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Category Monograph Title Monograph Section Scientific Liaison
{Emulsifying Agent} Sodium Oleate, {pH Modifier (Acidifying Agent::Alkalizing

Revision EXCIPIENTS (USP and NF), LISTED BY CATEGORY PF 45(5) Pg. ONLINE Agent::Buffering Agent)} Sodium Oleate Sanjeeva Yarkala
Climbazole, Nebivolol Hydrochloride, R/Rivaroxaban:, E/Etoposide Phosphate:,

Revision DESCRIPTION AND SOLUBILITY PF 43(4) Pg. ONLINE S/Sodium Oleate Sujatha Ramakrishna

Revision <781> OPTICAL ROTATION PF 46(3) Pg. ONLINE Revision Lucy Botros

Revision <831> REFRACTIVE INDEX PF 46(4) Pg. ONLINE Revision Lucy Botros

Revision Alcohol, 70 Percent, 80 Percent, and 90 Percent PF 45(5) Pg. ONLINE Alcohol, 70 Percent, 80 Percent, and 90 Percent Margareth Marques

Title, DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B., ASSAY,
ASSAY/Procedure, PERFORMANCE TESTS, PERFORMANCE TESTS/Dissolution <711>,
PERFORMANCE TESTS/Uniformity of Dosage Units <905>, IMPURITIES/Atovaquone
Related Impurities, IMPURITIES/Proguanil Related Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Atovaquone RS, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Atovaquone Related Compound A RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Proguanil Hydrochloride RS,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Proguanil Related
New ATOVAQUONE AND PROGUANIL HYDROCHLORIDE TABLETS PF 44(5) Pg. ONLINE Compound G RS Shankari Shivaprasad

Title, DEFINITION/Introduction, IDENTIFICATION/A. HPTLC for Articles of Botanical
Origin <203>, IDENTIFICATION/B. HPLC, COMPOSITION/Content of Marmelosin,
CONTAMINANTS/Articles of Botanical Origin <561>, Limits of Elemental Impurities,
CONTAMINANTS/Articles of Botanical Origin <561>, Pesticide Residue Analysis,
CONTAMINANTS/Microbial Enumeration Tests <2021>, CONTAMINANTS/Absence of
Specified Microorganisms <2022>, Test Procedures, Test for Absence of Salmonella
Species and Test for Absence of Escherichia coli, SPECIFIC TESTS/Limit of Aegeline,
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/Loss on Drying <731>, 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>/USP Aegle marmelos Fruit Dry Extract RS, ADDITIONAL REQUIREMENTS/USP
New BAEL TREE FRUIT PF 44(5) Pg. ONLINE Reference Standards <11>/USP Marmelosin RS Nam-Cheol Kim



New

New

Omission
Omission
Omission

Omission

Revision

New

Omission
Omission
Omission

Omission

BAEL TREE FRUIT DRY EXTRACT PF 44(5) Pg. ONLINE

BAEL TREE FRUIT POWDER PF 44(5) Pg. ONLINE
BELLADONNA LEAF PF 44(3) Pg. ONLINE
BELLADONNA EXTRACT PF 44(3) Pg. ONLINE
BELLADONNA EXTRACT TABLETS PF 44(3) Pg. ONLINE
BELLADONNA TINCTURE PF 44(3) Pg. ONLINE

BUTORPHANOL TARTRATE NASAL SPRAY PF 46(2) Pg. ONLINE

CETIRIZINE HYDROCHLORIDE CAPSULES PF 44(6) Pg. ONLINE
DIGITALIS PF 44(3) Pg. ONLINE

POWDERED DIGITALIS PF 44(3) Pg. ONLINE

DIGITALIS CAPSULES PF 44(3) Pg. ONLINE

DIGITALIS TABLETS PF 44(3) Pg. ONLINE

Title, DEFINITION/Introduction, IDENTIFICATION/A. HPTLC for Articles of Botanical
Origin <203>, IDENTIFICATION/B. HPLC, COMPOSITION/Content of Marmelosin,
CONTAMINANTS/Articles of Botanical Origin <561>, Limits of Elemental Impurities,
CONTAMINANTS/Articles of Botanical Origin <561>, Pesticide Residue Analysis,
CONTAMINANTS/Microbial Enumeration Tests <2021>, CONTAMINANTS/Absence of
Specified Microorganisms <2022>, Test Procedures, Test for Absence of Salmonella
Species and Test for Absence of Escherichia coli, SPECIFIC TESTS/Limit of Aegeline,
SPECIFIC TESTS/Loss on Drying <731>, ADDITIONAL REQUIREMENTS/Packaging and
Storage, ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Aegle marmelos Fruit Dry Extract RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Marmelosin RS

Title, DEFINITION/Introduction, IDENTIFICATION/A. HPTLC for Articles of Botanical
Origin <203>, IDENTIFICATION/B. HPLC, COMPOSITION/Content of Marmelosin,
CONTAMINANTS/Articles of Botanical Origin <561>, Limits of Elemental Impurities,
CONTAMINANTS/Articles of Botanical Origin <561>, Pesticide Residue Analysis,
CONTAMINANTS/Microbial Enumeration Tests <2021>, CONTAMINANTS/Absence of
Specified Microorganisms <2022>, Test Procedures, Test for Absence of Salmonella
Species and Test for Absence of Escherichia coli, SPECIFIC TESTS/Limit of Aegeline,
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/Loss on Drying <731>, 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>/USP Aegle marmelos Fruit Dry Extract RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Marmelosin RS

Entire document
Entire document
Entire document

Entire document

IDENTIFICATION/B. Thin-Layer Chromatographic Identification Test (201),
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage

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

Entire document
Entire document
Entire document

Entire document

Nam-Cheol Kim

Nam-Cheol Kim
Nam-Cheol Kim
Nam-Cheol Kim
Nam-Cheol Kim
Nam-Cheol Kim

Wei Yang

Richard Nguyen
Nam-Cheol Kim
Nam-Cheol Kim
Nam-Cheol Kim
Nam-Cheol Kim



Revision

New

Revision

Revision

Revision

Revision

Revision

Revision

EPINEPHRINE INJECTION PF 44(6) Pg. ONLINE

FEXOFENADINE HYDROCHLORIDE ORALLY DISINTEGRATING TABLETS PF 44(6) Pg.

ONLINE

FLUPHENAZINE HYDROCHLORIDE PF 44(6) Pg. ONLINE

FLUPHENAZINE HYDROCHLORIDE ELIXIR PF 44(6) Pg. ONLINE

FLUPHENAZINE HYDROCHLORIDE INJECTION PF 44(6) Pg. ONLINE

FLUPHENAZINE HYDROCHLORIDE ORAL SOLUTION PF 44(6) Pg. ONLINE

FLUPHENAZINE HYDROCHLORIDE TABLETS PF 44(6) Pg. ONLINE

HYDROCORTISONE CREAM PF 44(6) Pg. ONLINE

IDENTIFICATION/A., ASSAY/Procedure, IMPURITIES/Enantiomeric Purity, SPECIFIC
TESTS/Particulate Matter in Injections <788>, SPECIFIC TESTS/Sterility Tests <71>,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Dopamine Hydrochloride RS,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Epinephrine RS,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Racepinephrine
Hydrochloride RS

Title, DEFINITION/Introduction, IDENTIFICATION/A. Spectroscopic Identification Tests
<197>, Infrared Spectroscopy, IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE
TESTS/Disintegration <701>, PERFORMANCE TESTS/Dissolution <711>,
PERFORMANCE TESTS/Uniformity of Dosage Units <905>, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Fexofenadine Hydrochloride RS,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Fexofenadine
Related Compound A RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Fexofenadine Related Compound B RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Fexofenadine Related Compound C RS
1IDENILFICATLUN/LINTraread ADSOrption <19Y/K>, IDENILFICATIUN/B. Ultraviolet
Absorption <197U>, IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Ordinary
Impurities <466>, IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Fluphenazine Related Compound A RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Fluphenazine Related Compound
B RS

IDENILFICATLUN/A, Ihin-Layer Lhromatograpny, LDENILFICATION/A.,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Fluphenazine Related Compound
A RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Fluphenazine
Related Compound B RS

IDENILFICATIUN/A, ININ-Layer Lnromatograpny, LWENILFLICATIUN/A.,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Fluphenazine Related Compound A RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Fluphenazine Related Compound
B RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Methylparaben RS

IDENILFICATLUN/A, Ihin-Layer Lhromatograpny, LDENILFICATION/A.,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Fluphenazine Related Compound A RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Fluphenazine Related Compound
B RS

IDENTIFICATION/A. 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>/USP Fluphenazine
Related Compound A RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Fluphenazine Related Compound B RS

IDENTIFICATION/A. Thin-Layer Chromatographic Identification Test <201>,
IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic
Impurities, SPECIFIC TESTS/Microbial Enumeration Tests <61> and Tests for Specified
Microorganisms <62>, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Prednisolone RS

Gerald Hsu

Richard Nguyen

Heather Joyce

Heather Joyce

Heather Joyce

Heather Joyce

Heather Joyce

Gerald Hsu



IDENTIFICATION/A. Thin-Layer Chromatographic Identification Test (201),
IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic
Impurities, SPECIFIC TESTS/Microbial Enumeration Tests (61) and Tests for Specified
Microorganisms (62):, ADDITIONAL REQUIREMENTS/Packaging and Storage:,
Revision HYDROCORTISONE LOTION PF 45(3) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Gerald Hsu

IDENTIFICATION/A. Thin-Layer Chromatographic Identification Test <201>,
IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic
Impurities, SPECIFIC TESTS/Microbial Enumeration Tests <61> and Tests for Specified
Microorganisms <62>, ADDITIONAL REQUIREMENTS/Packaging and Storage,
Revision HYDROCORTISONE OINTMENT PF 44(6) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Prednisolone RS Gerald Hsu

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

New MEMANTINE HYDROCHLORIDE EXTENDED RELEASE CAPSULES PF 44(6) Pg. ONLINE <11>/USP Memantine Related Compound I RS Mary Koleck

IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic
Impurities, SPECIFIC TESTS/Microbial Enumeration Tests (61) and Tests for Specified
Microorganisms (62):, ADDITIONAL REQUIREMENTS/Packaging and Storage:,
Revision MUPIROCIN CREAM PF 45(3) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Slavica Shane

Title, Chemical Info/Chemical Structure, Chemical Info/C22H25F2NO4-HCI, Chemical
Info/441.90, Chemical Info/2H-1-Benzopyran-2-methanol, &alpha;,&alpha;&prime;-
[iminobis(methylene)]bis[6-fluoro-3,4-dihydro]-, hydrochloride,
(&alpha;R,&alpha;&prime;R,2R,2&prime;S)-rel-;, Chemical Info/(1RS,1&prime;RS)-
1,1&prime;-[(2RS,2&prime;SR)-Bis(6-fluoro-3,4-dihydro-2H-1-benzopyran-2-yl)]-
2,2&prime;-iminodiethanol hydrochloride, Chemical Info/CAS,
DEFINITION/Introduction, IDENTIFICATION/A. 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,
IMPURITIES/Stereoisomeric Purity, IMPURITIES/Content of Nebivolol Related Compound
C and Nebivolol Related Compound D (if present), SPECIFIC TESTS/Water
Determination <921>, Method I, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Nebivolol
Hydrochloride RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Nebivolol Related Compound A RS, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Nebivolol Related Compound C RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Nebivolol Related Compound D
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Nebivolol
Related Compound E RS, ADDITIONAL REQUIREMENTS/USP Reference Standards

New NEBIVOLOL HYDROCHLORIDE PF 44(6) Pg. ONLINE <11>/USP Nebivolol Stereoisomers Mixture RS Donald Min



Chemical Info/Chemical NameChemical Info/Chemical StructureChemical Info/CAS,
DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B.,
IDENTIFICATION/C., SPECIFIC TESTS/Composition of Neomycin Sulfate, SPECIFIC
TESTS/Sterility Tests <71>, SPECIFIC TESTS/Bacterial Endotoxins Test <85>,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Neomycin A RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Neomycin B RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Neomycin Sulfate System

Revision NEOMYCIN SULFATE PF 44(6) Pg. ONLINE Suitability Mixture RS Julie Zhang
Omission OXTRIPHYLLINE PF 46(4) Pg. ONLINE Entire document Ren-Hwa Yeh

Chemical lnfo/Lhemical Structure, Lhemical INfo/4U2.484U2.4Y,
IDENTIFICATION/Infrared Absorption <197K>, IDENTIFICATION/B. Ultraviolet
Absorption <197U>, IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Hydrocortisone Acetate RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
Revision PREDNISOLONE ACETATE PF 44(6) Pg. ONLINE <11>/USP Prednisolone RS Ren-Hwa Yeh

IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Hydrocortisone Acetate RS,
Revision PREDNISOLONE ACETATE OPHTHALMIC SUSPENSION PF 44(6) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Prednisolone RS Ren-Hwa Yeh

Omission RACEPINEPHRINE PF 46(4) Pg. ONLINE Entire document Gerald Hsu

IDENTIFICATION/A. Selenium, IDENTIFICATION/B. Sulfur, ASSAY/Procedure,
IMPURITIES/Soluble Selenium Compounds, ADDITIONAL REQUIREMENTS/Packaging
Revision SELENIUM SULFIDE PF 44(6) Pg. ONLINE and Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards <11> Michael Chang

CHEMICAL INFORMATION, DEFINITION, IDENTIFICATION/A., IDENTIFICATION/B.
Identification Tests—General (191), Chemical Identification Tests, Sodium,
ASSAY/Procedure 1: Sodium Oleate Content, ASSAY/Procedure 2: Sodium Content,
OTHER COMPONENTS/dI-a-Tocopherol Content, SPECIFIC TESTS/Composition of Fatty
Acids, SPECIFIC TESTS/Fats and Fixed Oils (401), Procedures, Peroxide Value, SPECIFIC
TESTS/Loss on Drying (731), SPECIFIC TESTS/Microbial Enumeration Tests (61) and
Tests for Specified Microorganisms (62), SPECIFIC TESTS/Bacterial Endotoxins Test
(85), SPECIFIC TESTS/pH (791), ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP Reference
New SODIUM OLEATE PF 45(5) Pg. ONLINE Standards (11) Sanjeeva Yarkala

Title, Chemical Info/Chemical Structure, Chemical Info/C23H28F2N604S, Chemical
Info/522.57, Chemical Info/1,2-Cyclopentanediol, 3-[7-[[(1R,2S)-2-(3,4-
difluorophenyl)cyclopropyl]amino]-5-(propylthio)-3H-1,2,3-triazolo[4,5-d]pyrimidin-3-
yl]-5-(2-hydroxyethoxy)-, (15,2S,3R,5S)-;, Chemical Info/(1S,2S,3R,5S)-3-{7-[(1R,2S)
2-(3,4-Difluorophenyl)cyclopropylamino]-5-(propylthio)-3H-[1,2,3]triazolo[4,5-
d]pyrimidin-3-yl}-5-(2-hydroxyethoxy)cyclopentane-1,2-diol, Chemical Info/CAS,
DEFINITION/Introduction, IDENTIFICATION/A. Spectroscopic Identification Tests
<197>, Infrared Spectroscopy, IDENTIFICATION/B., ASSAY/Procedure,
IMPURITIES/Residue on Ignition <281>, IMPURITIES/Limit of Ticagrelor Related
Compound A (if present), IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage Requirements <659>, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Ticagrelor RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Ticagrelor Related Compound A
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Ticagrelor
Related Compound B RS, ADDITIONAL REQUIREMENTS/USP Reference Standards

New TICAGRELOR PF 44(6) Pg. ONLINE <11>/ Donald Min



Omission TRICHLOROMONOFLUOROMETHANE PF 46(3) Pg. ONLINE Entire document Ren-Hwa Yeh

DEFINITION, IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure,
PERFORMANCE TESTS/Dissolution (711), PERFORMANCE TESTS/Uniformity of Dosage
Units (905), IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/Packaging
New VARDENAFIL TABLETS PF 46(2) Pg. ONLINE and Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards (11) Ren-Hwa Yeh

Title, DEFINITION/Introduction, IDENTIFICATION/A. Spectroscopic Identification Tests
<197K>, 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 REQUIREMENTS/USP Reference Standards <11>/USP
New VENLAFAXINE EXTENDED-RELEASE TABLETS PF 44(6) Pg. ONLINE Venlafaxine Hydrochloride RS Nicholas Garito Jr.



