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Category Monograph Title Monograph Section Scientific Liaison

Applying to Standards, lests, Assays, and Other Specifications ot
the United States Pharmacopeia/2. OFFICIAL STATUS AND LEGAL

Revision GENERAL NOTICES TO USP-NF PF 46(2) Pg. ONLINE RECOGNITION) Jessica Simpson
A/Atazanavir Sulfate, D/Dapagliflozin Propanediol, T/Tiotropium
Revision DESCRIPTION AND SOLUBILITY PF 47(4) Pg. ONLINE Bromide, R/Rivaroxaban:, F/Fosamprenavir Calcium Shankari Shivaprasad
Revision <206> ALUMINUM PF 47(1) Pg. ONLINE Revision Kahkashan Zaidi
Revision <211> ARSENIC PF 47(1) Pg. ONLINE Revision Kahkashan Zaidi
Revision <241> IRON PF 47(1) Pg. ONLINE Revision Kahkashan Zaidi
Revision <251> LEAD PF 47(1) Pg. ONLINE Revision Kahkashan Zaidi
Revision <261> MERCURY PF 47(1) Pg. ONLINE Revision Kahkashan Zaidi
Revision <291> SELENIUM PF 47(1) Pg. ONLINE Revision Kahkashan Zaidi
<771> OPHTHALMIC PRODUCTS - QUALITY TESTS PF 47(3) Pg.
Revision ONLINE Revision Margareth Marques
Revision <781> OPTICAL ROTATION PF 47(3) Pg. ONLINE Revision Lucy Botros
<857> ULTRAVIOLET-VISIBLE SPECTROSCOPY PF 47(4) Pg.
Revision ONLINE Revision Lucy Botros
<1857> ULTRAVIOLET-VISIBLE SPECTROSCOPY - THEORY AND
Revision PRACTICE PF 47(4) Pg. ONLINE Revision Lucy Botros

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, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
New AMANTADINE HYDROCHLORIDE TABLETS PF 47(3) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Christine Hiemer

IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE
TESTS/Dissolution (711), PERFORMANCE TESTS/Uniformity of
Dosage Units (905), IMPURITIES/Organic Impurities, ADDITIONAL
Revision AMILORIDE HYDROCHLORIDE TABLETS PF 46(6) Pg. ONLINE REQUIREMENTS/Packaging and Storage Christine Hiemer



New

Revision

Revision

Revision

New

Revision

Revision

Revision

Revision

ARGATROBAN INJECTION PF 46(1) Pg. ONLINE
Cadmium Acetate PF 47(4) Pg. ONLINE

CANDESARTAN CILEXETIL PF 47(4) Pg. ONLINE

CANDESARTAN CILEXETIL TABLETS PF 47(4) Pg. ONLINE
CESIUM CARBONATE PF 47(3) Pg. ONLINE

CHLORDIAZEPOXIDE AND AMITRIPTYLINE HYDROCHLORIDE
TABLETS PF 45(6) Pg. ONLINE

CHLORDIAZEPOXIDE HYDROCHLORIDE CAPSULES PF 45(6) Pg.

ONLINE

CHOLINE BITARTRATE PF 47(1) Pg. ONLINE

CODEINE PF 47(3) Pg. ONLINE

ULCrLINLITIVUIN, IVENITLITICATLIUN/A., IVENITLITICAITLUIN/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)

Cadmium Acetate,

CHEMICAL INFORMATION, DEFINITION, IDENTIFICATION/A.
Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic
Impurities, SPECIFIC TESTS/Water Determination (921), Method I,

Method Ia, ADDITIONAL REQUIREMENTS/USP Reference Standards

(11)
ASSAY/Procedure, PERFORMANCE TESIS/Dissolution (/11),

IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP

Reference Standards (11)

Cesium Carbonate

DEFINITION, IDENTIFICATION/B., ASSAY/Procedure,
PERFORMANCE TESTS/Dissolution (711), IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11)
DEFINLIIUN, IDENITIFICATIUN/A., IDENITLIFICAITIUN/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)

DEFLINLILIUN, IDENITLIFICATLIUN/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
Standards (11)

CHEMICAL INFORMATION, DEFINITION, IDENTIFICATION/A.
Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B. Spectroscopic Identification Tests (197),
Ultraviolet-Visible Spectroscopy, IDENTIFICATION/B.,
ASSAY/Procedure, IMPURITIES/Organic Impurities,
IMPURITIES/Limit of Morphine, SPECIFIC TESTS/Melting Range or
Temperature (741), SPECIFIC TESTS/Readily Carbonizable
Substances Test (271), ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)

Christine Hiemer
Margareth Marques

Christine Hiemer

Christine Hiemer
Mingyan Chu

Shankari Shivaprasad

Shankari Shivaprasad

Fatkhulla Tadjimukhamedov

Christine Hiemer



Revision

New

Revision

COLISTIN SULFATE PF 47(4) Pg. ONLINE

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

CRANBERRY FRUIT JUICE PF 45(6) Pg. ONLINE

IDENTIFICATION/A. Procedure, IDENTIFICATION/A. Spectroscopic
Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/C. Liquid Chromatographic Identification Test,
IDENTIFICATION/C., ASSAY/Procedure, IMPURITIES/Organic
Impurities, SPECIFIC TESTS/Composition

DEFINITION, IDENTIFICATION/A. HPTLC for Articles of Botanical
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)

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)

Julie Zhang

Maria Monagas

Maria Monagas



New
New

Revision

Revision

Revision

Omission

Omission

Revision

Omission

Omission

Revision

CRANBERRY FRUIT JUICE CONCENTRATE PF 45(6) Pg. ONLINE
DEUTERATED ACETONE PF 47(3) Pg. ONLINE
Deuterochloroform PF 47(3) Pg. ONLINE

DIPHENHYDRAMINE HYDROCHLORIDE ORAL POWDER PF 47(3) Pg.
ONLINE

DOXYCYCLINE PF 46(3) Pg. ONLINE

EMEDASTINE OPHTHALMIC SOLUTION PF 47(4) Pg. ONLINE
EMEDASTINE DIFUMARATE PF 47(4) Pg. ONLINE

ENZACAMENE PF 47(3) Pg. ONLINE

ERYTHROMYCIN ETHYLSUCCINATE INJECTION PF 47(4) Pg. ONLINE
ERYTHROMYCIN ETHYLSUCCINATE ORAL SUSPENSION PF 47(4) Pg.
ONLINE

ETHIONAMIDE PF 47(3) Pg. ONLINE

DEFINITION, IDENTIFICATION/A. HPLC Profile of Organic Acids,
IDENTIFICATION/B. HPTLC for Articles of Botanical Origin (203),
IDENTIFICATION/C. HPLC Profile of Flavonoids,
COMPOSITION/Content of Dextrose and Fructose,
COMPOSITION/Content of Organic Acids, COMPOSITION/Content of
Proanthocyanidins, ADULTERANTS/Limit of Sorbitol and Sucrose,
SPECIFIC TESTS/Limit of Benzoic Acid, SPECIFIC TESTS/Refractive
Index (831), SPECIFIC TESTS/Nephelometry and Visual Comparison
(855), CONTAMINANTS/Botanical Extracts (565), Preparations,
General Pharmacopeial Requirements, Pesticide Residues,
CONTAMINANTS/Microbial Enumeration Tests (2021),
CONTAMINANTS/Absence of Specified Microorganisms (2022), Test
Procedures, Test for Absence of Salmonella Species and Test for
Absence of Escherichia coli, CONTAMINANTS/Articles of Botanical
Origin (561), Test for Aflatoxins, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP

Reference Standards (11) Maria Monagas

Mingyan Chu
Mingyan Chu

Deuterated Acetone

Deuterochloroform,

ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL

REQUIREMENTS/USP Reference Standards (11) Shankari Shivaprasad

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

Entire document Shankari Shivaprasad

Entire document Shankari Shivaprasad

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

Reference Standards (11) Christine Hiemer

Entire document Julie Zhang

Entire document
IMPURITIES/Selenium (291)

Julie Zhang
Christine Hiemer



New

New

Revision

New

New

Revision

Revision

Revision

Revision

Revision

ETRAVIRINE PF 47(3) Pg. ONLINE

ETRAVIRINE TABLETS PF 47(3) Pg. ONLINE
0.1 N Ferric Ammonium Sulfate VS PF 47(3) Pg. ONLINE

FETAL BOVINE SERUM, HEAT INACTIVATED PF 47(4) Pg. ONLINE

FISCHER'S MEDIUM PF 47(4) Pg. ONLINE
FISH OIL OMEGA-3 ACID ETHYL ESTERS CONCENTRATE PF 47(3)
Pg. ONLINE

FISH OIL CONTAINING OMEGA-3 ACIDS PF 47(3) Pg. ONLINE
FISH OIL CONTAINING OMEGA-3 ACIDS CAPSULES PF 47(3) Pg.
ONLINE

FISH OIL CONTAINING OMEGA-3 ACIDS DELAYED-RELEASE
CAPSULES PF 47(3) Pg. ONLINE

FLUTICASONE PROPIONATE PF 47(3) Pg. ONLINE

CHEMICAL INFORMATION, DEFINITION, IDENTIFICATION/A.
Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B., ASSAY/Procedure, ASSAY,
IMPURITIES/Residue on Ignition (281), IMPURITIES/Organic
Impurities, SPECIFIC TESTS/Water Determination (921), Method I,
Method Ia, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11)

DEFINITION, IDENTIFICATION/A. Spectroscopic Identification Tests

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

0.1 N Ferric Ammonium Sulfate VS

Fetal Bovine Serum, Heat Inactivated

Fischer's Medium

IMPURITIES/Limit of Dioxins, Furans, and Polychlorinated Biphenyls

(PCBs)

CONTAMINANTS/Limit of Dioxins, Furans, and Polychlorinated
Biphenyls

CONTAMINANTS/Limit of Dioxins, Furans, and Polychlorinated
Biphenyls

CONTAMINANTS/Limit of Dioxins, Furans, and Polychlorinated
Biphenyls

CHEMICAL INFORMATION, DEFINITION, IDENTIFICATION/A.
Spectroscopic Identification Tests (197), Infrared Spectroscopy,
ASSAY/Procedure, IMPURITIES/Organic Impurities,
IMPURITIES/Limit of Acetone, SPECIFIC TESTS/Optical Rotation
(781S), Procedures, Specific Rotation, SPECIFIC TESTS/Water
Determination (921), Method I, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11)

Christine Hiemer

Christine Hiemer
Margareth Marques

Margareth Marques
Margareth Marques

Fatkhulla Tadjimukhamedov
Natalia Davydova
Natalia Davydova

Natalia Davydova

Shankari Shivaprasad



New

Revision

New

Revision

Revision

Revision

Revision

Revision
Revision
New

New

FOSAMPRENAVIR CALCIUM PF 46(4) Pg. ONLINE

FUMARIC ACID PF 46(6) Pg. ONLINE
HORSE SERUM, HEAT INACTIVATED PF 47(4) Pg. ONLINE

INSULIN GLARGINE PF 46(5) Pg. ONLINE

INSULIN GLARGINE INJECTION PF 46(5) Pg. ONLINE
KRILL OIL PF 47(3) Pg. ONLINE
KRILL OIL CAPSULES PF 47(3) Pg. ONLINE

KRILL OIL DELAYED-RELEASE CAPSULES PF 47(3) Pg. ONLINE
L109 PF 47(4) Pg. ONLINE
L127 PF 47(3) Pg. ONLINE
L128 PF 47(4) Pg. ONLINE

CHEMICAL INFORMATION, DEFINITION, IDENTIFICATION/A.
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)

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

Horse Serum, Heat Inactivated

PRODUCT-RELATED SUBSTANCES AND IMPURITIES/Limit of High
Molecular Weight Proteins, PRODUCT-RELATED SUBSTANCES AND
IMPURITIES/Physicochemical Analytical Procedures for Insulins
(121.1), Limit of High Molecular Weight Proteins, SPECIFIC
TESTS/Bacterial Endotoxins Test (85), SPECIFIC TESTS/Microbial
Enumeration Tests (61) and Tests For Specified Microorganisms
(62), ADDITIONAL REQUIREMENTS/Labeling

PRODUCT-RELATED SUBSTANCES AND IMPURITIES/Limit of High
Molecular Weight Proteins, PRODUCT-RELATED SUBSTANCES AND
IMPURITIES/Physicochemical Analytical Procedures for Insulins
(121.1), Limit of High Molecular Weight Proteins, SPECIFIC
TESTS/Bacterial Endotoxins Test (85), ADDITIONAL
REQUIREMENTS/Labeling

CONTAMINANTS/Limit of Dioxins, Furans, and Polychlorinated
Biphenyls

CONTAMINANTS/Limit of Dioxins, Furans, and Polychlorinated
Biphenyls

CONTAMINANTS/Limit of Dioxins, Furans, and Polychlorinated
Biphenyls

L109

L127

L128

Christine Hiemer

Galina Holloway
Margareth Marques

LiJing

LiJing
Fatkhulla Tadjimukhamedov
Natalia Davydova

Natalia Davydova

Margareth Marques
Margareth Marques
Margareth Marques



New

Revision

New
Omission

Revision

Revision

Revision

New

Omission

Omission

Omission

Omission

LACTIPLANTIBACILLUS PLANTARUM PF 47(3) Pg. ONLINE

LATANOPROST PF 47(2) Pg. ONLINE

LIGILACTOBACILLUS SALIVARIUS PF 47(3) Pg. ONLINE
LIOTRIX TABLETS PF 47(4) Pg. ONLINE
MENTHOL PF 47(4) Pg. ONLINE

MOLINDONE HYDROCHLORIDE PF 47(4) Pg. ONLINE

NALOXONE HYDROCHLORIDE PF 46(2) Pg. ONLINE

NB2-11 CELL LINE PF 47(4) Pg. ONLINE

NEOMYCIN SULFATE AND DEXAMETHASONE SODIUM PHOSPHATE
CREAM PF 47(4) Pg. ONLINE

NEOMYCIN SULFATE AND FLURANDRENOLIDE CREAM PF 47(4) Pg.
ONLINE

NEOMYCIN SULFATE AND FLURANDRENOLIDE LOTION PF 47(4) Pg.

ONLINE
NEOMYCIN SULFATE AND HYDROCORTISONE ACETATE CREAM PF
47(4) Pg. ONLINE

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

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)

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

Entire document
ASSAY/Procedure, IMPURITIES/Related Compounds

IDENTIFICATION/B. Thin-Layer Chromatography, ASSAY/Procedure,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/pH (791),
ADDITIONAL REQUIREMENTS/USP Reference Standards (11)

CHEMICAL INFORMATION, DEFINITION, IDENTIFICATION/A.
Spectroscopic Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B., ASSAY/Procedure,
IMPURITIES/Noroxymorphone Hydrochloride [(—)-4,5a-Epoxy-3,14-
dihydroxymorphinan-6-one hydrochloride] and Other Impurities,
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11), IMPURITIES/Limit of Naloxone Related
Compound D

Nb2-11 Cell Line
Entire document
Entire document
Entire document

Entire document

Binu Koshy

Christine Hiemer

Binu Koshy
Christine Hiemer
Nam-Cheol Kim

Shankari Shivaprasad

Christine Hiemer
Margareth Marques

Julie Zhang
Julie Zhang
Julie Zhang

Julie Zhang



Omission

Omission

Omission

Omission

Revision

Revision

Revision

Revision

New

Revision

Revision

Revision

Revision

NEOMYCIN SULFATE AND HYDROCORTISONE ACETATE LOTION PF
47(4) Pg. ONLINE

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

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

NEOMYCIN AND POLYMYXIN B SULFATES, GRAMICIDIN, AND
HYDROCORTISONE ACETATE CREAM PF 47(4) Pg. ONLINE

NYSTATIN PF 47(1) Pg. ONLINE

OMEGA-3 ACIDS TRIGLYCERIDES PF 47(3) Pg. ONLINE
OMEGA-3 FREE FATTY ACIDS PF 47(3) Pg. ONLINE
OMEGA-3-ACIDS ETHYL ESTERS PF 47(3) Pg. ONLINE

POTASSIUM HEXAFLUOROPHOSPHATE PF 47(3) Pg. ONLINE

PRAMIPEXOLE DIHYDROCHLORIDE PF 46(1) Pg. ONLINE

PRIMIDONE TABLETS PF 47(1) Pg. ONLINE

PROPIONIC ACID PF 46(6) Pg. ONLINE

PROPRANOLOL HYDROCHLORIDE INJECTION PF 47(3) Pg. ONLINE

Entire document
Entire document

Entire document

Entire document

IDENILFLILATLIUN/A. SPectroscopic Llaenurication (19Y/), Lntrarea
Spectroscopy: 197K, IDENTIFICATION/B., SPECIFIC
TESTS/Suspendability (where packaged for use in the
extemporaneous preparation of oral suspensions), Chemical
Information

CONTAMINANTS/Limit of Dioxins, Furans, and Polychlorinated
Biphenyls (PCBs)

IMPURITIES/Limit of Dioxins, Furans, and Polychlorinated Biphenyls
(PCBs)

IMPURITIES/Limit of Dioxins, Furans, and Polychlorinated Biphenyls
(PCBs)

Potassium Hexafluorophosphate

DEFINLILON, ASSAY/Procedure, IMPURLILES/LImit of Pramipexole
Related Compound D, ADDITIONAL REQUIREMENTS/USP Reference
Standards (11)

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

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

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

Julie Zhang
Julie Zhang

Julie Zhang

Julie Zhang

Ying Han

Natalia Davydova

Fatkhulla Tadjimukhamedov
Fatkhulla Tadjimukhamedov

Margareth Marques

Shankari Shivaprasad

Shankari Shivaprasad

Peng Zhang

Christine Hiemer



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
New RIVAROXABAN PF 47(1) Pg. ONLINE Determination (921), Method I, Method Ic Christine Hiemer

CHEMICAL INFORMATION, IDENTIFICATION/A. Spectroscopic
Identification Tests (197), Infrared Spectroscopy,
IDENTIFICATION/B. Spectroscopic Identification Tests (197),
Ultraviolet-Visible Spectroscopy, IDENTIFICATION/B.,
ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL
Revision SAQUINAVIR MESYLATE PF 47(3) Pg. ONLINE REQUIREMENTS/USP Reference Standards (11) Christine Hiemer

DEFINITION, IDENTIFICATION/A. HPTLC for Articles of Botanical
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



New

New

Revision

Revision

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

SILER ROOT POWDER PF 46(5) Pg. ONLINE

SilicaGel Impregnated Glass Microfiber Sheet PF 47(4) Pg. ONLINE

SODIUM PROPIONATE PF 46(6) Pg. ONLINE

DEFINITION, IDENTIFICATION/A. HPTLC for Articles of Botanical
Origin (203), IDENTIFICATION/B. HPLC, COMPOSITION/Content of
Chromones, CONTAMINANTS/Articles of Botanical Origin (561),
Pesticide Residue Analysis, CONTAMINANTS/Articles of Botanical
Origin (561), Test for Aflatoxins, CONTAMINANTS/Microbial
Enumeration Tests (2021), CONTAMINANTS/Absence of Specified
Microorganisms (2022), Test Procedures, Test for Absence of
Salmonella Species and Test for Absence of Escherichia coli,
SPECIFIC TESTS/Articles of Botanical Origin (561), Methods of
Analysis, Total Ash, SPECIFIC TESTS/Loss on Drying (731),
SPECIFIC TESTS/Botanical Extracts (565), Preparations, General
Pharmacopeial Requirements, Residual Solvents, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP

Reference Standards (11) Cuiying Ma

DEFINITION, IDENTIFICATION/A. HPTLC for Articles of Botanical
Origin (203), IDENTIFICATION/B. HPLC, COMPOSITION/Content of
Chromones, CONTAMINANTS/Articles of Botanical Origin (561),
Limits of Elemental Impurities, CONTAMINANTS/Articles of Botanical
Origin (561), Pesticide Residue Analysis, CONTAMINANTS/Articles of
Botanical Origin (561), Test for Aflatoxins,
CONTAMINANTS/Microbial Enumeration Tests (2021),
CONTAMINANTS/Absence of Specified Microorganisms (2022), Test
Procedures, Test for Absence of Salmonella Species and Test for
Absence of Escherichia coli, SPECIFIC TESTS/A. Botanical
Characteristics, SPECIFIC TESTS/Articles of Botanical Origin (561),
Methods of Analysis, Alcohol-Soluble Extractives, Method 1,
SPECIFIC TESTS/Articles of Botanical Origin (561), Methods of
Analysis, Total Ash, SPECIFIC TESTS/Articles of Botanical Origin
(561), Methods of Analysis, Acid-Insoluble Ash, SPECIFIC
TESTS/Loss on Drying (731), ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards (11) Cuiying Ma
Silica Gel-Impregnated Glass Microfiber Sheet

CHEMICAL INFORMATION, DEFINLTION, IDENTIFICATION/C.
Chromatographic Identity, ASSAY/Procedure, IMPURITIES/Organic
Impurities

Margareth Marques

Peng Zhang



New

New

Revision

Revision

Revision

Revision

Revision

New

Revision
New

Revision
Revision

Revision

STREPTOCOCCUS THERMOPHILUS PF 47(3) Pg. ONLINE
0.1 N SULFURIC ACID VS PF 47(3) Pg. ONLINE

TAMSULOSIN HYDROCHLORIDE CAPSULES PF 46(3) Pg. ONLINE

0.1 N Tetrabutylammonium Hydroxide VS PF 47(4) Pg. ONLINE

0.1 N Tetrabutylammonium Hydroxide in Methanol/Isopropy! Alcohol

VS PF 47(4) Pg. ONLINE
0.1 M Tetramethylammonium Bromide VS PF 47(4) Pg. ONLINE

0.1 M Tetramethylammonium Chloride VS PF 47(4) Pg. ONLINE

TIOTROPIUM BROMIDE PF 47(1) Pg. ONLINE

TRICHLORMETHIAZIDE PF 47(3) Pg. ONLINE
TRIPHENYL PHOSPHATE PF 47(3) Pg. ONLINE
0.05 M Zinc Sulfate VS PF 47(4) Pg. ONLINE
0.1 M ZINC SULFATE VS PF 47(4) Pg. ONLINE
0.02 M ZINC SULFATE VS PF 47(4) Pg. ONLINE

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

0.1 N Sulfuric Acid VS

IDENTIFICATION/B., ASSAY/Procedure 1, ASSAY/Procedure 2,
ASSAY/Procedure 3, ASSAY/Procedure 6, ASSAY/Procedure 7,
ASSAY/Procedure 8, ASSAY/Procedure 10, PERFORMANCE
TESTS/Dissolution (711), IMPURITIES/Organic Impurities

0.1 N Tetrabutylammonium Hydroxide VS
0.1 N Tetrabutylammonium Hydroxide in Methanol::Isopropyl
Alcohol VS

0.1 M Tetramethylammonium Bromide VS

0.1 M Tetramethylammonium Chloride VS

CHEMICAL INFORMATION, DEFINITION, IDENTIFICATION/A.
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)

CHEMICAL INFORMATION, DEFINITION, IDENTIFICATION/A.
Spectroscopic Identification Tests (197), Infrared Spectroscopy,

IDENTIFICATION/B. Thin-Layer Chromatography, ASSAY/Procedure,
IMPURITIES/Selenium (291), ADDITIONAL REQUIREMENTS/USP

Reference Standards (11)
Triphenyl Phosphate
0.05 M Zinc Sulfate VS
0.1 M Zinc Sulfate VS
0.02 M Zinc Sulfate VS

Binu Koshy
Margareth Marques

Christine Hiemer
Mingyan Chu
Mingyan Chu
Mingyan Chu

Mingyan Chu

Shankari Shivaprasad

Christine Hiemer
Mingyan Chu
Mingyan Chu
Mingyan Chu
Mingyan Chu



Revision

Revision

ZINC ACETATE PF 45(6) Pg. ONLINE

ZINC SULFATE PF 46(2) Pg. ONLINE

IDENITLIFLICATLON/A. ldenurication |ests—General (191), Chemical

Identification Tests, Zinc, ASSAY/Procedure, SPECIFIC

TESTS/Insoluble Matter, ADDITIONAL REQUIREMENTS/USP

Reference Standards (11) Christine Hiemer

IDENTIFICATION/A. Identification Tests—General (191), Chemical
Identification Tests, Zinc, IDENTIFICATION/A., ASSAY/Procedure,
ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Christine Hiemer



