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Category Monograph Title Monograph Section Scientific Liaison

Revision
EXCIPIENTS (USP and NF), LISTED BY CATEGORY PF 47(6) Pg. 
ONLINE {Emulsifying Agent} Sodium Oleate, {pH Modifier} Sodium Oleate Devendra Vasant Chavan

Revision DESCRIPTION AND SOLUBILITY PF 47(6) Pg. ONLINE
C/Choline Fenofibrate, P/Pirfenidone, N/Nebivolol Hydrochloride, 
B/Bemotrizinol, S/Sodium Oleate, C/Carglumic Acid Sujatha Ramakrishna

Revision <1033> BIOLOGICAL ASSAY VALIDATION PF 48(6) Pg. ONLINE Revision Huiping Tu

New
BUPRENORPHINE COMPOUNDED SUBLINGUAL SOLUTION PF 47(6) 
Pg. ONLINE New Selma Mitiche

Revision COLISTIMETHATE SODIUM PF 49(1) Pg. ONLINE Revision Julie Zhang

Revision
DOPAMINE HYDROCHLORIDE AND DEXTROSE INJECTION PF 47(4) 
Pg. ONLINE

IDENTIFICATION/C., ASSAY/Dopamine Hydrochloride, 
IMPURITIES/Organic Impurities, IMPURITIES/Limit of 5-
Hydroxymethylfurfural and Related Substances, SPECIFIC 
TESTS/Bacterial Endotoxins Test 

〈

85

〉

, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards 

〈

11

〉

Christine Hiemer

New ESOMEPRAZOLE SODIUM PF 47(3) Pg. ONLINE

CHEMICAL INFORMATION, DEFINITION, IDENTIFICATION/A. 
Spectroscopic Identification Tests 197 , Infrared Spectroscopy, 
IDENTIFICATION/B., IDENTIFICATION/C. Identification 
Tests—General 

〈

191

〉

, Chemical Identification Tests, Sodium, 
ASSAY/Procedure, IMPURITIES/Organic Impurities, 
IMPURITIES/Enantiomeric Purity, SPECIFIC TESTS/Water 
determination 

〈

921

〉

, Method I, SPECIFIC TESTS/Bacterial Endotoxins 
Test 

〈

85

〉

, SPECIFIC TESTS/Microbial Enumeration Tests 

〈

61

〉

 and 
Test for Specified Microorganisms 

〈

62

〉

, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP 
Reference Standards 

〈

11

〉

Christine Hiemer

New ESOMEPRAZOLE SODIUM FOR INJECTION PF 47(3) Pg. ONLINE

DEFINITION, IDENTIFICATION/A., IDENTIFICATION/B., 
ASSAY/Procedure, PERFORMANCE TESTS/Uniformity of Dosage Units 
〈

905

〉

, IMPURITIES/Organic Impurities, SPECIFIC TESTS/pH 

〈

791

〉

, 
SPECIFIC TESTS/Water Determination 

〈

921

〉

, Method I, SPECIFIC 
TESTS/Particulate Matter in Injections 

〈

788

〉

, SPECIFIC 
TESTS/Bacterial Endotoxins Test 

〈

85

〉

, SPECIFIC TESTS/Sterility 
Tests 

〈

71

〉

, SPECIFIC TESTS/Injections and Implanted Drug Products 
〈

1

〉

, Product Quality Tests Common to Parenteral Dosage Forms, 
Specific Tests, Completeness and Clarity of Solutions, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards 

〈

11

〉

Christine Hiemer
Revision FEVERFEW LEAF PF 47(6) Pg. ONLINE Revision Anton Bzhelyansky
Revision FEVERFEW LEAF POWDER PF 47(6) Pg. ONLINE Revision Anton Bzhelyansky
Revision HARD GELATIN CAPSULE SHELLS PF 48(6) Pg. ONLINE Revision Margareth Marques
Revision HARD HYPROMELLOSE CAPSULE SHELLS PF 48(6) Pg. ONLINE Revision Margareth Marques

New
POLYETHYLENE GLYCOL 3350 FOR ORAL SOLUTION PF 47(3) Pg. 
ONLINE

DEFINITION, IDENTIFICATION/A Spectroscopic Identification Tests 
197 , Infrared Spectroscopy, IDENTIFICATION/B., 

ASSAY/Procedure, IMPURITIES/Organic Impurities, 
IMPURITIES/Limit of Formaldehyde and Acetaldehyde, SPECIFIC 
TESTS/pH 

〈

791

〉

, SPECIFIC TESTS/Water Determination 

〈

921

〉

, 
Method I, SPECIFIC TESTS/Completeness of Solution 

〈

641

〉

, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP 
Reference Standards 

〈

11

〉

Christine Hiemer
Revision POTASSIUM HYDROXIDE PF 48(6) Pg. ONLINE Revision Devendra Vasant Chavan
Revision HARD PULLULAN CAPSULE SHELLS PF 48(6) Pg. ONLINE Revision Margareth Marques
Revision ROSUVASTATIN CALCIUM PF 47(4) Pg. ONLINE DEFINITION Christine Hiemer
Revision SODIUM HYDROXIDE PF 48(6) Pg. ONLINE Revision Devendra Vasant Chavan
New SODIUM OLEATE PF 47(6) Pg. ONLINE NEW Devendra Vasant Chavan

Revision TIMOLOL MALEATE OPHTHALMIC SOLUTION PF 47(4) Pg. ONLINE

IDENTIFICATION/A., IDENTIFICATION/A., IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/Packaging and storage, ADDITIONAL 
REQUIREMENTS/USP Reference standards 

〈

11

〉

Christine Hiemer
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