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Date: Tue Mar 31 10:52:21 EDT 2020

Category Monograph Title Monograph Section Scientific Liaison

Revision <85> BACTERIAL ENDOTOXINS TEST PF 45(5) Pg. ONLINE

Opening Section, APPARATUS, REAGENTS AND TEST SOLUTIONS/Recombinant Reagent 
(rF), REAGENTS AND TEST SOLUTIONS/Water for Bacterial Endotoxins Test, REAGENTS 
AND TEST SOLUTIONS/Reagent, DETERMINATION OF MAXIMUM VALID 
DILUTION/Endotoxin Limit, PHOTOMETRIC QUANTITATIVE TECHNIQUES/Chromogenic 
Technique, PHOTOMETRIC QUANTITATIVE TECHNIQUES/Fluorometric Technique, 
PHOTOMETRIC QUANTITATIVE TECHNIQUES/Preparatory Testing, PHOTOMETRIC 
QUANTITATIVE TECHNIQUES/Calculation Radhakrishna Tirumalai

New ALBUTEROL INHALATION AEROSOL PF 44(1) Pg. ONLINE

Title, DEFINITION/Introduction, IDENTIFICATION/A.  Infrared Absorption <197K> or 
<197A>, IDENTIFICATION/B., ASSAY/Procedure, OTHER COMPONENTS/Alcohol 
Content, PERFORMANCE TESTS/Inhalation and Nasal Drug Products: Aerosols, Sprays, 
and Powders-Performance Quality Tests <601>, C. Aerodynamic Size Distribution-
Inhalation Aerosols, Sprays, and Powders, PERFORMANCE TESTS/Delivered-Dose 
Uniformity (Between Units), PERFORMANCE TESTS/Delivered-Dose Uniformity (Within 
Unit), 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 Albuterol Sulfate RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Alcohol Determination-Alcohol RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Albuterol Related Compound A 
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Albuterol 
Related Compound F RS, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Levalbuterol Related Compound D RS Ravi Ravichandran

Omission AMINOBENZOATE SODIUM PF 44(4) Pg. ONLINE Entire document Wei Yang

Revision ATOMOXETINE CAPSULES PF 44(1) Pg. ONLINE
IDENTIFICATION/A.  Infrared Absorption <197K> or  <197A>, ASSAY/Procedure, 
PERFORMANCE TESTS/Dissolution <711>, IMPURITIES/Organic Impurities Heather Joyce

Omission AUROTHIOGLUCOSE PF 44(6) Pg. ONLINE Entire document Wei Yang

Revision BENZONATATE PF 44(1) Pg. ONLINE

Chemical Info/Chemical NameChemical Info/Chemical StructureChemical Info/CAS, 
DEFINITION/Introduction, IDENTIFICATION/Ultraviolet Absorption <197U>, 
ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Tetracaine Related Compound B RS Wei Yang

Revision BISOPROLOL FUMARATE TABLETS PF 44(5) Pg. ONLINE

IDENTIFICATION/Thin-Layer Chromatographic Identification Test <201>, 
IDENTIFICATION/B, ASSAY/Procedure, PERFORMANCE TESTS/Dissolution <711>, 
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Bisoprolol Related Compound A RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Bisoprolol Related Compound D 
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Bisoprolol 
Related Compound F RS, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Bisoprolol Related Compound G RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Metoprolol Related Compound C RS Edith Chang

Revision BROMOCRIPTINE MESYLATE CAPSULES PF 43(6) Pg. ONLINE
IDENTIFICATION/A., ASSAY/Procedure, PERFORMANCE TESTS/Dissolution <711>, 
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage Mary Koleck

Omission BROMODIPHENHYDRAMINE HYDROCHLORIDE PF 45(4) Pg. ONLINE Entire document Sujatha Ramakrishna



Revision BUMETANIDE PF 44(1) Pg. ONLINE

IDENTIFICATION/A.  Infrared Absorption  <197M><197>, IDENTIFICATION/Ultraviolet 
Absorption <197U>, IDENTIFICATION/C., ASSAY/Procedure, IMPURITIES/Organic 
Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Butyl 3-
(butylamino)-4-phenoxy-5-sulfamoylbenzoate RS Edith Chang

Revision BUMETANIDE INJECTION PF 44(1) Pg. ONLINE

IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic 
Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
Bumetanide Related Compound B RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Butyl 3-(butylamino)-4-phenoxy-5-sulfamoylbenzoate RS Edith Chang

Revision BUMETANIDE TABLETS PF 43(6) Pg. ONLINE

IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Bumetanide Related Compound B RS Edith Chang

Revision CAFFEINE CITRATE INJECTION PF 43(6) Pg. ONLINE

IDENTIFICATION/C., ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC 
TESTS/Color and Clarity, SPECIFIC TESTS/Sterility Tests <71>, SPECIFIC 
TESTS/Particulate Matter in Injections <788>, ADDITIONAL REQUIREMENTS/Packaging 
and Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
Theophylline RS Heather Joyce

New CALCIPOTRIENE TOPICAL SOLUTION PF 43(6) Pg. ONLINE

Title, DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B., 
ASSAY/Procedure, OTHER COMPONENTS/Isopropyl Alcohol Content, 
IMPURITIES/Organic Impurities, SPECIFIC TESTS/pH <791>, SPECIFIC 
TESTS/Microbial Enumeration Tests <61> and  Tests for Specified Microorganisms 
<62>, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Calcipotriene RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Calcipotriene Related Compound 
C RS Feiwen Mao

Revision CARBIDOPA AND LEVODOPA ORALLY DISINTEGRATING TABLETS PF 44(1) Pg. ONLINE
IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE TESTS/Dissolution <711>, 
IMPURITIES/Organic Impurities Heather Joyce

Revision CEFIXIME PF 44(1) Pg. ONLINE

IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC 
TESTS/Microbial Enumeration Tests <61> and Tests for Specified Microorganisms 
<62>, SPECIFIC TESTS/Optical Rotation <781S>, Procedures, Specific Rotation Slavica Shane

New CEFIXIME CAPSULES PF 44(1) Pg. ONLINE

Title, DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B.  Ultraviolet 
Absorption <197U>, 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>/USP Cefixime RS Slavica Shane

Revision CEFIXIME FOR ORAL SUSPENSION PF 44(1) Pg. ONLINE

IDENTIFICATION/ A., IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE 
TESTS/Dissolution <711>, IMPURITIES/Organic Impurities, SPECIFIC TESTS/Microbial 
Enumeration Tests <61> and Tests for Specified Microorganisms <62> Slavica Shane

Revision CEFIXIME TABLETS PF 44(1) Pg. ONLINE

IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE TESTS/Dissolution <711>, 
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Water Determination, Method I 
<921>, SPECIFIC TESTS/Microbial Enumeration Tests <61> and Tests for Specified 
Microorganisms <62>, ADDITIONAL REQUIREMENTS/Packaging and Storage Slavica Shane

Revision CEFOTETAN FOR INJECTION PF 43(6) Pg. ONLINE

IDENTIFICATION/B.  Identification Tests-General, Sodium <191>, IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC TESTS/Bacterial 
Endotoxins Test <85>, SPECIFIC TESTS/Sterility Tests <71>, SPECIFIC TESTS/Other 
Requirements, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/Labeling <7>, Labels and Labeling for Injectable Products, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Endotoxin RS Slavica Shane



Revision CEFOTETAN DISODIUM PF 43(6) Pg. ONLINE

IDENTIFICATION/C., ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC 
TESTS/Sterility Tests <71>, SPECIFIC TESTS/Bacterial Endotoxins Test <85>, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Endotoxin RS Slavica Shane

Revision CEPHALEXIN PF 43(6) Pg. ONLINE

ASSAY/Procedure, IMPURITIES/Organic Impurities, Procedure 1, IMPURITIES/Organic 
Impurities, Procedure 2, IMPURITIES/Procedure 2, ADDITIONAL 
REQUIREMENTS/Labeling Slavica Shane

Revision CEPHALEXIN CAPSULES PF 43(6) Pg. ONLINE

ASSAY/Procedure, IMPURITIES/Organic Impurities, Procedure 1, IMPURITIES/Organic 
Impurities, Procedure 2, ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/Labeling Slavica Shane

Revision CEPHALEXIN FOR ORAL SUSPENSION PF 43(6) Pg. ONLINE ASSAY/Procedure, IMPURITIES/Organic Impurities Slavica Shane

New DESVENLAFAXINE EXTENDED-RELEASE TABLETS PF 44(1) Pg. ONLINE

Title, DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B., ASSAY, 
ASSAY/Procedure, PERFORMANCE TESTS, PERFORMANCE TESTS/Dissolution <711>, 
PERFORMANCE TESTS/Uniformity of Dosage Units <905>, IMPURITIES, 
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Desvenlafaxine RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Desvenlafaxine Related Compound A RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Desvenlafaxine Related 
Compound B RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
Desvenlafaxine Succinate RS, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Venlafaxine Hydrochloride RS Heather Joyce

Revision DEXAMETHASONE ELIXIR PF 43(6) Pg. ONLINE

IDENTIFICATION/Thin-Layer Chromatography, IDENTIFICATION/A., 
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Betamethasone RS Mary Koleck

Revision DEXAMETHASONE ORAL SOLUTION PF 43(6) Pg. ONLINE

IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Betamethasone RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Methylparaben RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Prednisolone RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Propylparaben RS Mary Koleck

Revision DEXAMETHASONE SODIUM PHOSPHATE OPHTHALMIC SOLUTION PF 43(6) Pg. ONLINE

IDENTIFICATION/A. Thin-Layer Chromatography, IDENTIFICATION/A., 
ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Betamethasone Sodium Phosphate RS Mary Koleck

Revision DISULFIRAM PF 43(6) Pg. ONLINE

Chemical Info/296.54296.52, DEFINITION/Introduction, IDENTIFICATION/A.  Infrared 
Absorption  <197K><197>, ASSAY/Procedure, IMPURITIES/<291>, 
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Melting Range or Temperature, Class 
I <741> Heather Joyce

Revision DRONABINOL CAPSULES PF 44(6) Pg. ONLINE
IDENTIFICATION/A., ASSAY/Procedure, IMPURITIES/Limit of &Delta;8-
Tetrahydrocannabinol, ADDITIONAL REQUIREMENTS/Packaging and Storage Behnaz Almasi

Omission DYDROGESTERONE PF 45(5) Pg. ONLINE Entire document Mary Koleck
Omission DYDROGESTERONE TABLETS PF 45(5) Pg. ONLINE Entire document Mary Koleck



New FEXOFENADINE HYDROCHLORIDE ORAL SUSPENSION PF 43(6) Pg. ONLINE

Title, DEFINITION/Introduction, IDENTIFICATION/A.  Infrared Absorption <197K>, 
IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE TESTS/Dissolution <711>, 
PERFORMANCE TESTS/Uniformity of Dosage Units <905>, PERFORMANCE 
TESTS/Deliverable Volume <698>, IMPURITIES/Organic Impurities, SPECIFIC 
TESTS/pH <791>, 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>/USP Fexofenadine RS, 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 C RS, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Propylparaben RS Gerald Hsu

Revision HISTIDINE PF 43(6) Pg. ONLINE

IDENTIFICATION/B., IMPURITIES/Related Compounds, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP l-Alanine RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP l-Arginine RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP l-Lysine Hydrochloride RS Fatkhulla Tadjimukhamedov

Omission ISOMETHEPTENE MUCATE PF 45(2) Pg. ONLINE Entire document Heather Joyce

New LEVETIRACETAM COMPOUNDED ORAL SUSPENSION PF 45(3) Pg. ONLINE

DEFINITION, ASSAY/Procedure, SPECIFIC TESTS/pH 791 :, ADDITIONAL 
REQUIREMENTS/Packaging and Storage:, ADDITIONAL REQUIREMENTS/Beyond-Use 
Date:, ADDITIONAL REQUIREMENTS/Labeling:, ADDITIONAL REQUIREMENTS/USP 
Reference Standards 

〈

11

〉

Brian Serumaga

New LEVOTHYROXINE SODIUM COMPOUNDED ORAL SUSPENSION PF 45(1) Pg. ONLINE

DEFINITION, ASSAY/Procedure, SPECIFIC TESTS/pH 791 :, ADDITIONAL 
REQUIREMENTS/Packaging and Storage:, ADDITIONAL REQUIREMENTS/Beyond-Use 
Date:, ADDITIONAL REQUIREMENTS/Labeling:, ADDITIONAL REQUIREMENTS/USP 
Reference Standards 

〈

11

〉

Brian Serumaga

Revision METHYLENE BLUE INJECTION PF 45(1) Pg. ONLINE

DEFINITION/Untitled Section, ASSAY/Procedure, IMPURITIES/Organic Impurities, 
IMPURITIES/Limit of Azure B, SPECIFIC TESTS/Bacterial Endotoxins Test 

〈

85

〉

:, 
SPECIFIC TESTS/Sterility Tests 

〈

71

〉

: Donald Min
Omission METHYSERGIDE MALEATE PF 44(3) Pg. ONLINE Entire document Mary Koleck

Revision NADOLOL PF 45(3) Pg. ONLINE

IDENTIFICATION/A. Spectroscopic Identification Tests 197 , Infrared Spectroscopy:, 
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP Reference 
Standards 

〈

11

〉

Donald Min

Revision NISOLDIPINE PF 43(6) Pg. ONLINE

Title, Chemical Info/Chemical Structure, Chemical Info/C20H24N2O6, Chemical 
Info/388.41, Chemical Info/3,5-Pyridinedicarboxylic acid, 1,4-dihydro-2,6-dimethyl-4-
(2-nitrophenyl)-, methyl 2-methylpropyl ester, (±)-;, Chemical Info/(±)-Isobutyl 
methyl 1,4-dihydro-2,6-dimethyl-4-(o-nitrophenyl)-3,5-pyridinedicarboxylate, Chemical 
Info/CAS, DEFINITION/Introduction, IDENTIFICATION/A.  Infrared Absorption <197>, 
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Residue on Ignition <281>, 
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Loss on Drying <731>, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Nifedipine RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Nisoldipine RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Nisoldipine Related Compound C RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Nisoldipine Related Compound D 
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Nisoldipine 
Related Compound E RS, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Nisoldipine Related Compound G RS Donald Min



Revision NORETHINDRONE AND ETHINYL ESTRADIOL TABLETS PF 43(6) Pg. ONLINE

IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE 
TESTS/Dissolution <711>, IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Ethinyl Estradiol Related 
Compound B RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
Norethindrone Related Compound B RS Ren-Hwa Yeh

Revision NORETHINDRONE ACETATE AND ETHINYL ESTRADIOL TABLETS PF 44(3) Pg. ONLINE

IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE TESTS/Dissolution <711>, 
IMPURITIES/Organic Impurities, Procedure 1: Norethindrone Acetate Related 
Compounds, IMPURITIES/Organic Impurities, Procedure 2: Ethinyl Estradiol Related 
Compounds, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
Estrone RS Ren-Hwa Yeh

Revision NORGESTREL PF 43(6) Pg. ONLINE

IDENTIFICATION/A.  Infrared Absorption  <197K><197>, IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC TESTS/Melting Range or 
Temperature<741>, Class I, SPECIFIC TESTS/Limit of Ethynyl Group, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Norgestrel Related Compound L RS Ren-Hwa Yeh

Revision OXAZEPAM CAPSULES PF 43(6) Pg. ONLINE
IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE TESTS/Dissolution <711>, 
IMPURITIES/Organic Impurities Gerald Hsu

Revision OXYCODONE HYDROCHLORIDE EXTENDED-RELEASE TABLETS PF 44(5) Pg. ONLINE

IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE TESTS/Dissolution <711>, 
IMPURITIES/Limit of Oxycodone Related Compound B (Oxycodone N-Oxide), 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Oxycodone Related 
Compound B RS Hillary Cai

Revision PIROXICAM PF 44(5) Pg. ONLINE IDENTIFICATION/Infrared Absorption <197M> Hillary Cai

New PRAMIPEXOLE DIHYDROCHLORIDE TABLETS PF 44(1) Pg. ONLINE

Title, DEFINITION/Introduction, IDENTIFICATION/A.  Infrared Absorption <197K>, 
IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE TESTS/Dissolution <711>, 
PERFORMANCE TESTS/Uniformity of Dosage Units <905>, IMPURITIES/Organic 
Impurities, Procedure 1, IMPURITIES/Organic Impurities, Procedure 2, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/Labeling, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Pramipexole 
Dihydrochloride Monohydrate RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Pramipexole Related Compound F RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Pramipexole Related Compound 
G RS Ravi Ravichandran

Revision PRIMIDONE TABLETS PF 44(1) Pg. ONLINE
IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE TESTS/Dissolution <711>, 
IMPURITIES/Organic Impurities Claire Chisolm

Revision PROGESTERONE PF 43(6) Pg. ONLINE

IDENTIFICATION/A.  Infrared Absorption  <197K> <197>, IDENTIFICATION/Ultraviolet 
Absorption <197U>, ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC 
TESTS/Melting Range or Temperature <741>, ADDITIONAL REQUIREMENTS/Packaging 
and Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
Progesterone Related Compound H RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Progesterone System Suitability Mixture RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/ Ren-Hwa Yeh

Revision PROGESTERONE INJECTION PF 43(6) Pg. ONLINE

IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic 
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Progesterone Related Compound 
H RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Progesterone 
System Suitability Mixture RS Ren-Hwa Yeh

Revision PROPRANOLOL HYDROCHLORIDE INJECTION PF 44(1) Pg. ONLINE

IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC 
TESTS/Bacterial Endotoxins Test <85>, ADDITIONAL REQUIREMENTS/Packaging and 
Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
Propranolol Related Compound A RS Donald Min



Revision RIFAMPIN PF 44(5) Pg. ONLINE

IDENTIFICATION/Infrared Absorption <197M>, IDENTIFICATION/B., ASSAY/Procedure, 
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Rifampin Quinone RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Rifampin-N-Oxide RS Ramanujam Prasad

Revision SERTRALINE HYDROCHLORIDE TABLETS PF 44(1) Pg. ONLINE

IDENTIFICATION/A.  Infrared Absorption <197A> or <197K>, IDENTIFICATION/A., 
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution <711>, IMPURITIES/Organic 
Impurities Claire Chisolm

Omission SODIUM ACETATE SOLUTION PF 44(6) Pg. ONLINE Entire document Ren-Hwa Yeh

Revision TERBUTALINE SULFATE PF 44(1) Pg. ONLINE

IDENTIFICATION/A.  Infrared Absorption <197K>or  <197A>, IDENTIFICATION/C.  
Identification Tests-General <191>, Chemical Identification Tests, Sulfate, 
ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Terbutaline Related Compound A RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Terbutaline Related Compound D 
RS Ren-Hwa Yeh

Revision TERBUTALINE SULFATE INJECTION PF 44(1) Pg. ONLINE

IDENTIFICATION/A. Thin Layer Chromatography, IDENTIFICATION/A., 
ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC TESTS/Bacterial 
Endotoxins Test <85>, SPECIFIC TESTS/Sterility Tests <71>, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Terbutaline Related Compound A 
RS Ren-Hwa Yeh

Revision TERBUTALINE SULFATE TABLETS PF 44(1) Pg. ONLINE

IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE 
TESTS/Dissolution <711>, Procedure, Apparatus 1 and Apparatus 2, Immediate-
Release Dosage Forms, Procedure for a pooled sample, IMPURITIES/Organic Impurities, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Terbutaline Related 
Compound A RS Ren-Hwa Yeh

Omission THIORIDAZINE PF 44(6) Pg. ONLINE Entire document Nicholas Garito Jr.
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