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Category Monograph Title Monograph Section Scientific Liaison

Revision

<3> TOPICAL AND TRANSDERMAL DRUG PRODUCTS - PRODUCT 

QUALITY TESTS PF 46(6) Pg. ONLINE Revision Margareth Marques
Revision DESCRIPTION AND SOLUBILITY PF 46(4) Pg. ONLINE E/Erlotinib Hydrochloride Jane Li

Revision

<789> SUBVISIBLE PARTICULATE MATTER IN OPHTHALMIC 

SOLUTIONS PF 47(3) Pg. ONLINE Revision Desmond Hunt
New <1212> PROBE TACK TEST PF 46(6) Pg. ONLINE New Margareth Marques

Revision AMCINONIDE PF 46(2) Pg. ONLINE

ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL 

REQUIREMENTS/USP Reference Standards 〈11〉 Shankari Shivaprasad

Revision AMCINONIDE CREAM PF 46(2) Pg. ONLINE

IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic 

Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards 

〈11〉 Shankari Shivaprasad

Revision BECLOMETHASONE DIPROPIONATE PF 46(2) Pg. ONLINE

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, 

ADDITIONAL REQUIREMENTS/USP Reference Standards 〈11〉 Shankari Shivaprasad

Revision CEFPODOXIME PROXETIL PF 47(1) Pg. ONLINE

CHEMICAL INFORMATION, IDENTIFICATION/B. Spectroscopic 

Identification Tests 〈197〉, Ultraviolet-Visible Spectroscopy, 

IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic 

Impurities Christine Hiemer

Revision

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

ONLINE

IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE 

TESTS/Dissolution 〈711〉, IMPURITIES/Organic Impurities, 

ADDITIONAL REQUIREMENTS/Packaging and Storage Christine Hiemer

Revision CEFPODOXIME PROXETIL TABLETS PF 47(1) Pg. ONLINE

IDENTIFICATION/B., PERFORMANCE TESTS/Dissolution 〈711〉, 

ADDITIONAL REQUIREMENTS/Packaging and Storage, 

ASSAY/Procedure, IMPURITIES/Organic Impurities Christine Hiemer

New

CETIRIZINE HYDROCHLORIDE CHEWABLE TABLETS PF 46(4) Pg. 

ONLINE

DEFINITION, 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/Labeling, ADDITIONAL 

REQUIREMENTS/USP Reference Standards 〈11〉 Shankari Shivaprasad

Revision CLARITHROMYCIN TABLETS PF 46(2) Pg. ONLINE

IDENTIFICATION/B. Spectroscopic Identification Tests 〈197〉, 

Infrared Spectroscopy, ASSAY/Procedure, PERFORMANCE 

TESTS/Dissolution 〈711〉, IMPURITIES/Organic Impurities, 

ADDITIONAL REQUIREMENTS/USP Reference Standards 〈11〉 Christine Hiemer
Revision DEXTRAN 40 PF 47(5) Pg. ONLINE Revision Rebecca Potts
Revision DEXTRAN 70 PF 47(6) Pg. ONLINE New Rebecca Potts
Omission DIPIVEFRIN HYDROCHLORIDE PF 46(6) Pg. ONLINE Entire document Christine Hiemer

Revision

ENALAPRIL MALEATE AND HYDROCHLOROTHIAZIDE TABLETS PF 

46(2) Pg. ONLINE

IDENTIFICATION/A., IDENTIFICATION/B., 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〉 Christine Hiemer

New ERLOTINIB TABLETS PF 46(2) Pg. ONLINE

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

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〉 Christine Hiemer

New ERLOTINIB HYDROCHLORIDE PF 46(2) Pg. ONLINE

CHEMICAL INFORMATION, DEFINITION, 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, SPECIFIC TESTS/Water 

Determination 〈921〉, Method I, ADDITIONAL 

REQUIREMENTS/Packaging and Storage, ADDITIONAL 

REQUIREMENTS/USP Reference Standards 〈11〉 Christine Hiemer

Revision LIQUID GLUCOSE PF 47(1) Pg. ONLINE

DEFINITION, IDENTIFICATION/A., ADDITIONAL 

REQUIREMENTS/USP Reference Standards 〈11〉, ASSAY/Reducing 

Sugars (Dextrose Equivalent) SanthiKumar Saladi

Revision ISONIAZID TABLETS PF 46(2) Pg. ONLINE

IDENTIFICATION/B. Spectroscopic Identification Tests 〈197〉, 

Ultraviolet-Visible Spectroscopy, ASSAY/Procedure, PERFORMANCE 

TESTS/Dissolution 〈711〉, PERFORMANCE TESTS/Uniformity of 

Dosage Units 〈905〉, IMPURITIES/Organic Impurities, ADDITIONAL 

REQUIREMENTS/Packaging and Storage Christine Hiemer
Revision MALTODEXTRIN PF 46(6) Pg. ONLINE IDENTIFICATION/A. Identity by Dextrose Equivalent SanthiKumar Saladi

Revision NAFCILLIN INJECTION PF 47(1) Pg. ONLINE

IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic 

Impurities, SPECIFIC TESTS/Bacterial Endotoxins Test 〈85〉, 

SPECIFIC TESTS/Sterility Tests 〈71〉, ADDITIONAL 

REQUIREMENTS/USP Reference Standards 〈11〉 Christine Hiemer
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Revision NAFCILLIN FOR INJECTION PF 46(2) Pg. ONLINE

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

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〉 Christine Hiemer

Revision NAFCILLIN SODIUM PF 46(2) Pg. ONLINE

CHEMICAL INFORMATION, ASSAY/Procedure, IMPURITIES/Organic 

Impurities, IMPURITIES/Limit of Amoxicillin Related Compound A 

(6-Aminopenicillanic acid), ADDITIONAL REQUIREMENTS/USP 

Reference Standards 〈11〉 Christine Hiemer

Revision OXACILLIN FOR INJECTION PF 46(2) Pg. ONLINE

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

IMPURITIES/Organic Impurities, SPECIFIC TESTS/Sterility Tests 

〈71〉, SPECIFIC TESTS/Bacterial Endotoxins Test 〈85〉, ADDITIONAL 

REQUIREMENTS/USP Reference Standards 〈11〉 Christine Hiemer

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

DEFINITION, IDENTIFICATION/A. HPTLC for Articles of Botanical 

Origin 〈203〉, IDENTIFICATION/B. HPLC, COMPOSITION/Content of 

Ellagitannins, CONTAMINANTS/Botanical Extracts 〈565〉, 

Preparations, General Pharmacopeial Requirements, Pesticide 

Residues, CONTAMINANTS/Microbial Enumeration Tests 〈2021〉, 

CONTAMINANTS/Absence of Specified Microorganisms 〈2022〉, Test 

Procedures, Test for Absence of Salmonella Species and Test for 

Absence of Escherichia coli, SPECIFIC TESTS/Loss on Drying 〈731〉, 

SPECIFIC TESTS/Botanical Extracts 〈565〉, Preparations, General 

Pharmacopeial Requirements, Residual Solvents, ADDITIONAL 

REQUIREMENTS/Packaging and Storage, ADDITIONAL 

REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP 

Reference Standards 〈11〉 Maria Monagas

Revision RIFAMPIN PF 46(4) Pg. ONLINE

IDENTIFICATION/A.Spectroscopic Identification Tests 〈197〉, 

Infrared Spectroscopy, IDENTIFICATION/B., ASSAY/Procedure, 

IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP 

Reference Standards 〈11〉 Christine Hiemer

Revision RIFAMPIN CAPSULES PF 46(4) Pg. ONLINE

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, SPECIFIC TESTS/Loss on Drying 〈731〉, ADDITIONAL 

REQUIREMENTS/Packaging and Storage, ADDITIONAL 

REQUIREMENTS/USP Reference Standards 〈11〉 Christine Hiemer
Omission SECOBARBITAL SODIUM CAPSULES PF 47(6) Pg. ONLINE Entire document Shankari Shivaprasad

New SIROLIMUS PF 47(1) Pg. ONLINE

CHEMICAL INFORMATION, DEFINITION, IDENTIFICATION/A. 

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 

Standards 〈11〉 Christine Hiemer
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