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Category Monograph Title Monograph Section Scientific 

Liaison 

Revision <401> FATS AND FIXED OILS PF 38(5) Pg. ONLINE ESTER VALUE Huy Dinh 

New 
<2232> ELEMENTAL CONTAMINANTS IN DIETARY 
SUPPLEMENTS PF 36(1) Pg. 258 

Title, INTRODUCTION, LIMITS OF ELEMENTAL CONTAMINANTS, 
OPTIONS FOR COMPLIANCE WITH THE LIMITS OF ELEMENTAL 
CONTAMINANTS, ANALYTICAL PROCEDURES FOR TOTAL 
ELEMENTAL CONTAMINANTS, ANALYTICAL PROCEDURE FOR 
INORGANIC ARSENIC, ANALYTICAL PROCEDURE FOR 
METHYLMERCURY 

Gabriel 
Giancaspro 

Revision DESCRIPTION AND SOLUBILITY PF 37(3) Pg. ONLINE Quetiapine Fumarate, Quetiapine Fumarate, Artemether 
Sujatha 
Ramakrishna 

Revision HYDROCODONE BITARTRATE PF 37(4) Pg. ONLINE 

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

Clydewyn 
Anthony 

New KETOPROFEN CAPSULES PF 36(6) Pg. 1541 

DEFINITION/Introduction, IDENTIFICATION/A. Infrared Absorption 
<197K>, IDENTIFICATION/B., ASSAY/Note, ASSAY/Procedure, 
PERFORMANCE TESTS/Dissolution <711>, IMPURITIES/Organic 
Impurities/Procedure, ADDITIONAL REQUIREMENTS/Packaging and 
Storage, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Ketoprofen RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Ketoprofen Related Compound A 
RS, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Ketoprofen Related Compound C RS 2-(3-
Carboxyphenyl) propionic acid.C10H10O4194.18, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Ketoprofen 
Related Compound D RS 

Clydewyn 
Anthony 

Revision LEVETIRACETAM TABLETS PF 38(2) Pg. ONLINE IDENTIFICATION/A. Infrared Absorption <197K>, 
IMPURITIES/Organic Impurities 

Ravi 
Ravichandran 

Revision PHENYTOIN SODIUM INJECTION PF 38(3) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/, OTHER 
COMPONENTS/Alcohol and Propylene Glycol Content, ADDITIONAL 
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Dehydrated Alcohol RS, 

Ravi 
Ravichandran 



ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
Propylene Glycol RS 

Revision PSEUDOEPHEDRINE SULFATE PF 38(5) Pg. ONLINE 

Chemical Info/Chemical Structure, DEFINITION/Introduction, 
IDENTIFICATION/Ultraviolet Absorption <197U>, ASSAY/Procedure, 
ASSAY/Organic Impurities, SPECIFIC TESTS/Melting Range or 
Temperature, Class I <741> 

Hillary Cai 

New QUETIAPINE FUMARATE PF 37(3) Pg. ONLINE 

Title, Chemical Info/Chemical Structure, Chemical 
Info/(C21H25N3O2S)2&middot;C4H4O4, Chemical Info/883.09, 
Chemical Info/Ethanol, 2-[2-(4-dibenzo[b,f][1,4]thiazepin-11-yl-1-
piperazinyl)ethoxy]-, (E)-2-butenedioate (2:1) (salt);, Chemical 
Info/2-[2-(4-Dibenzo[b,f][1,4]thiazepin-11-yl-1-
piperazinyl)ethoxy]ethanol fumarate (2:1) salt, Chemical Info/CAS, 
DEFINITION/Introduction, IDENTIFICATION/A. Infrared Absorption 
<197K>, IDENTIFICATION/B., ASSAY/Procedure, OTHER 
COMPONENTS/Content of Fumaric Acid, IMPURITIES/Residue on 
Ignition <281>, IMPURITIES/Heavy Metals, Method II <231>, 
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Loss on Drying 
<731>, 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 

Ravi 
Ravichandran 

 


