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Category Monograph Title Monograph Section Scientific Liaison 

Revision <1041> BIOLOGICS PF 40(5) Pg. ONLINE 

Introduction, VEHICLES AND ADDED SUBSTANCES-, 
CONTAINERS FOR INJECTIONS-, CONTAINER 
CONTENT-, LABELING-, PACKAGING AND STORAGE-, 
EXPIRATION DATE-, *No Head*, INJECTABLES, 
PACKAGING AND STORAGE, EXPIRATION DATE, 
TESTING 

Maura Kibbey 

New <1790> VISUAL INSPECTION OF INJECTIONS PF 
41(1) Pg. ONLINE 2. INTRODUCTION Desmond Hunt 

New ABIRATERONE ACETATE TABLETS PF 40(6) Pg. 
ONLINE 

ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/ It contains Abiraterone Acetate and 
small amounts of the following: Abiraterone 17-
(Pyridin-3-yl)androsta-5,16-dien-3&beta;-
ol.C24H31NO349.52 Abiraterone ethyl ether 3&beta;-
Ethoxy-17-(pyridin-3-yl)androsta-5,16-
diene.C26H35NO377.57 Abiraterone isopropyl ether 
3&beta;-Isopropoxy-17-(pyridin-3-yl)androsta-5,16-
diene.C27H37NO391.60 Anhydro abiraterone 17-
(Pyridin-3-yl)androsta-3,5,16-triene.C24H29N331.50 
O-Chlorobutylabiraterone 3&beta;-(4-Chlorobutoxy)-
17-(pyridin-3-yl)androsta-5,16-
diene.C28H38ClNO440.07 3-Deoxy-3-acetyl 
abiraterone-3-ene 1-[17-(Pyridin-3-yl)androsta-
3,5,16-trien-3-yl]ethanone.C26H31NO405.54 3-
Deoxy 3-chloroabiraterone 3&beta;-Chloro-17-
(pyridin-3-yl)androsta-5,16-diene.C24H30ClN367.96 
&alpha;-Epoxyabiraterone acetate 17-(Pyridin-3-yl)-
16&alpha;,17&alpha;-epoxyandrost-5-en-3&beta;-yl 
acetate.C26H33NO3407.55 &beta;-Epoxyabiraterone 
acetate 17-(Pyridin-3-yl)-16&beta;,17&beta;-
epoxyandrost-5-en-3&beta;-yl acet 

Feiwen Mao 

Revision ALLANTOIN PF 40(6) Pg. ONLINE 

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

Feiwen Mao 

Revision AMANTADINE HYDROCHLORIDE PF 40(5) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A. 
Infrared Absorption <197S>, IDENTIFICATION/A. 
Infrared Absorption <197K>, IDENTIFICATION/B., 
IDENTIFICATION/C. Identification Tests-General, 
Chloride <191>, ASSAY/Procedure, 

Shankari Shivaprasad 

mailto:MCK@usp.org
mailto:DGH@usp.org
mailto:FM@usp.org
mailto:FM@usp.org
mailto:SNS@usp.org


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

Revision AMANTADINE HYDROCHLORIDE CAPSULES PF 40(6) 
Pg. ONLINE 

IDENTIFICATION/B., ASSAY/Procedure, 
PERFORMANCE TESTS/Dissolution <711>, 
IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Amantadine Related Compound A RS 1-
Chloroadamantane.C10H15Cl170.68USP Amantadine 
Related Compound B RS N-(Adamantan-1-
yl)acetamide.C12H19NO193.29 

Shankari Shivaprasad 

Revision AMANTADINE HYDROCHLORIDE ORAL SOLUTION PF 
40(6) Pg. ONLINE 

IDENTIFICATION/B., IMPURITIES/Organic Impurities, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Amantadine Related Compound 
A RS 1-Chloroadamantane.C10H15Cl170.68USP 
Amantadine Related Compound B RS 1-
Acetamidoadamantane. C12H19NO193.29 

Shankari Shivaprasad 

New ATAZANAVIR SULFATE PF 40(2) Pg. ONLINE 

Chemical Info/Chemical Structure, Chemical 
Info/C38H52N6O7&thinsp;·&thinsp;H2SO4, Chemical 
Info/802.93, Chemical Info/2,5,6,10,13-
Pentaazatetradecanedioic acid, 3-12-bis(1,1-
dimethylethyl)-8-hydroxy-4,11-dioxo-9-
(phenylmethyl)-6-[[-4-(2-pyridinyl)phenyl]methyl]-, 
dimethyl ester, (3S,8S,9S,12S)-, sulfate (1:1) (salt);, 
Chemical Info/Dimethyl (3S,8S,9S,12S)-9-benzyl-
3,12,di-tert-butyl-8-hydroxy-4,11-dioxo-6-(p-2-
pyridylbenzyl)-2,5,6,10,13-
pentaazatetradecanedioate, sulfate (1:1) (salt), 
Chemical Info/CAS, DEFINITION/Introduction, 
IDENTIFICATION/A. Infrared Absorption <197A>, 
IDENTIFICATION/B., IDENTIFICATION/C. 
Identification Tests-General, Sulfate <191>, 
ASSAY/Procedure, IMPURITIES/Residue on Ignition 
<281>, IMPURITIES/Organic Impurities, 
IMPURITIES/Limit of Atazanavir Related Compound A, 
SPECIFIC TESTS/Water Determination <921>, 
SPECIFIC TESTS/Optical Rotation, Specific Rotation 
<781S>, ADDITIONAL REQUIREMENTS/Packaging 
and Storage, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Atazanavir Related 
Compound A RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Atazanavir Sulfate 
RS, ADDITIONAL REQUIREMENTS/USP Reference 

Shankari Shivaprasad 

mailto:SNS@usp.org
mailto:SNS@usp.org
mailto:SNS@usp.org


Standards <11>/USP Atazanavir System Suitability 
Mixture RS 

New ATAZANAVIR CAPSULES PF 40(2) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A. 
Infrared Absorption <197A>, 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 Atazanavir Sulfate RS, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Atazanavir System Suitability 
Mixture RS 

Shankari Shivaprasad 

Revision CHLORDIAZEPOXIDE HYDROCHLORIDE FOR 
INJECTION PF 40(2) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A. 
Infrared Absorption <197K>, IDENTIFICATION/B., 
IDENTIFICATION/C., ASSAY/Procedure, SPECIFIC 
TESTS/Other Requirements 

Heather Joyce 

Revision CICLOPIROX OLAMINE PF 40(3) Pg. ONLINE 

IDENTIFICATION/A. Infrared Absorption <197K>, 
IDENTIFICATION/B., ASSAY/Procedure, 
IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Ciclopirox Related Compound C RS 

Shankari Shivaprasad 

Revision CICLOPIROX OLAMINE CREAM PF 40(6) Pg. ONLINE 

{Title}, DEFINITION/Introduction, 
IDENTIFICATION/B., ASSAY/Procedure, OTHER 
COMPONENTS/Content of Benzyl Alcohol (if present), 
IMPURITIES/Organic Impurities, SPECIFIC 
TESTS/Microbial Enumeration Tests <61>and Tests 
for Specified Microorganisms <62>, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Ciclopirox Related Compound A RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Ciclopirox Related Compound B RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Ciclopirox Related Compound C RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Phenol RS 

Shankari Shivaprasad 

Revision DESCRIPTION AND SOLUBILITY PF 39(1) Pg. ONLINE Topotecan Hydrochloride, Imatinib Mesylate, 
Atazanavir Sulfate Feiwen Mao 

New DOXERCALCIFEROL PF 40(6) Pg. ONLINE 
Chemical Info/Chemical Structure, Chemical 
Info/C28H44O2, Chemical Info/412.65, Chemical 
Info/1&alpha;-Hydroxyvitamin D2;, Chemical 

Elena Gonikberg 

mailto:SNS@usp.org
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Info/1&alpha;-Hydroxyergocalciferol;, Chemical 
Info/9,10-Secoergosta-5,7,10(19),22-tetraene-1,3-
diol, (1&alpha;,3&beta;,5Z,7E,22E)-;, Chemical 
Info/(5Z,7E,22E)-9,10-Secoergosta-5,7,10(19),22-
tetraene-1&alpha;,3&beta;-diol, Chemical Info/CAS, 
DEFINITION/Introduction, IDENTIFICATION/A. 
Infrared Absorption <197K>, IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Organic Impurities, 
SPECIFIC TESTS/Loss on Drying, SPECIFIC 
TESTS/Optical Rotation, Specific Rotation <781S>, 
SPECIFIC TESTS/Microbial Enumeration Tests <61> 
and Tests for Specified Microorganisms <62>, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Doxercalciferol RS 

Revision EPINEPHRINE PF 40(6) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A. 
Infrared Absorption <197K>, IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Limit of Adrenalone, 
IMPURITIES/Limit of Norepinephrine, 
IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Adrenalone Hydrochloride RS 3&prime;,4&prime;-
Dihydroxy-2-(methylamino)acetophenone 
hydrochloride.C9H11NO3·HCl217.65, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Epinephrine Bitartrate RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Epinephrine RS 

Domenick Vicchio 

Revision EPINEPHRINE BITARTRATE PF 40(5) Pg. ONLINE 

IDENTIFICATION/B. Infrared Absorption <197K>, 
IDENTIFICATION/C., ASSAY/Procedure, 
IMPURITIES/Organic Impurities, SPECIFIC 
TESTS/Melting Range or Temperature <741>, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Adrenalone Hydrochloride RS 

Domenick Vicchio 

Revision HYDROCODONE BITARTRATE PF 39(3) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Organic Impurities, 
SPECIFIC TESTS/Loss on Drying <731>, SPECIFIC 
TESTS/Water Determination <921>, Method I, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Dihydrocodeine Bitartrate RS, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Hydrocodone RS 

Hillary Cai 

New IFOSFAMIDE INJECTION PF 40(3) Pg. ONLINE 
Title, DEFINITION/Introduction, IDENTIFICATION/A., 
IDENTIFICATION/B., ASSAY/Procedure, 
IMPURITIES/Organic Impurities, IMPURITIES/Limit of 

Feiwen Mao 

mailto:DWV@usp.org
mailto:DWV@usp.org
mailto:HZC@usp.org
mailto:FM@usp.org


2-Chloroethylamine, SPECIFIC TESTS/Bacterial 
Endotoxins Test <85>, SPECIFIC TESTS/Sterility 
Tests <71>, SPECIFIC TESTS/pH <791>, SPECIFIC 
TESTS/Color and Light Transmission, SPECIFIC 
TESTS/Osmolality and Osmolarity, Osmolality <785>, 
SPECIFIC TESTS/Particulate Matter in Injections 
<788>, SPECIFIC TESTS/Other Requirements, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Endotoxin RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Ifosfamide RS 

Revision METHYLDOPA PF 39(2) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/B. 
Ultraviolet Absorption <197U>, IDENTIFICATION/B., 
IDENTIFICATION/C., ASSAY/Procedure, 
IMPURITIES/Limit of 3-O-Methylmethyldopa, 
IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
3-O-Methylmethyldopa RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Methyldopa Related Compound B RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Methyldopa Related Compound C RS 

Sujatha Ramakrishna 

Revision METRONIDAZOLE GEL PF 40(4) Pg. ONLINE 

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 

New OCTANESULFONIC ACID SODIUM SALT, 
MONOHYDRATE PF 39(6) Pg. ONLINE Octanesulfonic Acid Sodium Salt, Monohydrate Feiwen Mao 

New SITAGLIPTIN PHOSPHATE PF 40(4) Pg. ONLINE IMPURITIES/Residue on Ignition <281> Elena Gonikberg 

Revision SULFAMETHOXAZOLE AND TRIMETHOPRIM TABLETS 
PF 40(3) Pg. ONLINE 

IDENTIFICATION/A., ASSAY/Procedure, 
PERFORMANCE TESTS/Organic Impurities, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Sulfamethoxazole Related 
Compound A RS 

Shankari Shivaprasad 

New TOPOTECAN HYDROCHLORIDE PF 39(1) Pg. ONLINE 

Chemical Info/Chemical Structure, Chemical 
Info/C23H23N3O5·HCl, Chemical Info/457.91 (n = 1), 
Chemical Info/1H-
Pyrano[3&prime;,4&prime;:6,7]indolizino[1,2-
b]quinoline-3,14(4H,12H)-dione, 10-

Feiwen Mao 

mailto:SXR@usp.org
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mailto:EG@usp.org
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[(dimethylamino)methyl]-4-ethyl-4,9-dihydroxy-, 
monohydrochloride, (S)-;, Chemical Info/(S)-10-
[(Dimethylamino)methyl]-4-ethyl-4,9-dihydroxy-1H-
pyrano[3&prime;,4&prime;:6,7]indolizino[1,2-
b]quinoline-3,14(4H,12H)-dione monohydrochloride;, 
Chemical Info/CAS, Chemical Info/5/4 Hydrochloride, 
Chemical Info/C23H23N3O5·5/4 HCl, Chemical 
Info/467.02 (n = 5/4), Chemical Info/Topotecan, 
Chemical Info/C23H23N3O5, Chemical Info/421.45, 
DEFINITION/Introduction, IDENTIFICATION/A. 
Infrared Absorption <197K>, IDENTIFICATION/B., 
IDENTIFICATION/C., ASSAY/Procedure, OTHER 
COMPONENTS/Content of Chloride, 
IMPURITIES/Residue on Ignition <281>, 
IMPURITIES/Heavy Metals, Method II <231>, 
IMPURITIES/Organic Impurities, IMPURITIES/Limit of 
Methanol and Acetone (if it is present in the 
manufacturing process), IMPURITIES/Limit of 
Triethylamine (if it is present in the manufacturing 
process), SPECIFIC TESTS/Water Determination, 
Method Ia <921>, SPECIFIC TESTS/Specific Rotation 
<781S>, ADDITIONAL REQUIREMENTS/Packaging 
and Storage, ADDITIONAL REQUIREMENTS/Labeling, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Topotecan Hydrochloride RS, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Topotecan Related Compound A 
RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Triethylamine RS 

New TOPOTECAN FOR INJECTION PF 39(1) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A. 
Ultraviolet Absorption <197U>, IDENTIFICATION/B., 
ASSAY/Procedure, PERFORMANCE TESTS/Uniformity 
of Dosage Units <905>, IMPURITIES/Organic 
Impurities, SPECIFIC TESTS/Bacterial Endotoxins Test 
<85>, SPECIFIC TESTS/Sterility Tests <71>, 
SPECIFIC TESTS/pH <791>, SPECIFIC 
TESTS/Particulate Matter in Injections <788>, 
SPECIFIC TESTS/Constituted Solution, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP 
Endotoxin RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Irinotecan Related 
Compound A RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Topotecan 
Hydrochloride RS 

Feiwen Mao 

Revision ZINC OXIDE PF 40(4) Pg. ONLINE IMPURITIES/and Other Heavy Metals, SPECIFIC Feiwen Mao 

mailto:FM@usp.org
mailto:FM@usp.org


TESTS/Carbonate and Color of Solution 

Revision ZINC OXIDE NEUTRAL PF 40(4) Pg. ONLINE IMPURITIES/and Other Heavy Metals, SPECIFIC 
TESTS/Carbonate and Color of Solution Feiwen Mao 

 

mailto:FM@usp.org

