Compendial Cancellations for USP38-NF33 2S

Category Monograph Title Monograph Section Scientific Liaison

. <381> ELASTOMERIC CLOSURES FOR
Revision INJECTIONS PF 40(5) Pg. ONLINE PHYSICOCHEMICAL TESTS Desmond Hunt
Title, 1. INTRODUCTION, 2. LIST OF HDS, 3. TYPES OF EXPOSURE, 4.
RESPONSIBILITIES OF PERSONNEL HANDLING HDS, 5. FACILITY
DESIGN AND ENGINEERING CONTROLS, 6. PERSONAL PROTECTIVE
EQUIPMENT, 7. HAZARD COMMUNICATION PROGRAM, 8. TRAINING FOR
COMPOUNDING PERSONNEL, 9. RECEIVING, 10. TRANSPORTING, 11.
DISPENSING HD DOSAGE FORMS NOT REQUIRING ALTERATION, 12.
COMPOUNDING HD DOSAGE FORMS, 13. PROTECTION WHEN
<800> HAZARDOUS DRUGS - HANDLING ADMINISTERING HDS, 14. CLEANING: DEACTIVATION,
New IN HEALTHCARE SETTINGS PF 40(3) Pg. DECONTAMINATION, CLEANING, AND DISINFECTION, 15. SPILL Jeanne Sun
ONLINE CONTROL, 16. DISPOSAL, 17. ENVIRONMENTAL QUALITY AND
CONTROL, 18. DOCUMENTATION, 19. MEDICAL SURVEILLANCE,
APPENDIX A: ACRONYMS AND DEFINITIONS, APPENDIX B: SUGGESTED
STANDARD OPERATING PROCEDURES, APPENDIX C: TYPES OF
BIOLOGICAL SAFETY CABINETS, APPENDIX D: BEST PRACTICES FOR
HANDLING HDS, APPENDIX E: EXAMPLES FOR DESIGN OF HAZARDOUS
DRUG COMPOUNDING AREAS, APPENDIX F: REQUIREMENTS FOR
PERSONAL PROTECTIVE EQUIPMENT, APPENDIX G. BIBLIOGRAPHY
New :nggi’zgsogf 4%'(2;%'9?U(3TILOL'I\'NE Title, INTRODUCTION, SCOPE Desmond Hunt
Title, INTRODUCTION, MANAGEMENT RESPONSIBILITY,
DOCUMENTATION, RESOURCES MANAGEMENT, OPERATIONS,

New <1083.1> QUALITY MANAGEMENT COMPLAINTS, DEVIATIONS, RETURNS, RECALLS, COUNTERFEITS, AND |~
SYSTEM PF 40(2) Pg. ONLINE REPROCESS AND REWORK PRODUCTS, MONITORING AND Lesmond funt
IMPROVEMENTS, VALIDATION, CHANGE CONTROL, REGULATORY
AFFAIRS, APPENDIX
Title, INTRODUCTION, ENVIRONMENTAL CONTROLLED FACILITIES,
New géﬁ%ﬁﬁzﬁg\ﬂfﬁmggﬁ# PF 40(2) pg. EQUIPMENT, AND VEHICLES, PACKAGING FOR SHIPPING, Desmond Hunt
ONLINE Y- PERFORMANCE QUALIFICATION, DATA MONITORING, SHORT-TERM pesmond Hunt
EXCURSIONS, APPENDIX
<1083.3> IMPORTATION AND .
Title, INTRODUCTION, GENERAL REQUIREMENTS, MATERIAL OR
New E;Pgmméo'\' MANAGEMENT PF 40(2)  ppopucT KNOWLEDGE, GLOBAL SOURCING KNOWLEDGE, APPENDIX ~ 2esmond Hunt
New <1083.4> SUPPLY CHAIN INTEGRITY Title, INTRODUCTION, SUPPLY CHAIN INTEGRITY, SUPPLY CHAIN Desmond Hunt
AND SECURITY PF 40(2) Pg. ONLINE SECURITY, APPENDIX pesmond Hunt
Title, Introduction, GENERAL CONSIDERATIONS, TYPE 1 STUDY:
New géZM%OEESIi?_U\}iEI'\l"Di'\_‘rTIg; CF),E 39(6) P PRECISION-ACCURACY AND RANGE, TYPE 2 STUDY: SPECIFICITY, TYPE .
9 3 STUDY: ACCURACY, TYPE 4 STUDY: PRECISION, TYPE 5 STUDY:

ONLINE DETECTABILITY
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AMERICAN GINSENG PF 40(5) Pg.

Revision ONLINE SPECIFIC TESTS/Botanical Characteristics Anton Bzhelyansky
Revision Zgz/;/)DE;EB'\/IA\LI\:I’\EIEICAN GINSENG PF SPECIFIC TESTS/Botanical Characteristics Anton Bzhelyansky
Revision QXISEE&NEZOATE POTASSIUM PF 39(1) DEFINITION/Introduction, IDENTIFICATION/B., ASSAY/Procedure Hillary Cai
Revision gmm\?sENZOATE SODIUM PF 39(1) Pg. DEFINITION/Introduction, IDENTIFICATION/B., ASSAY/Procedure Hillary Cai
Revision Zgg)DE;_Egl\'ﬁ:\évAGANDHA ROOT PF SPECIFIC TESTS/Botanical Characteristics Anton Bzhelyansky
Revision ASIAN GINSENG PF 40(5) Pg. ONLINE SPECIFIC TESTS/Botanical Characteristics Anton Bzhelyansky
Revision gON\I/_VI%ERED ASIAN GINSENG PF 40(5) Pg. SPECIFIC TESTS/Botanical Characteristics Anton Bzhelyansky
Revision BACOPA PF 40(5) Pg. ONLINE SPECIFIC TESTS/Botanical Characteristics Anton Bzhelyansky
Revision (P)ON\I/_VIEIERED BACOPA PF 40(5) Pg. SPECIFIC TESTS/Botanical Characteristics Anton Bzhelyansky
DEFINITION/Introduction, IDENTIFICATION/B., ASSAY/Procedure,
IMPURITIES/Limit of Aldehydes, IMPURITIES/Organic Impurities,
Revision BENZYL BENZOATE PF 39(6) Pg. ONLINE ggr?z';Li?'%‘f&&ﬂﬁ@fﬁ%ﬁﬁ%Zgﬁ‘;%rsa‘;\l%%%fgié&el;/e usP Shankari Shivaprasad
Standards <11=>/USP Benzoic Acid RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Benzyl Alcohol RS
Revision goN\I/_VIIiJERED BLACK COHOSH PF 40(5) Pg. SPECIFIC TESTS/Botanical Characteristics Anton Bzhelyansky
Revision BLACK PEPPER PF 40(5) Pg. ONLINE SPECIFIC TESTS/Botanical Characteristics Anton Bzhelyansky
Revision E)ON\II_VIﬁERED BLACK PEPPER PF 40(5) Pg. SPECIFIC TESTS/Botanical Characteristics Anton Bzhelyansky
Revision (B)ﬁf:/l\\/lELLIA SERRATA PF 40(5) Pg. SPECIFIC TESTS/Botanical Characteristics Anton Bzhelyansky

ADDITIONAL REQUIREMENTS/USP Reference Standards <11=>/USP
Revision CARBAMAZEPINE PF 40(4) Pg. ONLINE Carbamazepine Related Compound F RS, ADDITIONAL Heather Joyce
REQUIREMENTS/USP Reference Standards <11>/USP Iminodibenzyl RS

CARBAMAZEPINE ORAL SUSPENSION PE ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP

Revision 40(4) Pg. ONLINE Carbamazepine Related Compound F RS, ADDITIONAL Heather Joyce

9 REQUIREMENTS/USP Reference Standards <11>/USP Iminodibenzyl RS
Revision CAT'S CLAW PF 40(5) Pg. ONLINE SPECIFIC TESTS/Botanical Characteristics Anton Bzhelyansky
Revision CENTELLA ASIATICA PF 40(5) Pg. SPECIFIC TESTS/Botanical Characteristics Anton Bzhelyansky

ONLINE
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Revision

Revision

Revision

Revision

Revision

Revision

Revision

Revision

Revision

Revision

New

POWDERED CENTELLA ASIATICA PF
40(5) Pg. ONLINE

POWDERED CHASTE TREE PF 40(5) Pg.
ONLINE

POWDERED HORSE CHESTNUT PF 40(5)
Pg. ONLINE

CIPROFLOXACIN PF 40(3) Pg. ONLINE

CIPROFLOXACIN HYDROCHLORIDE PF
40(3) Pg. ONLINE

CLOTRIMAZOLE PF 39(6) Pg. ONLINE

CLOTRIMAZOLE CREAM PF 40(3) Pg.
ONLINE

CODEINE PHOSPHATE PF 38(6) Pg.
ONLINE

CROMOLYN SODIUM PF 40(1) Pg. ONLINE

CROMOLYN SODIUM OPHTHALMIC
SOLUTION PF 40(1) Pg. ONLINE

DESLORATADINE PF 39(2) Pg. ONLINE

SPECIFIC TESTS/Botanical Characteristics

SPECIFIC TESTS/Botanical Characteristics

SPECIFIC TESTS/Botanical Characteristics

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

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

ASSAY/Procedure, IMPURITIES/Organic Impurities

IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Imidazole RS

DEFINITION/Introduction, IDENTIFICATION/C., ASSAY/Procedure,
IMPURITIES/Organic Impurities, IMPURITIES/Limit of Morphine,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Codeine System Suitability Mixture C11 RS

DEFINITION/Introduction, IDENTIFICATION/A. Infared Absorption
<197K=>, IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic
Impurities, IMPURITIES/Limit of Oxalate, SPECIFIC TESTS/Acidity or
Alkalinity, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Cromolyn Related Compound A RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Cromolyn Related
Compound B RS

IDENTIFICATION/A., ASSAY/Procedure, IMPURITIES/Organic Impurities,
ADDITIONAL 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

Chemical Info/Chemical Structure, Chemical Info/C19H19CIN2, Chemical

Info/310.82, Chemical Info/Benzo[5,6]cyclohepta[l,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]cyclohepta[1,2-b]pyridine, Chemical Info/CAS,
DEFINITION/Introduction, IDENTIFICATION/A. Infrared Absorption
<197K=>, IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Heavy
Metals, Method Il <231>, IMPURITIES/Residue on Ignition <281>,

IMPURITIES/Organic Impurities, SPECIFIC TESTS/Loss on Drying <731>,

ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Desloratadine RS,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Desloratadine Related Compound A RS

Anton Bzhelyansky

Anton Bzhelyansky

Anton Bzhelyansky

Shankari Shivaprasad

Shankari Shivaprasad
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Hillary Cai

Ravi Ravichandran

Domenick Vicchio
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Revision

Revision

Revision

Revision

Revision

Revision

Revision

Revision

Revision

Revision

Revision

Revision

Revision

Revision

New

DOXORUBICIN HYDROCHLORIDE PF
40(3) Pg. ONLINE

POWDERED ELEUTHERO PF 40(5) Pg.
ONLINE

ENOXAPARIN SODIUM PF 37(1) Pg.
ONLINE

ENOXAPARIN SODIUM INJECTION PF
37(1) Pg. ONLINE

FLUOROMETHOLONE PF 40(1) Pg.
ONLINE

FORSKOHLII PF 40(5) Pg. ONLINE

POWDERED FORSKOHLII PF 40(5) Pg.
ONLINE

GARCINIA CAMBOGIA PF 40(5) Pg.
ONLINE

POWDERED GARCINIA CAMBOGIA PF
40(5) Pg. ONLINE

GARCINIA INDICA PF 40(5) Pg. ONLINE
POWDERED GARCINIA INDICA PF 40(5)

Pg. ONLINE

POWDERED GOLDENSEAL PF 40(5) Pg.
ONLINE

GUGGUL PF 40(5) Pg. ONLINE
GYMNEMA PF 40(5) Pg. ONLINE

IMATINIB MESYLATE PF 39(6) Pg.
ONLINE

ADDITIONAL REQUIREMENTS/Packaging and Storage

SPECIFIC TESTS/Botanical Characteristics

DEFINITION/Introduction, IDENTIFICATION/B. 13C NMR Spectrum,
IDENTIFICATION/C., IDENTIFICATION/D., IDENTIFICATION/E.,
IMPURITIES/Heavy Metals, Method | <231>, SPECIFIC TESTS/pH
<791>, SPECIFIC TESTS/Bacterial Endotoxins Test <85>

IDENTIFICATION/C. ldentification Tests&mdash;General Sodium<191>
Spectrophotometry and Light-Scattering <851>, OTHER
COMPONENTS/Benzyl Alcohol Content (if Present), SPECIFIC
TESTS/Bacterial Endotoxins Test <85>, SPECIFIC TESTS/Anti-Factor lla
Activity

IDENTIFICATION/Ultraviolet Absorption <197U=>, IDENTIFICATION/C.
Thin Layer Chromatography, ASSAY/Procedure, IMPURITIES/Organic
Impurities, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Fluorometholone Related Compound A RS

SPECIFIC TESTS/Botanical Characteristics

SPECIFIC TESTS/Botanical Characteristics

SPECIFIC TESTS/Botanical Characteristics

SPECIFIC TESTS/Botanical Characteristics
SPECIFIC TESTS/Botanical Characteristics

SPECIFIC TESTS/Botanical Characteristics

SPECIFIC TESTS/Botanical Characteristics

SPECIFIC TESTS/Botanical Characteristics
SPECIFIC TESTS/Botanical Characteristics

Title, Chemical Info/Chemical Structure, Chemical
Info/C29H31N70-CH403S, Chemical Info/589.71, Chemical
Info/C29H31N70, Chemical Info/493.60, Chemical Info/Benzamide, 4-
[(4-methyl-1-piperazinyl)methyl]-N-[4-methyl-3-[[4-(3-pyridinyl)-2-
pyrimidinylJaminophenyl]-, methanesulfonate salt;, Chemical Info/N-(4-
Methyl-3-{[4-(pyridin-3-yl)pyrimidin-2-ylJamino}phenyl)-4-[(4-
methylpiperazin-1-yl)methyl]benzamide mesylate, Chemical Info/CAS,
Chemical Info/Imatinib, DEFINITION/Introduction, IDENTIFICATION/A.
Infrared Absorption <197M=>, IDENTIFICATION/B., ASSAY/Procedure,
IMPURITIES/Residue on Ignition <281>, IMPURITIES/Organic

Ahalya Wise

Anton Bzhelyansky

Anita Szajek
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Feiwen Mao
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New

Revision

New

Revision

IMATINIB TABLETS PF 39(6) Pg. ONLINE

POWDERED LICORICE PF 40(5) Pg.
ONLINE

LINEZOLID PF 40(3) Pg. ONLINE

MALABAR-NUT-TREE, LEAF PF 40(5) Pg.
ONLINE

Impurities, IMPURITIES/Limit of Isopentyl Methanesulfonate,
IMPURITIES/Limit of Imatinib Related Compound F, IMPURITIES/Limit of
1-Methylpiperazine, IMPURITIES/Limit of 3-Acetylpyridine,
IMPURITIES/Limit of Dimethylamine, SPECIFIC TESTS/Water
Determination, Method | <921>, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP 3-Acetylpyridine
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Cyclizine Related Compound A RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Dimethylamine Hydrochloride RS,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Imatinib Mesylate RS, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Imatinib Related Compound A RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Imatinib Related
Compound F RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Imatinib System Suitability Mixture RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Isopentyl
Methanesulfonate RS

Title, DEFINITION/Introduction, IDENTIFICATION/A., ASSAY/Procedure,
PERFORMANCE TESTS/Dissolution <711>, PERFORMANCE
TESTS/Uniformity of Dosage Units <905>, IMPURITIES/Organic
Impurities, IMPURITIES/Limit of Imatinib Related Compound F,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Imatinib Mesylate
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Imatinib Related Compound F RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Imatinib System Suitability Mixture RS

SPECIFIC TESTS/Botanical characteristics

Chemical Info/Chemical Structure, Chemical Info/C16H20FN304,
Chemical Info/337.35, Chemical Info/Acetamide, N-[[3-[3-fluoro-4-(4-
morpholinyl)phenyl]-2-oxo0-5-oxazolidinylJmethyl]-, (S)-;, Chemical
Info/N-[[(S)-3-(3-Fluoro-4-morpholinophenyl)-2-oxo-5-
oxazolidinyllmethyl]acetamide, Chemical Info/CAS,
DEFINITION/Introduction, IDENTIFICATION/A. Infrared Absorption
<197K>, IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Residue
on Ignition <281>, IMPURITIES/Organic Impurities, SPECIFIC
TESTS/Enantiomeric Purity, SPECIFIC TESTS/Loss on Drying <731>,
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Linezolid RS,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Linezolid R-isomer RS, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Linezolid Related Compound D RS

SPECIFIC TESTS/Botanical Characteristics
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Revision

Revision

Revision

Revision

Revision

Revision

Revision

Revision

Revision

POWDERED MALABAR-NUT-TREE, LEAF
PF 40(5) Pg. ONLINE

METFORMIN HYDROCHLORIDE PF 40(4)
Pg. ONLINE

METFORMIN HYDROCHLORIDE TABLETS
PF 40(4) Pg. ONLINE

METFORMIN HYDROCHLORIDE
EXTENDED-RELEASE TABLETS PF 40(4)
Pg. ONLINE

NICOTINE POLACRILEX PF 40(2) Pg.
ONLINE

PHYLLANTHUS AMARUS PF 40(5) Pg.
ONLINE

POWDERED PHYLLANTHUS AMARUS PF
40(5) Pg. ONLINE

POWDERED ST. JOHN'S WORT PF 40(5)
Pg. ONLINE

SULFAMETHOXAZOLE PF 39(6) Pg.
ONLINE

TURMERIC PF 40(5) Pg. ONLINE

POWDERED TURMERIC PF 40(5) Pg.
ONLINE

SPECIFIC TESTS/Botanical Characteristics

DEFINITION/Introduction, IDENTIFICATION/C., ASSAY/Procedure,
IMPURITIES/Organic Impurities, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Melamine RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Metformin Related
Compound B RS, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Metformin Related Compound C RS

IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Melamine RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Metformin Related Compound A RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Metformin Related
Compound B RS, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Metformin Related Compound C RS

IDENTIFICATION/B., ASSAY/Procedure, IMPURITIES/Organic Impurities,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Melamine RS, ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Metformin Related Compound A RS

SPECIFIC TESTS/Nicotine Release

SPECIFIC TESTS/Botanical Characteristics

SPECIFIC TESTS/Botanical Characteristics

SPECIFIC TESTS/Botanical Characteristics

DEFINITION/Introduction, IDENTIFICATION/B. Ultraviolet Absorption
<197U>, IDENTIFICATION/B., IDENTIFICATION/C., ASSAY/Procedure,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Melting Range or
Temperature, Class | <741>, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Sulfamethoxazole Related Compound A
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Sulfamethoxazole Related Compound B RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP Sulfamethoxazole
Related Compound C RS, ADDITIONAL REQUIREMENTS/USP Reference
Standards <11>/USP Sulfamethoxazole Related Compound F RS,
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP
Sulfanilic Acid RS

SPECIFIC TESTS/Botanical Characteristics

SPECIFIC TESTS/Botanical Characteristics

Anton Bzhelyansky
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