Compendial Approvals for USP39-NF34 2S

Category Monograph Title Monograph Section Scientific Liaison
Revision <2> ORAL DRUG PRODUCTS-PRODUCT QUALITY TESTS PF 41(5) Pg. INTRODUCTION

ONLINE Antonio Hernandez-Cardoso
Revision <3>TOPICAL AND TRANSDERMAL DRUG PRODUCTS - PRODUCT INTRODUCTION, PRODUCT QUALITY TESTS FOR TOPICALLY

QUALITY TESTS PF 40(2) Pg. ONLINE APPLIEDTOPICAL AND TRANSDERMALDRUG PRODUCTS, SPECIFIC

TESTS FOR OPHTHALMIC DRUG PRODUCTS, SPECIFIC TESTS FOR
TOPICALLY APPLIED SEMISOLID DRUG PRODUCTS, SPECIFIC TESTS
FOR TRANSDERMAL DELIVERY SYSTEMS, INTRODUCTION, PRODUCT
QUALITY TESTS FOR TOPICAL AND TRANSDERMAL DRUG

PRODUCTS, SPECIFIC TESTS FOR TDS Margareth Marques

Revision <4> MUCOSAL DRUG PRODUCTS-PRODUCT QUALITY TESTS PF 41(5) INTRODUCTION, PRODUCT QUALITY TESTS FOR MUCOSAL DRUG
Pg. ONLINE PRODUCTS William Brown
Revision <5> INHALATION AND NASAL DRUG PRODUCTS GENERAL 1. INTRODUCTION
INFORMATION AND PRODUCT QUALITY TESTS PF 41(5) Pg. ONLINE
Kahkashan Zaidi

Revision <121.1> PHYSICOCHEMICAL ANALYTICAL PROCEDURES FOR INTRODUCTION/Introduction, INTRODUCTION/PEPTIDE MAPPING
INSULINS PF 41(5) Pg. ONLINE Mary Crivellone
Revision <212> OLIGOSACCHARIDE ANALYSIS PF 41(5) Pg. ONLINE INTRODUCTION/Introduction, INTRODUCTION/ANALYTICAL

PROCEDURES OVERVIEW, INTRODUCTION/SAMPLE PREPARATION,
INTRODUCTION/SEPARATION AND IDENTIFICATION OF
OLIGOSACCHARIDES, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>, ADDITIONAL REQUIREMENTS/APPENDIX

Edith Chang
Revision <341> ANTIMICROBIAL AGENTS--CONTENT PF 41(2) Pg. ONLINE Introduction, GENERAL GAS CHROMATOGRAPHIC METHOD,
GENERAL GAS AND LIQUID CHROMATOGRAPHIC METHODS,
POLAROGRAPHIC METHOD, USP REFERENCE STANDARDS <11>

Shankari Shivaprasad

Revision <771> OPTHALMIC PRODUCTS - QUALITY TESTS PF 41(5) Pg. ONLINE INTRODUCTION
Margareth Marques

New <782> VIBRATIONAL CIRCULAR DICHROISM SPECTROSCOPY PF 1. INTRODUCTION, 2. QUALIFICATION OF VCD SPECTROMETERS, 3.
41(5) Pg. ONLINE PROCEDURE, 4. VALIDATION, 5. VERIFICATION
Kahkashan Zaidi
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New

Revision

New

Revision

New

New

New

<1004> MUCOSAL DRUG PRODUCTS-PERFORMANCE TESTS PF 41(5) INTRODUCTION, PERFORMANCE TESTS FOR MUCOSAL DRUG

Pg. ONLINE

<1029> GOOD DOCUMENTATION GUIDELINES PF 41(5) Pg. ONLINE

<1063> SHEAR CELL METHODOLOGY FOR POWDER FLOW TESTING
PF 41(5) Pg. ONLINE

<1130> NUCLEIC ACID-BASED TECHNIQUES -- APPROACHES FOR
DETECTING TRACE NUCLEIC ACIDS (RESIDUAL DNA TESTING) PF
41(4) Pg. ONLINE

<1228.3> DEPYROGENATION BY FILTRATION PF 41(5) Pg. ONLINE

<1228.5> ENDOTOXIN INDICATORS FOR DEPYROGENATION PF
41(5) Pg. ONLINE

<1229.13> STERILIZATION-IN-PLACE PF 41(5) Pg. ONLINE

PRODUCTS, AEROSOLS AND NASAL SPRAYS, CREAMS, GELS, AND
OINTMENTS, EMULSIONS, FILMS, GUMS, INSERTS, LOZENGES,
SUPPOSITORIES, SUSUPENSIONS, SUBLINGUAL TABLETS AND
BUCCAL TABLETS, REFERENCES

INTRODUCTION, PRINCIPLES OF GOOD DOCUMENTATION, DATA
COLLECTION AND RECORDING, DIFFERENT TYPES OF GMP
DOCUMENTS

1. INTRODUCTION, 2. THEORY AND PRINCIPLES, 3. DESCRIPTION OF

SHEAR CELL COMPONENTS AND DESIGNS, 4. SHEAR CELL
MEASUREMENTS, 5. SELECTION OF TEST CONDITIONS, 6. TEST

PROCEDURE, 7. DATA ANALYSIS AND CALCULATIONS, 8. REFERENCE

MATERIALS AND REPRODUCIBILITY, 9. APPENDIX

INTRODUCTION, SAMPLE PRETREATMENT, QUANTITATIVE PCR-
BASED RESIDUAL DNA ASSAY POLYMERASE CHAIN REACTION
TECHNIQUES, PRACTICAL APPLICATIONS OF RESIDUAL DNA
TESTING, RESIDUAL DNA TESTING POINTS TO CONSIDER

1. INTRODUCTION, 2. TECHNOLOGIES USED FOR DEPYROGENATION

BY FILTRATION, 3. VALIDATION, 4. REFERENCES, 5. APPENDIX

1. INTRODUCTION, 2. ENDOTOXIN AND LPS, 3. APPLICATION OF
ENDOTOXIN INDICATORS, 4. PREPARATION AND USE OF
ENDOTOXIN INDICATORS, 5. ANALYSIS OF RESULTS OF
DEPYROGENATION STUDIES, 6. REFERENCES

INTRODUCTION, COMMON ELEMENTS OF STERILIZATION-IN-PLACE
PROCESSES, CLOSED SYSTEMS, STERILIZATION-IN-PLACE METHODS,

ROUTINE PROCESS CONTROL

William Brown

Antonio Hernandez-Cardoso

Galina Holloway

Dibyendu Saha

Radhakrishna Tirumalai

Radhakrishna Tirumalai

Radhakrishna Tirumalai
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Revision

New

Revision
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Revision

<1231> WATER FOR PHARMACEUTICAL PURPOSES PF 41(5) Pg.
ONLINE

<1782> VIBRATIONAL CIRCULAR DICHROISM SPECTROSCOPY —
THEORY AND PRACTICE PF 41(5) Pg. ONLINE

<2040> DISINTEGRATION AND DISSOLUTION OF DIETARY
SUPPLEMENTS PF 41(5) Pg. ONLINE

<2750> MANUFACTURING PRACTICES FOR DIETARY SUPPLEMENTS
PF 41(5) Pg. ONLINE

2,2,2-TRICHLOROETHANOL PF 41(5) Pg. ONLINE
ACETAMINOPHEN SUPPOSITORIES PF 41(5) Pg. ONLINE
ACETAZOLAMIDE ORAL SUSPENSION PF 40(5) Pg. ONLINE

ALLOPURINOL ORAL SUSPENSION PF 40(5) Pg. ONLINE

ALPRAZOLAM ORAL SUSPENSION PF 40(5) Pg. ONLINE

AMINOBENZOATE POTASSIUM PF 41(4) Pg. ONLINE

INTRODUCTION, TABLE OF CONTENTS, 1. INTRODUCTION, 2.
SOURCE WATER CONSIDERATIONS, 3. WATERS USED FOR
PHARMACEUTICAL MANUFACTURING AND TESTING PURPOSES, 4.
VALIDATION AND QUALIFICATION OF WATER PURIFICATION,
STORAGE, AND DISTRIBUTION SYSTEMS, 5. DESIGN AND
OPERATION OF PURIFIED WATER AND WATER FOR INJECTION
SYSTEMS, 6. SAMPLING, 7. CHEMICAL EVALUATIONS, 8. MICROBIAL
EVALUATIONS, 9. ALERT AND ACTION LEVELS AND SPECIFICATIONS

Introduction, 1. INTRODUCTION, 2. DEFINITION OF VIBRATIONAL
CIRCULAR DICHROISM, 3. VCD INSTRUMENTATION, 4.
MEASUREMENT OF VCD SPECTRA, 5. QUALITATIVE AND
QUANTITATIVE ANALYSIS, 6. DETERMINATION OF ABSOLUTE
CONFIGURATION, 7. CALCULATION OF VCD SPECTRA, 8.
COMPARISON OF MEASURED AND CALCULATED SPECTRA, 9.
DETERMINATION OF ENANTIOMERIC EXCESS, 10. CONCURRENT
USE OF VCD FOR ABSOLUTE CONFIGURATION AND ENANTIOMERIC
EXCESS, 11. REFERENCES

RUPTURE TEST FOR SOFT SHELL CAPSULES, DISSOLUTION

RAW MATERIALS, PRODUCT CONTAINERS, AND CLOSURES,
RECORDS AND REPORTS

2,2,2-Trichloroethanol

ASSAY/Procedure, IMPURITIES/4-Aminophenol in Acetaminophen-
Containing Drug Products <227>

{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Beyond-Use Date

{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Beyond-Use Date, ADDITIONAL
REQUIREMENTS/Labeling

{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Beyond-Use Date

IDENTIFICATION/C. ldentification Tests-General, Potassium <191>,
IDENTIFICATION/C.

Antonio Hernandez-Cardoso

Kahkashan Zaidi

Natalia Davydova

Christopher Okuniji
Margareth Marques

Clydewyn Anthony

Jeanne Sun

Jeanne Sun

Jeanne Sun

Wei Yang
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Revision

Revision

Revision

Revision

Revision

Revision

Revision

New
New

Revision

Revision

Revision

AMINOBENZOATE SODIUM PF 41(4) Pg. ONLINE

AMIODARONE HYDROCHLORIDE ORAL SUSPENSION PF 40(5) Pg.
ONLINE

AMITRAZ PF 41(2) Pg. ONLINE

AMITRAZ CONCENTRATE FOR DIP PF 41(2) Pg. ONLINE

AMLODIPINE ORAL SUSPENSION PF 40(5) Pg. ONLINE

ANTITHROMBIN 1l HUMAN PF 41(5) Pg. ONLINE

ARIPIPRAZOLE PF 41(2) Pg. ONLINE

ASCORBIC ACID PF 41(5) Pg. ONLINE
10% ASCORBIC ACID TS PF 41(5) Pg. ONLINE
ATENOLOL ORAL SOLUTION PF 40(5) Pg. ONLINE

AZATHIOPRINE ORAL SUSPENSION PF 40(5) Pg. ONLINE

AZELASTINE HYDROCHLORIDE PF 41(5) Pg. ONLINE

IDENTIFICATION/C. Identification Tests-General, Sodium <191>,

IDENTIFICATION/C. Wei Yang
{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Beyond-Use Date Jeanne Sun

IDENTIFICATION/A. Infrared Absorption <197M><197>,
IDENTIFICATION/B. Thin-Layer Chromatography,
IDENTIFICATION/C., ASSAY/Procedure, IMPURITIES/Organic
Impurities, SPECIFIC TESTS/Water Determination, Method | <921>,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Amitraz Related Compound A RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Amitraz
Related Compound B RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Amitraz Related Compound C RS

Morgan Puderbaugh

IDENTIFICATION/B., ASSAY/Procedure, SPECIFIC TESTS/Water
Determination, Method | <921>

{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Beyond-Use Date

Chemical Info, DEFINITION/Introduction, ASSAY/Procedure,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Molecular Weight
Distribution, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Albumin Human RS

IMPURITIES/Organic Impurities, SPECIFIC TESTS/Loss on Drying

Morgan Puderbaugh

Jeanne Sun

Kevin Carrick

<731> Heather Joyce
Ascorbic Acid Margareth Marques
10% Ascorbic Acid TS Margareth Marques

{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Beyond-Use Date, ADDITIONAL

REQUIREMENTS/Labeling Jeanne Sun
{Title} Compounded, DEFINITION/Introduction, ASSAY/Procedure,
ADDITIONAL REQUIREMENTS/Beyond-Use Date

Jeanne Sun

IMPURITIES/Organic Impurities Mary Koleck
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Revision

Revision

Revision

Revision

Revision

Revision

Revision

Revision
New

BACLOFEN ORAL SUSPENSION PF 40(5) Pg. ONLINE

BENZALKONIUM CHLORIDE SOLUTION PF 41(5) Pg. ONLINE
BETHANECHOL CHLORIDE ORAL SOLUTION PF 40(5) Pg. ONLINE

BETHANECHOL CHLORIDE ORAL SUSPENSION PF 40(5) Pg. ONLINE
CALCIUM PROPIONATE PF 41(5) Pg. ONLINE

CAPTOPRIL ORAL SOLUTION PF 40(5) Pg. ONLINE

CAPTOPRIL ORAL SUSPENSION PF 40(5) Pg. ONLINE

Carbon Tetrachloride PF 41(4) Pg. ONLINE

CETIRIZINE HYDROCHLORIDE ORALLY DISINTEGRATING TABLETS PF
40(6) Pg. ONLINE

{Title} Compounded, DEFINITION/Introduction, ADDITIONAL

REQUIREMENTS/Beyond-Use Date Jeanne Sun
OTHER COMPONENTS/Alcohol Content (if added) Hong Wang
{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Beyond-Use Date Jeanne Sun
{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Beyond-Use Date Jeanne Sun

IDENTIFICATION/A. Identification Tests-General, Calcium <191>,
IDENTIFICATION/A.

{Title} Compounded, DEFINITION/Introduction, ADDITIONAL

Galina Holloway

REQUIREMENTS/Beyond-Use Date Jeanne Sun
{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Beyond-Use Date Jeanne Sun

Carbon Tetrachloride,

Margareth Marques

Title, DEFINITION/Introduction, IDENTIFICATION/A.,
IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE
TESTS/Disintegration <701>, 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 Cetirizine
Hydrochloride RS, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Cetirizine Related Compound A RS,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Cetirizine Related Compound B RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Cetirizine
Related Compound C RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Cetirizine Related Compound G RS,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
4-Chlorobenzophenone RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Hydroxyzine Related Compound A
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Meclizine Related Compound A RS

Domenick Vicchio
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mailto:GVH@usp.org
mailto:JHS@usp.org
mailto:JHS@usp.org
mailto:MRM@usp.org
mailto:DWV@usp.org

Omission

Revision

Revision

Revision

Revision

Revision

CHLORDIAZEPOXIDE HYDROCHLORIDE FOR INJECTION PF 41(4) Pg.
ONLINE

CHLOROBUTANOL PF 41(4) Pg. ONLINE

CHLOROQUINE PHOSPHATE ORAL SUSPENSION PF 40(5) Pg. ONLINE

CHLOROTHIAZIDE ORAL SUSPENSION PF 41(5) Pg. ONLINE

CHLOROTHIAZIDE TABLETS PF 41(5) Pg. ONLINE

CIPROFLOXACIN PF 41(5) Pg. ONLINE

Entire document

SPECIFIC TESTS/Bacterial Endotoxins Test <85>, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Endotoxin RS

{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Beyond-Use Date

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

Identification B, ASSAY/Procedure, IMPURITIES/Organic Impurities,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL

REQUIREMENTS/USP Reference Standards <11>/USP
Benzothiadiazine Related Compound A RS

ASSAY/Procedure, IMPURITIES/Chloride, IMPURITIES/Sulfate,
IMPURITIES/Procedure 1: Limit of Fluoroquinolonic Acid,
IMPURITIES/Procedure 2, IMPURITIES/Organic Impurities,

ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP

Ciprofloxacin Ethylenediamine Analog RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP
Fluoroquinolonic Acid RS

Heather Joyce

Galina Holloway

Jeanne Sun

Sujatha Ramakrishna

Sujatha Ramakrishna

Shankari Shivaprasad
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Revision

Revision
Revision
Revision

Revision

Revision

New
Revision

Revision

CIPROFLOXACIN HYDROCHLORIDE PF 41(5) Pg. ONLINE

Citric Acid PF 41(5) Pg. ONLINE

Citric Acid, Anhydrous PF 41(5) Pg. ONLINE

CLONAZEPAM ORAL SUSPENSION PF 40(5) Pg. ONLINE
CODEINE PHOSPHATE ORAL SOLUTION PF 40(5) Pg. ONLINE

CODEINE SULFATE TABLETS PF 41(5) Pg. ONLINE

4-CYANOPYRIDINE PF 41(5) Pg. ONLINE
DAPSONE ORAL SUSPENSION PF 40(5) Pg. ONLINE

DESCRIPTION AND SOLUBILITY PF 39(2) Pg. ONLINE

Chemical Info/Chemical NameC17H18FN303-HCl-xH20
Sesquihydrate394.83 Monohydrate385.82 Anhydrous367.81,
Chemical Info/3-Quinolinecarboxylic acid, 1-cyclopropyl-6-fluoro-
1,4-dihydro-4-oxo-7-(1-piperazinyl)-, monohydrochloride;,
monohydrate, Chemical Info/1-Cyclopropyl-6-fluoro-1,4-dihydro-4-
oxo-7-(1-piperazinyl)-3-quinolinecarboxylic acid,
monohydrochloride, monohydrate Monohydrate 86393-32-0,
DEFINITION/Introduction, ASSAY/Procedure, IMPURITIES/Chloride
and Sulfate <221>, Sulfate, IMPURITIES/Procedure 1: Limit of
Fluoroquinolonic Acid, IMPURITIES/Procedure 2,
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Ciprofloxacin Ethylenediamine
Analog RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Fluoroquinolonic Acid RS

Citric Acid,

Citric Acid, Anhydrous,

{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Beyond-Use Date

{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Labeling

IDENTIFICATION/A. Infrared Absorption <197K>,
IDENTIFICATION/A., IDENTIFICATION/B. Identification Tests-
General, Sulfate <191>, IDENTIFICATION/B., ASSAY/Procedure,
PERFORMANCE TESTS/Uniformity of Dosage Units <905>,
IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage

4-Cyanopyridine

{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Beyond-Use Date

Desloratadine, Cupric Sulfate, Cupric Sulfate (anhydrous),

Polyethylene Glycol, Polyethylene Glycol 3350, Estradiol,
Naphazoline Hydrochloride, Thalidomide

Shankari Shivaprasad
Margareth Marques
Margareth Marques

Jeanne Sun

Jeanne Sun

Clydewyn Anthony
Margareth Marques

Jeanne Sun

Domenick Vicchio
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New DESLORATADINE PF 41(2) Pg. ONLINE Chemical Info/Chemical Structure, Chemical Info/C19H19CIN2,
Chemical Info/310.82, Chemical Info/Benzo[5,6]cyclohepta[1,2-
b]pyridine, 8-chloro-6,11-dihydro-11-(4-piperidinylidene)-, 5H-;,
Chemical Info/8-Chloro-6,11-dihydro-11-(piperidin-4-ylidene)-5H-
benzo[5,6]cycloheptall,2-b]pyridine, Chemical Info/CAS,
DEFINITION/Introduction, IDENTIFICATION/A. Infrared Absorption
<197K>, IDENTIFICATION/B., ASSAY/Procedure,
IMPURITIES/Residue on Ignition <281>, IMPURITIES/Organic
Impurities, Procedure 1, IMPURITIES/Organic Impurities, Procedure
2, SPECIFIC TESTS/Water Determination, Method Ic <921>,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Desloratadine RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Desloratadine
Related Compound A RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Desloratadine Related Compound B
RS

Mary Koleck

New DESLORATADINE TABLETS PF 41(2) Pg. ONLINE 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 Desloratadine

RS, ADDITIONAL REQUIREMENTS/USP Reference Standards

<11>/USP Desloratadine Related Compound F RS

Mary Koleck
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New

Revision
Revision

Revision

Revision

Revision

Revision

Revision

Revision

Omission
Revision

DESLORATADINE ORALLY DISINTEGRATING TABLETS PF 41(2) Pg.
ONLINE

DEXTROSE Stage 6 Harmonization
DIATRIZOATE SODIUM PF 41(4) Pg. ONLINE

DICLOFENAC POTASSIUM PF 41(4) Pg. ONLINE

DICLOFENAC SODIUM PF 41(4) Pg. ONLINE

DILTIAZEM HYDROCHLORIDE EXTENDED-RELEASE CAPSULES PF
41(1) Pg. ONLINE

DILTIAZEM HYDROCHLORIDE ORAL SOLUTION PF 40(5) Pg. ONLINE
DILTIAZEM HYDROCHLORIDE ORAL SUSPENSION PF 40(5) Pg.
ONLINE

DIPYRIDAMOLE ORAL SUSPENSION PF 40(5) Pg. ONLINE

DOLASETRON MESYLATE INJECTION PF 41(5) Pg. ONLINE
DOLASETRON MESYLATE ORAL SOLUTION PF 40(5) Pg. ONLINE

DEFINITION/Introduction, IDENTIFICATION/A. Ultraviolet
Absorption <197U>, IDENTIFICATION/B., ASSAY/Procedure,
PERFORMANCE TESTS/Disintegration <701>, 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 Desloratadine
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Desloratadine Related Compound A RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Desloratadine
Related Compound F RS

Mary Koleck
Entire Document Jenny Liu
IDENTIFICATION/A. Thin-Layer Chromatographic Identification Test
<201>, IDENTIFICATION/B., IDENTIFICATION/C. Identification Tests-
General, Sodium <191>, ASSAY/Procedure, IMPURITIES/Organic
Impurities, IMPURITIES/Limit of Free Aromatic Amine, SPECIFIC

TESTS/lodine and lodide

Ravi Ravichandran

IDENTIFICATION/C. ldentification Tests-General <191>, Potassium,

IDENTIFICATION/C. Wei Yang
IDENTIFICATION/C. ldentification Tests-General <191>, Sodium,
IDENTIFICATION/C. Wei Yang

IDENTIFICATION/A., ASSAY/Procedure, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage

Sujatha Ramakrishna

{Title} Compounded, DEFINITION/Introduction, ADDITIONAL

REQUIREMENTS/Beyond-Use Date Jeanne Sun
{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Beyond-Use Date Jeanne Sun
{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Beyond-Use Date Jeanne Sun

Entire document Elena Gonikberg
{Title} Compounded, DEFINITION/Introduction, ADDITIONAL

REQUIREMENTS/Beyond-Use Date

Jeanne Sun
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Revision
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Revision

Revision
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Revision

Revision

DOLASETRON MESYLATE ORAL SUSPENSION PF 40(5) Pg. ONLINE

DOLASETRON MESYLATE TABLETS PF 41(5) Pg. ONLINE
DOXAPRAM HYDROCHLORIDE PF 41(4) Pg. ONLINE

DOXAPRAM HYDROCHLORIDE INJECTION PF 41(4) Pg. ONLINE

MULTIPLE ELECTROLYTES INJECTION TYPE 1 PF 41(4) Pg. ONLINE

MULTIPLE ELECTROLYTES INJECTION TYPE 2 PF 41(4) Pg. ONLINE

MULTIPLE ELECTROLYTES AND DEXTROSE INJECTION TYPE 1 PF
41(4) Pg. ONLINE

{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Beyond-Use Date

Entire document

DEFINITION/Introduction, Identification B, IDENTIFICATION/C.
Identification Tests-General <191>, Chloride, ASSAY/Procedure,
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Doxapram Related Compound B RS

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

IDENTIFICATION/Sodium <191>, Potassium <191>,
IDENTIFICATION/B. Sodium, IDENTIFICATION/C. Potassium,
IDENTIFICATION/B, IDENTIFICATION/C, IDENTIFICATION/D,
ASSAY/Chloride, ASSAY/Magnesium, ASSAY/Phosphate (if present)

IDENTIFICATION/Sodium <191>, Potassium <191>, Calcium
<191>,, IDENTIFICATION/B. Sodium, IDENTIFICATION/C. Potassium,
IDENTIFICATION/D. Identification Tests-General <191>, Calcium,
IDENTIFICATION/B, IDENTIFICATION/C, IDENTIFICATION/D,
ASSAY/Calcium, ASSAY/Chloride, ASSAY/Lactate (if present),
ASSAY/Magnesium

IDENTIFICATION/Sodium <191>, Potassium <191>,,
IDENTIFICATION/C. Sodium, IDENTIFICATION/D. Potassium,
IDENTIFICATION/C, IDENTIFICATION/D, IDENTIFICATION/E,
IDENTIFICATION/F, IDENTIFICATION/G, ASSAY/Chloride,
ASSAY/Gluconate (if present), ASSAY/Lactate (if present),
ASSAY/Magnesium, ASSAY/Phosphate (if present), ASSAY/Sulfate (if
present)

Jeanne Sun
Elena Gonikberg

Heather Joyce

Heather Joyce

Ren-Hwa Yeh

Ren-Hwa Yeh

Ren-Hwa Yeh
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Revision

Revision

Omission

Omission

Omission

Omission

Revision

New

Revision

Revision

Revision

Revision

MULTIPLE ELECTROLYTES AND DEXTROSE INJECTION TYPE 2 PF
41(4) Pg. ONLINE

MULTIPLE ELECTROLYTES AND DEXTROSE INJECTION TYPE 3 PF
41(4) Pg. ONLINE

MULTIPLE ELECTROLYTES AND DEXTROSE INJECTION TYPE 4 PF
41(4) Pg. ONLINE

MULTIPLE ELECTROLYTES AND INVERT SUGAR INJECTION TYPE 1 PF
41(4) Pg. ONLINE

MULTIPLE ELECTROLYTES AND INVERT SUGAR INJECTION TYPE 2 PF

41(4) Pg. ONLINE

MULTIPLE ELECTROLYTES AND INVERT SUGAR INJECTION TYPE 3 PF
41(4) Pg. ONLINE

ENALAPRIL MALEATE ORAL SUSPENSION PF 40(5) Pg. ONLINE

0.07 N FERROUS AMMONIUM SULFATE VS PF 41(5) Pg. ONLINE

FLECAINIDE ACETATE ORAL SUSPENSION PF 40(5) Pg. ONLINE

FLUCYTOSINE ORAL SUSPENSION PF 40(5) Pg. ONLINE

GANCICLOVIR ORAL SUSPENSION PF 40(6) Pg. ONLINE

GRANISETRON HYDROCHLORIDE ORAL SUSPENSION PF 40(6) Pg.
ONLINE

IDENTIFICATION/Sodium <191>Potassium <191>,,
IDENTIFICATION/C. Sodium, IDENTIFICATION/D. Potassium,
IDENTIFICATION/E. Identification Tests-General <191>, Calcium,
IDENTIFICATION/C, IDENTIFICATION/D, IDENTIFICATION/E,
IDENTIFICATION/F, IDENTIFICATION/G, ASSAY/Calcium,
ASSAY/Chloride, ASSAY/Gluconate (if present), ASSAY/Lactate (if
present), ASSAY/Magnesium, ASSAY/Sulfate (if present)

IDENTIFICATION/Sodium <191>Potassium <191>,,
IDENTIFICATION/C. Sodium, IDENTIFICATION/D. Potassium,
IDENTIFICATION/C, IDENTIFICATION/D, IDENTIFICATION/E,
ASSAY/Ammonium (if present), ASSAY/Chloride, ASSAY/Lactate (if
present), ASSAY/Phosphate (if present)

Entire document
Entire document
Entire document
Entire document

{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Beyond-Use Date

0.07 N Ferrous Ammonium Sulfate VS

{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Beyond-Use Date

{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Beyond-Use Date

{Title} Compounded, DEFINITION, ADDITIONAL
REQUIREMENTS/Beyond-Use Date

{Title} Compounded, DEFINITION/Introduction, ASSAY/Procedure,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Beyond-Use Date

Ren-Hwa Yeh

Ren-Hwa Yeh
Ren-Hwa Yeh
Ren-Hwa Yeh
Ren-Hwa Yeh

Ren-Hwa Yeh

Jeanne Sun

Margareth Marques

Jeanne Sun

Jeanne Sun

Jeanne Sun

Jeanne Sun
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Revision GUAIFENESIN PF 41(5) Pg. ONLINE IDENTIFICATION/A. Infrared Absorption <197>,
IDENTIFICATION/C., SPECIFIC TESTS/Melting Range or Temperature

<741> Clydewyn Anthony
Revision HYDRALAZINE HYDROCHLORIDE ORAL SOLUTION PF 40(6) Pg. {Title} Compounded, DEFINITION/Introduction, ADDITIONAL
ONLINE REQUIREMENTS/Beyond-Use Date Jeanne Sun

New 6 N HYDROCHLORIC ACID TS PF 41(5) Pg. ONLINE 6 N Hydrochloric Acid TS Margareth Margues
New 0.36 N HYDROCHLORIC ACID TS PF 41(5) Pg. ONLINE 0.36 N Hydrochloric Acid TS- Margareth Margues
Revision 0.06 N HYDROCHLORIC ACID TS PF 41(5) Pg. ONLINE 0.06 N Hydrochloric Acid TS Margareth Margues
New 3 N HYDROCHLORIC ACID TS PF 41(5) Pg. ONLINE 3 N Hydrochloric Acid TS Margareth Margues
New 2 N HYDROCHLORIC ACID TS PF 41(5) Pg. ONLINE 2 N Hydrochloric Acid TS Margareth Margues
New 0.001 N HYDROCHLORIC ACID TS PF 41(5) Pg. ONLINE 0.001 N Hydrochloric Acid TS Margareth Margues
Revision HYDROCHLORIC ACID INJECTION PF 40(6) Pg. ONLINE {Title} Compounded, DEFINITION/Introduction, ADDITIONAL

REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Beyond-Use Date, ADDITIONAL

REQUIREMENTS/Labeling Jeanne Sun
New 4-HYDROXY-4-PHENYLPIPERIDINE PF 41(4) Pg. ONLINE 4-Hydroxy-4-phenylpiperidine Margareth Margues
Revision HYDROXYPROGESTERONE CAPROATE INJECTION PF 41(5) Pg. IDENTIFICATION/B. Thin-Layer Chromatography,
ONLINE IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage
Gerald Hsu
Revision HYPROMELLOSE Stage 6 Harmonization Entire Document Jenny Liu

Revision IBUPROFEN TABLETS PF 41(1) Pg. ONLINE IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Water
Determination, Method | <921>, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Ibuprofen Related Compound C RS,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Ibuprofen Related Compound J RS

Hillary Cai
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New IMIPRAMINE PAMOATE CAPSULES PF 41(5) Pg. ONLINE DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B.,
ASSAY/Procedure, PERFORMANCE TESTS, PERFORMANCE
TESTS/Dissolution <711>, PERFORMANCE TESTS/Uniformity of
Dosage Units <905>, IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Depramine RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Desipramine
Hydrochloride RS, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Imipramine Pamoate RS

Heather Joyce

Revision INDOMETHACIN TOPICAL GEL PF 40(6) Pg. ONLINE {Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Beyond-Use Date, ADDITIONAL
REQUIREMENTS/Labeling Jeanne Sun
Revision INSULIN INJECTION PF 41(5) Pg. ONLINE DEFINITION/Introduction, ASSAY/Procedure, Limit of High

Molecular Weight Proteins, Physicochemical Analytical Procedures
for Insulins <121.1>, Limit of High Molecular Weight Proteins,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP

Insulin RS Manoj Metta
Revision ISOPHANE INSULIN SUSPENSION PF 41(5) Pg. ONLINE ASSAY/Procedure, Limit of High Molecular Weight Proteins,

Physicochemical Analytical Procedures for Insulins <121.1>, Limit of

High Molecular Weight Proteins Mary Crivellone
Revision INSULIN ZINC SUSPENSION PF 41(5) Pg. ONLINE ASSAY/Procedure, Limit of High Molecular Weight Proteins,

Physicochemical Analytical Procedures for Insulins <121.1>, Limit of

High Molecular Weight Proteins Mary Crivellone
Revision EXTENDED INSULIN ZINC SUSPENSION PF 41(5) Pg. ONLINE ASSAY/Procedure, Limit of High Molecular Weight Proteins,

Physicochemical Analytical Procedures for Insulins <121.1>, Limit of

High Molecular Weight Proteins Mary Crivellone
Revision PROMPT INSULIN ZINC SUSPENSION PF 41(5) Pg. ONLINE ASSAY/Procedure, Limit of High Molecular Weight Proteins,

Physicochemical Analytical Procedures for Insulins <121.1>, Limit of

High Molecular Weight Proteins Mary Crivellone
Omission IOPANOIC ACID PF 41(4) Pg. ONLINE Entire document Ravi Ravichandran
Omission IOPANOIC ACID TABLETS PF 41(4) Pg. ONLINE Entire document Ravi Ravichandran

Omission IPODATE SODIUM PF 41(4) Pg. ONLINE Entire document Ravi Ravichandran
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Omission
New
New
Revision

Revision

New
Revision
New
Revision

Revision

Revision

Revision

Omission
Omission
Revision

New

IPODATE SODIUM CAPSULES PF 41(4) Pg. ONLINE
2-ISONIAZID PF 41(5) Pg. ONLINE
ISONICOTINAMIDE PF 41(5) Pg. ONLINE
ISRADIPINE ORAL SUSPENSION PF 40(6) Pg. ONLINE

KETOCONAZOLE ORAL SUSPENSION PF 40(6) Pg. ONLINE

L101 PF 41(4) Pg. ONLINE
L87 PF 36(6) Pg. 1779
L89 PF 40(1) Pg. ONLINE

LABETALOL HYDROCHLORIDE ORAL SUSPENSION PF 40(6) Pg.

ONLINE
LISINOPRIL PF 41(4) Pg. ONLINE
LISINOPRIL ORAL SUSPENSION PF 40(6) Pg. ONLINE

MAGNESIUM ALUMINUM SILICATE PF 41(5) Pg. ONLINE

MANGAFODIPIR TRISODIUM PF 41(4) Pg. ONLINE
MANGAFODIPIR TRISODIUM INJECTION PF 41(4) Pg. ONLINE
MANNITOL PF 41(5) Pg. ONLINE

METHYLCELLULOSE Stage 6 Harmonization

Entire document

2-Isoniazid

Isonicotinamide

{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Beyond-Use Date

{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Beyond-Use Date, ADDITIONAL
REQUIREMENTS/Labeling

L#t# (Tretinoin, Cosmosil Cholesterol)

L## (Octreotide Acetate, Synergi Max-RP)

L## (Polyethylene Glycol 3350, TSKgel G-Oligo-PW)

{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Beyond-Use Date

ASSAY/Procedure, IMPURITIES/Organic Impurities

{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Beyond-Use Date

DEFINITION/Introduction, IDENTIFICATION/B., IDENTIFICATION/C.,
IDENTIFICATION/D., ASSAY/Aluminum Content and Magnesium

Content, SPECIFIC TESTS/Viscosity
Entire document
Entire document

ASSAY/Procedure, IMPURITIES/Reducing Sugars, SPECIFIC
TESTS/Melting Range or Temperature <741>, Class |

Entire Document

Ravi Ravichandran

Margareth Marques
Margareth Marques

Jeanne Sun

Jeanne Sun
Margareth Margues
Trish Li

Hong Wang

Jeanne Sun
Donald Min

Jeanne Sun

Galina Holloway
Ravi Ravichandran
Ravi Ravichandran

Kevin Moore
Jenny Liu


mailto:RR@usp.org
mailto:MRM@usp.org
mailto:MRM@usp.org
mailto:JHS@usp.org
mailto:JHS@usp.org
mailto:MRM@usp.org
mailto:CWL@usp.org
mailto:HW@usp.org
mailto:JHS@usp.org
mailto:DDM@usp.org
mailto:JHS@usp.org
mailto:GVH@usp.org
mailto:RR@usp.org
mailto:RR@usp.org
mailto:KTM@usp.org
mailto:JYL@usp.org

New

Revision
Revision

Revision

Revision

Revision

New

New

METHYLCOBALAMIN TABLETS PF 41(4) Pg. ONLINE

METHYLERGONOVINE MALEATE PF 41(5) Pg. ONLINE
METOLAZONE ORAL SUSPENSION PF 40(6) Pg. ONLINE

METOPROLOL TARTRATE ORAL SOLUTION PF 40(6) Pg. ONLINE

METOPROLOL TARTRATE ORAL SUSPENSION PF 40(6) Pg. ONLINE

METRONIDAZOLE GEL PF 41(4) Pg. ONLINE

METRONIDAZOLE EXTENDED-RELEASE TABLETS PF 41(5) Pg. ONLINE

MONOSODIUM GLUTAMATE PF 41(4) Pg. ONLINE

DEFINITION/Introduction, IDENTIFICATION/A.,
STRENGTH/Procedure, PERFORMANCE TESTS/Disintegration and
Dissolution <2040>, PERFORMANCE TESTS/Weight Variation
<2091>, CONTAMINANTS/Microbial Enumeration Tests <2021>,
CONTAMINANTS/Absence of Specified Microorganisms <2022>,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP
Cyanocobalamin RS, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Hydroxocobalamin Acetate RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP
Methylcobalamin RS

Natalia Davydova

Chemical Info/CAS, ASSAY/Procedure Gerald Hsu
{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Beyond-Use Date Jeanne Sun
{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Beyond-Use Date Jeanne Sun
{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Beyond-Use Date Jeanne Sun

IDENTIFICATION/A. Thin-Layer Chromatographic Identification Test
<201>, IDENTIFICATION/A., ASSAY/Procedure, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/ USP Tinidazole Related Compound A RS

Shankari Shivaprasad

DEFINITION/Introduction, IDENTIFICATION/A. Ultraviolet
Absorption <197U>, 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
Metronidazole RS, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Tinidazole Related Compound A RS

Shankari Shivaprasad
Margareth Marques

Monosodium Glutamate
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Revision

Revision

Revision

Revision

New
New
New
New
New

MORPHINE SULFATE SUPPOSITORIES PF 40(6) Pg. ONLINE

MUPIROCIN CALCIUM PF 41(5) Pg. ONLINE

NARATRIPTAN HYDROCHLORIDE ORAL SUSPENSION PF 40(6) Pg.
ONLINE

NIACIN PF 41(5) Pg. ONLINE

2 N NITRIC ACID TS PF 41(5) Pg. ONLINE

0.2 N NITRIC ACID TS PF 41(5) Pg. ONLINE

0.01 N NITRIC ACID TS PF 41(5) Pg. ONLINE

1 N NITRIC ACID TS PF 41(5) Pg. ONLINE

NORTHERN SCHISANDRA FRUIT DRY EXTRACT PF 41(4) Pg. ONLINE

{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Beyond-Use Date, ADDITIONAL
REQUIREMENTS/Labeling

IDENTIFICATION/A. Infrared Absorption <197M>,
IDENTIFICATION/C. ldentification Tests-General <191>, Calcium

{Title} Compounded, DEFINITION/Introduction, ASSAY/Procedure,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Beyond-Use Date

IDENTIFICATION/B. Ultraviolet Absorption <197U>,
IMPURITIES/Related Compounds

2 N Nitric Acid TS

0.2 N Nitric Acid TS-

0.01 N Nitric Acid TS

1 N Nitric Acid TS

DEFINITION/Introduction, IDENTIFICATION/A. Thin-Layer
Chromatography, IDENTIFICATION/B. HPLC,
COMPOSITION/Content of Lignans, CONTAMINANTS/Articles of
Botanical Origin <561>, Pesticide Residue Analysis,
CONTAMINANTS/Microbial Enumeration Tests <2021>,
CONTAMINANTS/Absence of Specified Microorganisms <2022>,
Test Procedures, Test for Absence of Salmonella Species and Test
Procedures, Test for Absence of Escherichia coli,
CONTAMINANTS/Articles of Botanical Origin <561>, Test for
Aflatoxins, SPECIFIC TESTS/Loss on Drying <731>, SPECIFIC
TESTS/Articles of Botanical Origin <561>, Total Ash, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Schisandra chinensis Fruit Dry
Extract RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Schisandrin RS

Jeanne Sun

Morgan Puderbaugh

Jeanne Sun

Huy Dinh
Margareth Marques

Margareth Marques
Margareth Marques

Margareth Marques

Christopher Okunji
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Revision

Revision

Revision

Omission

OCTREOTIDE ACETATE PF 41(4) Pg. ONLINE

ONDANSETRON HYDROCHLORIDE ORAL SUSPENSION PF 40(6) Pg.
ONLINE

OXYMORPHONE HYDROCHLORIDE INJECTION PF 41(4) Pg. ONLINE

OXYMORPHONE HYDROCHLORIDE SUPPOSITORIES PF 41(4) Pg.
ONLINE

IDENTIFICATION/A. Infrared Absorption <197K>,
IDENTIFICATION/B., IDENTIFICATION/B. Amino Acid Analysis,
ASSAY/Procedure, OTHER COMPONENTS/Acetic Acid In Peptides
<503>, Octreotide Acetate Related Compounds, Trifluoroacetic
Acid (TFA), Limit of Triethylamine, SPECIFIC TESTS/Amino Acid
Content, SPECIFIC TESTS/pH <791>, SPECIFIC TESTS/Optical
Rotation <781>, Specific Rotation, SPECIFIC TESTS/Microbial
Enumeration Tests <61> and Tests for Specified Microorganisms
<62>, Chemical Info/Chemical Structure, Chemical
Info/C49H66N10010S2-xC2H402, Chemical Info, Chemical
Info/CAS, DEFINITION/Introduction, IDENTIFICATION/A. Infrared
Absorption <197K>, IMPURITIES/Organic Impurities/Procedure 1:
Limit of Octreotide Acetate Related Compounds,
IMPURITIES/Organic Impurities/Procedure 2: Limit of
Trifluoroacetic acid (TFA), IMPURITIES/Organic
Impurities/Procedure 3: Limit of Triethylamine, SPECIFIC
TESTS/Amino acid content, SPECIFIC TESTS/Water Determination,
Method | <921>, SPECIFIC TESTS/Acetic Acid Content <503>,
SPECIFIC TESTS/Optical Rotation, Specific Rotation <781S>,
SPECIFIC TESTS/Bacterial Endotoxins <85>, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference standards <11>/USP Octreotide
Acetate RS, ADDITIONAL REQUIREMENTS/USP Reference standards
<11>

{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Beyond-Use Date

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

Entire document

Trish Li

Jeanne Sun

Hillary Cai

Hillary Cai
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New

New

Revision

Revision

Revision
New
New
Revision
New

Revision

OXYMORPHONE HYDROCHLORIDE TABLETS PF 41(4) Pg. ONLINE

OXYMORPHONE HYDROCHLORIDE EXTENDED-RELEASE TABLETS PF
41(4) Pg. ONLINE

PENTOXIFYLLINE ORAL SUSPENSION PF 40(6) Pg. ONLINE

PERGOLIDE ORAL SUSPENSION VETERINARY PF 40(6) Pg. ONLINE

PHENOBARBITAL ORAL SUSPENSION PF 40(6) Pg. ONLINE
L-PHENYLALANINE PF 41(5) Pg. ONLINE

10% PHOSPHORIC ACID TS PF 41(5) Pg. ONLINE

PIROXICAM CREAM PF 40(6) Pg. ONLINE

POLYETHYLENE GLYCOL STANDARDS WITH MOLECULAR WEIGHTS
OF 1000, 2000, 3000, 4000, AND 6000 DALTONS (G/MOL) PF 41(5)
Pg. ONLINE

POLYETHYLENE GLYCOL PF 39(6) 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 Oxymorphone

RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Oxymorphone Related Compound A RS

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 Oxymorphone

RS

{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Beyond-Use Date

{Title} Compounded, DEFINITION/Introduction, ASSAY/Procedure,
ADDITIONAL REQUIREMENTS/Beyond-Use Date, ADDITIONAL
REQUIREMENTS/Labeling

{Title} Compounded, DEFINITION/Introduction

L-Phenylalanine

10% Phosphoric Acid TS-

{Title} Compounded, DEFINITION/Introduction

Polyethylene Glycol Standards with Molecular Weights of 1000,
2000, 3000, 4000, and 6000 Daltons (g/mol)

SPECIFIC TESTS/Viscosity-Capillary Viscometer Methods <911>

Hillary Cai

Hillary Cai

Jeanne Sun

Jeanne Sun
Jeanne Sun
Margareth Margues
Margareth Marques
Jeanne Sun

Hong Wang

Jenny Liu
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Revision

Revision

New
New
New
Revision
Revision

Revision

Revision

POLYETHYLENE GLYCOL 3350 PF 41(4) Pg. ONLINE

POLYVINYL ACETATE DISPERSION PF 41(5) Pg. ONLINE

0.025 N POTASSIUM DICHROMATE VS PF 41(5) Pg. ONLINE
2 N POTASSIUM HYDROXIDE TS PF 41(5) Pg. ONLINE

20% POTASSIUM IODIDE TS PF 41(5) Pg. ONLINE
POTASSIUM BENZOATE PF 41(5) Pg. ONLINE

POTASSIUM BROMIDE ORAL SOLUTION, VETERINARY PF 40(6) Pg.

ONLINE

POTASSIUM CHLORIDE IN DEXTROSE INJECTION PF 41(4) Pg.
ONLINE

POTASSIUM CHLORIDE IN DEXTROSE AND SODIUM CHLORIDE
INJECTION PF 41(4) Pg. ONLINE

IDENTIFICATION/A. Infrared Absorption <197F> or <197A>,
ASSAY/Procedure, IMPURITIES/Limit of Formaldehyde and
Acetaldehyde, SPECIFIC TESTS/Apparent Weight-Average Molecular
Weight and Polydispersity, SPECIFIC TESTS/Hydroxyl Value,
Chemical Info/Poly(oxy-1,2-ethanediyl), &alpha;-hydro-&omega;-
hydroxy-;, Chemical Info/1,2-Ethanediol, homopolymer, Chemical
Info/CAS, DEFINITION/Introduction, IDENTIFICATION/A. Infrared
Absorption <197F>, IDENTIFICATION/B. Chromatographic Identity,
IMPURITIES/Residue on Ignition <281>, IMPURITIES/Heavy Metals
<231>, IMPURITIES/Limit of Ethylene Oxide and Dioxane,
IMPURITIES/Limit of Ethylene Glycol and Diethylene Glycol,
SPECIFIC TESTS/Acidity and Alkalinity, SPECIFIC TESTS/Water
Determination, Method | <921>, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Diethylene Glycol RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Ethylene
Glycol RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Polyethylene Glycol 3350 RS

Hong Wang
IDENTIFICATION/A. Film Formation, IDENTIFICATION/B. Infrared
Absorption, ASSAY/Procedure, IMPURITIES/Limit of Acetic
Acid/Acetate Hong Wang

0.025 N Potassium Dichromate VS
2 N Potassium Hydroxide TS
20% Potassium lodide TS

IDENTIFICATION/B. Identification Tests-General <191>, Potassium,
IDENTIFICATION/B.

{Title} Compounded, DEFINITION, ADDITIONAL

Margareth Marques
Margareth Marques
Margareth Marques

Galina Holloway

REQUIREMENTS/Beyond-Use Date Jeanne Sun
IDENTIFICATION/B. ldentification Tests-General, Potassium <191>,
IDENTIFICATION/B., ASSAY/Potassium Chloride Ren-Hwa Yeh

IDENTIFICATION/A. Identification Tests-General, Sodium <191>,
IDENTIFICATION/A., ASSAY/Chloride, ASSAY/Potassium and Sodium

Ren-Hwa Yeh
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Revision
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POTASSIUM CHLORIDE IN LACTATED RINGER'S AND DEXTROSE IDENTIFICATION/Sodium, <191> Potassium,, IDENTIFICATION/C.

INJECTION PF 41(4) Pg. ONLINE Sodium, IDENTIFICATION/D. Potassium, IDENTIFICATION/C.,
ASSAY/Calcium, ASSAY/Chloride, ASSAY/Lactate, ASSAY/Potassium,
ASSAY/Sodium

POTASSIUM CHLORIDE IN SODIUM CHLORIDE INJECTION PF 41(4)  IDENTIFICATION/A. Identification Tests-General, Sodium <191>,

Pg. ONLINE IDENTIFICATION/A. Sodium, ASSAY/Potassium and Sodium,
ASSAY/Chloride

POVIDONE Stage 6 Harmonization Entire Document

PROGESTERONE VAGINAL SUPPOSITORIES PF 40(6) Pg. ONLINE {Title} Compounded, {Title} Inserts, DEFINITION/Introduction,

DEFINITION/Paragraph Text, ASSAY/Suppositories, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Beyond-Use Date, ADDITIONAL
REQUIREMENTS/Labeling

PROMETHAZINE HYDROCHLORIDE PF 41(4) Pg. ONLINE DEFINITION/Introduction, IDENTIFICATION/A. Infrared Absorption
<197K>, IDENTIFICATION/C., ASSAY/Procedure,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Completeness and
Clarity of Solution, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Promethazine Related Compound B RS

PROMETHAZINE HYDROCHLORIDE INJECTION PF 41(4) Pg. ONLINE  IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure,
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Promethazine Related Compound B

RS

PROMETHAZINE HYDROCHLORIDE ORAL SOLUTION PF 41(5) Pg. IDENTIFICATION/A., IDENTIFICATION/B., ASSAY/Procedure,

ONLINE IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Promethazine Related Compound B
RS

PROMETHAZINE HYDROCHLORIDE TABLETS PF 41(4) Pg. ONLINE 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 Promethazine
Related Compound B RS

PROPYLTHIOURACIL ORAL SUSPENSION PF 40(6) Pg. ONLINE {Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Beyond-Use Date

Ren-Hwa Yeh

Ren-Hwa Yeh
Jenny Liu

Jeanne Sun

Ren-Hwa Yeh

Ren-Hwa Yeh

Ren-Hwa Yeh

Ren-Hwa Yeh

Jeanne Sun
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PYRAZINAMIDE ORAL SUSPENSION PF 40(6) Pg. ONLINE

PYRIMETHAMINE ORAL SUSPENSION PF 41(1) Pg. ONLINE

QUINIDINE SULFATE ORAL SUSPENSION PF 41(1) Pg. ONLINE

POWDERED RED CLOVER EXTRACT PF 41(5) Pg. ONLINE

ORAL REHYDRATION SALTS PF 41(4) Pg. ONLINE

6Z-retinoic acid PF 41(4) Pg. ONLINE

RIFABUTIN ORAL SUSPENSION PF 41(1) Pg. ONLINE

RIFAMPIN ORAL SUSPENSION PF 41(1) Pg. ONLINE

RINGER'S AND DEXTROSE INJECTION PF 41(4) Pg. ONLINE

LACTATED RINGER'S INJECTION PF 41(4) Pg. ONLINE

{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Beyond-Use Date Jeanne Sun

{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL

REQUIREMENTS/Beyond-Use Date Jeanne Sun
{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Beyond-Use Date Jeanne Sun

IDENTIFICATION/A. HPTLC for Articles of Botanical Origin <203>,

IDENTIFICATION/B. HPTLC for Articles of Botanical Origin <203>,

COMPOSITION/Content of Isoflavones, CONTAMINANTS/Microbial

Enumeration Tests <2021> Anton Bzhelyansky

IDENTIFICATION/Identification Tests-General, Sodium <191> and

Potassium <191>, IDENTIFICATION/B. Potassium,

IDENTIFICATION/B., IDENTIFICATION/C., IDENTIFICATION/D.,

IDENTIFICATION/E., ASSAY/Dextrose, ASSAY/Sodium and

Potassium, ASSAY/Citrate (if present) Ren-Hwa Yeh

6Z-Retinoic Acid Donald Min

{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL

REQUIREMENTS/Beyond-Use Date Jeanne Sun
{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Beyond-Use Date Jeanne Sun

IDENTIFICATION/A., IDENTIFICATION/, Sodium <191>, Potassium
<191>,, IDENTIFICATION/C. Sodium, IDENTIFICATION/D. Potassium,
ASSAY/Calcium, ASSAY/Chloride, ASSAY/Potassium, ASSAY/Sodium
Ren-Hwa Yeh
IDENTIFICATION/Identification Tests-General, Sodium <191> (flame
test), Potassium <191> (flame test), Calcium (ammonium oxalate
test) <191>, and Chloride <191>, IDENTIFICATION/B. Potassium,
IDENTIFICATION/C. Sodium, IDENTIFICATION/B, ASSAY/Calcium,
ASSAY/Potassium, ASSAY/Sodium, ASSAY/Chloride

Gerald Hsu
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New
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LACTATED RINGER'S AND DEXTROSE INJECTION PF 41(4) Pg. ONLINE IDENTIFICATION/B. Identification Tests-General <191>,

HALF-STRENGTH LACTATED RINGER'S AND DEXTROSE INJECTION PF
41(4) Pg. ONLINE

MODIFIED LACTATED RINGER'S AND DEXTROSE INJECTION PF 41(4)
Pg. ONLINE

ROPINIROLE EXTENDED-RELEASE TABLETS PF 41(5) Pg. ONLINE

POWDERED ST. JOHN'S WORT EXTRACT PF 41(5) Pg. ONLINE

IDENTIFICATION/B. ldentification Tests-General <191>, Chloride
and Calcium, IDENTIFICATION/C. Potassium, IDENTIFICATION/D.
Sodium, IDENTIFICATION/C, ASSAY/Calcium, ASSAY/Potassium,
ASSAY/Sodium, ASSAY/Chloride, ASSAY/Dextrose

IDENTIFICATION/B. ldentification Tests-General <191>,
IDENTIFICATION/B. Identification Tests-General <191>, Chloride
and Calcium, IDENTIFICATION/C. Potassium, IDENTIFICATION/D.
Sodium, IDENTIFICATION/C., ASSAY/Calcium, ASSAY/Potassium,
ASSAY/Sodium, ASSAY/Dextrose

IDENTIFICATION/B. ldentification Tests-General <191>,
IDENTIFICATION/B. ldentification Tests-General <191>, Chloride
and Calcium, IDENTIFICATION/C. Potassium, IDENTIFICATION/D.
Sodium, IDENTIFICATION/C, ASSAY/Calcium, ASSAY/Potassium,
ASSAY/Sodium, ASSAY/Chloride, ASSAY/Dextrose

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 Ropinirole
Hydrochloride RS, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Ropinirole Related Compound B RS

DEFINITION/Introduction, IDENTIFICATION/A. HPTLC for Articles of
Botanical Origin <203>, COMPOSITION/Content of Hypericin and
Pseudohypericin, COMPOSITION/Content of Hyperforin,
CONTAMINANTS/Botanical Extracts <565>, Preparations, General
Pharmacopeial Requirements, Residual Solvents, SPECIFIC
TESTS/Botanical Extracts <565>, Preparations, General
Pharmacopeial Requirements, Residue on Evaporation, SPECIFIC
TESTS/Other Requirements

Gerald Hsu

Gerald Hsu

Gerald Hsu

K. Seela

Anton Bzhelyansky
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SCHIZOCHYTRIUM OIL PF 41(5) Pg. ONLINE

SHELLAC PF 40(4) Pg. ONLINE

SILDENAFIL CITRATE ORAL SUSPENSION PF 41(1) Pg. ONLINE

SILVER SULFATE PF 41(5) Pg. ONLINE
SODIUM CETOSTEARYL SULFATE PF 41(5) Pg. ONLINE

5 N SODIUM HYDROXIDE TS PF 41(5) Pg. ONLINE
0.2 N SODIUM HYDROXIDE TS PF 41(5) Pg. ONLINE
SODIUM PHENYLBUTYRATE ORAL SUSPENSION PF 41(1) Pg. ONLINE

SODIUM BROMIDE INJECTION, VETERINARY PF 41(1) Pg. ONLINE
SODIUM BROMIDE ORAL SOLUTION, VETERINARY PF 41(1) Pg.
ONLINE

SODIUM CHLORIDE Stage 6 Harmonization
SODIUM HYPOCHLORITE TOPICAL SOLUTION PF 41(1) Pg. ONLINE

SOTALOL HYDROCHLORIDE ORAL SUSPENSION PF 41(1) Pg. ONLINE

DEFINITION/Introduction, IDENTIFICATION/A. Long Chain
Unsaturated Fatty Acid Profile, COMPOSITION/Content of DHA and
EPA, ADDITIONAL REQUIREMENTS/Labeling

Chemical Info, DEFINITION/Introduction, IDENTIFICATION/A.,
IDENTIFICATION/A. Infrared Absorption <197K> or <197A>,
IDENTIFICATION/B. Identification of Aleuritic Acid and Shellolic Acid
by Thin-Layer Chromatography, IMPURITIES/Limit of Chloride,
IMPURITIES/Total Ash, IMPURITIES/Ethanol-Insoluble Substances,
SPECIFIC TESTS/Acid Value, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>

Huy Dinh

Hong Wang
{Title} Compounded, DEFINITION/Introduction, ASSAY/Procedure,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Beyond-Use Date, ADDITIONAL

REQUIREMENTS/USP Reference Standards <11> Jeanne Sun
Silver Sulfate, Margareth Marques
IDENTIFICATION/B. ldentification Tests-General <191>, Sodium,
IDENTIFICATION/B.

5 N Sodium Hydroxide TS-

0.2 N Sodium Hydroxide TS-

{Title} Compounded, DEFINITION/Introduction

Galina Holloway
Margareth Marques
Margareth Marques

Jeanne Sun
{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Beyond-Use Date Jeanne Sun
{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Beyond-Use Date Jeanne Sun
Entire Document Jenny Liu
{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Beyond-Use Date Jeanne Sun
{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Beyond-Use Date Jeanne Sun
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SPIRONOLACTONE AND HYDROCHLOROTHIAZIDE ORAL
SUSPENSION PF 41(1) Pg. ONLINE

SULCONAZOLE NITRATE PF 41(5) Pg. ONLINE

SULFAMETHOXAZOLE AND TRIMETHOPRIM ORAL SUSPENSION PF
41(2) Pg. ONLINE

6 N SULFURIC ACID TS PF 41(5) Pg. ONLINE

7 N SULFURIC ACID TS PF 41(5) Pg. ONLINE

0.02 N SULFURIC ACID TS PF 41(5) Pg. ONLINE

SUMATRIPTAN SUCCINATE ORAL SUSPENSION PF 41(1) Pg. ONLINE

TACROLIMUS PF 41(2) Pg. ONLINE

{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Beyond-Use Date

IDENTIFICATION/C., ASSAY/Procedure, IMPURITIES/Ordinary
Impurities <466>, IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Sulconazole
Related Compound A RS 1-[2-(4-Chlorobenzyl)sulfinyl-2-(2,4-
dichlorophenyl)ethyl]-1H-imidazole.C18H15CI3N20S413.74

Jeanne Sun

Praveen Pabba
IDENTIFICATION/A., ASSAY/Procedure, IMPURITIES/Limit Of
Trimethoprim Degradation Product, IMPURITIES/Limit of
Sulfanilamide, Sulfanilic Acid, and Sulfamethoxazole N4-Glucoside,
IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Diaveridine
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Sulfamethoxazole Related Compound C RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Trimethoprim
Related Compound A RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Trimethoprim Related Compound B

RS
Praveen Pabba

Margareth Marques
Margareth Marques
Margareth Marques

6 N Sulfuric Acid TS

7 N Sulfuric Acid TS-

0.02 N Sulfuric Acid TS

{Title} Compounded, DEFINITION/Introduction, ASSAY/Procedure,
ADDITIONAL REQUIREMENTS/Beyond-Use Date, ADDITIONAL
REQUIREMENTS/Labeling

ASSAY/Procedure, IMPURITIES/Organic Impurities, Procedure 1,
IMPURITIES/Organic Impurities, Procedure 2, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Tacrolimus 8-
epimer RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Tacrolimus 8-propyl Analog RS

Jeanne Sun

Morgan Puderbaugh
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TACROLIMUS CAPSULES PF 41(2) Pg. ONLINE

TACROLIMUS ORAL SUSPENSION PF 41(1) Pg. ONLINE
TEMOZOLOMIDE ORAL SUSPENSION PF 41(1) Pg. ONLINE

TERBINAFINE ORAL SUSPENSION PF 41(1) Pg. ONLINE

TERBUTALINE ORAL SUSPENSION PF 41(1) Pg. ONLINE

TETRACYCLINE HYDROCHLORIDE ORAL SUSPENSION PF 41(1) Pg.

ONLINE

THEOPHYLLINE PF 41(3) Pg. ONLINE

IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE
TESTS/Dissolution <711>, IMPURITIES/Organic Impurities,
Procedure 1, IMPURITIES/Organic Impurities, Procedure 2,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Tacrolimus 8-epimer RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Tacrolimus 8-propyl Analog RS,
Dissolution

{Title} Compounded, DEFINITION/Introduction

{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Beyond-Use Date

{Title} Compounded, DEFINITION/Introduction, ASSAY/Procedure,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Beyond-Use Date

{Title} Sulfate Compounded, DEFINITION/Introduction,
ASSAY/Procedure, ADDITIONAL REQUIREMENTS/Packaging and
Storage, ADDITIONAL REQUIREMENTS/Beyond-Use Date

{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Beyond-Use Date, ADDITIONAL
REQUIREMENTS/Labeling

IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic
Impurities, SPECIFIC TESTS/Melting Range or Temperature <741>,
SPECIFIC TESTS/Acidity, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Caffeine RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Theophylline
Related Compound B RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Theophylline Related Compound C
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Theophylline Related Compound D RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Theophylline
Related Compound F RS

Morgan Puderbaugh
Jeanne Sun

Jeanne Sun

Jeanne Sun

Jeanne Sun

Jeanne Sun

Ren-Hwa Yeh
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Revision
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Revision

THEOPHYLLINE ORAL SOLUTION PF 41(5) Pg. ONLINE

THEOPHYLLINE ORAL SUSPENSION PF 41(1) Pg. ONLINE
THIOTEPA FOR INJECTION PF 41(4) Pg. ONLINE

TIAGABINE HYDROCHLORIDE ORAL SUSPENSION PF 41(1) Pg.
ONLINE

TRAMADOL HYDROCHLORIDE ORAL SUSPENSION PF 41(1) Pg.
ONLINE

TRAMADOL HYDROCHLORIDE AND ACETAMINOPHEN ORAL
SUSPENSION PF 41(1) Pg. ONLINE

TRIHEXYPHENIDYL HYDROCHLORIDE TABLETS PF 41(5) Pg. ONLINE

IDENTIFICATION/A. Thin-Layer Chromatographic Identification Test
<201>, IDENTIFICATION/A., ASSAY/Procedure, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Alcohol Determination-Acetonitrile RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Alcohol
Determination-Alcohol RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Saccharin Sodium RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Theophylline
Related Compound D RS

{Title} Compounded, DEFINITION/Introduction

SPECIFIC TESTS/Completeness of Solution <641>, SPECIFIC
TESTS/Injections and Implanted Drug Products <1>, Product Quality
Tests Common to Parenteral Dosage Forms, Specific Tests,
Completeness and clarity of solutions

{Title} Compounded, DEFINITION/Introduction, ASSAY/Procedure,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Beyond-Use Date

{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Beyond-Use Date

{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Beyond-Use Date

IDENTIFICATION/A., IDENTIFICATION/B. I|dentification Tests-
General, Chloride <191>, IDENTIFICATION/C., ASSAY/Procedure,
PERFORMANCE TESTS/Dissolution <711>, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Trihexyphenidyl Related Compound A RS 1-Phenyl-3-(piperidin-1-
yl)propan-1-one hydrochloride.C14H19NO-HCI253.77

Ren-Hwa Yeh
Jeanne Sun

Feiwen Mao

Jeanne Sun

Jeanne Sun

Jeanne Sun

Sridevi Ramachandran
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Revision
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UREA PF 40(4) Pg. ONLINE

URSODIOL ORAL SUSPENSION PF 41(1) Pg. ONLINE

USP AND NF EXCIPIENTS, LISTED BY CATEGORY PF 39(6) Pg. ONLINE

VALACYCLOVIR ORAL SUSPENSION PF 41(1) Pg. ONLINE

VALPROIC ACID PF 41(5) Pg. ONLINE

VERAPAMIL HYDROCHLORIDE ORAL SOLUTION PF 41(1) Pg. ONLINE

VERAPAMIL HYDROCHLORIDE ORAL SUSPENSION PF 41(1) Pg.
ONLINE

VINBLASTINE SULFATE FOR INJECTION PF 41(4) Pg. ONLINE

DEFINITION/Introduction, IDENTIFICATION/A. Infrared Absorption
<197K>, IDENTIFICATION/B., ASSAY/Procedure,
IMPURITIES/Chloride and Sulfate, Chloride <221>,
IMPURITIES/Chloride and Sulfate, Sulfate <221>,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Melting Range or
Temperature <741>, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Urea RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Urea Related Compound A RS

{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Beyond-Use Date

{Coating Agent} Polyethylene Glycol 3350, {Diluent} Polyethylene
Glycol 3350, {Film-Forming Agent} Polyethylene Glycol 3350,
{Lubricant} Polyethylene Glycol 3350, {Ointment Base}
Polyethylene Glycol 3350, {Plasticizer} Polyethylene Glycol 3350,
{Solvent} Polyethylene Glycol 3350, {Suppository Base}
Polyethylene Glycol 3350

{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Beyond-Use Date

ASSAY/Procedure, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Valproic Acid Related Compound A RS,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Valproic Acid Related Compound B RS

{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Beyond-Use Date

{Title} Compounded, DEFINITION/Introduction, ADDITIONAL
REQUIREMENTS/Beyond-Use Date

IDENTIFICATION/B., IDENTIFICATION/B, SPECIFIC TESTS/Constituted
Solution, SPECIFIC TESTS/Injections and Implanted Drug Products
<1>, Product Quality Tests Common to Parenteral Dosage Forms,
Specific Tests, Completeness and clarity of solutions, SPECIFIC
TESTS/Completeness of Solution <641>

Sujatha Ramakrishna

Jeanne Sun

Hong Wang

Jeanne Sun

Sridevi Ramachandran

Jeanne Sun

Jeanne Sun

Feiwen Mao
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New ZOLMITRIPTAN ORALLY DISINTEGRATING TABLETS PF 41(2) Pg. DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B.,
ONLINE ASSAY/Procedure, PERFORMANCE TESTS/Disintegration <701>,

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
Zolmitriptan RS, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Zolmitriptan Related Compound E RS,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Zolmitriptan Related Compound G RS

Sridevi Ramachandran
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