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{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, {Bulking Agent} Polyethylene Glycol, {Bulking
Agent} Polyethylene Glycol 3350, {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,
EXCIPIENTS (USP and NF), LISTED BY CATEGORY PF 46(1) Pg. {Emulsifying Agent} Ammonium Glycyrrhizate, {Emulsifying Agent}
Revision ONLINE Butyl Palmitostearat, {Emulsifying Agent} Butyl Stearate, Galina Holloway



Revision

Revision

Revision

Revision

Revision

DESCRIPTION AND SOLUBILITY PF 46(1) Pg. ONLINE

<87> BIOLOGICAL REACTIVITY TESTS, IN VITRO PF 47(4) Pg.
ONLINE

<88> BIOLOGICAL REACTIVITY TESTS, IN VIVO PF 47(4) Pg.
ONLINE

<831> REFRACTIVE INDEX PF 47(3) Pg. ONLINE

<1031> IHE BIOCOMPAIIBILLI1Y OF MAIERIALS USED IN DRUG
CONTAINERS, MEDICAL DEVICES, AND IMPLANTS PF 47(4) Pg.
ONLINE

Y R T R R B O O B LT L P Y R T L RO R R O O L R R O R RV I LTt S LU R TR U RV N S T T

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 Qil,
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/Edetate Disodium, 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, H/Hydroxypropyl Betadex, Galina Holloway
Revision Desmond Hunt
Revision Desmond Hunt
Revision Lucy Botros

Revision Desmond Hunt



<1032> DESIGN AND DEVELOPMENT OF BIOLOGICAL ASSAYS PF
Revision 46(4) Pg. ONLINE Revision Steven Walfish

INTRODUCTION, RADIOPHARMACEUTICALS/Functional Category:
Free Radical Scavenger, INTRODUCTION, WETTING AND::OR

Revision <1059> EXCIPIENT PERFORMANCE PF 46(1) Pg. ONLINE SOLUBILIZING AGENT/Additional Information Galina Holloway
ABACAVIR, LAMIVUDINE AND ZIDOVUDINE TABLETS PF 47(3) Pg. IDENTIFICATION/A., IDENTIFICATION/B., PERFORMANCE
Revision ONLINE TESTS/Dissolution (711), IMPURITIES/Organic Impurities Christine Hiemer

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, 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

New

Revision

Revision

Revision
Omission

Omission

AJOWAN FRUIT POWDER PF 46(5) Pg. ONLINE

ARGATROBAN INJECTION PF 46(1) Pg. ONLINE

CEFADROXIL CAPSULES PF 45(6) Pg. ONLINE

CHLORAMBUCIL PF 46(1) Pg. ONLINE

CHLORAMBUCIL TABLETS PF 46(1) Pg. ONLINE
CHLORPROPAMIDE PF 46(5) Pg. ONLINE
CHLORPROPAMIDE TABLETS PF 46(5) 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)

SPECIFIC TESTS/Osmolality and Osmolarity (785), Osmolality
IDENITIFICATION/B., ASSAY/Procedure, PERFORMANCE
TESTS/Dissolution (711), IMPURITIES/Organic Impurities,
ADDITIONAL REQUIREMENTS/Packaging and Storage

DEFINITION, IDENTIFICATION/A. Spectroscopic Identification Tests
(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)

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

Entire document

Entire document

Nam-Cheol Kim

Christine Hiemer

Christine Hiemer

Christine Hiemer

Christine Hiemer
Christine Hiemer
Christine Hiemer



DEFINITION, IDENTIFICATION/A. HPTLC for Articles of Botanical
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

IDENTIFICATION/A. Thin-Layer Chromatography,
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) Shankari Shivaprasad

CHEMICAL INFORMATION, DEFINITION, IDENTIFICATION/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
New DROMETRIZOLE TRISILOXANE PF 45(2) Pg. ONLINE Standards (11) Christine Hiemer

DEFINITION, IDENTIFICATION/A., 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
New ESMOLOL HYDROCHLORIDE INJECTION PF 46(3) Pg. ONLINE Reference Standards (11) Christine Hiemer



Revision

Revision

Revision

Revision

Omission

Revision

Omission

Omission

New

Omission

ETHOSUXIMIDE CAPSULES PF 47(1) Pg. ONLINE

FLUOROURACIL TOPICAL SOLUTION PF 45(6) Pg. ONLINE

FLUTICASONE PROPIONATE CREAM PF 45(6) Pg. ONLINE

FLUTICASONE PROPIONATE OINTMENT PF 46(1) Pg. ONLINE
GENTIAN VIOLET CREAM PF 46(6) Pg. ONLINE

GUANABENZ ACETATE PF 45(6) Pg. ONLINE

HYDROCORTISONE SODIUM PHOSPHATE PF 45(6) Pg. ONLINE

HYDROCORTISONE SODIUM PHOSPHATE INJECTION PF 45(6) Pg.

ONLINE

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

IDENTIFICATION/A. Spectroscopic Identification Tests (197),
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/Procedure, IMPURLILES/Urganic I mpurities, SPECLFLC
TESTS/Microbial Enumeration Tests (61) and Tests for Specified
Microorganisms (62), ADDITIONAL REQUIREMENTS/USP Reference

Standards (11) Christine Hiemer

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)

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)

Entire document Christine Hiemer

DEFINITION, IDENTIFICATION/A. Spectroscopic 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 REQUIREMENTS/Packaging and
Storage Christine Hiemer

Entire document

Entire document

DEFINITION, IDENTIFICATION/A. Spectroscopic Identification Tests
(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

Christine Hiemer
Christine Hiemer

Shankari Shivaprasad

Shankari Shivaprasad

Shankari Shivaprasad

Shankari Shivaprasad

Shankari Shivaprasad



Omission

Omission

Omission

Omission

New

Revision

Revision

Revision

METHYCLOTHIAZIDE TABLETS PF 46(5) Pg. ONLINE
NEOMYCIN SULFATE AND DEXAMETHASONE SODIUM PHOSPHATE
OPHTHALMIC SOLUTION PF 47(4) Pg. ONLINE

NEOMYCIN AND POLYMYXIN B SULFATES AND LIDOCAINE CREAM
PF 47(4) Pg. ONLINE

NEOMYCIN AND POLYMYXIN B SULFATES AND PREDNISOLONE
ACETATE OPHTHALMIC SUSPENSION PF 47(4) Pg. ONLINE

NEPAFENAC OPHTHALMIC SUSPENSION PF 46(6) Pg. ONLINE

OLEYL OLEATE PF 47(1) Pg. ONLINE

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

PHENYTOIN SODIUM INJECTION PF 46(5) Pg. ONLINE

Entire document

Entire document

Entire document

Entire document

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

DEFINITION, IDENTIFICATION/B. Chromatographic Identification,
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 Oils (401), Procedures, Iodine Value, SPECIFIC TESTS/Fats
and Fixed QOils (401), Procedures, Saponification Value, SPECIFIC
TESTS/Refractive Index (831), ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)

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)

IDENTIFICATION/A. Identification Tests (197), Infrared
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)

Christine Hiemer

Julie Zhang

Julie Zhang

Julie Zhang

Christine Hiemer

Devendra Vasant Chavan

Christine Hiemer

Shankari Shivaprasad



CHEMICAL INFORMATION, DEFINITION, IDENTIFICATION/A.
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) Christine Hiemer

IDENTIFICATION/A. Spectroscopic Identification Tests (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) Christine Hiemer

IDENTIFICATION/A., ASSAY/Procedure, IMPURITIES/Organic
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) Christine Hiemer

IDENTIFICATION/A., ASSAY/Procedure, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage,
Revision RANITIDINE TABLETS PF 45(6) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Christine Hiemer
DEFLINLIIUN, IDENITLIFICATIVUN/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
New ROFLUMILAST TABLETS PF 46(5) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Shankari Shivaprasad

Omission SAQUINAVIR CAPSULES PF 47(4) Pg. ONLINE Entire document Christine Hiemer

DEFINITION, IDENTIFICATION/A. Spectroscopic Identification Tests
(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) Christine Hiemer

IDENTIFICATION/A., IDENTIFICATION/A., IDENTIFICATION/B.,
TETRACAINE HYDROCHLORIDE OPHTHALMIC SOLUTION PF 45(6) ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL
Revision Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Shankari Shivaprasad



Omission

Revision

Revision

Revision

Revision

Revision

TOBRAMYCIN AND FLUOROMETHOLONE ACETATE OPHTHALMIC

SUSPENSION PF 46(5) Pg. ONLINE

TOLMETIN SODIUM CAPSULES PF 46(5) Pg. ONLINE

TOLMETIN SODIUM 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

Entire document Christine Hiemer

IDENTIFICATION/A. Ultraviolet Absorption, IDENTIFICATION/A.,

IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE

TESTS/Dissolution (711), IMPURITIES/Organic Impurities,

ADDITIONAL REQUIREMENTS/Packaging and Storage Christine Hiemer

IDENTIFICATION/A. Spectroscopic Identification Tests (197),

Ultraviolet-Visible Spectroscopy, IDENTIFICATION/A.,

IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE

TESTS/Dissolution (711), IMPURITIES/Organic Impurities,

ADDITIONAL REQUIREMENTS/Packaging and Storage Christine Hiemer

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) Christine Hiemer

IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure,

PERFORMANCE TESTS/Dissolution (711), IMPURITIES/Organic

Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage,

ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Christine Hiemer

IDENTIFICATION/Thin-Layer Chromatography, IDENTIFICATION/A.,
IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE

TESTS/Dissolution (711), IMPURITIES/Organic Impurities,

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



