PF 46(2) Pg. ONLINE

URSODIOL PF 46(1) Pg. ONLINE

URSODIOL CAPSULES PF 46(1) Pg. ONLINE

CACIMIICAL INFURPNMAITLIUN, IDENTIFICATIUN/A. DpecLroscoupic
Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B. Spectroscopic Identification Tests (197),
Ultraviolet-Visible Spectroscopy: 197U, IDENTIFICATION/B.,
ASSAY/Procedure, IMPURITIES/Organic Impurities
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ADDITIONAL REQUIREMENTS/Packaging and Storage
IDUENTIFICATIUN/A,. DPECLrOsSCopIC LUETuUcduorn 1esws (1v/),
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TESTS/Dissolution (711), IMPURITIES/Organic Impurities,
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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)
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REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)
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Standards (11)

DEFINITION, IDENTIFICATION/A.Spectroscopic Identification Tests
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ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Melting Range or Temperature (741), ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)
IDENITIFICATIUN/A., IDENITLIFICATIVUN/B., ADDAY/Proceaure,
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ADDITIONAL REQUIREMENTS/USP Reference Standards (11)
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URSODIOL TABLETS PF 46(1) Pg. ONLINE

VALINE COMPOUNDED ORAL SOLUTION PF 46(3) Pg. ONLINE

VALPROIC ACID PF 46(3) Pg. ONLINE

VARDENAFIL ORALLY DISINTEGRATING TABLETS PF 46(2) Pg.

ONLINE

VECURONIUM BROMIDE FOR INJECTION PF 46(3) Pg. ONLINE

WHITE WAX PF 46(4) Pg. ONLINE

YELLOW WAX PF 46(4) Pg. ONLINE

ZINC ACETATE PF 45(6) Pg. ONLINE
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IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure,
PERFORMANCE TESTS/Dissolution (711), IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11)
DCrLINLILIUN, ADDAT/FIoceuure, Srculric 1coi15/pn (/791),
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Beyond-Use Date, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)

IMPURILI1ES/Organic Impurities, ADDL11IONAL REQUIREMEN I S/USP
Reference Standards (11)

DLMLINLILIUN, IVECNTLITICATIVUN/AL, IVENTLITLICALTLVUIN/D,.,
ASSAY/Procedure, PERFORMANCE TESTS/Disintegration (701),
PERFORMANCE TESTS/Uniformity of Dosage Units (905),
IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)
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ASSAY/Procedure, PERFORMANCE TESTS/Uniformity of Dosage
Units (905), IMPURITIES/Organic Impurities, SPECIFIC TESTS/pH
(791), SPECIFIC TESTS/Water Determination (921), Method I,
Method Ic, SPECIFIC TESTS/Bacterial Endotoxins Test (85),
SPECIFIC TESTS/Sterility Tests (71), SPECIFIC TESTS/Constituted
Solution, SPECIFIC TESTS/Particulate Matter in Injections (788),
SPECIFIC TESTS/Other Requirements, ADDITIONAL
REQUIREMENTS/Packing and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)
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Spectroscopic Identification Tests (197), Infrared Spectroscopy,
SPECIFIC TESTS/Ceresin, Paraffins, and Certain Other Waxes,
SPECIFIC TESTS/Melting Range or Temperature (741), Procedures,
Procedure for Class II, SPECIFIC TESTS/Fats and Fixed Oils (401),
Procedures, Ester Value, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)
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Spectroscopic Identification Tests (197), Infrared Spectroscopy,
SPECIFIC TESTS/Ceresin, Paraffins, and Certain Other Waxes,
SPECIFIC TESTS/Melting Range or Temperature (741), Procedures,
Procedure for Class 1I, SPECIFIC TESTS/Fats and Fixed Oils (401),
Procedures, Ester Value, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)
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TESTS/Insoluble Matter, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)
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