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Category Monograph Title Monograph Section Scientific Liaison
INTRODUCTION, PRESCRIPTION CONTAINER LABEL STANDARDS TO PROMOTE
Revision <17> PRESCRIPTION CONTAINER LABELING PF 41(3) Pg. ONLINE PATIENT UNDERSTANDING Donna Bohannon
<55> BIOLOGICAL INDICATORS--RESISTANCE PERFORMANCE TESTS PF 41(2) Pg. TOTAL VIABLE SPORE COUNT, D-VALUE DETERMINATION, INTRODUCTION, TOTAL
Revision ONLINE VIABLE SPORE COUNT, REFERENCES Radhakrishna Tirumalai

INTRODUCTION/Introduction, Chemical Identification Tests/Acetate, Aluminum,
Ammonium, Antimony, Barium, Benzoate, Bicarbonate, Bismuth, Borate, Bromide,
Calcium, Carbonate, Chlorate, Chloride, Citrate, Cobalt, Copper, Hypophosphite,
lodide, Iron, Lactate, Lead, Lithium, Magnesium Manganese, Mercury, Nitrate, Nitrite,
Oxalate, Permanganate, Peroxide, Phosphate, Potassium, Salicylate, Silver, Sodium,
Sulfate, Sulfite, Tartrate, Thiocyanate, Thiosulfate, Zinc, INSTRUMENTAL
IDENTIFICATION TESTS, Identification Using X-Ray Fluorescence Spectrometry,
Identification Using Atomic Spectroscopy Techniques: Atomic Absorption Spectroscopy,
Inductively Coupled Plasma-Optical Emission Spectroscopy, Inductively Coupled
Plasma-Mass Spectrometry, ldentification Using lon Chromatography, Identification by
Other Liquid Chromatography Techniques in Chromatography <621>,/Identification
Revision <191> IDENTIFICATION TESTS -- GENERAL PF 41(2) Pg. ONLINE Using Raman Spectroscopy, Identification Using Mid-Infrared Spectroscopy Antonio Hernandez-Cardoso

Title, INTRODUCTION/Introduction, PROCEDURE/Introduction, PROCEDURE/Method IA.
Ultraviolet Light Absorbance Under Denaturing Conditions, PROCEDURE/Method IB.
Ultraviolet Light Absorbance Under Native Conditions, PROCEDURE/Method I1.
Bicinchoninic Acid Method, PROCEDURE/Method I11. Bradford Method,
PROCEDURE/Method IV. Lowry Method, PROCEDURE/Method V. Amino Acid Analysis,
New <507> PROTEIN DETERMINATION PROCEDURES PF 41(2) Pg. ONLINE PROCEDURE/USP Reference Standards <11> Maura Kibbey

INTRODUCTION, INSTRUMENT REQUIREMENTS, BUFFER SOLUTIONS FOR
Revision  <791> pH PF 41(3) Pg. ONLINE CALIBRATION OF THE PH MEASUREMENT SYSTEM, CALIBRATION, OPERATION Antonio Hernandez-Cardoso

Title, 1. INTRODUCTION AND SCOPE, 2. LIST OF HAZARDOUS DRUGS, 3. TYPES OF
EXPOSURE, 4. RESPONSIBILITIES OF PERSONNEL HANDLING HAZARDOUS DRUGS, 5.
FACILITIES and Engineering Controls, 6. ENVIRONMENTAL QUALITY AND CONTROL, 7.
PERSONAL PROTECTIVE EQUIPMENT, 8. HAZARD COMMUNICATION PROGRAM, 9.
PERSONNEL TRAINING, 10. RECEIVING, 11. Labeling, Packaging, Transport and
Disposal, 12. DISPENSING FINAL DOSAGE FORMS, 13. COMPOUNDING, 14.
ADMINISTERING, 15. DEACTIVATION, DECONTAMINATION, CLEANING, AND
DISINFECTION, 16. SPILL CONTROL, 17. Documentation and Standard Operating
Procedures, 18. MEDICAL SURVEILLANCE, Glossary, APPENDIX 1: ACRONYMS,

<800> HAZARDOUS DRUGS - HANDLING IN HEALTHCARE SETTINGS PF 41(2) Pg. APPENDIX 2: EXAMPLES OF DESIGN FOR HAZARDOUS DRUGS COMPOUNDING AREAS,
New ONLINE APPENDIX 3: TYPES OF BIOLOGICAL SAFETY CABINETS, References Jeanne Sun
Omission  <1035> BIOLOGICAL INDICATORS FOR STERILIZATION PF 41(3) Pg. ONLINE Entire document Radhakrishna Tirumalai
Revision <1065> ION CHROMATOGRAPHY PF 41(3) Pg. ONLINE INTRODUCTION, APPARATUS, SAMPLE PREPARATION, PROCEDURE, INTRODUCTION Edmond Biba

<1176> PRESCRIPTION BALANCES AND VOLUMETRIC APPARATUS PF 41(2) Pg. Title, TABLE OF CONTENTS, 1. BALANCES, 2. VOLUMETRIC APPARATUS, 3. GLOSSARY
Revision ONLINE OF TERMS Jeanne Sun

Introduction, PRODUCT PACKAGE DEVELOPMENT PHASE, ROUTINE MANUFACTURING
PHASE, MARKETED PRODUCT STABILITY PHASE, PHYSICAL AND MICROBIOLOGICAL
<1207> STERILE PRODUCT PACKAGING--INTEGRITY EVALUATION PF 40(5) Pg. TESTING, INTRODUCTION, PACKAGE INTEGRITY CONCEPTS, LEAKS AND LEAKAGE,
Revision  ONLINE REFERENCE, APPENDIX: DEFINITIONS Radhakrishna Tirumalai
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New
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Revision
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Revision

<1207.1> PACKAGE INTEGRITY AND TEST METHOD SELECTION PF 40(5) Pg. ONLINE
<1207.2> PACKAGE INTEGRITY LEAK TEST TECHNOLOGIES PF 40(5) Pg. ONLINE
<1207.3> PACKAGE SEAL QUALITY TEST TECHNOLOGIES PF 40(5) Pg. ONLINE

<1209> STERILIZATION--CHEMICAL AND PHYSICOCHEMICAL INDICATORS AND
INTEGRATORS PF 41(3) Pg. ONLINE

<1228> DEPYROGENATION PF 40(2) Pg. ONLINE

<1228.1> DRY HEAT DEPYROGENATION PF 40(3) Pg. ONLINE

<1229.12> NEW STERILIZATION METHODS PF 41(2) Pg. ONLINE

<1229.5> BIOLOGICAL INDICATORS FOR STERILIZATION PF 41(2) Pg. ONLINE
<1229.9> PHYSICOCHEMICAL INTEGRATORS AND INDICATORS FOR STERILIZATION
PF 41(2) Pg. ONLINE

<2251> ADULTERATION OF DIETARY SUPPLEMENTS WITH DRUGS AND DRUG
ANALOGS PF 41(3) Pg. ONLINE

<1050.1> DESIGN, EVALUATION AND CHARACTERIZATION OF VIRAL CLEARANCE
PROCEDURES PF 41(2) Pg. ONLINE

1-NAPHTHYLACETIC ACID PF 41(1) Pg. ONLINE

ABACAVIR AND LAMIVUDINE TABLETS PF 41(3) Pg. ONLINE

ACETAMINOPHEN AND CAFFEINE TABLETS PF 41(2) Pg. ONLINE
ACETAZOLAMIDE PF 41(3) Pg. ONLINE

ACETAZOLAMIDE FOR INJECTION PF 41(3) Pg. ONLINE

ACETAZOLAMIDE TABLETS PF 41(3) Pg. ONLINE

INTRODUCTION, PACKAGE INTEGRITY AND TESTING DURING PRODUCT LIFE CYCLE,
PACKAGE DEVELOPMENT AND VALIDATION11&thinsp; GUIDANCE FOR INDUSTRY:
CONTAINER CLOSURE SYSTEMS FOR PACKAGING HUMAN DRUGS AND BIOLOGICS,
CMC DOCUMENTATION. ROCKVILLE, MD: U.S. DEPARTMENT OF HEALTH AND HUMAN
SERVICES, FOOD AND DRUG ADMINISTRATION; 1999., PRODUCT MANUFACTURING,
COMMERCIAL PRODUCT STABILITY, TEST METHOD SELECTION CRITERIA, TEST
INSTRUMENT QUALIFICATION, METHOD DEVELOPMENT, AND METHOD VALIDATION,
REFERENCES

INTRODUCTION, DETERMINISTIC LEAK TEST TECHNOLOGIES, PROBABILISTIC LEAK
TEST METHODS, REFERENCES

INTRODUCTION, CLOSURE APPLICATION AND REMOVAL TORQUE, PACKAGE BURST,
PACKAGE SEAL STRENGTH, RESIDUAL SEAL FORCE, AIRBORNE ULTRASOUND,
REFERENCES

Entire document

INTRODUCTION, INPUT CONTROL, PROCESS CONTROL, DIRECT CONTROL, SELECTION
OF AN APPROPRIATE DEPYROGENATION METHOD, VALIDATION OF A
DEPYROGENATION METHOD, ROUTINE PROCESS CONTROL

INTRODUCTION, TECHNOLOGIES USED FOR DEPYROGENATION BY DRY HEAT, DRY
HEAT DEPYROGENATION FUNDAMENTALS, DEPYROGENATION PROCESS CONTROL,
VALIDATION, ROUTINE PROCESS CONTROL, REFERENCES

Title, INTRODUCTION, POINTS TO CONSIDER FOR A NEW STERILIZATION METHOD

Title, INTRODUCTION, PROPER USE OF BIOLOGICAL INDICATORS, RESPONSIBILITIES,
CHARACTERIZATION OF BIOLOGICAL INDICATORS, TYPES OF BIOLOGICAL
INDICATORS, SELECTION FOR SPECIFIC STERILIZATION PROCESSES, REFERENCES
Title, INTRODUCTION, PHYSICOCHEMICAL INTEGRATORS, PHYSICOCHEMICAL
INDICATORS, REFERENCES

Title, INTRODUCTION/Introduction, INTRODUCTION/DIETARY SUPPLEMENT
ADULTERATION CATEGORIES, INTRODUCTION/DIETARY SUPPLEMENT BULK POWDERS
AND DOSAGE FORMS, INTRODUCTION/RECOMMENDED ANALYTICAL METHODOLOGIES,
/Appendix A. Screening Methodologies for PDE5 Inhibitors

Title, INTRODUCTION, GOALS AND PRINCIPLES OF VIRAL CLEARANCE STUDIES,
CONSIDERATIONS FOR PERFORMANCE OF VIRAL CLEARANCE STUDIES, GLOSSARY

1-Naphthylacetic Acid

Title, DEFINITION/Introduction, IDENTIFICATION/A., 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 Abacavir Sulfate
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Lamivudine RS,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Lamivudine
Resolution Mixture C RS

ASSAY/Procedure, PERFORMANCE TESTS/Dissolution <711>, IMPURITIES/4-
Aminophenol in Acetaminophen-Containing Drug Products <227>

IDENTIFICATION/B. Procedure, IDENTIFICATION/B., ASSAY/Procedure
IDENTIFICATION/A. Procedure, IDENTIFICATION/A. Intrared Absorption <197K=>,
IDENTIFICATION/B., ASSAY/Procedure, SPECIFIC TESTS/Completeness of Solution
<641>

IDENTIFICATION/B. Procedure, IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE
TESTS/Dissolution <711>

Radhakrishna Tirumalai

Radhakrishna Tirumalai

Radhakrishna Tirumalai

Radhakrishna Tirumalai

Radhakrishna Tirumalai

Radhakrishna Tirumalai

Radhakrishna Tirumalai

Radhakrishna Tirumalai

Radhakrishna Tirumalai

Anton Bzhelyansky

Maura Kibbey
Feiwen Mao

Shankari Shivaprasad

Alan Potts
Ramanujam Prasad

Ramanujam Prasad

Ramanujam Prasad
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Title, DEFINITION/Introduction, IDENTIFICATION/A. Ultraviolet Absorption <197U>,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC
TESTS/pH <791>, SPECIFIC TESTS/Minimum Fill <755>, SPECIFIC TESTS/Microbial
Enumeration Tests <61> and Tests for Specified Microorganisms <62>, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference

New ADAPALENE GEL PF 41(2) Pg. ONLINE Standards <11>/USP Adapalene RS Feiwen Mao
Revision ALENDRONATE SODIUM PF 41(2) Pg. ONLINE IDENTIFICATION/B. ldentification Tests-General, Sodium <191>, ASSAY/Procedure Elena Gonikberg

ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP Reference Standards
Revision ALPRAZOLAM EXTENDED-RELEASE TABLETS PF 41(2) Pg. ONLINE <11>/USP Alprazolam Related Compound A RS Heather Joyce

Title, DEFINITION/Introduction, IDENTIFICATION/A., ASSAY/Procedure,
IMPURITIES/Organic Impurities, IMPURITIES/Limit of lodide, OTHER
COMPONENTS/Content of Benzyl Alcohol (if present), SPECIFIC TESTS/Bacterial
Endotoxins Test <85>, SPECIFIC TESTS/Sterility Tests <71>, SPECIFIC TESTS/pH
<791>, SPECIFIC TESTS/Particulate Matter in Injections <788>, SPECIFIC
TESTS/Other Requirements, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Amiodarone Hydrochloride RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Amiodarone Related Compound D RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Amiodarone Related Compound E
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Benzyl Alcohol
New AMIODARONE HYDROCHLORIDE INJECTION PF 39(6) Pg. ONLINE RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Endotoxin RS Syjatha Ramakrishna

DEFINITION/Introduction, ASSAY/Procedure, IMPURITIES/Organic Impurities,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11=>/USP Loxapine Succinate
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Amoxapine
Related Compound D RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
Revision AMOXAPINE PF 41(1) Pg. ONLINE <11>/USP Amoxapine Related Compound G RS Heather Joyce

Title, Chemical Info/Chemical Structure, Chemical Info/C23H36N605S-H20, Chemical
Info/526.65, Chemical Info/ 2-Piperidinecarboxylic acid, 1-[(S)-5-
[(@aminoiminomethyl)amino]-1-oxo-2-{[(1,2,3,4-tetrahydro-3-methyl-8-
quinolinyl)sulfonylJamino}pentyl]-4-methyl-, (2R,4R)-monohydrate;, Chemical
Info/(2R,4R)-4-Methyl-1-{N2-[(1,2,3,4-tetrahydro-3-methyl-8-quinolyl)sulfonyl]-I-
arginyl}pipecolic acid, monohydrate, Chemical Info/CAS, DEFINITION/Introduction,
IDENTIFICATION/A. Infrared Absorption <197K>, IDENTIFICATION/B.,
ASSAY/Procedure, IMPURITIES/Residue on Ignition <281>, IMPURITIES/Organic
Impurities, IMPURITIES/Content of Argatroban Related Compound C,
IMPURITIES/Content of Stereoisomers, SPECIFIC TESTS/Water Determination <921>,
Method la, SPECIFIC TESTS/Bacterial Endotoxins Test <85>, SPECIFIC
TESTS/Microbial Enumeration Tests <61> and Tests for Specified Microorganisms
<62>, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Argatroban RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Argatroban Related Compound A
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Argatroban
Related Compound B RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Argatroban Related Compound C RS, ADDITIONAL REQUIREMENTS/USP

New ARGATROBAN PF 41(3) Pg. ONLINE Reference Standards <11>/USP Endotoxin RS Sujatha Ramakrishna
Revision ATOMOXETINE CAPSULES PF 41(2) Pg. ONLINE IMPURITIES/Organic Impurities Heather Joyce

Revision ATOMOXETINE HYDROCHLORIDE PF 41(2) Pg. ONLINE IMPURITIES/Organic Impurities Heather Joyce
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Revision

Revision
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New

Revision

BARIUM HYDROXIDE LIME PF 41(3) Pg. ONLINE
BENZETHONIUM CHLORIDE PF 41(3) Pg. ONLINE
BENZETHONIUM CHLORIDE, 250TH MOLAR PF 41(3) Pg. ONLINE

BETA-LACTOGLOBULIN PF 40(6) Pg. ONLINE

BIOLOGICAL INDICATOR FOR DRY-HEAT STERILIZATION, PAPER CARRIER PF 41(3) Pg.
ONLINE

BIOLOGICAL INDICATOR FOR ETHYLENE OXIDE STERILIZATION, PAPER CARRIER PF
41(3) Pg. ONLINE

BIOLOGICAL INDICATORS FOR MOIST HEAT, DRY HEAT, AND GASEOUS MODES OF
STERILIZATION, LIQUID SPORE SUSPENSIONS PF 41(3) Pg. ONLINE

BIOLOGICAL INDICATOR FOR STEAM STERILIZATION, PAPER CARRIER PF 41(3) Pg.
ONLINE

BIOLOGICAL INDICATOR FOR STEAM STERILIZATION, SELF-CONTAINED PF 41(3) Pg.
ONLINE

BIOLOGICAL INDICATORS FOR MOIST HEAT, DRY HEAT, AND GASEOUS MODES OF
STERILIZATION, NON PAPER CARRIERS PF 41(3) Pg. ONLINE

BISOCTRIZOLE PF 41(3) Pg. ONLINE

BUSPIRONE HYDROCHLORIDE PF 40(4) Pg. ONLINE

BUSPIRONE HYDROCHLORIDE TABLETS PF 40(4) Pg. ONLINE
Beta-LACTOGLOBULIN A PF 40(6) Pg. ONLINE

CALCIUM PANTOTHENATE PF 40(6) Pg. ONLINE

IDENTIFICATION/B. Identification Tests-General, Barium, Calcium, and Potassium
<191>, IDENTIFICATION/B. Identification Tests-General <191>,Barium,
IDENTIFICATION/C. Identification Tests-General <191>, Calcium

Benzethonium Chloride
Benzethonium Chloride,Two Hundred Fiftieth-Molar (0.004 M)

beta;-Lactoglobulin-
Entire document

Entire document

Entire document
Entire document
Entire document

Entire document
ASSAY/Procedure, IMPURITIES/Limit of Bisoctrizole Related Compound A and
Bisoctrizole Isomer

Chemical Info/CAS, ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Buspirone Related Compound A,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Buspirone Related
Compound G, ADDITIONAL REQUIREMENTS/USP Reference Standards <11=>/USP
Buspirone Related Compound K, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11=>/USP Buspirone Related Compound L, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Buspirone Related Compound N

ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Buspirone Related Compound A, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Buspirone Related Compound G,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11=>/USP Buspirone Related
Compound K, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Buspirone Related Compound L, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Buspirone Related Compound N

beta;-Lactoglobulin A,

DEFINITION/Introduction, COMPOSITION, ASSAY/Procedure, OTHER COMPONENTS,
IMPURITIES/Heavy Metals <231>, IMPURITIES/Ordinary Impurities <466>, SPECIFIC
TESTS/Specidfic Rotation, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11=>/USP &beta;-Alanine RS,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Calcium
Pantothenate RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Pantolactone RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Sodium d-Pantoate RS

Ravi Ravichandran
Shankari Shivaprasad
Shankari Shivaprasad
Hong Wang

Radhakrishna Tirumalai

Radhakrishna Tirumalai

Radhakrishna Tirumalai

Radhakrishna Tirumalai

Radhakrishna Tirumalai

Radhakrishna Tirumalai

Alan Potts

Heather Joyce

Heather Joyce
Hong Wang

Huy Dinh
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New

Revision

Revision

Revision

Revision

Revision

Revision

Revision

Revision

Revision

CALCIUM SUCCINATE PF 40(4) Pg. ONLINE

CANDESARTAN CILEXETIL TABLETS PF 41(1) Pg. ONLINE

CARBIDOPA AND LEVODOPA EXTENDED-RELEASE TABLETS PF 41(2) Pg. ONLINE
CARBIDOPA AND LEVODOPA ORALLY DISINTEGRATING TABLETS PF 41(2) Pg. ONLINE

LOW-SUBSTITUTED CARBOXYMETHYLCELLULOSE SODIUM PF 40(5) Pg. ONLINE

CETYLPYRIDINIUM CHLORIDE PF 41(2) Pg. ONLINE

CLEMASTINE FUMARATE TABLETS PF 41(2) Pg. ONLINE

CROMOLYN SODIUM OPHTHALMIC SOLUTION PF 41(1) Pg. ONLINE

CYANOCOBALAMIN TABLETS PF 41(1) Pg. ONLINE
Casein Hammarsten PF 41(2) Pg. ONLINE

DANTROLENE SODIUM PF 41(3) Pg. ONLINE

Title, Chemical Info/Chemical Structure, Chemical Info/C4H4Ca0O4-H20, Chemical
Info/174.17, Chemical Info/Succinic acid calcium salt monohydrate;, Chemical
Info/Butanedioic acid, calcium salt (1:1), monohydrate, Chemical Info/CAS,
DEFINITION/Introduction, IDENTIFICATION/A. Identification Tests-General, Calcium
<191>, IDENTIFICATION/B. Infrared Absorption <197K>, ASSAY/Procedure,
IMPURITIES/Chloride and Sulfate, Chloride <221>, IMPURITIES/Chloride and Sulfate,
Sulfate <221>, IMPURITIES/Elemental Impurities-Procedures <233>, SPECIFIC
TESTS/pH <791>, SPECIFIC TESTS/Loss on Drying <731>, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference

Standards <11>/USP Calcium Succinate RS Huy Dinh

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 Candesartan Cilexetil RS,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Candesartan
Cilexetil Related Compound A RS, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Candesartan Cilexetil Related Compound B RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Candesartan Cilexetil Related
Compound D RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Candesartan Cilexetil Related Compound F RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Candesartan Cilexetil Related Compound G RS
PERFORMANCE TESTS/Dissolution, IMPURITIES/Organic Impurities, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Levodopa Related Compound B

RS Heather Joyce

Sujatha Ramakrishna

IMPURITIES/Organic Impurities

IDENTIFICATION/D. Identification Tests-General, Sodium <191>, IMPURITIES/Heavy
Metals, Method Il <231>

DEFINITION/Introduction, IDENTIFICATION/B. Ultraviolet Absorption <197U>,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/, Pyridine, SPECIFIC
TESTS/Melting Range or Temperature, Class | <741>

Heather Joyce
Jenny Liu

Alan Potts

IDENTIFICATION/Thin Layer Chromatography, IDENTIFICATION/A.,
IDENTIFICATION/B., ASSAY/Procedure, PERFORMANCE TESTS/Uniformity of Dosage
Units <905>, IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/Packaging
and Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 4-
Chlorobenzophenone RS

IDENITIFICATIUN/A., ADDAY/FProceaure, 1vVIFUKIIIES/Urganic impurites, ADDIHTUNAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Cromolyn Related Compound A RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Cromolyn Related Compound B
RS Domenick Vicchio

Mary Koleck

IDENTIFICATION/A., ASSAY/Introduction, ASSAY/Procedure, ASSAY/Procedure 2,

PERFORMANCE TESTS/Disintegration <701>, ADDITIONAL REQUIREMENTS/Labeling Natalia Davydova

Margareth Marques

Casein, HammerstenHammarsten

IDENTIFICATION/C. Identification Tests-General <191>, Sodium,
IDENTIFICATION/D., ASSAY/Procedure, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Dantrolene RS, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Dantrolene Related Compound A RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Dantrolene Related Compound B
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Dantrolene

Related Compound C RS Heather Joyce
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Revision

Revision

DESCRIPTION AND SOLUBILITY PF 41(3) Pg. ONLINE

DIHYDROXYALUMINUM SODIUM CARBONATE PF 41(2) Pg. ONLINE

DILTIAZEM HYDROCHLORIDE TABLETS PF 41(1) Pg. ONLINE

DIPHENHYDRAMINE HYDROCHLORIDE AND IBUPROFEN CAPSULES PF 41(2) Pg.

ONLINE

DOCUSATE POTASSIUM PF 41(2) Pg. ONLINE

DRONEDARONE TABLETS PF 41(2) Pg. ONLINE

DRONEDARONE HYDROCHLORIDE PF 41(2) Pg. ONLINE
DULOXETINE HYDROCHLORIDE PF 41(2) Pg. ONLINE

EDETATE DISODIUM PF 41(2) Pg. ONLINE

EPHEDRINE HYDROCHLORIDE PF 41(1) Pg. ONLINE

Exemestane, Nystatin, Calcipotriene, Palonosetron Hydrochloride, Lufenuron,
Vardenafil Hydrochloride, Teniposide, Zolmitriptan

DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B. ldentification
Tests-General, Aluminum <191>, IDENTIFICATION/C., ASSAY/Procedure

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

Title, DEFINITION/Introduction, 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 Diphenhydramine Hydrochloride
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Diphenhydramine Related Compound A RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Ibuprofen RS

IDENTIFICATION/A. Infrared Absorption <197>, IDENTIFICATION/B. Identification
Tests-General, Potassium <191>, IDENTIFICATION/B.

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

Title, Chemical Info/Chemical Structure, Chemical Info/C31H44N205S-HCI, Chemical
Info/593.2, Chemical Info/N-{2-Butyl-3-[4-(3-
dibutylaminopropoxy)benzoyl]benzofuran-5-yl}methanesulfonamide, hydrochloride,
Chemical Info/Methanesulfonamide, N-[2-butyl-3-[4-[3-
(dibutylamino)propoxy]benzoyl]-5-benzofuranyl]-, monohydrochloride, Chemical
Info/CAS, DEFINITION/Introduction, IDENTIFICATION/A. Infrared Absorption <197K>,
IDENTIFICATION/B., IDENTIFICATION/C. Identification Tests-General, Chloride
<191>, ASSAY/Procedure, IMPURITIES/Residue on Ignition <281>,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Water Determination, Method la
<921>, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Dronedarone Hydrochloride RS,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Dronedarone
Related Compound A RS

ASSAY/Procedure, IMPURITIES/Organic Impurities
IDENTIFICATION/A. Infrared Absorption <197K=>, IDENTIFICATION/C. Identification
Tests-General, Sodium <191>

Chemical Info/Chemical Structure, IDENTIFICATION/A. Infrared Absorption <197K>,
ASSAY/Procedure, IMPURITIES/Chloride and Sulfate, Sulfate <221>,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Melting Range or Temperature, Class
1 <741>, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Ephedrine Sulfate RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Ephedrine Hydrochloride RS, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Pseudoephedrine Hydrochloride RS

Feiwen Mao

K. Seela
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Revision

Revision

Revision
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Revision
Revision
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Revision

Revision

Revision
Revision
Revision

Revision

ETHYL OLEATE PF 41(1) Pg. ONLINE

ETIDRONATE DISODIUM PF 41(2) Pg. ONLINE

EXEMESTANE PF 41(3) Pg. ONLINE

FLUOROMETHOLONE PF 41(2) Pg. ONLINE

FLUOROMETHOLONE OPHTHALMIC SUSPENSION PF 40(1) Pg. ONLINE

FUROSEMIDE PF 41(3) Pg. ONLINE
GEMFIBROZIL TABLETS PF 41(3) Pg. ONLINE
GINGER PF 40(6) Pg. ONLINE

GINGER TINCTURE PF 40(6) Pg. ONLINE

POWDERED GINGER PF 40(6) Pg. ONLINE
GLUTATHIONE PF 41(3) Pg. ONLINE

GLYBURIDE AND METFORMIN HYDROCHLORIDE TABLETS PF 41(2) Pg. ONLINE
GOLDENSEAL PF 40(6) Pg. ONLINE

POWDERED GOLDENSEAL PF 40(6) Pg. ONLINE

POWDERED GOLDENSEAL EXTRACT PF 40(6) Pg. ONLINE

Chemical Info/Chemical Name Ethyl (Z)-9-octadecenoate; Ethyl cis-9-octadecenoate,
DEFINITION/Introduction, IDENTIFICATION/A. Presence of Ester, IDENTIFICATION/B.

Chromatographic Identity, ASSAY/Procedure, IMPURITIES/Total Ash, SPECIFIC

TESTS/Specific Gravity <841>, SPECIFIC TESTS/Viscosity-Capillary Methods <911> or
Viscosity-Rotational Methods <912>, SPECIFIC TESTS/Fats and Fixed Oils, Acid Value
<401>, SPECIFIC TESTS/Fats and Fixed Oils, Saponification Value <401>, SPECIFIC
TESTS/Refractive Index <831>, SPECIFIC TESTS/Fats and Fixed Oils, Peroxide Value

<401>, SPECIFIC TESTS/Water Determination <921>, ADDITIONAL

REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP Reference Standards

<11>

IDENTIFICATION/B. Identification Tests-General, Sodium <191>, ASSAY/Procedure

Title, Chemical Info/Chemical Structure, Chemical Info/C20H2402, Chemical

Info/296.40, Chemical Info/Androsta-1,4-diene-3,17-dione, 6-methylene-;, Chemical

Info/6-Methyleneandrosta-1,4-diene-3,17-dione, Chemical Info/CAS,
DEFINITION/Introduction, IDENTIFICATION/A. Infrared Absorption <197K>,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Residue on Ignition <281>,

IMPURITIES/Organic Impurities, IMPURITIES/Limit of Exemestane Related Compound
D, SPECIFIC TESTS/Water Determination <921>, Method |, SPECIFIC TESTS/Optical

Rotation <781S>, Specific Rotation, ADDITIONAL REQUIREMENTS/Packaging and
Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP

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

Standards <11>/USP Exemestane Related Compound C RS, ADDITIONAL

REQUIREMENTS/USP Reference Standards <11>/USP Exemestane System Suitability

Mixture RS
IDENITIFICATIUN/B. ultraviolet ADSOrpton <1y/uU=, IDENIIFICAITIVUN/B.,
IDENTIFICATION/C. Thin-Layer Chromatography, ASSAY/Procedure,

IMPURITIES/Organic Impurities, SPECIFIC TESTS/Optical Rotation, Specific Rotation

<781S>, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Fluorometholone Related Compound A RS

IDENTIFICATION/A. Thin-Layer Chromatography, IDENTIFICATION/A. Infrared
Absorption <197K>, IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Fluorometholone Related Compound A RS

DEFINITION/Introduction, IDENTIFICATION/B. Ultraviolet Absorption <197U>,
IDENTIFICATION/B., IDENTIFICATION/C., ASSAY/Procedure

PERFORMANCE TESTS/Dissolution <711>
IDENTIFICATION/C. Thin-Layer Chromatographic ldentification Test

IDENTIFICATION/A. Thin-Layer Chromatographic Identification Test
IDENTIFICATION/C.Thin-Layer Chromatographic ldentification Test,
IDENTIFICATION/C. Thin-Layer Chromatographic Identification Test

IMPURITIES/Ammonium

ASSAY/Glyburide, ASSAY/Mettormin Hydrochioride, PERFORMANCE | ES | S/DIssolution
<711>, IMPURITIES/Glyburide, IMPURITIES/ Metformin Hydrochloride, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Glyburide Related Compound A

RS

IDENTIFICATION/A. Thin-Layer Chromatographic Identification Test
IDENTIFICATION/A. Thin-Layer Chromatographic Identification Test
IDENTIFICATION/A. Thin-Layer Chromatographic Identification Test

Galina Holloway

Elena Gonikberg

Feiwen Mao

Gerald Hsu

Domenick Vicchio

Sujatha Ramakrishna
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Revision

Revision
Omission

Omission

Revision

Revision

Revision

Revision

Revision

Revision
Revision

Revision

Revision

Revision

GUAR GUM PF 41(2) Pg. ONLINE

HYDROMORPHONE HYDROCHLORIDE PF 41(1) Pg. ONLINE
IOPHENDYLATE PF 41(3) Pg. ONLINE
IOPHENDYLATE INJECTION PF 41(3) Pg. ONLINE

ISOLEUCINE PF 41(2) Pg. ONLINE

KRILL OIL PF 41(2) Pg. ONLINE
L26 PF 41(3) Pg. ONLINE
L95 PF 41(3) Pg. ONLINE
L96 PF 41(2) Pg. ONLINE
L97 PF 41(2) Pg. ONLINE
L98 PF 41(2) Pg. ONLINE

LECITHIN PF 41(3) Pg. ONLINE
LEUCINE PF 41(2) Pg. ONLINE

LEVETIRACETAM PF 41(3) Pg. ONLINE
LEVOTHYROXINE SODIUM PF 41(2) Pg. ONLINE
LOSARTAN POTASSIUM TABLETS PF 41(2) Pg. ONLINE

LUFENURON PF 40(6) Pg. ONLINE

MESNA PF 41(3) Pg. ONLINE

METHYLPREDNISOLONE SODIUM SUCCINATE PF 41(3) Pg. ONLINE

DEFINITION/Introduction, ASSAY/Galactomannans, ADDITIONAL REQUIREMENTS/USP

Reference Standards <11>/USP Dextrose RS, ADDITIONAL REQUIREMENTS/USP

Reference Standards <11>/USP Xylose RS Hong Wang
IMPURITIES/Sultate, IMPURITIES/Organic Impurities, ADDITIONAL

REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP Reference Standards

<11>/USP Hydromorphone Related Compound A RS Hillary Cai

Entire document Ravi Ravichandran

Entire document Ravi Ravichandran
IMPURITIES/Related Compounds, ADDITIONAL REQUIREMENTS/USP Reference

Standards <11>/USP I-Leucine RS Huy Dinh

DEFINITION/Introduction, IDENTIFICATION/A. Fatty Acid Profile, IDENTIFICATION/B.
Phospholipid Profile, COMPOSITION/Content of Total Phospholipids,
CONTAMINANTS/Fats and Fixed Oils <401>, SPECIFIC TESTS/Fats and Fixed Oils, Acid

Value <401>, SPECIFIC TESTS/Fats and Fixed Oils, Unsaponifiable Matter <401> Huy Dinh

L26 Margareth Marques
L## (Metoprolol Succinate, Halo Penta-HILIC) Donald Min

Lt# Margareth Marques
L## (Succinylcholine Chloride, Dionex lonPac CS19) Mary Koleck

L## (Succinylcholine Chloride, Dionex lonPac CG19) Mary Koleck

ASSAY/Content of Phospholipids, SPECIFIC TESTS/Content of Acetone-Insoluble Matter Hong Wa ng
IMPURITIES/Related Compounds, ADDITIONAL REQUIREMENTS/USP Reference

Standards <11>/USP I-Isoleucine RS Huy Dinh
IDENTIFICATION/B., IMPURITIES/Limit of Levetiracetam R-Enantiomer,

IMPURITIES/Organic Impurities, Procedure 1, IMPURITIES/, Procedure 2 Ren-Hwa Yeh

IDENTIFICATION/C. Identification Tests-General, Sodium <191> Elena Gonikberg
PERFORMANCE TESTS/Dissolution <711> Donald Min

Title, Chemical Info/Chemical Structure, Chemical Info/C17H8CI2F8N203, Chemical
Info/511.2, Chemical Info/Benzamide, N-[[[2,5-Dichloro-4-(1,1,2,3,3,3-
hexafluoropropoxy)phenyl]lamino]carbonyl]-2,6-difluoro-;, Chemical Info/1-[2,5-
Dichloro-4-(1,1,2,3,3,3-hexafluoropropoxy)phenyl]-3-(2,6-difluorobenzoyl)urea,
Chemical Info/CAS, DEFINITION/Introduction, IDENTIFICATION/A. Infrared Absorption
<197K=>, 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/Labeling, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Lufenuron RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Lufenuron Related Compound B RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Lufenuron Related Compound C RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Lufenuron Related Compound G

RS Morgan Puderbaugh

Chemical Info/Chemical Name, IDENTIFICATION/B. ldentification Tests-General,

Sodium <191>, IDENTIFICATION/B. Identification Tests-General <191>, Sodium,
IMPURITIES/Limit of Sulfate, IMPURITIES/Organic Impurities, SPECIFIC TESTS/pH

<791>, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Mesna

Related Compound A RS, ADDITIONAL REQUIREMENTS/USP Reference Standards

<11>/USP Mesna Related Compound B RS Hillary Cai

IDENTIFICATION/C. Identification Tests-General, Sodium <191>, IDENTIFICATION/C. Gerald Hsu
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ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP
Revision MINOXIDIL TOPICAL SOLUTION PF 40(6) Pg. ONLINE Reference Standards <11>/USP Minoxidil Related Compound E RS Sujatha Ramakrishna

IDENTIFICATION/B. Ultraviolet Absorption <197U>, IDENTIFICATION/B.,
ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP
Revision NAPHAZOLINE HYDROCHLORIDE PF 41(1) Pg. ONLINE Reference Standards <11>/USP Naphazoline Related Compound A RS Feiwen Mao

IDENTIFICATION/Ultraviolet Absorption <197U>, IDENTIFICATION/B.,
IDENTIFICATION/C. Identification Tests-General, Citrate <191>, ASSAY/Procedure,
IMPURITIES/Organic Impurities: Procedure 1, IMPURITIES/Organic Impurities:
Procedure 2, IMPURITIES/Isomer Content, SPECIFIC TESTS/Melting Range or
Temperature <741>, SPECIFIC TESTS/Clarity and Color of Solution, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/Labeling,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11=>/USP Diphenhydramine
Citrate RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Methylbenzhydrol RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Orphenadrine Related Compound B RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Orphenadrine Related Compound C RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Orphenadrine Related Compound
E RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Orphenadrine

Revision ORPHENADRINE CITRATE PF 41(1) Pg. ONLINE Related Compound F RS Ravi Ravichandran
Revision OXCARBAZEPINE TABLETS PF 41(3) Pg. ONLINE PERFORMANCE TESTS/Dissolution <711> Gerald Hsu
Omission  OXTRIPHYLLINE DELAYED-RELEASE TABLETS PF 41(3) Pg. ONLINE Entire document Ren-Hwa Yeh

IDENTIFICATION/B. Ultraviolet Absorption <197U>, IDENTIFICATION/B.,
ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP
Revision OXYMETAZOLINE HYDROCHLORIDE PF 40(2) Pg. ONLINE Reference Standards <11>/USP Oxymetazoline Related Compound A RS Feiwen Mao

Title, Chemical Info/Chemical Structure, Chemical Info/C19H24N20-HCI, Chemical
Info/332.87, Chemical Info/1H-Benzo[de]isoquinoline-1-one, 2,3,3a,4,5,6-hexahydro-2-
[(3S)-1-azabicyclo[2.2.2]octan-3-yl],(S)-, hydrochloride;, Chemical Info/(3aS)-2-[(3S)-
Quinuclidin-3-yl]-2,3,3a,4,5,6-hexahydro-1H-benzo[de]isoquinolin-1-one
hydrochloride, Chemical Info/CAS, DEFINITION/Introduction, IDENTIFICATION/A.
Infrared Absorption <197K>, IDENTIFICATION/B., IDENTIFICATION/C. Identification
Tests-General, Chloride <191>, ASSAY/Procedure, IMPURITIES/Residue on Ignition
<281>, IMPURITIES/Limit of Specified Impurities, IMPURITIES/Limit of Unspecified
Impurities, SPECIFIC TESTS/pH <791>, SPECIFIC TESTS/Loss on Drying <731>,
SPECIFIC TESTS/Microbial Enumeration Tests <61> and Tests for Specified
Microorganisms <62>, SPECIFIC TESTS/Bacterial Endotoxins Test <85>, SPECIFIC
TESTS/Sterility Tests <71>, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Endotoxin RS, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Palonosetron Enantiomer RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Palonosetron Hydrochloride RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Palonosetron Related Compound
A RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Palonosetron
Related Compound B RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Palonosetron Related Compound C RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Palonosetron Related Compound D RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Palonosetron Related Compound
New PALONOSETRON HYDROCHLORIDE PF 41(1) Pg. ONLINE E RS Elena Gonikberg

Revision PARICALCITOL PF 41(3) Pg. ONLINE IMPURITIES/Organic Impurities Elena Gonikberg
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IDENTIFICATTON/B. ldenurication |ests-General, Potassium <191>,
IDENTIFICATION/B., IDENTIFICATION/C., ASSAY/Procedure, SPECIFIC TESTS/Sterility
Tests <71>, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP

Revision PENICILLIN G POTASSIUM PF 41(3) Pg. ONLINE Endotoxin RS Morgan Puderbaugh

IDENTIFICATION/B. ldentification Tests-General, Potassium <191>,
IDENTIFICATION/B., IDENTIFICATION/C., ASSAY/Procedure, IMPURITIES/Limit of
Phenoxyacetic Acid, ADDITIONAL REQUIREMENTS/USP Reference Standards <11=>/USP
Revision PENICILLIN V POTASSIUM PF 41(3) Pg. ONLINE Penicillin G Potassium RS Morgan Puderbaugh

Title, Chemical Info/Chemical Structure, Chemical Info/C19H32N205-C4H11N,
Chemical Info/441.6, Chemical Info/1H-Indole-2-carboxylic acid, 1-[2-[[1-
(ethoxycarbonyl)butyl]amino]-1-oxopropyl]octahydro-, [2S-
[1[R*(R*)],2&alpha;,3a&beta;,7a&beta;]]-, compound with 2-methyl-2-propanamine
(1:1);, Chemical Info/(2S,3aS,7aS)-1-[(S)-N-[(S)-1-Carboxybutyl]alanyl]hexahydro-2-
indolinecarboxylic acid, 1-ethyl ester, compound with tert-butylamine (1:1);, Chemical
Info/CAS, DEFINITION/Introduction, IDENTIFICATION/A. Infrared Absorption <197K>,
IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Residue on Ignition <281>,
IMPURITIES/Organic Impurities, IMPURITIES/Limit of Perindopril Related Compound A
and Imidazole, IMPURITIES/Limit of Perindopril Related Compound I, SPECIFIC
TESTS/Water Determination, Method la <921>, SPECIFIC TESTS/Optical Rotation,
Specific Rotation <781S>, ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Imidazole RS,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Perindopril
Erbumine RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Perindopril Related Compound A RS, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Perindopril Related Compound B RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Perindopril Related Compound C
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Perindopril
Related Compound D RS, ADDITIONAL REQUIREMENTS/USP Reference Standards

New PERINDOPRIL ERBUMINE PF 41(1) Pg. ONLINE <11>/USP Perindopril Related Compound F RS Sujatha Ramakrishna

Title, DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B.,
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution <711>, PERFORMANCE
TESTS/Uniformity of Dosage Units <905>, IMPURITIES, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Imidazole RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Perindopril Erbumine RS,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Perindopril Related
Compound B RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Perindopril Related Compound C RS, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11=>/USP Perindopril Related Compound D RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Perindopril Related Compound F
New PERINDOPRIL ERBUMINE TABLETS PF 41(1) Pg. ONLINE RS Sujatha Ramakrishna
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RABEPRAZOLE SODIUM PF 41(2) Pg. ONLINE

RHODIOLA ROSEA CAPSULES PF 40(6) Pg. ONLINE

RHODIOLA ROSEA TABLETS PF 40(6) Pg. ONLINE

Title, Chemical Info/Chemical Structure, Chemical Info/C18H20N3NaO3S, Chemical
Info/381.42, Chemical Info/ 1H-Benzimidazole, 2-[[[4-(3-methoxypropoxy)-3-methyl-
2-pyridinylJmethyl]sulfinyl]-, sodium salt;, Chemical Info/2-[[[4-(3-Methoxypropoxy)-
3-methyl-2-pyridyl]methyl]sulfinyl]benzimidazole sodium salt, Chemical Info/CAS,
DEFINITION/Introduction, IDENTIFICATION/A. Infrared Absorption <197>,
IDENTIFICATION/B., IDENTIFICATION/C. Identification Tests-General, Sodium <191>,
ASSAY/Procedure, IMPURITIES/Organic Impurities, SPECIFIC TESTS/Loss on Drying
<731>, SPECIFIC TESTS/Water Determination, Method 1 <921>, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL REQUIREMENTS/Labeling,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Rabeprazole
Sodium RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Rabeprazole Related Compound A RS, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Rabeprazole Related Compound B RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Rabeprazole Related Compound
C RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Rabeprazole
Related Compound D RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Rabeprazole Related Compound E RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Rabeprazole Related Compound F RS

DEFINITION/Introduction, IDENTIFICATION/A. HPLC, STRENGTH/Note,
STRENGTH/Content of Phenylpropenoid Glycosides and Salidroside, Method 1,
STRENGTH/Content of Phenylpropenoid Glycosides and Salidroside, Method 2,
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/Labeling,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP Rhodiola rosea Root
and Rhizome Dry Extract RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Rosavin RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Salidroside RS

DEFINITION/Introduction, IDENTIFICATION/A. HPLC, STRENGTH/Note,
STRENGTH/Content of Phenylpropenoid Glycosides and Salidroside, Method 1,
STRENGTH/Content of Phenylpropenoid Glycosides and Salidroside, Method 2,
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/Labeling,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11=>/USP Rhodiola rosea Root
and Rhizome Dry Extract RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Rosavin RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11=>/USP Salidroside RS

Elena Gonikberg

Natalia Davydova

Natalia Davydova
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Revision
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Revision
Revision

Revision

Revision

Omission

Revision

RIBOSE PF 41(2) Pg. ONLINE

RIMEXOLONE OPHTHALMIC SUSPENSION PF 41(2) Pg. ONLINE
RISEDRONATE SODIUM PF 41(2) Pg. ONLINE

SILDENAFIL TABLETS PF 41(3) Pg. ONLINE
SODIUM STARCH GLYCOLATE PF 41(1) Pg. ONLINE
SODIUM CHLORIDE AND DEXTROSE TABLETS PF 41(3) Pg. ONLINE

SODIUM THIOSULFATE PF 41(2) Pg. ONLINE

SODIUM THIOSULFATE INJECTION PF 41(2) Pg. ONLINE
SOMATROPIN PF 41(3) Pg. ONLINE
SOMATROPIN FOR INJECTION PF 41(3) Pg. ONLINE

SUCCINYLCHOLINE CHLORIDE PF 41(2) Pg. ONLINE
SUCCINYLCHOLINE CHLORIDE FOR INJECTION PF 41(3) Pg. ONLINE

SULINDAC PF 40(1) Pg. ONLINE

Title, Chemical Info/Chemical Structure, Chemical Info/C5H1005, Chemical
Info/150.13, Chemical Info/(2S,3R,4S,5R)-5-(Hydroxymethyl)oxolane-2,3,4-triol;,
Chemical Info/d-Ribose, Chemical Info/CAS, DEFINITION/Introduction,
IDENTIFICATION/A. Infrared Absorption <197K>, IDENTIFICATION/B.,
IDENTIFICATION/C., ASSAY/Procedure, IMPURITIES/Residue on Ignition <281>,
IMPURITIES/Chloride and Sulfate, Chloride <221>, IMPURITIES/Chloride and Sulfate,
Sulfate <221>, IMPURITIES/Related Compounds, SPECIFIC TESTS/Optical Rotation,
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