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Category Monograph Title Monograph Section Scientific Liaison

Revision

EXCIPIENTS (USP and NF), LISTED BY CATEGORY PF 48(2) Pg. 

ONLINE

{Emollient} Soybean Phospholipids, {Emulsifying Agent} Soybean 

Phospholipids, Biodegradable Polymer, {Suspending and::or 

Viscosity-Increasing Agent} Soybean Phospholipids, {Polymers for 

Ophthalmic Use} dl-Lactide and Glycolide (50:50) Copolymer 12000 

Acid, {Wetting and::or Solubilizing Agent} Soybean Phospholipids, 

{Release-Modifying Agent} dl-Lactide and Glycolide (50:50) 

Copolymer 12000 Acid, {Emulsifying Agent} Sodium Oleate, {pH 

Modifier} Sodium Oleate Peng Zhang

Revision DESCRIPTION AND SOLUBILITY PF 48(4) Pg. ONLINE

D/Dabigatran Etexilate Mesylate, D/Dabigatran Etexilate Mesylate, 

G/Gefitinib, S/Soybean Phospholipids, L/dl-Lactide and Glycolide 

(50:50) Copolymer 12000 Acid, C/Choline Fenofibrate, 

P/Pirfenidone, N/Nebivolol Hydrochloride, K/Ketotifen Fumarate, 

B/Bemotrizinol, S/Sodium Oleate, C/Carglumic Acid, E/Esomeprazole 

Sodium, D/Darunavir Tamara Bourne

New

<72> RESPIRATION BASED RAPID MICROBIAL METHODS FOR THE 

RELEASE OF STERILE SHORT- LIFE PRODUCTS PF 46(6) Pg. ONLINE New Radhakrishna Tirumalai

New

<73> ATP BIOLUMINISCENCE BASED RAPID MICROBIAL METHODS 

FOR THE RELEASE OF STERILE SHORT -LIFE PRODUCTS PF 46(6) 

Pg. ONLINE New Radhakrishna Tirumalai

Revision

<382> ELASTOMERIC COMPONENT FUNCTIONAL SUITABILITY IN 

PARENTERAL PRODUCT PACKAGING/DELIVERY SYSTEMS PF 48(3) 

Pg. ONLINE Revision Desmond Hunt

New

<383> CURED SILICONE ELASTOMERS FOR PHARMACEUTICAL 

PACKAGING AND MANUFACTURING COMPONENTS PF 48(3) Pg. 

ONLINE New Desmond Hunt

Revision

<601> INHALATION AND NASAL DRUG PRODUCTS- AEROSOLS, 

SPRAYS, AND POWDERS--PERFORMANCE QUALITY TESTS PF 48(4) 

Pg. ONLINE Revision Kahkashan Zaidi

Revision

<761> NUCLEAR MAGNETIC RESONANCE SPECTROSCOPY PF 48(4) 

Pg. ONLINE Revision Yang Liu

Omission

<787> SUBVISIBLE PARTICULATE MATTER IN THERAPEUTIC 

PROTEIN INJECTIONS PF 47(3) Pg. ONLINE Entire document Desmond Hunt

Revision

<1078> GOOD MANUFACTURING PRACTICES FOR BULK 

PHARMACEUTICAL EXCIPIENTS PF 48(4) Pg. ONLINE Revision Galina Holloway

Revision

<1112> APPLICATION OF WATER ACTIVITY DETERMINATION TO 

NONSTERILE PHARMACEUTICAL PRODUCTS PF 47(1) Pg. ONLINE Revision Radhakrishna Tirumalai

New

<1229.19> SIMULTANEOUS DECONTAMINATION AND 

STERILIZATION PF 47(5) Pg. ONLINE New Radhakrishna Tirumalai

New

<1229.20> DECONTAMINATION AND STERILIZATION PRE, MID 

AND POST PROCESS-CONSIDERATIONS PF 47(5) Pg. ONLINE New Radhakrishna Tirumalai
Revision <1236> SOLUBILITY MEASUREMENTS PF 48(2) Pg. ONLINE Revision Margareth Marques

Revision

<1761> NUCLEAR MAGNETIC RESONANCE SPECTROSCOPY - 

THEORY AND PRACTICE PF 48(4) Pg. ONLINE Revision Yang Liu
New ALOE VERA LEAF DRY JUICE PF 48(3) Pg. ONLINE New Nam-Cheol Kim
New ALOE VERA LEAF JUICE PF 48(3) Pg. ONLINE New Nam-Cheol Kim
New ALOE VERA LEAF JUICE CONCENTRATE PF 48(3) Pg. ONLINE New Nam-Cheol Kim

Revision

ALUMINA AND MAGNESIUM TRISILICATE TABLETS PF 47(2) Pg. 

ONLINE

IDENTIFICATION/A. Identification Tests—General 〈191〉, Chemical 

Identification Tests, Magnesium, IDENTIFICATION/A., 

IDENTIFICATION/B. Identification Tests—General 〈191〉, Chemical 

Identification Tests, Aluminum, IDENTIFICATION/B., 

IDENTIFICATION/C. Silicon Dioxide, ASSAY/Procedure 1: Aluminum 

Hydroxide, ASSAY/Procedure 2: Magnesium Trisilicate, 

ASSAY/Procedure, ADDITIONAL REQUIREMENTS/Packaging and 

Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards 

〈11〉 Christine Hiemer
New ARTEMETHER AND LUMEFANTRINE TABLETS PF 47(5) Pg. ONLINE New Christine Hiemer
Revision ASPIRIN PF 48(2) Pg. ONLINE Revision Christine Hiemer
Revision ASPIRIN SUPPOSITORIES PF 48(2) Pg. ONLINE Revision Christine Hiemer
New BEMOTRIZINOL PF 47(5) Pg. ONLINE New Christine Hiemer

Revision BETAMETHASONE VALERATE PF 47(4) Pg. ONLINE

CHEMICAL INFORMATION, IDENTIFICATION/A. Spectroscopic 

Identification Tests 〈197〉, Infrared Spectroscopy, 

IDENTIFICATION/B. Thin-Layer Chromatographic Identification Test 

〈201〉, ASSAY/Procedure, IMPURITIES/Limit of Betamethasone 

Valerate Related Compound H, IMPURITIES/Organic Impurities, 

ADDITIONAL REQUIREMENTS/USP Reference Standards 〈11〉 Shankari Shivaprasad
New BITTER ORANGE YOUNG FRUIT PF 47(5) Pg. ONLINE New Cuiying Ma
New BITTER ORANGE YOUNG FRUIT POWDER PF 47(5) Pg. ONLINE New Cuiying Ma

Revision BUMETANIDE PF 47(4) Pg. ONLINE

IDENTIFICATION/A. Spectroscopic Identification Tests 〈197〉, 

Infrared Spectroscopy, IDENTIFICATION/B.Spectroscopic 

Identification Tests 〈197〉, Ultraviolet-Visible Spectroscopy, 

IDENTIFICATION/C., ASSAY/Procedure, IMPURITIES/Residue on 

Ignition 〈281〉, IMPURITIES/Organic Impurities, ADDITIONAL 

REQUIREMENTS/USP Reference Standards 〈11〉 Christine Hiemer

mailto:PGZ@usp.org
mailto:TB@usp.org
mailto:RST@usp.org
mailto:RST@usp.org
mailto:DGH@usp.org
mailto:DGH@usp.org
mailto:KXZ@usp.org
mailto:YANG.LIU@usp.org
mailto:DGH@usp.org
mailto:GVH@usp.org
mailto:RST@usp.org
mailto:RST@usp.org
mailto:RST@usp.org
mailto:MRM@usp.org
mailto:YANG.LIU@usp.org
mailto:NCK@usp.org
mailto:NCK@usp.org
mailto:NCK@usp.org
mailto:CWH@usp.org
mailto:CWH@usp.org
mailto:CWH@usp.org
mailto:CWH@usp.org
mailto:CWH@usp.org
mailto:SNS@usp.org
mailto:CM@usp.org
mailto:CM@usp.org
mailto:CWH@usp.org


Revision BUMETANIDE INJECTION PF 47(4) Pg. ONLINE

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

ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC 

TESTS/Bacterial Endotoxins Test 〈85〉, ADDITIONAL 

REQUIREMENTS/Packaging and Storage, ADDITIONAL 

REQUIREMENTS/USP Reference Standards 〈11〉 Christine Hiemer

Revision BUMETANIDE TABLETS PF 47(4) Pg. ONLINE

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

New

BUPRENORPHINE COMPOUNDED SUBLINGUAL SOLUTION PF 47(6) 

Pg. ONLINE New Selma Mitiche
New BUPRENORPHINE SUBLINGUAL TABLETS PF 48(3) Pg. ONLINE New Christine Hiemer

Revision

CANDESARTAN CILEXETIL AND HYDROCHLOROTHIAZIDE TABLETS 

PF 47(4) Pg. ONLINE

ASSAY/Procedure, PERFORMANCE TESTS/Dissolution 〈711〉, 

IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP 

Reference Standards 〈11〉 Christine Hiemer
New CARGLUMIC ACID PF 47(6) Pg. ONLINE New Christine Hiemer
Revision CARRAGEENAN PF 48(4) Pg. ONLINE Revision Devendra Vasant Chavan
Revision CEFEPIME HYDROCHLORIDE PF 48(3) Pg. ONLINE Revision Christine Hiemer

New

CHLORHEXIDINE GLUCONATE AND ISOPROPYL ALCOHOL TOPICAL 

SOLUTION PF 48(4) Pg. ONLINE New Christine Hiemer
Revision CHLORZOXAZONE PF 48(2) Pg. ONLINE Revision Shankari Shivaprasad
Revision CHLORZOXAZONE TABLETS PF 48(2) Pg. ONLINE Revision Shankari Shivaprasad
New CHOLINE FENOFIBRATE PF 47(6) Pg. ONLINE NEW Christine Hiemer
New CINNAMOMUM CASSIA BARK PF 48(3) Pg. ONLINE New Cuiying Ma
New CINNAMOMUM CASSIA BARK POWDER PF 48(3) Pg. ONLINE New Cuiying Ma
Revision CLOMIPRAMINE HYDROCHLORIDE PF 47(6) Pg. ONLINE Revision Shankari Shivaprasad

Revision

CLONIDINE HYDROCHLORIDE COMPOUNDED ORAL SUSPENSION PF 

48(4) Pg. ONLINE Revision Blaine Groat
New COCOYL CAPRYLOCAPRATE PF 47(6) Pg. ONLINE New SanthiKumar Saladi
New DABIGATRAN ETEXILATE MESYLATE PF 48(4) Pg. ONLINE New Christine Hiemer

New DARUNAVIR PF 47(4) 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, IMPURITIES/Content 

of Ethanol, SPECIFIC TESTS/Water Determination 〈921〉, Method I, 

Method Ia, ADDITIONAL REQUIREMENTS/Packaging and Storage, 

ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL 

REQUIREMENTS/USP Reference Standards 〈11〉 Christine Hiemer
New DARUNAVIR ORAL SUSPENSION PF 47(6) Pg. ONLINE New Christine Hiemer

New DARUNAVIR TABLETS PF 47(4) Pg. ONLINE

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 

REQUIREMENTS/USP Reference Standards 〈11〉 Christine Hiemer

New

DL-LACTIDE AND GLYCOLIDE (50 TO 50) COPOLYMER 12000 ACID 

PF 48(3) Pg. ONLINE New, New Peng Zhang

Revision DOBUTAMINE INJECTION PF 47(1) Pg. ONLINE

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

IMPURITIES/Organic Impurities, SPECIFIC TESTS/Bacterial 

Endotoxins Test 〈85〉, ADDITIONAL REQUIREMENTS/Packaging and 

Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards 

〈11〉 Christine Hiemer

Revision DOBUTAMINE IN DEXTROSE INJECTION PF 47(2) Pg. ONLINE

IDENTIFICATION/C., ASSAY/Dobutamine, IMPURITIES/Organic 

Impurities, IMPURITIES/Limit of 5-Hydroxymethylfurfural, SPECIFIC 

TESTS/Bacterial Endotoxins Test 〈85〉, ADDITIONAL 

REQUIREMENTS/USP Reference Standards 〈11〉 Christine Hiemer
New DOFETILIDE CAPSULES PF 48(1) Pg. ONLINE New Christine Hiemer
Revision DOPAMINE HYDROCHLORIDE INJECTION PF 47(5) Pg. ONLINE Revision Christine Hiemer

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
Revision ERYTHROMYCIN PF 48(1) Pg. ONLINE Revision Julie Zhang

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
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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 ETHACRYNIC ACID TABLETS PF 47(5) Pg. ONLINE Revision Christine Hiemer
Revision ETODOLAC PF 47(5) Pg. ONLINE Revision Christine Hiemer
Revision ETODOLAC TABLETS PF 47(5) Pg. ONLINE Revision Christine Hiemer

New

FENOFIBRIC ACID DELAYED-RELEASE CAPSULES PF 47(6) Pg. 

ONLINE NEW Christine Hiemer

Revision

FENTANYL CITRATE AND ROPIVACAINE HYDROCHLORIDE 

COMPOUNDED INJECTION PF 48(4) Pg. ONLINE Revision Brian Serumaga
Revision FEVERFEW LEAF PF 47(6) Pg. ONLINE Revision Anton Bzhelyansky
Revision FEVERFEW LEAF POWDER PF 47(6) Pg. ONLINE Revision Anton Bzhelyansky

Revision FLUOROURACIL INJECTION PF 47(3) Pg. ONLINE

IDENTIFICATION/B. Spectroscopic Identification Tests 〈197〉, 

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

IMPURITIES/Organic Impurities, IMPURITIES/Limit of Urea, SPECIFIC 

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

Matter in Injections 〈788〉, SPECIFIC TESTS/Sterility test 〈71〉, 

ADDITIONAL REQUIREMENTS/USP Reference Standards 〈11〉 Christine Hiemer
Revision FLURBIPROFEN SODIUM PF 48(3) Pg. ONLINE Revision Christine Hiemer

Revision

FLURBIPROFEN SODIUM OPHTHALMIC SOLUTION PF 48(3) Pg. 

ONLINE Revision Christine Hiemer
Revision GANCICLOVIR FOR INJECTION PF 47(5) Pg. ONLINE Revision Christine Hiemer
New GEFITINIB PF 48(4) Pg. ONLINE New Christine Hiemer
New GEFITINIB TABLETS PF 48(4) Pg. ONLINE New Christine Hiemer
Revision GUANFACINE HYDROCHLORIDE PF 48(1) Pg. ONLINE Revision Christine Hiemer
Revision HYDROCHLOROTHIAZIDE PF 48(4) Pg. ONLINE Revision Christine Hiemer

New

HYDROCORTISONE COMPOUNDED ORAL SUSPENSION PF 47(5) Pg. 

ONLINE New Brian Serumaga

Revision DILUTED ISOSORBIDE MONONITRATE PF 47(3) Pg. ONLINE

IDENTIFICATION/A. Spectroscopic Identification Tests 〈197〉, 

Infrared Spectroscopy, ASSAY/Procedure, IMPURITIES/Limit of 

Nitrate, IMPURITIES/Organic Impurities, ADDITIONAL 

REQUIREMENTS/USP Reference Standards 〈11〉 Christine Hiemer

Revision ISOSORBIDE MONONITRATE TABLETS PF 47(4) Pg. ONLINE

IDENTIFICATION/A. Thin-Layer Chromatographic Identification Test 

〈201〉, ASSAY/Procedure, PERFORMANCE TESTS/Dissolution 〈711〉, 

PERFORMANCE TESTS/Uniformity of Dosage Units 〈905〉, 

IMPURITIES/Limit of Nitrate, IMPURITIES/Organic Impurities, 

ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 

REQUIREMENTS/USP Reference Standards 〈11〉 Christine Hiemer

Revision

ISOSORBIDE MONONITRATE EXTENDED-RELEASE TABLETS PF 47(5) 

Pg. ONLINE Revision Christine Hiemer
New KETOTIFEN FUMARATE PF 47(5) Pg. ONLINE NEW, Revision Heather Joyce
Revision LABETALOL HYDROCHLORIDE PF 48(2) Pg. ONLINE Revision Christine Hiemer
Revision LABETALOL HYDROCHLORIDE INJECTION PF 48(2) Pg. ONLINE Revision Christine Hiemer
Revision LABETALOL HYDROCHLORIDE TABLETS PF 48(2) Pg. ONLINE Revision Christine Hiemer

Revision

LANSOPRAZOLE COMPOUNDED ORAL SUSPENSION PF 48(4) Pg. 

ONLINE Revision Brian Serumaga
Revision LECITHIN PF 48(2) Pg. ONLINE Revision Peng Zhang
New MANNITOL COMPOUNDED INJECTION PF 48(4) Pg. ONLINE New Blaine Groat
Revision MESALAMINE DELAYED-RELEASE TABLETS PF 47(6) Pg. ONLINE Revision Christine Hiemer
Revision METHADONE HYDROCHLORIDE PF 48(1) Pg. ONLINE Revision Christine Hiemer
Revision METHADONE HYDROCHLORIDE INJECTION PF 48(1) Pg. ONLINE Revision Christine Hiemer

Revision METHADONE HYDROCHLORIDE TABLETS PF 47(4) Pg. ONLINE

IDENTIFICATION/A. Thin-Layer Chromatographic Identification Test 

〈201〉, IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE 

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

ADDITIONAL REQUIREMENTS/Packaging and Storage Christine Hiemer
Revision METHYLTESTOSTERONE PF 48(3) Pg. ONLINE Revision Shankari Shivaprasad
Revision NADOLOL TABLETS PF 48(4) Pg. ONLINE Revision Christine Hiemer

Revision NAPROXEN PF 47(4) Pg. ONLINE

DEFINITION, IDENTIFICATION/A. Spectroscopic Identification Tests 

〈197〉, Infrared Spectroscopy, IDENTIFICATION/B. Spectroscopic 

Identification Tests 〈197〉, Ultraviolet-Visible Spectroscopy, 

ASSAY/Procedure, IMPURITIES/Organic Impurities, 

IMPURITIES/Enantiomeric Purity Test, SPECIFIC TESTS/Optical 

Rotation 〈781S〉, Procedures, Specific Rotation, ADDITIONAL 

REQUIREMENTS/USP Reference Standards 〈11〉 Christine Hiemer
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Revision NAPROXEN SODIUM PF 47(4) Pg. ONLINE

CHEMICAL INFORMATION, IDENTIFICATION/A. Spectroscopic 

Identification Tests 〈197〉, Infrared Spectroscopy, 

IDENTIFICATION/B. Spectroscopic Identification Tests 〈197〉, 

Ultraviolet-Visible Spectroscopy, ASSAY/Procedure, 

IMPURITIES/Organic Impurities , Procedure 1, IMPURITIES/Limit of 

Free Naproxen, IMPURITIES/Enantiomeric Purity Test, SPECIFIC 

TESTS/Optical Rotation 〈781S〉, Procedures, Specific Rotation, 

ADDITIONAL REQUIREMENTS/USP Reference Standards 〈11〉 Christine Hiemer
New NEEM LEAF PF 47(5) Pg. ONLINE New Nam-Cheol Kim
New NEEM LEAF DRY EXTRACT PF 47(5) Pg. ONLINE New Nam-Cheol Kim
New NEEM LEAF POWDER PF 47(5) Pg. ONLINE New Nam-Cheol Kim

Revision NORTRIPTYLINE HYDROCHLORIDE CAPSULES PF 48(1) Pg. ONLINE Revision Shankari Shivaprasad
New PANTOPRAZOLE SODIUM FOR INJECTION PF 48(2) Pg. ONLINE New Christine Hiemer
New PIRFENIDONE PF 48(3) Pg. ONLINE New Shankari Shivaprasad
New PIRFENIDONE CAPSULES PF 48(3) Pg. ONLINE New Shankari Shivaprasad
New PIRFENIDONE TABLETS PF 48(3) Pg. ONLINE New Shankari Shivaprasad

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 ROSUVASTATIN CALCIUM PF 47(4) Pg. ONLINE

CHEMICAL INFORMATION, DEFINITION, IDENTIFICATION/A. 

Spectroscopic Identification Tests 〈197〉, Infrared Spectroscopy, 

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

Impurities, IMPURITIES/Enantiomeric Purity, IMPURITIES/Limit of 

Chloride, ADDITIONAL REQUIREMENTS/USP Reference Standards 

〈11〉 Christine Hiemer

Revision ROSUVASTATIN TABLETS PF 47(4) Pg. ONLINE

DEFINITION, IDENTIFICATION/A., ASSAY/Procedure, PERFORMANCE 

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

ADDITIONAL REQUIREMENTS/USP Reference Standards 〈11〉 Christine Hiemer
New SODIUM OLEATE PF 47(6) Pg. ONLINE NEW Devendra Vasant Chavan

Revision

SODIUM BICARBONATE COMPOUNDED INJECTION PF 48(4) Pg. 

ONLINE Revision Brian Serumaga
New SOYBEAN PHOSPHOLIPIDS PF 48(2) Pg. ONLINE New Peng Zhang

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
Revision TOLNAFTATE PF 48(4) Pg. ONLINE Revision Christine Hiemer
Revision TOLNAFTATE TOPICAL AEROSOL PF 48(4) Pg. ONLINE Revision Christine Hiemer
Revision TOLNAFTATE CREAM PF 48(4) Pg. ONLINE Revision Christine Hiemer
Revision TOLNAFTATE TOPICAL POWDER PF 48(4) Pg. ONLINE Revision Christine Hiemer
Revision TOLNAFTATE TOPICAL SOLUTION PF 48(4) Pg. ONLINE Revision Christine Hiemer
Revision TOLTERODINE TARTRATE PF 48(1) Pg. ONLINE Revision Christine Hiemer

New

TOLTERODINE TARTRATE EXTENDED-RELEASE CAPSULES PF 48(1) 

Pg. ONLINE New Christine Hiemer

New TOPIRAMATE EXTENDED-RELEASE CAPSULES PF 48(2) Pg. ONLINE New Shankari Shivaprasad
Omission TYROTHRICIN PF 48(3) Pg. ONLINE Entire document Ying Han

New VALGANCICLOVIR FOR ORAL SOLUTION 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/Microbial Enumeration Tests 〈61〉 and Tests for Specified 

Microorganisms 〈62〉, ADDITIONAL REQUIREMENTS/Packaging and 

Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards 

〈11〉 Christine Hiemer
New VARDENAFIL TABLETS PF 48(4) Pg. ONLINE New Shankari Shivaprasad
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