Compendial Cancellations for USP37-NF32 1S

Category Monograph Title

New <7>= LABELING PF 38(1) Pg. ONLINE

Revision

<31> VOLUMETRIC APPARATUS PF 37(2) Pg. ONLINE

Revision ~ ACYCLOVIR PF 38(4) Pg. ONLINE
New ANASTROZOLE TABLETS PF 38(3) Pg. ONLINE
New ARTEMETHER PF 38(6) Pg. ONLINE

Monograph Section Scientific
Liaison
Donna

DEFINITION, LABELS AND LABELING Bohannon

USE&mdash;, STANDARDS OF ACCURACY&mdash; Horacio

[N ’ PaDDa

IMPURITIES/Ordinary Impurities <466=>,

IMPURITIES/Organic Impurities, ADDITIONAL

REQUIREMENTS/USP Reference Standards <11>/USP

Acyclovir Related Compound A RS 2-[(2-Amino-6-0x0-1,6-

dihydro-9H-purin-9-yl)methoxy]ethyl acetate.C10H13N504

267.24, ADDITIONAL REQUIREMENTS/USP Reference

Standards <11>/USP Acyclovir Related Compound F RS N-

[9-[(2-Hydroxyethoxy)methyl]-6-0x0-6,9-dihydro-1H- Shankari

purin-2-ylJacetamide.C10H13N504267.24, ADDITIONAL Shivaprasad
REQUIREMENTS/USP Reference Standards <11>/USP

Acyclovir Related Compound G RS 2-{[2-(Acetylamino)-6-
0x0-1,6-dihydro-9H-purin-9-ylJmethoxy}ethyl
acetate.C12H15N505309.28, ADDITIONAL

REQUIREMENTS/USP Reference Standards <11>/USP

Acyclovir Related Compound L RS N2,9-

Diacetylguanine.C9H9N503 235.20

Title, DEFINITION/Introduction,
IDENTIFICATION/Introduction, 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
Anastrozole RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Anastrozole Related
Compound A RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Anastrozole Related
Compound D RS

Feiwen Mao

Title, Chemical Info/Chemical Structure, Chemical
Info/C16H2605, Chemical Info/298.37, Chemical
Info/(3R,5aS,6R,8aS,9R,10S,12R,12aR)-Decahydro-10-
methoxy-3,6,9-trimethyl-3,12-epoxy-12H-pyrano[4,3-j]-

Shankari
Shivaprasad



Revision

Revision

New

New

Revision

Revision

Revision

Revision

New

BUTORPHANOL TARTRATE NASAL SOLUTION PF 39(3) Pg.
ONLINE

CABERGOLINE PF 39(1) Pg. ONLINE

CALCIUM L-5-METHYLTETRAHYDROFOLATE CAPSULES PF
39(3) Pg. ONLINE

CALCIUM L-5-METHYLTETRAHYDROFOLATE TABLETS PF
39(3) Pg. ONLINE

CEPHALEXIN PF 38(5) Pg. ONLINE

CEPHALEXIN CAPSULES PF 38(5) Pg. ONLINE

CEPHALEXIN FOR ORAL SUSPENSION PF 38(5) Pg.
ONLINE

FLUOROURACIL PF 39(3) Pg. ONLINE

INSULIN ASPART PF 36(6) Pg. 1535

1,2-benzodioxepin, Chemical Info/CAS,
DEFINITION/Introduction, IDENTIFICATION/A. Infrared
Absorption <197K=>, IDENTIFICATION/B.,

ASSAY/Procedure, IMPURITIES/Residue on Ignition <281>,

IMPURITIES/Heavy Metals, Method Il <231>,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Optical

Rotation, Specific Rotation <781>, SPECIFIC TESTS/Clarity

of Solution, SPECIFIC TESTS/Absorbance of solution,
ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Artemether RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP
Artemether Related Compound A RS, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP
Artemether Related Compound B RS

DEFINITION/Introduction, IMPURITIES/Organic Impurities,
IDENTIFICATION/B. Thin-Layer Chromatographic
Identification Test <201>, ASSAY/Procedure

DEFINITION/Introduction, IMPURITIES/Organic Impurities

IDENTIFICATION/A. ldentification Tests&mdash;General,
Calcium <191>

IDENTIFICATION/A. Identification Tests&mdash;General,
Calcium <191>

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

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

ASSAY/Procedure, IMPURITIES/Organic Impurities

ADDITIONAL REQUIREMENTS/USP Reference Standards
<11>/USP Fluorouracil Related Compound D RS

Chemical Info/Chemical Structure, B., Chemical

Hillary Cai

Heather
oyc

:

Natalia
Davydova

Natalia
Davydova

Ahalya Wise

Ahalya Wise

Ahalya Wise

Feiwen Mao

Edith Chang



New

Revision

INSULIN ASPART INJECTION PF 36(6) Pg. 1537

IODIXANOL PF 39(3) Pg. ONLINE

Info/C256H381N65079S6, Chemical Info/5826 daltons,
Chemical Info/CAS, DEFINITION/Introduction,
IDENTIFICATION/A., IDENTIFICATION/B. Peptide Mapping,
ASSAY/Procedure, IMPURITIES/Organic
Impurities/Procedure 1: Related Proteins,
IMPURITIES/Organic Impurities/Procedure 2: Limit of High
Molecular Weight Proteins, SPECIFIC TESTS/Insulin Assays,
Bioidentity Test <121>, SPECIFIC TESTS/Bacterial
Endotoxin Test <85>, SPECIFIC TESTS/Microbial
Enumeration Tests <61> and Tests for Specified
Microorganisms <62>, SPECIFIC TESTS/Loss on Drying
<731>, ADDITIONAL REQUIREMENTS/Packaging and
Storage, ADDITIONAL REQUIREMENTS/Labeling,
ADDITIONAL REQUIREMENTS/USP Reference Standard
<11>/USP Endotoxin RS, ADDITIONAL
REQUIREMENTS/USP Reference Standard <11>/USP Insulin
Aspart RS

DEFINITION/Introduction, IDENTIFICATION/Introduction,
ASSAY/Procedure, IMPURITIES/Organic
Impurities/Procedure 1: Related Proteins,
IMPURITIES/Organic Impurities/Procedure 2: Limit of High
Molecular Weight Proteins, SPECIFIC TESTS/Bacterial
Endotoxins Test <85>, SPECIFIC TESTS/Sterility <71>,
SPECIFIC TESTS/Particulate Matter <788>, SPECIFIC
TESTS/pH <791>, SPECIFIC TESTS/Zinc Content <591>,
SPECIFIC TESTS/Injections <1=>, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL
REQUIREMENTS/USP Reference Standard <11>/USP
Endotoxin RS, ADDITIONAL REQUIREMENTS/USP Reference
Standard <11>/USP Insulin Aspart RS

IDENTIFICATION/B., IDENTIFICATION/C. Procedure,
ASSAY/Procedure, IMPURITIES/Limit of Free lodide,
IMPURITIES/Limit of Calcium, IMPURITIES/Free lodine,
IMPURITIES/ Limit of Free Aromatic Amine, IMPURITIES/
Limit of Methanol, Isopropyl Alcohol, and Methoxyethanol,
IMPURITIES/Procedure 1, IMPURITIES/Organic Impurities,
Procedure 2, IMPURITIES/Limit of lodixanol Related
Comound E and lodixanol Impurity H, SPECIFIC
TESTS/Microbial Enumeration Tests <61> and Tests for
Specified Microorganisms <62>, SPECIFIC TESTS/Optical
Rotation, Specific Rotation <781S>, ADDITIONAL

Edith Chang

Ravi
Ravichandran



Revision

Revision

New

New

New

PHENYTOIN PF 39(2) Pg. ONLINE

PHENYTOIN ORAL SUSPENSION PF 39(2) Pg. ONLINE

PYRANTEL TARTRATE PF 38(6) Pg. ONLINE

QUETIAPINE TABLETS PF 38(5) Pg. ONLINE

SCAFFOLD PORCINE DERMIS PF 36(5) Pg. 1209

REQUIREMENTS/Packaging and Storage

IDENTIFICATION/B., ASSAY/Procedure,
IMPURITIES/Organic Impurities, IMPURITIES/Limit of
benzophenone, SPECIFIC TESTS/Clarity and Color of
Solution

IDENTIFICATION/A. Melting Range or Temperature, Class |
<741>, IDENTIFICATION/A. Infrared Absorption <197K=>,
IDENTIFICATION/B. Procedure, IDENTIFICATION/B.,
ASSAY/Procedure, PERFORMANCE TESTS/Dissolution
<711>, ADDITIONAL REQUIREMENTS/Packaging and
Storage

Chemical Info/Chemical Structure, Chemical
Info/C11H14N2S&middot;C4H606, Chemical Info/356.39,
Chemical Info/Pyrimidine, 1,4,5,6-tetrahydro-1-methyl-2-
[2-(2-thienyl)ethenyl]-, (E)-, [R-(R*,R*)]-2,3-
dihydroxybutanedioate (1:1);, Chemical Info/(E)-1,4,5,6-
Tetrahydro-1-methyl-2-[2-(2-thienyl)vinyl]pyrimidine
tartrate (1:1), Chemical Info/CAS,
DEFINITION/Introduction, IDENTIFICATION/A. Infrared
Absorption <197K=>, IDENTIFICATION/B. Identification
Tests&mdash;General, Tartrate <191>,
IDENTIFICATION/C., ASSAY/Procedure,
IMPURITIES/Residue on Ignition <281>,
IMPURITIES/Organic Impurities, SPECIFIC TESTS/pH
<791>, SPECIFIC TESTS/Loss on Drying <731>,
ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL
REQUIREMENTS/USP Reference Standards <11>/USP
Pyrantel Tartrate RS

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
Quetiapine Fumarate RS, ADDITIONAL REQUIREMENTS/USP
Reference Standards <11>/USP Quetiapine System
Suitability RS

Title, DEFINITION/Introduction, SPECIFIC

Ravi
Ravichandran

Ravi
Ravichandran

Morgan
Puderbaugh

Ravi
Ravichandran

Fouad Atouf



TESTS/Histological Evaluation, SPECIFIC TESTS/Biochemical
Analysis, SPECIFIC TESTS/Thermal Analysis, SPECIFIC
TESTS/Biomechanical Analysis, SPECIFIC TESTS/Sterility
Tests <71>, ADDITIONAL REQUIREMENTS/Labeling,
ADDITIONAL REQUIREMENTS/Packaging and Storage,
ADDITIONAL REQUIREMENTS/USP Authentic Visual
References <11>

Title, DEFINITION/Introduction, SPECIFIC
TESTS/Histological Evaluation, SPECIFIC TESTS/Moisture
Content, SPECIFIC TESTS/Collagen Content, SPECIFIC
TESTS/Fat Content, SPECIFIC TESTS/Tensile Strength,
Revision ?;:AE?ZLD PORCINE DERMIS CROSS-LINKED PF36(5)  gppcypic TESTS/Visual Inspection, SPECIFIC Fouad Atouf
) TESTS/Sterility Tests <71>, ADDITIONAL
REQUIREMENTS/Packaging and Storage, ADDITIONAL
REQUIREMENTS/Labeling, ADDITIONAL
REQUIREMENTS/USP Visual Reference Standards <l11>

SPECIFIC TESTS/Content of Sennosides A and B, Maged
Revision ~SENNOSIDES PF 35(2) Pg. 309 ADDITIONAL REQUIREMENTS/USP Reference Standards Sharaf
<l1ll> -



