
Compendial Cancellations for USPNF 2021 ISSUE 1

Date: Fri Aug 21 20:00:04 EDT 2020

Category Monograph Title Monograph Section Scientific Liaison
Revision GENERAL NOTICES TO USP-NF PF 44(1) Pg. ONLINE 2. OFFICIAL STATUS AND LEGAL RECOGNITION Jessica Simpson

Revision DESCRIPTION AND SOLUBILITY PF 43(4) Pg. ONLINE Iscotrizinol, Ranolazine, S/Sevelamer Carbonate:, Tetrabenazine, Choline Fenofibrate Devarshi Narendra Thaker

Revision
<601> INHALATION AND NASAL DRUG PRODUCTS- AEROSOLS, SPRAYS, AND 
POWDERS--PERFORMANCE QUALITY TESTS PF 44(5) Pg. ONLINE

INTRODUCTION, A. DELIVERED-DOSE UNIFORMITY, B. DROPLET/PARTICLE SIZE 
DISTRIBUTION-NASAL AEROSOLS, SPRAYS, AND POWDERS, C. AERODYNAMIC SIZE 
DISTRIBUTION-INHALATION AEROSOLS, SPRAYS, AND POWDERS, INTRODUCTION, A. 
DELIVERED DOSE UNIFORMITY, B. DROPLET/PARTICLE SIZE DISTRIBUTION-NASAL 
AEROSOLS AND NASAL SPRAYS, C. AERODYNAMIC PARTICLE/DROPLET SIZE 
DISTRIBUTION-INHALATION AEROSOLS, SPRAYS, AND POWDERS Kahkashan Zaidi

New
<1042> CELL BANKING PRACTICES FOR RECOMBINANT BIOLOGICS PF 44(6) Pg. 
ONLINE

Title, Introduction, 1. INTRODUCTION, 2. GENERAL PROCESSES AND 
CONSIDERATIONS OF CELL BANKING, 3. PRODUCTION CELL LINE/STRAIN 
DEVELOPMENT AND RCB GENERATION, 4. CLONALITY, 5. CELL BANK 
CHARACTERIZATION, 6. CONCLUSION, GLOSSARY, REFERENCES Rebecca Potts

Omission ANTHRALIN PF 45(3) Pg. ONLINE Entire document Jane Li
Omission ANTHRALIN CREAM PF 45(3) Pg. ONLINE Entire document Jane Li
Omission ANTHRALIN OINTMENT PF 45(3) Pg. ONLINE Entire document Jane Li

Revision BENZTROPINE MESYLATE INJECTION PF 44(3) Pg. ONLINE

IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic 
Impurities, SPECIFIC TESTS/Bacterial Endotoxins Test <85>, SPECIFIC TESTS/Sterility 
Tests <71>, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Benzhydrol RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Benzophenone RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Benztropine Related Compound 
A RS Heather Joyce

Revision BENZTROPINE MESYLATE TABLETS PF 44(3) 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>/USP Benzhydrol RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Benzophenone RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Benztropine Related Compound A RS Heather Joyce

Revision BISOPROLOL FUMARATE PF 44(5) Pg. ONLINE

IDENTIFICATION/Infrared Absorption <197K>, ASSAY/Procedure, IMPURITIES/Organic 
Impurities, OTHER COMPONENTS/Content of Fumaric Acid, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Bisoprolol Related Compound A 
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Bisoprolol 
Related Compound C RS, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Bisoprolol Related Compound D RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Bisoprolol Related Compound E RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Metoprolol Related Compound C 
RS Edith Chang

Revision BISOPROLOL FUMARATE AND HYDROCHLOROTHIAZIDE TABLETS PF 45(2) Pg. ONLINE

IDENTIFICATION/A. Thin-Layer Chromatographic Identification Test 201 , 
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution 

〈

711

〉

, IMPURITIES/Organic 
Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards 

〈

11

〉

Edith Chang



New BIVALIRUDIN PF 44(2) Pg. ONLINE

Title, Chemical Info/Chemical Structure, Chemical Info/C98H138N24O33, Chemical 
Info/2180.29 (free base), Chemical Info/l-Leucine, d-phenylalanyl-l-prolyl-l-arginyl-l-
prolylglycylglycylglycylglycyl-l-asparaginylglycyl-l-&alpha;-aspartyl-l-phenylalanyl-l-
&alpha;-glutamyl-l-&alpha;-glutamyl-l-isoleucyl-l-prolyl-l-&alpha;-glutamyl-l-&alpha;-
glutamyl-l-tyrosyl-;, Chemical Info/d-Phenylalanyl-l-prolyl-l-arginyl-l-
prolylglycylglycylglycylglycyl-l-asparaginylglycyl-l-&alpha;-aspartyl-l-phenylalanyl-l-
&alpha;-glutamyl-l-&alpha;-glutamyl-l-isoleucyl-l-prolyl-l-&alpha;-glutamyl-l-&alpha;-
glutamyl-l-tyrosyl-l-leucine, Chemical Info/CAS, DEFINITION/Introduction, 
IDENTIFICATION/A., IDENTIFICATION/B., IDENTIFICATION/C. Amino Acid Content, 
IDENTIFICATION/D. Bioidentity, ASSAY/Procedure, ??UNKNOWN??/Procedure 1, 
??UNKNOWN??/Procedure 2, OTHER COMPONENTS/Trifluoroacetic Acid (TFA) in 
Peptides <503.1>, SPECIFIC TESTS/Microbial Enumeration Tests <61>, SPECIFIC 
TESTS/Bacterial Endotoxins Test <85>, SPECIFIC TESTS/Water Determination <921>, 
Method I, Method Ic, ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Bivalirudin RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP [Asp9]-Bivalirudin RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP [des-Glu13]-Bivalirudin RS Elena Curti

New BIVALIRUDIN FOR INJECTION PF 44(2) Pg. ONLINE

Title, DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B. Bioidentity, 
ASSAY/Procedure, ??UNKNOWN??/Procedure, PERFORMANCE TESTS/Uniformity of 
Dosage Units <905>, SPECIFIC TESTS/Completeness of Solution <641>, SPECIFIC 
TESTS/Constituted Solution, SPECIFIC TESTS/Bacterial Endotoxins Test <85>, 
SPECIFIC TESTS/Sterility Tests <71>, SPECIFIC TESTS/Water Determination <921>, 
Method I, Method Ic, SPECIFIC TESTS/Particulate Matter in Injections <788>, 
SPECIFIC TESTS/pH <791>, SPECIFIC TESTS/Other Requirements, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/Labeling, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Bivalirudin RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP [Asp9]-Bivalirudin 
RS Elena Curti

Revision CHLOROTHIAZIDE SODIUM FOR INJECTION PF 44(2) Pg. ONLINE
IDENTIFICATION/A., IDENTIFICATION/Ultraviolet Absorption <197U>, 
ASSAY/Procedure, IMPURITIES/Organic Impurities Edith Chang

Revision CLONAZEPAM PF 44(3) Pg. ONLINE

IDENTIFICATION/A.  Infrared Absorption <197K>  or  <197A>, IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Limit of Clonazepam Related Compound C, 
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Melting Range or Temperature 
<741>, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
Clonazepam Related Compound C RS Heather Joyce

Revision DEXCHLORPHENIRAMINE MALEATE ORAL SOLUTION PF 45(4) Pg. ONLINE

IDENTIFICATION/A., IDENTIFICATION/B. Ultraviolet Absorption 197U , 
IDENTIFICATION/B., ASSAY/Procedure, OTHER COMPONENTS/Alcohol Determination 
〈

611

〉

 (if present), PERFORMANCE TESTS/Deliverable Volume 

〈

698

〉

, 
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Microbial Enumeration Tests 

〈

61

〉

 and 
Tests for Specified Microorganisms 

〈

62

〉

, ADDITIONAL REQUIREMENTS/Packaging and 
Storage Sujatha Ramakrishna

Omission DIMENHYDRINATE ORAL SOLUTION PF 45(3) Pg. ONLINE Entire document Behnaz Almasi



New EPOPROSTENOL SODIUM PF 44(2) Pg. ONLINE

Title, Chemical Info/Chemical Structure, Chemical Info/C20H31NaO5, Chemical 
Info/374.45, Chemical Info/Prosta-5,13-dien-1-oic acid, 6,9-epoxy-11,15-dihydroxy-, 
sodium salt, (5Z,9&alpha;,11&alpha;,13E,15S)-;, Chemical Info/Sodium (Z)-
(3aR,4R,5R,6aS)-hexahydro-5-hydroxy-4-[(E)-(3S)-3-hydroxy-1-octenyl]-2H-
cyclopenta[b]furan-&Delta;2-valerate;, Chemical Info/Sodium (Z)-5-{(3aR,4R,5R,6aS)-
5-hydroxy-4-[(S,E)-3-hydroxyoct-1-en-1-yl]hexahydro-2H-cyclopenta[b]furan-2-
ylidene}pentanoate, Chemical Info/CAS, DEFINITION/Introduction, IDENTIFICATION/A.  
Infrared Absorption <197K> or <197A>, IDENTIFICATION/B., IDENTIFICATION/C.  
Identification Tests-General <191>, Chemical Identification Tests, Sodium, 
ASSAY/Procedure, IMPURITIES/Limit of Sodium Hydroxide, IMPURITIES/Organic 
Impurities, SPECIFIC TESTS/Water Determination <921>, Method I, Method Ic, 
SPECIFIC TESTS/Optical Rotation <781S>, Procedures, Specific Rotation, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Epoprostenol Sodium RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Epoprostenol Sodium System Suitability Mixture RS Gerald Hsu

Revision ESOMEPRAZOLE MAGNESIUM PF 45(5) Pg. ONLINE

IDENTIFICATION/B., IDENTIFICATION/B. Identification Tests—General 191 , Chemical 
Identification Tests, Magnesium, OTHER COMPONENTS/Content of Magnesium, 
SPECIFIC TESTS/Color of Solution Andrea Carney

New EZETIMIBE AND SIMVASTATIN TABLETS PF 45(6) Pg. ONLINE

DEFINITION, IDENTIFICATION/A., 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/USP Reference Standards 

〈

11

〉

Tsion Bililign

Revision GONADORELIN ACETATE PF 44(2) Pg. ONLINE

Chemical Info/1374.461182.3 (acetic acid free, anhydrous), Chemical Info/CAS, 
DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure, 
OTHER COMPONENTS/Acetic Acid in Peptides <503>, ??UNKNOWN??/Gonadorelin-
Related Impurities,  Procedure 1, ??UNKNOWN??/Gonadorelin-Related Impurities, 
Procedure 2, ??UNKNOWN??/Acetic Acid and Trifluoroacetic Acid, ??UNKNOWN??/Limit 
of Fluoride, SPECIFIC TESTS/Optical Rotation, Specific Rotation <781S>, SPECIFIC 
TESTS/Bacterial Endotoxins Test <85>, SPECIFIC TESTS/Microbial Enumeration Tests 
<61> and Tests for Specified Microorganisms <62>, SPECIFIC TESTS/Amino Acid 
Analysis, ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP [D-His2]-Gonadorelin RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP [D-Tyr5]-Gonadorelin RS Michael Huang

Revision HYDROCORTISONE TABLETS PF 44(6) Pg. ONLINE

IDENTIFICATION/A.  Infrared Absorption <197M>, 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 Prednisolone RS Gerald Hsu

Revision HYDROCORTISONE ACETATE CREAM PF 44(3) Pg. ONLINE

IDENTIFICATION/Thin-Layer Chromatographic Identification Test <201>, 
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 Cortisone Acetate RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Hydrocortisone RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Prednisolone 
Acetate RS Gerald Hsu

Omission HYOSCYAMINE PF 45(6) Pg. ONLINE Entire document Andrea Carney
Omission HYOSCYAMINE HYDROBROMIDE PF 45(6) Pg. ONLINE Entire document Andrea Carney



Omission HYOSCYAMINE SULFATE INJECTION PF 45(6) Pg. ONLINE Entire document Andrea Carney

New ISCOTRIZINOL PF 43(5) Pg. ONLINE

Title, Chemical Info/Chemical Structure, Chemical Info/C44H59N7O5, Chemical 
Info/765.98, Chemical Info/Benzoic acid, 4,4&prime;-[[6-[[4-[[(1,1-
dimethylethyl)amino]carbonyl]phenyl]amino]-1,3,5-triazine-2,4-diyl]diimino]bis-, 
bis(2-ethylhexyl) ester;, Chemical Info/Bis(2-ethylhexyl) 4,4&prime;-[(6-{[4-(tert-
butylcarbamoyl)phenyl]amino}-1,3,5-triazine-2,4-diyl)diimino]dibenzoate, Chemical 
Info/CAS, DEFINITION/Introduction, IDENTIFICATION/A.  Infrared Absorption <197>, 
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Residue on Ignition <281>, 
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Ethylhexyl Triazone 
Related Compound A RS, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Ethylhexyl Triazone Related Compound B RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Ethylhexyl Triazone Related 
Compound C RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
Iscotrizinol RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
Iscotrizinol Related Compound B RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Iscotrizinol Related Compound C RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Iscotrizinol Related Compound D 
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Iscotrizinol 
Related Compound F RS, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Iscotrizinol Related Compound G RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Iscotrizinol Related Compound I RS Devarshi Narendra Thaker

Revision LINDANE PF 45(5) Pg. ONLINE

CHEMICAL INFORMATION, IDENTIFICATION/A. Spectroscopic Identification Tests 197 , 
Infrared Spectroscopy, IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic 
Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards 

〈

11

〉

Shankari Shivaprasad
Omission METHYLCELLULOSE ORAL SOLUTION PF 44(3) Pg. ONLINE Entire document Devarshi Narendra Thaker

New NILOTINIB PF 44(3) Pg. ONLINE

Title, Chemical Info/Chemical Structure, Chemical Info/C28H22F3N7O·HCl·H2O, 
Chemical Info/584.00, Chemical Info/Benzamide, 4-methyl-N-[3-(4-methyl-1H-
imidazol-1-yl)-5-(trifluoromethyl)phenyl]-3-[[4-(3-pyridinyl)-2-pyrimidinyl]amino, 
monohydrochloride, monohydrate;, Chemical Info/4-Methyl-N-[3-(4-methyl-1H-
imidazol-1-yl)-5-(trifluoromethyl)phenyl]-3-{[4-(pyridin-3-yl)pyrimidin-2-
yl]amino}benzamide hydrochloride monohydrate, Chemical Info/CAS, Chemical 
Info/C28H22F3N7O, Chemical Info/529.52, Chemical Info/Free base, 
DEFINITION/Introduction, IDENTIFICATION/A.  Infrared Absorption <197M>, 
IDENTIFICATION/B., IDENTIFICATION/C.  Identification Tests-General <191>, 
Chemical Identification Tests, Chloride, ASSAY/Procedure, IMPURITIES/Residue on 
Ignition <281>, IMPURITIES/Limit of Nilotinib Related Compound A, Nilotinib Related 
Compound B, and Nilotinib Related Compound C, IMPURITIES/Organic Impurities, 
SPECIFIC TESTS/Water Determination <921>, Method I, Method Ia, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Nilotinib RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Nilotinib Related Compound A RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Nilotinib Related Compound B 
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Nilotinib 
Related Compound C RS, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Nilotinib System Suitability Mixture RS Devarshi Narendra Thaker



Revision DILUTED NITROGLYCERIN PF 44(3) Pg. ONLINE

IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic 
Impurities, SPECIFIC TESTS/Bacterial Endotoxins Test <85>, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/Labeling, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 1,2-Dinitroglycerin 
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 1,3-
Dinitroglycerin RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
1-Mononitroglycerin RS, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP 2-Mononitroglycerin RS Donald Min

Revision NITROGLYCERIN INJECTION PF 44(3) 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>/USP 1,2-Dinitroglycerin RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP 1,3-Dinitroglycerin RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 1-Mononitroglycerin RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 2-Mononitroglycerin 
RS Donald Min

Revision NITROGLYCERIN OINTMENT PF 44(3) Pg. ONLINE

IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic 
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 1,2-Dinitroglycerin RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 1,3-Dinitroglycerin 
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 1-
Mononitroglycerin RS, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP 2-Mononitroglycerin RS Donald Min

Revision NITROGLYCERIN SUBLINGUAL TABLETS PF 44(3) Pg. ONLINE

IDENTIFICATION/A.  Thin-Layer Chromatographic Identification Test <201>, 
IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE TESTS/Uniformity of Dosage 
Units <905>, IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/Labeling, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 1,2-Dinitroglycerin 
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 1,3-
Dinitroglycerin RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
1-Mononitroglycerin RS, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP 2-Mononitroglycerin RS Donald Min

Revision NORGESTIMATE AND ETHINYL ESTRADIOL TABLETS PF 44(6) Pg. ONLINE

IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE TESTS/Disintegration <701>, 
PERFORMANCE TESTS/Dissolution <711>, IMPURITIES/Organic Impurities, 
ADDITIONAL REQUIREMENTS/Packaging and Storage Ren-Hwa Yeh

New OMEPRAZOLE AND SODIUM BICARBONATE CAPSULES PF 44(4) Pg. ONLINE

Title, DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B., 
IDENTIFICATION/C.  Identification Tests-General <191>, Chemical Identification 
Tests, Sodium, IDENTIFICATION/D.  Identification Tests-General <191>, Chemical 
Identification Tests, Bicarbonate, ASSAY/Procedure for Omeprazole, ASSAY/Procedure 
for Sodium Bicarbonate, PERFORMANCE TESTS/Dissolution <711>, PERFORMANCE 
TESTS/Uniformity of Dosage Units <905>, Content Uniformity, IMPURITIES/Organic 
Impurities, SPECIFIC TESTS/Acid-Neutralizing Capacity <301>, SPECIFIC 
TESTS/Microbial Enumeration Tests <61> and  Tests for Specified Microorganisms 
<62>, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Omeprazole RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Omeprazole Related Compound 
A RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Omeprazole 
Related Compound B RS, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Omeprazole Related Compound E RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Omeprazole Related Compound F and G Mixture RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Omeprazole 
Related Compound I RS Richard Nguyen



New
OMEPRAZOLE AND SODIUM BICARBONATE FOR ORAL SUSPENSION PF 44(3) Pg. 
ONLINE

Title, DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B., 
IDENTIFICATION/C.  Identification Tests-General <191>, Chemical Identification 
Tests, Sodium, IDENTIFICATION/D.  Identification Tests-General <191>, Chemical 
Identification Tests, Bicarbonate, ASSAY/Procedure for Omeprazole, ASSAY/Procedure 
for Sodium Bicarbonate, PERFORMANCE TESTS/Dissolution <711>, PERFORMANCE 
TESTS/Uniformity of Dosage Units <905>, Content Uniformity, IMPURITIES/Organic 
Impurities, SPECIFIC TESTS/Acid-Neutralizing Capacity <301>, SPECIFIC 
TESTS/Microbial Enumeration Tests <61> and Tests for Specified Microorganisms 
<62>, SPECIFIC TESTS/Water Determination <921>, Method I, Method Ia, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Omeprazole RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Omeprazole Related Compound 
A RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Omeprazole 
Related Compound B RS, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Omeprazole Related Compound E RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Omeprazole Related Compound F and G Mixture RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Omeprazole 
Related Compound I RS Richard Nguyen

Revision OMEPRAZOLE MAGNESIUM PF 45(5) Pg. ONLINE

IDENTIFICATION/B., IDENTIFICATION/B. Identification Tests—General 191 , Chemical 
Identification Tests, Magnesium, OTHER COMPONENTS/Content of Magnesium, 
SPECIFIC TESTS/Color of Solution Andrea Carney

Omission PENICILLIN V PF 45(6) Pg. ONLINE Entire document Christine Hiemer
Omission PILOCARPINE PF 46(1) Pg. ONLINE Entire document Devarshi Narendra Thaker

Revision PYRIDOSTIGMINE BROMIDE ORAL SOLUTION PF 44(2) Pg. ONLINE

IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic 
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Pyridostigmine Related 
Compound A RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
Pyridostigmine Related Compound B RS Claire Chisolm

New PYRIDOSTIGMINE BROMIDE EXTENDED-RELEASE TABLETS PF 44(2) Pg. ONLINE

Title, DEFINITION/Introduction, IDENTIFICATION/A., 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 Pyridostigmine Bromide RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Pyridostigmine 
Related Compound B RS Claire Chisolm

New SEVELAMER CARBONATE PF 45(2) Pg. ONLINE

CHEMICAL INFORMATION, DEFINITION, IDENTIFICATION/A. Spectroscopic 
Identification Tests 

〈

197

〉

, Infrared Spectroscopy:, ASSAY/Total Titratable Amines, 
OTHER COMPONENTS/Carbonate Content, IMPURITIES/Residue on Ignition 

〈

281

〉

:, 
IMPURITIES/Limit of Chloride, IMPURITIES/Limit of Epichlorohydrin, IMPURITIES/Limit 
of Soluble Oligomers:, IMPURITIES/Limit of Allylamine, SPECIFIC TESTS/Loss on 
Drying, SPECIFIC TESTS/Swelling Index, SPECIFIC TESTS/Light Diffraction 
Measurement of Particle Size 

〈

429

〉

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

〈

11

〉

Donald Min

New SEVELAMER CARBONATE FOR ORAL SUSPENSION PF 45(3) Pg. ONLINE

DEFINITION/Untitled Section, IDENTIFICATION/A. Spectroscopic Identification Tests 
〈

197

〉

, Infrared Spectroscopy:, ASSAY/Total Titratable Amines, PERFORMANCE 
TESTS/Uniformity of Dosage Units 

〈

905

〉

:, IMPURITIES/Limit of Soluble Oligomers:, 
IMPURITIES/Limit of Allylamine, ADDITIONAL REQUIREMENTS/Packaging and 
Storage:, ADDITIONAL REQUIREMENTS/USP Reference Standards 

〈

11

〉

Donald Min



New SEVELAMER CARBONATE TABLETS PF 45(3) Pg. ONLINE

DEFINITION, IDENTIFICATION/A. Spectroscopic Identification Tests 197 , Infrared 
Spectroscopy:, ASSAY/Total Titratable Amines, PERFORMANCE TESTS/Disintegration 
〈

701

〉

, PERFORMANCE TESTS/Uniformity of Dosage Units 

〈

905

〉

:, IMPURITIES/Limit of 
Soluble Oligomers:, IMPURITIES/Limit of Allylamine, ADDITIONAL 
REQUIREMENTS/Packaging and Storage:, ADDITIONAL REQUIREMENTS/USP Reference 
Standards 

〈

11

〉

Donald Min
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