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Category Monograph Title

Revision

EXCIPIENTS (USP and NF), LISTED BY CATEGORY PF 46(1) Pg.
ONLINE

Monograph Section

{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, {Emollient} Lanolin, {Emollient}
Lanolin Alcohols, {Emollient} Palm Qil, {Emollient} Stearyl Alcohol,
{Emulsifying Agent} Dosage Form, {Emulsifying Agent} Ammonium
Glycyrrhizate, {Emulsifying Agent} Butyl Palmitostearat,

Scientific Liaison

Galina Holloway




Revision

Revision

Revision

<3> IOPICAL 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, Iests, Assays, and Uther Specifications 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 Qil, C/Carbomer 910, 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, 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, G/Glycine, H/Histidine, H/Hydrochloric
Acid, H/Diluted Hydrochloric Acid, H/Hydroxyethyl Cellulose,

Margareth Margues

Jessica Simpson

Peng Zhang



New

New

Revision
Revision
Revision
Revision
Revision
Revision

Revision

New

Revision

New

Revision

Revision

Revision

New

Revision

Revision

New

<72> RESPIRATION BASED RAPID MICROBIAL METHODS FOR THE

RELEASE OF STERILE SHORT- LIFE PRODUCTS PF 46(6) Pg. ONLINE New

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

<206> ALUMINUM PF 47(1) Pg. ONLINE

<211> ARSENIC PF 47(1) Pg. ONLINE

<232> ELEMENTAL IMPURITIES--LIMITS PF 47(1) Pg. ONLINE
<241> IRON PF 47(1) Pg. ONLINE

<251> LEAD PF 47(1) Pg. ONLINE

<261> MERCURY PF 47(1) Pg. ONLINE

<291> SELENIUM PF 47(1) Pg. ONLINE

<621> CHROMATOGRAPHY PF 43(5) Pg. ONLINE

<1032> DESIGN AND DEVELOPMENIT OF BIOLOGICAL ASSAYS PH
46(4) Pg. ONLINE

<1U042> CELL BANKING PRACIICES FOR RECOMBINAN I
BIOLOGICS PF 47(1) Pg. ONLINE

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

<1072> DISINFECTANTS AND ANTISEPTICS PF 46(5) Pg. ONLINE
<1112> APPLICAITION OF WAITER ACILVIIY DEIERMINATION 10
NONSTERILE PHARMACEUTICAL PRODUCTS PF 47(1) Pg. ONLINE

<1212> PROBE TACK TEST PF 46(6) Pg. ONLINE

<16U4> PRESENIAITLION OF AERODYNAMIC PARITICLE S1ZE
DISTRIBUTION MEASUREMENT DATA PF 46(5) Pg. ONLINE
<1912> MEASUREMENI OF HARDNESS OF SEMISOLIDS PF 4/(2)
Pg. ONLINE

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

New

Revision
Revision
Revision
Revision
Revision
Revision

Revision
DEFINLILONS, SYSIEM SULIABILLIY, ADJUSIMENI OF
CHROMATOGRAPHIC CONDITIONS, QUANTIFICATION

Revision

New

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

Revision

Revision

New
Revision

Revision
DEMLINLITLIUIN, IVENTLITICATLUN/ AL, DpELCLIUSLUPIL LUCTILIILativil 1esws

(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)

Radhakrishna Tirumalai

Radhakrishna Tirumalai
Kahkashan Zaidi
Kahkashan Zaidi
Kahkashan Zaidi
Kahkashan Zaidi
Kahkashan Zaidi
Kahkashan Zaidi
Kahkashan Zaidi

Horacio Pappa
Steven Walfish

Rebecca Potts

Galina Holloway
Radhakrishna Tirumalai

Radhakrishna Tirumalai
Margareth Marques

Kahkashan Zaidi

Antonio Hernandez-Cardoso

Heather Joyce



DEFLNLILIUN, IDENITLIFICATIUN/A., IDENITLIFICAITLIUN/D.,
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution (711),
PERFORMANCE TESTS/Uniformity of Dosage Units (905),
IMPURITIES/Organic Impurities, ADDITIONAL
ACETAZOLAMIDE EXTENDED-RELEASE CAPSULES PF 46(5) Pg. REQUIREMENTS/Packaging and Storage, ADDITIONAL

New ONLINE REQUIREMENTS/USP Reference Standards (11), FOOTNOTES Devarshi Narendra Thaker
UEFLNLILIUN, IDENILFICATLUN/B. LNromatograpnic Laentity,
ASSAY/Procedure, ASSAY, IMPURITIES/Organic Impurities,
SPECIFIC TESTS/Specific Gravity (841), SPECIFIC TESTS/Refractive
Index (831), SPECIFIC TESTS/Acidity, ADDITIONAL

Revision ~ ACETYLTRIETHYL CITRATE PF 46(6) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Galina Holloway

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

New AJOWAN FRUIT 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/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



New

Revision

Revision

Revision

Revision

AJOWAN FRUIT POWDER PF 46(5) Pg. ONLINE

ALUMINA AND MAGNESIUM TRISILICATE TABLETS PF 47(2) Pg.

ONLINE

AMCINONIDE PF 46(2) Pg. ONLINE

AMCINONIDE CREAM PF 46(2) Pg. ONLINE

AMILORIDE HYDROCHLORIDE TABLETS PF 46(6) Pg. ONLINE

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
Reference Standards (11)

IVENTITLICATLIUIN/ AL LUETIUTNILAUUIT 1TeESWL—yelIeidl (1L71), Clieliiial
Identification Tests, Magnesium, IDENTIFICATION/A.,
IDENTIFICATION/B. Identification Tests—General (191), Chemical
Identification Tests, Aluminum, IDENTIFICATION/B.,
IDENTIFICATION/C. Silicon Dioxide, ASSAY/Procedure 1: Aluminum
Hydroxide, ASSAY/Procedure 2: Magnesium Trisilicate,
ASSAY/Procedure, ADDITIONAL REQUIREMENTS/Packaging and
Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards
(11)

ASSAY/Procedure, LMPURLILES/Organic lmpurities, ADDL11ONAL
REQUIREMENTS/USP Reference Standards (11)
IDENILFICATLION/B., ASSAY/Procedure, IMPURL I LES/Urganic
Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards
(11)

IDENILFICATIUN/B., ASSAY/Procedure, PERFURMANCE
TESTS/Dissolution (711), PERFORMANCE TESTS/Uniformity of
Dosage Units (905), IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage

Nam-Cheol Kim

Michael Chang

Mary Koleck

Mary Koleck

Yanyin Yang



DETLINLITLIUIN, IVENITLITICATLIUN/ AL, IVENITLITLICATIVIN/D,.,

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
New ARGATROBAN INJECTION PF 46(1) Pg. ONLINE (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,
ARGATROBAN IN SODIUM CHLORIDE INJECTION PF 46(6) Pg. ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL

New ONLINE REQUIREMENTS/USP Reference Standards (11) Yanyin Yang
CHACNMLICAL INFURNMAITIUN, DEFLINLILIUN, IDENITIFLICATIUN/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

New ARMODAFINIL PF 46(5) Pg. ONLINE 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,
New ARMODAFINIL TABLETS PF 46(5) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Mary Koleck

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



Revision

Revision

New

New

New

BETAMETHASONE ACETATE PF 46(6) Pg. ONLINE

BETAMETHASONE DIPROPIONATE PF 46(3) Pg. ONLINE

BROCCOLI SEED DRY EXTRACT PF 46(3) Pg. ONLINE

BUPRENORPHINE INJECTION PF 46(6) Pg. ONLINE

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

LIVIPUKL I LES/Urganic tmpurities, CAENMICAL LINFURKNMAITLUN,

IDENTIFICATION/A. Spectroscopic Identification Tests (197),

Infrared Spectroscopy, IDENTIFICATION/B.Thin-Layer

Chromatographic Identification Test (201), ASSAY/Procedure,
IMPURITIES/Ordinary Impurities (466), ADDITIONAL

REQUIREMENTS/USP Reference Standards (11) Mary Koleck
IDENITLIFICATIVUN/A. SPECtroscopic raenurication 1ests (197/),

Infrared Spectroscopy, IDENTIFICATION/B. Thin-Layer

Chromatographic Identification Test (201), ASSAY/Procedure,

IMPURITIES/Organic Impurities, ADDITIONAL

REQUIREMENTS/Packaging and Storage, ADDITIONAL

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
REQUIREMENTS/USP Reference Standards (11) Maria Monagas

DEFLNLILIUN, IVENITLIFICATIUN/A,, IDENITLIFICAITLIUN/D,.,

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) Wei Yang

DCEMLINLILUN, IVENITIFICATIUN/ A, LIDENITLIFLICAITLUN/ D,

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) Mary Koleck



New

Revision

New

New

Revision

Revision

Revision

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

CALCIUM PROPIONATE PF 46(6) 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

DEFLINLITIUN, IDENITLIFICATIUN/A., IVENITLIFICAITLIUN/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

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)
DEFLINLILIUN, IDENITIFICATIUN/A., IDENITLIFICAITLIVUN/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)
LUENITIFICATIUN/A., DPECLIOSLUPIC LUETILINCALIUI 1E5WS (197),
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)
LDENILFICATLUN/A. ININ layer Lhromatography,
IDENTIFICATION/A., ASSAY/Procedure, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11)
IDENILFICATLIUN/B., ASSAY/Procedure, PERFURMANCE
TESTS/Dissolution (711), IMPURITIES/Organic Impurities,
ADDITIONAL REQUIREMENTS/Packaging and Storage

Michael Chang

Peng Zhang

Heather Joyce

Jane Li

Yanyin Yang

Yanyin Yang

Slavica Shane



Revision

Revision

Revision

New

Revision

Revision

Revision

Revision

Revision

Omission

CEFPODOXIME PROXETIL PF 47(1) Pg. ONLINE
CEFPODOXIME PROXETIL FOR ORAL SUSPENSION PF 47(1) Pg.
ONLINE

CEFPODOXIME PROXETIL TABLETS PF 47(1) 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

CHLORPROPAMIDE PF 46(5) Pg. ONLINE

CHEMLLAL LNFUKMA T LUN, IDENITLFICATLUN/B. SPectroscopic
Identification Tests (197), Ultraviolet-Visible Spectroscopy,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic
Impurities

IDENILFICATION/B., ASSAY/Procedure, PERFURMANCE
TESTS/Dissolution (711), IMPURITIES/Organic Impurities,
ADDITIONAL REQUIREMENTS/Packaging and Storage
IDENILFICATION/B., PERFURMANCE |ESIS/DISsolution (/11),
ADDITIONAL REQUIREMENTS/Packaging and Storage,
ASSAY/Procedure, IMPURITIES/Organic Impurities

DEFLNLILIUN, IVENITLIFICATIUN/A,, IDENITLIFICAITLIUN/D,,
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)
DEFLINLILIUN, IDENITLIFICATIVUN/A. DPECIrOSCOpPIC Laenurication 1ests
(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)

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

DEFLINLILIUN, IDENILFICATLUN/B., ASSAY/Proceaure,
PERFORMANCE TESTS/Dissolution (711), IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11)
DEFLNLILIUN, IDENITLIFICATIUN/A., IDENITLIFICAITLIUN/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)

Entire document

Slavica Shane

Slavica Shane

Slavica Shane

Richard Nguyen

SanthiKumar Saladi

Jane Li

Jane Li

Heather Joyce

Heather Joyce
Behnaz Almasi



Omission CHLORPROPAMIDE TABLETS PF 46(5) Pg. ONLINE Entire document Behnaz Almasi
DEFLNLILIUN, IDENILIFICAITLIUN/C., ADDAY/Froceaure,
ASSAY/Content of Choline, ASSAY/Content of Bitartrate,
ASSAY/Content of Choline Bitartrate, IMPURITIES/Limit of Total
Amines, IMPURITIES/Chromatographic Purity, IMPURITIES/Related
Compounds, ADDITIONAL REQUIREMENTS/USP Reference
Revision = CHOLINE BITARTRATE PF 47(1) Pg. ONLINE Standards (11) Fatkhulla Tadjimukhamedov
DEFLNLILIUN, IDENILIFICATIUN/C., ADDAY/Proceaure,
ASSAY/Content of Choline, ASSAY/Content of Chloride,
ASSAY/Content of Choline Chloride, IMPURITIES/Limit of Total
Amines, IMPURITIES/Chromatographic Purity, IMPURITIES/Related
Compounds, ADDITIONAL REQUIREMENTS/USP Reference
Revision =~ CHOLINE CHLORIDE PF 47(1) Pg. ONLINE Standards (11) Fatkhulla Tadjimukhamedov

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
LDENILFICATLUN/B. SPectroscopic Ldentrication 1ests (1Y/),
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
IDENITLIFICATIVUN/A. TNIN-Layer Lnromatograpnic raenturication 1est
(201), IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Microbial
Enumeration Tests (61) and Tests for Specified Microorganisms (62),
SPECIFIC TESTS/pH (791), ADDITIONAL REQUIREMENTS/USP
Revision =~ CLOBETASOL PROPIONATE CREAM PF 47(2) Pg. ONLINE Reference Standards (11) Mary Koleck
DEFLNLITLIUN, IDENITLIFICATLIUN/A,, IDENITLIFICAITLIUN/D.,
ASSAY/Procedure, IMPURITIES/Organic Impurities,
IMPURITIES/Analysis, PERFORMANCE TESTS/Minimum Fill (755},
SPECIFIC TESTS/pH (791), SPECIFIC TESTS/Microbial Enumeration
Tests (61) and Tests for Specified Microorganisms (62), ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
New CLOBETASOL PROPIONATE LOTION PF 47(2) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Mary Koleck



New

Revision

CRANBERRY FRUIT DRY JUICE PF 47(2) Pg. ONLINE

CRANBERRY FRUIT JUICE PF 45(6) Pg. ONLINE
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Origin (203), IDENTIFICATION/B. HPLC Profile of Organic Acids,
IDENTIFICATION/C. HPLC Profile of Flavonoids,
COMPOSITION/Content of Proanthocyanidins,
COMPOSITION/Content of Organic Acids, SPECIFIC TESTS/Loss on
Drying (731), 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/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11) Maria Monagas

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,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Maria Monagas



New

New

CRANBERRY FRUIT JUICE CONCENTRATE PF 45(6) Pg. ONLINE

CRANBERRY FRUIT JUICE DRY EXTRACT PF 45(6) Pg. ONLINE
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IDENTIFICATION/B. HPTLC for Artlcles of Botamcal 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

Reference Standards (11) Maria Monagas
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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

Reference Standards (11) Maria Monagas
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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
UEFLNLILUN, ASSAY/Proceaure, LIMPUKLILES/LIMIT OT bairampriaine
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
IDENILFICATION/A., IDENITLFLICATLIUN/B., ASSAY/Proceaure,
PERFORMANCE TESTS/Dissolution (711), IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage,
Revision = DANAZOL CAPSULES PF 46(4) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Mary Koleck
DEFLNLITLIUN, IDENITLIFICATIUN/A., IVDENITLIFICAITLIUN/D.,
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
New DESOXIMETASONE TOPICAL SPRAY PF 46(4) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Mary Koleck
IUENITLIFICATIUN/A. TNIN-Layer Lnromatograpny,
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,
Revision = DEXAMETHASONE TABLETS PF 45(6) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Mary Koleck



Revision

Revision

Omission

Revision

Revision

Revision

New

Revision

DEXTRATES PF 47(1) Pg. ONLINE

DEXTROSE AND SODIUM CHLORIDE INJECTION PF 47(2) Pg.
ONLINE

DIPIVEFRIN HYDROCHLORIDE PF 46(6) Pg. ONLINE

DOBUTAMINE INJECTION PF 47(1) Pg. ONLINE

DOBUTAMINE IN DEXTROSE INJECTION PF 47(2) Pg. ONLINE

DOXYCYCLINE PF 46(3) Pg. ONLINE

DROMETRIZOLE TRISILOXANE PF 45(2) Pg. ONLINE

DUTASTERIDE CAPSULES PF 46(5) Pg. ONLINE

CHEMLLAL LNFUKMATLUN, DEFLNLILUN, LUENILFLLCATIUN/A.
Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B. Melting Range or Temperature (741),
ASSAY/Dextrose Equivalent, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)

IUENITLIFICATIVUN/D. D04ium, IDENITLIFICATLIVUN/C.laentrication
Tests—General (191), Chemical Identification Tests,
Sodium(191)and Chloride, ASSAY/Dextrose, ASSAY/Sodium
Chloride, SPECIFIC TESTS/pH (791), ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling

Entire document

LDENILFICATIUN/A., IDENITLFLCATIUN/A., IDENTLFLICATIUN/B.,
ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Bacterial Endotoxins Test (85), ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

IDENTIFICATION/C., IDENTIFICATION/C., ASSAY/Dobutamine,
IMPURITIES/Organic Impurities, IMPURITIES/Limit of 5-

Hydroxymethylfurfural, SPECIFIC TESTS/Bacterial Endotoxins Test

(85), ADDITIONAL REQUIREMENTS/USP Reference Standards (11)
CHEMLUAL LINFUKMATLUN, LDENTLFLICATLUN/A.,
IDENTIFICATION/A. Spectroscopic Identification Tests (197),
Infrared Spectroscopy, IDENTIFICATION/B., ASSAY/Procedure,

IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP

Reference Standards (11)

CHACENMLICAL INFURNMAITIUN, DEFINLILIUN, IDENITIFICATIUN/A.
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)

DEFLNLITIUN, IDENITLIFICATLIUN/A,, IDENITLIFICAITLIUN/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)

SanthiKumar Saladi

Mary Koleck
Devarshi Narendra Thaker

Tamara Bourne

Tamara Bourne

Praveen Pabba

Sujatha Ramakrishna

Mary Koleck



New

New

Revision

Revision

New

New

DUTASTERIDE AND TAMSULOSIN HYDROCHLORIDE CAPSULES PF
46(5) Pg. ONLINE

EMTRICITABINE PF 46(3) Pg. ONLINE

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

ENSULIZOLE PF 46(5) Pg. ONLINE

ERLOTINIB TABLETS PF 46(2) Pg. ONLINE

ERLOTINIB HYDROCHLORIDE PF 46(2) Pg. ONLINE

/LI LINLILIUIN, LLJLINTLL LCATLUIN/ AL, LULINTLL LCATLIVIN/ D,

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) Behnaz Almasi
CACMILICAL INFURPNAITIUN, DEFLINLITIUN, IDENITLIFICATIUN/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) Shankari Shivaprasad
LIDENITIFICATIUN/A,, IDENITLIFICATIVUN/A,, IDENITLIFICATIUN/DB.,

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) Tamara Bourne
LDENILFILATLUN/A. SPEectroscopic Ldenurication 1ests (1Y/),

Infrared Spectroscopy, IDENTIFICATION/B. Spectroscopic

Identification Tests (197), Ultraviolet-Visible Spectroscopy,

ASSAY/Procedure Sujatha Ramakrishna
DEFLINLILIUN, IDENITIFICATIUN/A,, IDENITLIFICAITLIVUN/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) Jane Li

CIHCEMLICAL INCURIPMIATLIVUN, EFLINLITIUIN, LIVENTLITLICATLIUIN/ AL

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) Jane Li




New

Revision

Revision

Revision

Revision

Revision

Revision

Revision

ESMOLOL HYDROCHLORIDE INJECTION PF 46(3) Pg. ONLINE

ETHOSUXIMIDE CAPSULES PF 47(1) 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

FLUOXETINE ORAL SOLUTION PF 46(5) Pg. ONLINE

FLUOXETINE TABLETS PF 46(5) Pg. ONLINE

FLUOXETINE HYDROCHLORIDE PF 46(5) Pg. ONLINE

DEMLINLITLIUIN, YETLIINLITIVUIN, IVENITLIFLICATIVIN/ AL,
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)

LDENILFLILATLIUN/A. SPECtroscopic Laentrication 1ests (1Y7/),
Infrared Spectroscopy, ASSAY/Procedure, PERFORMANCE
TESTS/Dissolution (711), IMPURITIES/Limit of 2-Ethyl-2-
Methylsuccinic Acid, IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

ASSAY/Proceaure, LMPURLILES/Urganic lmpurities, SPECLFLC
TESTS/Microbial Enumeration Tests (61) and Tests for Specified
Microorganisms (62), ADDITIONAL REQUIREMENTS/USP Reference
Standards (11)

LDENILFILATLIUN/B., ASSAY/Procedure, PERFURMANCE
TESTS/Dissolution (711), ADDITIONAL REQUIREMENTS/Packaging
and Storage, ADDITIONAL REQUIREMENTS/USP Reference
Standards (11), IMPURITIES/Organic Impurities

LMPURL I LES/Urganic 1mpurities, IDENILFLLATLIUN/A. SPectroscopic
Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/A., ASSAY/Procedure, PERFORMANCE
TESTS/Dissolution (711), ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)

LDENILFLILATLIUN/A. SPECtroscopic Ldentrication 1ests (1Y7/),
Infrared Spectroscopy, IDENTIFICATION/A., IDENTIFICATION/B.,
ASSAY/Procedure, ADDITIONAL REQUIREMENTS/Packaging and
Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards
(11), IMPURITIES/Organic Impurities

LDENILFLILATLIUN/A. SPECtroscopic Ldentrication 1ests (1Y7/),
Infrared Spectroscopy, IDENTIFICATION/A., ASSAY/Procedure,
PERFORMANCE TESTS/Dissolution (711), ADDITIONAL
REQUIREMENTS/USP Reference Standards (11),
IMPURITIES/Organic Impurities

LIDENILFICATLIUN/A. SPectroscopic Laentrication 1ests (19/),
Infrared Spectroscopy, ASSAY/Procedure, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards
(11), IMPURITIES/Residue on Ignition (281)

Tamara Bourne

Heather Joyce

Jane Li

Heather Joyce

Heather Joyce

Heather Joyce

Heather Joyce

Heather Joyce



Revision

Revision

New

New

New

Revision

FLUTICASONE PROPIONATE CREAM PF 45(6) Pg. ONLINE

FLUTICASONE PROPIONATE OINTMENT PF 46(1) Pg. ONLINE

FOSAMPRENAVIR CALCIUM PF 46(4) Pg. ONLINE

FOSAMPRENAVIR CALCIUM TABLETS PF 46(4) Pg. ONLINE

FULVESTRANT INJECTION PF 46(4) Pg. ONLINE

FUMARIC ACID PF 46(6) Pg. ONLINE

IDENTIFICATION/A. Thin-Layer Chromatographic Identification Test

(201), IDENTIFICATION/A., ASSAY/Procedure, IMPURITIES/Organic

Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage,

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,

ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Gerald Hsu

CHILIMILCAL LINTURIPTIATLIVUIN, LT LINLTLIUIN, LULINTLELICATLIVINS AL

Spectroscopic Identification 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

REQUIREMENTS/USP Reference Standards (11) Shankari Shivaprasad
DUCTLINLITIUN, IVUCNITLIFICATLUN/ A, DPECLIUSLUPIC LUETILINILAdUUIT 1ESLS

(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
REQUIREMENTS/USP Reference Standards (11) Shankari Shivaprasad
DUCTLINLITIUN, IVUCNTLIFICATLUN/ A, DPECLIUSLUPIC LUETILNLdAdUUIT 1ESLS

(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

REQUIREMENTS/USP Reference Standards (11) Gerald Hsu

DEFINITION, IDENTIFICATION/B. Chromatographic Identity,
ASSAY/Procedure, IMPURITIES/Limit of Maleic Acid and Malic Acid,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Galina Holloway




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
DEFLNLILON, IDENITLIFICATLUN/A., ADDLILUNAL
REQUIREMENTS/USP Reference Standards (11), ASSAY/Reducing

Revision  LIQUID GLUCOSE PF 47(1) Pg. ONLINE Sugars (Dextrose Equivalent) SanthiKumar Saladi

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
DEFLNLILIUN, DEFLINLITLIUN, IDENITLIFICATIUN/A. DPECctroscopic
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 HYDROCORTISONE SODIUM PHOSPHATE PF 45(6) Pg. ONLINE Entire document Gerald Hsu
HYDROCOR I ISONE SODIUM PHOSPHAIE INJECILON 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



New

Omission

Revision

Revision

Revision

Revision

Revision

IBANDRONATE SODIUM TABLETS PF 46(4) Pg. ONLINE
SODIUM IODIDE I 123 SOLUTION PF 46(3) Pg. ONLINE

ISONIAZID TABLETS PF 46(2) Pg. ONLINE

ANHYDROUS LACTOSE PF 46(5) Pg. ONLINE

LACTOSE MONOHYDRATE PF 46(5) Pg. ONLINE

LATANOPROST PF 47(2) Pg. ONLINE

LIDOCAINE HYDROCHLORIDE INJECTION PF 46(3) Pg. ONLINE

DEFLNLITIUN, IDENITLIFICATLIUN/A. DPECLrosCopicC Laernuiicauorn 1esws

(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

REQUIREMENTS/USP Reference Standards (11), FOOTNOTES Behnaz Almasi

Entire document Gerald Hsu
LDENILFLILATLUN/ B, SPECctroscopic Ldenurication 1ests (1Y/),

Ultraviolet-Visible Spectroscopy, ASSAY/Procedure, PERFORMANCE
TESTS/Dissolution (711), PERFORMANCE TESTS/Uniformity of

Dosage Units (905), IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage Shankari Shivaprasad
IDVENITLIFICATLIUN/D. 1HInN-Layer cnroirrdrogrdapnic raerunicacton resc

(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)4,

SPECIFIC TESTS/¢ Bacterial Endotoxins Test (85), ADDITIONAL
REQUIREMENTS/#4Labeling Jenny Liu
DEFLNLITIUN, IDENITLIFICATLIUN/D. THIN-Layer cnrornatwograpnic

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 Jenny Liu

CHEMICAL INFORMATION, IDENTIFICATION/A. Spectroscopic

Identification Tests (197), Infrared Spectroscopy, ASSAY/Procedure,

IMPURITIES/Organic Impurities, SPECIFIC TESTS/Water

Determination (921), Method I, Method Ic or Method Ia,

ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Devarshi Narendra Thaker

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) Gerald Hsu



DEFLNLITLIUN, IDENITLIFICATIUN/A,, IDENITLIFICAITLIUN/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

New LINEZOLID TABLETS PF 46(3) Pg. ONLINE Reference Standards (11) Praveen Pabba
IDENILFICATION/A. ldentity by Dextrose Equivalent, ADDLI1IONAL
Revision MALTODEXTRIN PF 46(6) Pg. ONLINE REQUIREMENTS/Packaging and Storage SanthiKumar Saladi

CHEMICAL INFURNMAITLUN, IDENITIFICATIVUN/B. Spectroscopic
Identification Tests (197), Ultraviolet-Visible Spectroscopy,
IDENTIFICATION/C. Spectroscopic Identification Tests (197),
Ultraviolet-Visible Spectroscopy, IDENTIFICATION/B.,
ASSAY/Procedure, IMPURITIES/Limit of Copper,

Revision = MECLOFENAMATE SODIUM PF 46(4) Pg. ONLINE IMPURITIES/Organic Impurities Hillary Cai
LILINLILIVIN, IVLINTLITLICATLUIN/ AL OPCLLIUDLUPIL LUCHILITILaALivLL 1 EDLWL
(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

New MESNA INJECTION PF 46(4) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Hillary Cai

Omission METHYCLOTHIAZIDE PF 46(5) Pg. ONLINE Entire document Donald Min
Omission METHYCLOTHIAZIDE TABLETS PF 46(5) Pg. ONLINE Entire document Donald Min
Revision =~ METHYLENE BLUE PF 47(2) Pg. ONLINE IMPURITIES/Arsenic, IMPURITIES/Copper or Zinc Donald Min

IUENTIFICATIUN/A. DPELLILUSLUPIL LUCTILIIILALIUIT 1E5LWS (197),
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
METHYLPHENIDATE HYDROCHLORIDE TABLETS PF 46(4) Pg. REQUIREMENTS/Packaging and Storage, ADDITIONAL
Revision  ONLINE REQUIREMENTS/USP Reference Standards (11) Mary Koleck



New

New

Revision

Revision

Revision

Revision

MICAFUNGIN FOR INJECTION PF 46(5) Pg. ONLINE

MICAFUNGIN SODIUM PF 46(5) Pg. ONLINE

NAFCILLIN INJECTION PF 47(1) Pg. ONLINE

NAFCILLIN FOR INJECTION PF 46(2) Pg. ONLINE

NAFCILLIN SODIUM PF 46(2) Pg. ONLINE

NALOXONE HYDROCHLORIDE PF 46(2) Pg. ONLINE

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

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
REQUIREMENTS/USP Reference Standards (11) Slavica Shane

L ILGAL LIV UINIA LU, L LIV AN, ALY L LM L) A
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

(11) Slavica Shane
IDENILFICATLIUN/B., ASSAY/Procedure, IMPUKL I LES/Urganic

Impurities, SPECIFIC TESTS/Bacterial Endotoxins Test (85),

SPECIFIC TESTS/Sterility Tests (71), ADDITIONAL

REQUIREMENTS/USP Reference Standards (11) Slavica Shane
IUENITLIFICATIUN/A., IDENITLIFICATLIVUN/D., ADDAY/Froceaure,

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

REQUIREMENTS/USP Reference Standards (11) Slavica Shane
CHEMLLAL LINFURMAILUN, ASSAY/Proceaure, IMPUKLILES/Urganic

Impurities, IMPURITIES/Limit of Amoxicillin Related Compound A (6-
Aminopenicillanic acid), ADDITIONAL REQUIREMENTS/USP

Reference Standards (11) Slavica Shane
CMACIMILCAL INFURPMAITLIUN, VECINLILIUN, LIVENITITLICATLIUN/AL

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

Compound D Hillary Cai



New

Revision

Revision

Revision

New

Revision

Revision

NEPAFENAC OPHTHALMIC SUSPENSION PF 46(6) Pg. ONLINE

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

NYSTATIN PF 47(1) Pg. ONLINE

OLEYL OLEATE PF 47(1) Pg. ONLINE

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

OXACILLIN FOR INJECTION PF 46(2) Pg. ONLINE

OXYBUTYNIN CHLORIDE ORAL SOLUTION PF 47(2) Pg. ONLINE

DEFLNLITLIUN, IDENITLIFICATIUN/A,, IDENITLIFICAITLIUN/D.,
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)

Devarshi Narendra Thaker

UEFLNLILUN, IDENTLFICATLUN/A., IVDENTLIFICATIUN/C.,
ASSAY/Procedure, OTHER COMPONENTS/Alcohol Determination
(611), Procedures, Method II (if present), IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards

(11) Gerald Hsu
LDENILFILATLUN/A. SPectroscopic Laenurication (LY /), LnTrared

Spectroscopy: 197K, IDENTIFICATION/B., SPECIFIC

TESTS/Suspendability (where packaged for use in the

extemporaneous preparation of oral suspensions) Ying Han

ULETLINLILIUIN, IVENITLITICATLIUN/ D. Clihuliiatuyiapine wuciiuicacivii,
ASSAY/Procedure, IMPURITIES/Limit of Related Fatty Alcohols and
Fatty Acids, SPECIFIC TESTS/Limit of Related Fatty Esters,
SPECIFIC TESTS/Specific Gravity (841), SPECIFIC TESTS/Fats and
Fixed Qils (401), Procedures, Iodine Value, SPECIFIC TESTS/Fats
and Fixed Oils (401), Procedures, Saponification Value, SPECIFIC
TESTS/Refractive Index (831), ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)

DEFLINLITIUN, IDENITLIFICATLIUN/A,, IDENITLIFICAITLIUN/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)

IDENILFICATION/A., IDENITLFLICATLUN/B., ASSAY/Proceaure,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Sterility Tests
(71), SPECIFIC TESTS/Bacterial Endotoxins Test (85), ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

Sanjeeva Yarkala

Donald Min

Christine Hiemer

IDENTIFICATION/A. Thin-Layer Chromatographic Identification Test
(201), IDENTIFICATION, 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 Behnaz Almasi



IDENTIFICATION/Thin-Layer Chromatographic Identification Test
(201), IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure,
PERFORMANCE TESTS/Dissolution (711), IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage,
Revision ~ OXYBUTYNIN CHLORIDE TABLETS PF 47(1) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Behnaz Almasi
DEFLNLILIUN, IVENITLIFICATIUN/A,, IDENITLIFICAITLIUN/D,,
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
New PALONOSETRON INJECTION PF 46(5) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Andrea Carney

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
Revision =~ PHENTOLAMINE MESYLATE FOR INJECTION PF 45(6) Pg. ONLINE =~ REQUIREMENTS/USP Reference Standards (11) Donald Min
IDENITLIFICATIVUN/A. Ldenurication 1ests (19/), Lnrrarea
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
Revision ~ PHENYTOIN SODIUM INJECTION PF 46(5) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Claire Chisolm

CIHCEMLICAL INCURIPMIATLIVUN, EFLINLITIUIN, LIVENTLITLICATLIUIN/ AL
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
New PIROCTONE OLAMINE PF 45(6) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Sujatha Ramakrishna
LIDUENITLIFICATIVUN/A. ININ-Layer Lnromatograpny,
IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure,
PERFORMANCE TESTS/Dissolution (711), IMPURITIES/Organic
Impurities, SPECIFIC TESTS/Water Determination (921), Method I,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
Revision ~ PIROXICAM CAPSULES PF 47(1) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Hillary Cai
IDENILFICATLIUN/F. Chromatographic ldentity, ASSAY/Procedure,
IMPURITIES/Limit of Nickel, ADDITIONAL REQUIREMENTS/USP
Revision = HYDROGENATED POLYDEXTROSE PF 46(6) Pg. ONLINE Reference Standards (11) Devendra Vasant Chavan




/L1 LINLILVUIN, LL/LIN T LI DO LVIN/ M T 1L UL ALUUICD VI DJLdi vl

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

New POMEGRANATE FRUIT PEEL DRY EXTRACT PF 46(3) Pg. ONLINE Reference Standards (11) Maria Monagas
DEFINLILION, ASSAY/Procedure, IMPURL I LES/LIMIt Of Pramipexole
Related Compound D, ADDITIONAL REQUIREMENTS/USP Reference

Revision =~ PRAMIPEXOLE DIHYDROCHLORIDE PF 46(1) Pg. ONLINE Standards (11) Claire Chisolm
LDENILFICATIUN/B., ASSAY/Procedure, PERFURMANCE
TESTS/Dissolution (711), IMPURITIES/Organic Impurities,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL

Revision =~ PRIMIDONE TABLETS PF 47(1) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Claire Chisolm
CHEMLLAL LINFUKMAILUN, DEFLNLILUN, ASSAY/Proceaure,
IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL

Revision = PROCARBAZINE HYDROCHLORIDE PF 46(4) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Devarshi Narendra Thaker
CHEMLCAL LINFUKMALUN, DEFINLILUN, IDENILFLCATIUN/A.
Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B. Chromatographic Identity, ASSAY/Procedure,
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP

Revision PROPIONIC ACID PF 46(6) Pg. ONLINE Reference Standards (11) Peng Zhang
IDENILFICATION/B., ASSAY/Procedure, PERFURMANCE

QUINAPRIL AND HYDROCHLOROTHIAZIDE TABLETS PF 46(3) Pg. TESTS/Dissolution (711), IMPURITIES/Organic Impurities,

Revision ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Donald Min
IDENITLIFICATIVUN/A. SPECtroscopic raenurication 1ests (197/),
Infrared Spectroscopy:197Mor 197A, IDENTIFICATION/B.
Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards

Revision ~ RANITIDINE HYDROCHLORIDE PF 45(6) Pg. ONLINE (11) Andrea Carney
LDENILFICATIUN/A., ASSAY/Proceaure, LMPURL I LES/Urganic
Impurities, SPECIFIC TESTS/Bacterial Endotoxins Test (85),
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL

Revision ~ RANITIDINE INJECTION PF 45(6) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Andrea Carney




Revision

Revision

Revision

New

New

New

RANITIDINE TABLETS PF 45(6) Pg. ONLINE

RIFAMPIN PF 46(4) Pg. ONLINE

RIFAMPIN CAPSULES PF 46(4) Pg. ONLINE

RIVAROXABAN PF 47(1) Pg. ONLINE

RIVAROXABAN TABLETS PF 46(3) Pg. ONLINE

ROFLUMILAST TABLETS PF 46(5) Pg. ONLINE

IDENITLIFICATION/A., ASSAY/Proceaure, IMPURILI1IES/OUrganic

Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage,

ADDITIONAL REQUIREMENTS/USP Reference Standards (11)
LDENLFLLATLUN/A.SPECTroScopIC LaentiTication 1ests (1Y/),

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

Reference Standards (11)

IUENITLIFICATLIUN/A. TNIN-Layer Lnrormatwograpny,
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)

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

CHEMICAL INFORMATION, DEFINITION, IDENTIFICATION,

IMPURITIES/Enantiomeric Purity, IMPURITIES/Organic Impurities,
IMPURITIES/Residue on Ignition (281), SPECIFIC TESTS/Water

Determination (921), Method I, Method Ic

DEFLINLILIUN, IDENITIFICATIUN/A., IDENITLIFICAITLIVUN/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)
DEFLNLILIUN, IDENITLIFICATIUN/A., IDENITLIFICAITLIUN/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)

Andrea Carney

Praveen Pabba

Praveen Pabba

Sujatha Ramakrishna

Donald Min

Ren-Hwa Yeh



New

New

SICHUAN LOVAGE RHIZOME PF 47(2) Pg. ONLINE

SICHUAN LOVAGE RHIZOME POWDER PF 47(2) Pg. ONLINE

Origin (203), IDENTIFICATION/B. HPLC, COMPOSITION/Content of
Butylidenephthalides and Phenylpropanoids,
CONTAMINANTS/Articles of Botanical Origin (561), Limits of
Elemental Impurities, CONTAMINANTS/Articles of Botanical Origin
(561), Pesticide Residue Analysis, CONTAMINANTS/Articles of
Botanical Origin (561), Test for Aflatoxins,
CONTAMINANTS/Microbial Enumeration Tests (2021),
CONTAMINANTS/Absence of Specified Microorganisms (2022), Test
Procedures, Test for Absence of Salmonella Species and Test for
Absence of Escherichia coli, SPECIFIC TESTS/Botanical
Characteristics, SPECIFIC TESTS/Articles of Botanical Origin (561),
Methods of Analysis, Foreign Organic Matter, SPECIFIC
TESTS/Articles of Botanical Origin (561), Methods of Analysis,
Alcohol-Soluble Extractives, Method 1, SPECIFIC TESTS/Articles of
Botanical Origin (561), Methods of Analysis, Water-Soluble
Extractives, Method 2, SPECIFIC TESTS/Articles of Botanical Origin
(561), Methods of Analysis, Total Ash, SPECIFIC TESTS/Articles of
Botanical Origin (561), Methods of Analysis, Acid-Insoluble Ash,
SPECIFIC TESTS/Water Determination (921), Method II,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)

DEFINITION, IDENTIFICATION/A. HPTLC for Articles of Botanical
Origin (203), IDENTIFICATION/B. HPLC, COMPOSITION/Content of
Butylidenephthalides and Phenylpropanoids,
CONTAMINANTS/Articles of Botanical Origin (561), Limits of
Elemental Impurities, CONTAMINANTS/Articles of Botanical Origin
(561), Pesticide Residue Analysis, CONTAMINANTS/Articles of
Botanical Origin (561), Test for Aflatoxins,
CONTAMINANTS/Microbial Enumeration Tests (2021),
CONTAMINANTS/Absence of Specified Microorganisms (2022), Test
Procedures, Test for Absence of Salmonella Species and Test for
Absence of Escherichia coli, SPECIFIC TESTS/Botanical
Characteristics, SPECIFIC TESTS/Articles of Botanical Origin (561),
Methods of Analysis, Alcohol-Soluble Extractives, Method 1,
SPECIFIC TESTS/Articles of Botanical Origin (561), Methods of
Analysis, Water-Soluble Extractives, Method 2, SPECIFIC
TESTS/Articles of Botanical Origin (561), Methods of Analysis, Total
Ash, SPECIFIC TESTS/Articles of Botanical Origin (561), Methods of
Analysis, Acid-Insoluble Ash, SPECIFIC TESTS/Water Determination
(921), Method II, ADDITIONAL REQUIREMENTS/Packaging and
Storage, ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

Cuiying Ma

Cuiying Ma
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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

New SILER ROOT PF 46(5) Pg. ONLINE Reference Standards (11) Cuiying Ma

L/l LINLI AN, LN L LN ANy L R N O R I L VIR P LR P Y

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

New SILER ROOT DRY EXTRACT PF 46(5) Pg. ONLINE Reference Standards (11) Cuiying Ma
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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
New SILER ROOT POWDER PF 46(5) Pg. ONLINE Reference Standards (11) Cuiying Ma
CHILIMILCAL LINTURIPTIATLIVUIN, LT LINLTLIUIN, LULINTLNLICATLIVINS AL
Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Residue on
Ignition (281), IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Water Determination (921), Method I, Method Ia, SPECIFIC
TESTS/Optical Rotation (781S), Procedures, Specific Rotation,
SPECIFIC TESTS/Microbial Enumeration Tests (61) and Tests for
Specified Organisms (62), ADDITIONAL REQUIREMENTS/Packaging
and Storage, ADDITIONAL REQUIREMENTS/USP Reference
New SIROLIMUS PF 47(1) Pg. ONLINE Standards (11) Praveen Pabba
DEFLNLITIUN, IDENITLIFICATLIUN/A. DPECLIosCopIC Laernuiicauorn 1esws
(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 SIROLIMUS TABLETS PF 47(1) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Praveen Pabba
CHEMLCAL LINFURMALUN, DEFINLILUN, IDENILFLICATION/C.
Chromatographic Identity, ASSAY/Procedure, IMPURITIES/Organic
Revision =~ SODIUM PROPIONATE PF 46(6) Pg. ONLINE Impurities Peng Zhang
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Revision

SODIUM NITRITE PF 46(5) Pg. ONLINE

SODIUM NITRITE INJECTION PF 46(5) Pg. ONLINE

SOYBEAN PHOSPHATIDYLCHOLINE PF 46(6) 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

CHEMICAL INFORMATION, IDENTIFICATION/C., ASSAY/Procedure,
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) Donald Min
LDENILFICATIUN/L., ASSAY/Proceaure, 1IMPUKL I LES/LIMIT OT

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
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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 Peng Zhang
CHACNMLICAL INFURNMAITIUN, DEFLINLILIUN, IDENITIFLICATIUN/A.

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

Ignition (281), IMPURITIES/Organic Impurities, SPECIFIC

TESTS/Loss on Drying (731), ADDITIONAL

REQUIREMENTS/Packaging and Storage, ADDITIONAL

REQUIREMENTS/USP Reference Standards (11) Devarshi Narendra Thaker
LDENILFILATLIUN/B., ASSAY/Proceaure L, ASSAY/Proceaure Z,

ASSAY/Procedure 3, ASSAY/Procedure 6, ASSAY/Procedure 7,

ASSAY/Procedure 8, ASSAY/Procedure 10, PERFORMANCE

TESTS/Dissolution (711), IMPURITIES/Organic Impurities Andrea Carney
IDENILFICATION/A., IDENITLFICATION/A., IDENITLFLICATION/B.,

ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11) Ren-Hwa Yeh
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Revision
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New

TIAGABINE HYDROCHLORIDE TABLETS PF 46(5) Pg. ONLINE

TIOTROPIUM BROMIDE PF 47(1) Pg. ONLINE
IOBRAMYCIN AND FLUOROME ITHOLONE ACEIAITE OPHIHALMIC
SUSPENSION PF 46(5) Pg. ONLINE

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

DEFLNLILIUN, IDENITLIFICATIUN/A., IDENITLIFICAITLIUN/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)

CIEMLICAL INCURIPMIATLIVUN, EFLINLITIVUIN, LIUEINTLITLICATLIUIN/ AL
Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B., IDENTIFICATION/C. Identification
Tests—General (191), Chemical Identification Tests, Bromide,
ASSAY/Procedure, IMPURITIES/Residue on Ignition (281),
IMPURITIES/Organic Impurities, IMPURITIES/Limit of Tiotropium
Related Compound G and Tiotropium Related Compound H,
SPECIFIC TESTS/Water Determination (921), Method I, Method Ia,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

Entire document

CHEMLLAL LNFUKMATLUN, IDENITLFLLATLUN/A. SPECtroscopic
Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B. Spectroscopic Identification Tests (197),
Ultraviolet-Visible Spectroscopy: 197U, IDENTIFICATION/B.,
ASSAY/Procedure, IMPURITIES/Organic Impurities
LDENILFICATLIUN/A. UITraviolet ADSOrption, IUENILFICATLUN/A.,
IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE
TESTS/Dissolution (711), IMPURITIES/Organic Impurities,
ADDITIONAL REQUIREMENTS/Packaging and Storage
LDENILFLILATLIUN/A. SPECtroscopic Ldentrication 1ests (1Y7/),
Ultraviolet-Visible Spectroscopy, IDENTIFICATION/A.,
IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE
TESTS/Dissolution (711), IMPURITIES/Organic Impurities,
ADDITIONAL REQUIREMENTS/Packaging and Storage
UEFLNLILIUN, IDENILFICATLUN/B. Lnromatograpnic Laentity,
ASSAY/Procedure, ASSAY, IMPURITIES/Organic Impurities,
SPECIFIC TESTS/Specific Gravity (841), SPECIFIC TESTS/Refractive
Index (831), ADDITIONAL REQUIREMENTS/USP Reference
Standards (11)

DEFLINLILIUN, IDENITIFICATIUN/A., IDENITLIFICAITLIVUN/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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ULIPRISTAL ACETATE TABLETS PF 46(5) Pg. ONLINE

URSODIOL PF 46(1) Pg. ONLINE

URSODIOL CAPSULES PF 46(1) Pg. ONLINE

URSODIOL TABLETS PF 46(1) Pg. ONLINE

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

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

ZINC ACETATE PF 45(6) Pg. ONLINE

DEFLNLILIUN, IDENITLIFICATIUN/A., IDENITLIFICAITLIUN/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.Spectroscopic Identification Tests
(197), Infrared Spectroscopy: 197K or 197A, IDENTIFICATION/B.,
ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Melting Range or Temperature (741), ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)
LDENILFICATIUN/A., IDENITLFLLATLUN/B., ASSAY/Proceaure,
PERFORMANCE TESTS/Dissolution (711), IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11)
LDENILFLLATLUN/ I NIN-Layer Lnromatograpny, IWENILFICATIUN/A.,
IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE
TESTS/Dissolution (711), IMPURITIES/Organic Impurities,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards (11)

UEFLNLILUN, ASSAY/Proceaure, SPFECLFLL IESIS/PH (/91),
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Beyond-Use Date, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)

DETLINLILIUIN, IVENTLITICATLIVUN/ AL, IVENITLITLICATIVIN/ D,
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)
IDENILFICATLIUN/A. ldentrication |ests—General (191), Lhemical
Identification Tests, Zinc, ASSAY/Procedure, SPECIFIC
TESTS/Insoluble Matter, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)
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CHEMICAL INFORMATION, DEFINITION, IDENTIFICATION/A.
Identification Tests—General (191), Chemical Identification Tests,
Zinc, IDENTIFICATION/A., ASSAY/Procedure, IMPURITIES/Limit of
Ammonium Salts, IMPURITIES/Alkalies and Alkaline Earths,
Revision ~ ZINC CHLORIDE PF 46(6) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Michael Chang

IDENTIFICATION/A. Identification Tests—General (191), Chemical
Identification Tests, Zinc, IDENTIFICATION/A., ASSAY/Procedure,
Revision ~ ZINC SULFATE PF 46(2) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Michael Chang



