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Category Monograph Title Monograph Section Scientific 
Liaison 

Revision <341> ANTIMICROBIAL AGENTS--CONTENT PF 39(3) Pg. ONLINE Introduction, GENERAL GAS CHROMATOGRAPHIC METHOD, 
POLAROGRAPHIC METHOD 

Shankari 
Shivaprasad 

Revision <771> OPHTHALMIC OINTMENTS PF 39(5) Pg. ONLINE 
Title, ADDED SUBSTANCES-, CONTAINERS-, METAL PARTICLES-, 
LEAKAGE-, INTRODUCTION, OPHTHALMIC DOSAGE FORMS, DRUG 
PRODUCT QUALITY 

Margareth 
Marques 

Revision <1066> PHYSICAL ENVIRONMENTS THAT PROMOTE SAFE MEDICATION 
USE PF 40(1) Pg. ONLINE PURPOSE OF THIS CHAPTER Donna 

Bohannon 

Revision 
<1130> NUCLEIC ACID-BASED TECHNIQUES -- APPROACHES FOR 
DETECTING TRACE NUCLEIC ACIDS (RESIDUAL DNA TESTING) PF 40(2) 
Pg. ONLINE 

INTRODUCTION, SAMPLE PRETREATMENT, HYBRIDIZATION-BASED 
RESIDUAL DNA ASSAY, QUANTITATIVE PCR-BASED RESIDUAL DNA 
ASSAYPOLYMERASE CHAIN REACTION TECHNIQUES, PRACTICAL 
APPLICATIONS OF RESIDUAL DNA TESTINGRESIDUAL DNA TESTING 
POINTS TO CONSIDER 

Maura 
Kibbey 

New <1771> OPHTHALMIC PRODUCTS - PERFORMANCE TESTS PF 39(5) Pg. 
ONLINE 

Title, INTRODUCTION, PERFORMANCE TESTS (DISSOLUTION/DRUG 
RELEASE) 

Margareth 
Marques 

Revision 2 PERCENT NINHYDRIN TS PF 39(1) Pg. ONLINE 2% Ninhydrin pH 5.2 TS Sujatha 
Ramakrishna 

New 2,2,2-TRICHLOROETHANOL PF 39(3) Pg. ONLINE 2,2,2-Trichloroethanol Shankari 
Shivaprasad 

New ARGATROBAN PF 39(3) Pg. ONLINE 

Title, Chemical Info/Chemical Structure, Chemical 
Info/C23H36N6O5S·H2O, 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)sulfonyl]amino}pentyl]-4-
methyl-, (2R,4R)-monohydrate;, Chemical Info/(2R,4R)-4-Methyl-1-{N2-
[(1,2,3,4-tetrahydro-3-methyl-8-quinolyl)sulfonyl]-l-arginyl}pipecolic acid, 
monohydrate, Chemical Info/CAS, DEFINITION/Introduction, 
IDENTIFICATION/A. Infrared Absorption <197K>, IDENTIFICATION/B., 
ASSAY/Procedure, IMPURITIES/Heavy metals, Method II <231>, 
IMPURITIES/Residue on Ignition <281>, IMPURITIES/Organic Impurities, 
IMPURITIES/Content of Argatroban Related Compound C, 
IMPURITIES/Content of Stereoisomers, SPECIFIC TESTS/Water 
Determination, Method Ia <921>, 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 

Sujatha 
Ramakrishna 

New AZELASTINE HYDROCHLORIDE OPHTHALMIC SOLUTION PF 39(2) Pg. 
ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A., ASSAY/Procedure, 
IMPURITIES/Organic Impurities, SPECIFIC TESTS/pH <791>, SPECIFIC 
TESTS/Osmolality and Osmolarity <785>, SPECIFIC TESTS/Particulate 

Domenick 
Vicchio 



Matter in Ophthalmic Solutions <789>, SPECIFIC TESTS/Sterility Tests 
<71>, ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Azelastine 
Hydrochloride RS, ADDITIONAL REQUIREMENTS/USP Reference Standards 
<11>/USP Azelastine Related Compound D RS 

New BENZYLPARABEN PF 39(3) Pg. ONLINE Benzylparaben Shankari 
Shivaprasad 

Revision CALCIUM PANTOTHENATE PF 38(3) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/C. Optical Rotation, Specific 
Rotation <781S>, COMPOSITION/Nitrogen Determination, Method I 
<461>, COMPOSITION/Content of Calcium, ASSAY/Procedure, OTHER 
COMPONENTS/Content of Calcium, IMPURITIES/Related Compounds, 
SPECIFIC TESTS/Optical Rotation, Specific Rotation <781S> 

Huy Dinh 

Revision DESCRIPTION AND SOLUBILITY PF 39(3) Pg. ONLINE Argatroban Sujatha 
Ramakrishna 

Revision DIPHENHYDRAMINE HYDROCHLORIDE CAPSULES PF 40(2) Pg. ONLINE 

ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Diphenhydramine 
Related Compound A RS 

Domenick 
Vicchio 

Revision DIPHENHYDRAMINE HYDROCHLORIDE INJECTION PF 39(6) Pg. ONLINE 

ASSAY/Procedure, IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Diphenhydramine 
Related Compound A RS 

Domenick 
Vicchio 

Revision DONEPEZIL HYDROCHLORIDE PF 40(2) Pg. ONLINE ASSAY/Procedure, IMPURITIES/ Organic Impurities, Procedure 1 Heather 
Joyce 

Revision ESTRADIOL CYPIONATE PF 39(6) Pg. ONLINE ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/ Domenick 
Vicchio 

New FENTANYL TRANSDERMAL SYSTEM PF 38(6) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B. 
Infrared Absorption <197S>, ASSAY/Procedure, PERFORMANCE 
TESTS/Drug Release <724>, PERFORMANCE TESTS/Uniformity of Dosage 
Units <905>, IMPURITIES/Organic Impurities, Procedure 1, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Fentanyl RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Fentanyl Citrate RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Fentanyl Related 
Compound E RS 

Hillary Cai 

New M-CRESOL PF 39(3) Pg. ONLINE m-Cresol Shankari 
Shivaprasad 

New MORPHINE SULFATE EXTENDED-RELEASE TABLETS PF 35(5) Pg. 1164 

Title, DEFINITION/Introduction, IDENTIFICATION/A. Identification Tests-
General, Sulfate <191>, IDENTIFICATION/B., ASSAY/Procedure, 
PERFORMANCE TESTS, PERFORMANCE TESTS/Uniformity of Dosage Units 
<905>, IMPURITIES/Organic Impurities/Procedure, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11> 

Clydewyn 
Anthony 



New NAPROXEN SODIUM AND PSEUDOEPHEDRINE HYDROCHLORIDE 
EXTENDED-RELEASE TABLETS PF 38(6) Pg. ONLINE 

DEFINITION/Introduction, IDENTIFICATION/A., ASSAY/Procedure, 
PERFORMANCE TESTS/Dissolution <711>, PERFORMANCE 
TESTS/Uniformity of Dosage Units <905>, IMPURITIES/Naproxen Sodium 
Related Impurities, IMPURITIES/Pseudoephedrine Hydrochloride Related 
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
Naproxen Sodium RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Pseudoephedrine Hydrochloride RS 

Hillary Cai 

New NORELGESTROMIN PF 39(6) Pg. ONLINE IMPURITIES/Heavy Metals, Method II <231> Mary Koleck 

Revision Pepsin PF 39(6) Pg. ONLINE Pepsin Margareth 
Marques 

Revision PROPOXYPHENE NAPSYLATE PF 39(2) Pg. ONLINE 

Chemical Info/Chemical Structure, Chemical Info/(&alpha;S,1R)-&alpha;-
[2-(Dimethylamino)-1-methylethyl]-&alpha;-phenylphenethyl propionate 
compound with 2-naphthalenesulfonic acid (1:1) monohydrate(2S,3R)-
(+)-4-(Dimethylamino)-3-methyl-1,2-diphenyl-2-butanol propionate 
(ester) 2-naphthalenesulfonate (1:1) monohydrate, IDENTIFICATION/B. 
Ultraviolet Absorption <197U>, IDENTIFICATION/B., ASSAY/Procedure, 
IMPURITIES/Organic Impurities, SPECIFIC TESTS/Melting Range or 
Temperature, Class I <741>, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Propoxyphene Related Compound A RS 

Hillary Cai 

New RIVASTIGMINE TRANSDERMAL SYSTEM PF 39(4) Pg. ONLINE 

Title, DEFINITION/Introduction, IDENTIFICATION/A., IDENTIFICATION/B., 
ASSAY/Procedure, OTHER COMPONENTS/Content of Alpha Tocopherol (if 
present), PERFORMANCE TESTS/Drug Release <724>, PERFORMANCE 
TESTS/Uniformity of Dosage Units <905>, IMPURITIES/Organic 
Impurities, ADDITIONAL REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/Labeling, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Rivastigmine Related Compound C RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
Rivastigmine Related Compound D RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Rivastigmine Related Compound E RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
Rivastigmine Related Compound F RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Rivastigmine Tartrate RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Alpha Tocopherol RS 

Elena 
Gonikberg 

Revision SULFAMETHOXAZOLE AND TRIMETHOPRIM ORAL SUSPENSION PF 40(1) 
Pg. ONLINE 

IDENTIFICATION/A., IMPURITIES/Limit Of Trimethoprim Degradation 
Product, IMPURITIES/Limit of Sulfanilamide, Sulfanilic Acid, and 
Sulfamethoxazole N4-Glucoside, IMPURITIES/Organic Impurities, 
ADDITIONAL REQUIREMENTS/Packaging and Storage, ADDITIONAL 
REQUIREMENTS/USP Reference Standards <11>/USP Sulfamethoxazole 
Related Compound A RS, ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Sulfamethoxazole Related Compound F RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
Trimethoprim Related Compound A RS, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11>/USP Trimethoprim Related Compound B RS, 
ADDITIONAL REQUIREMENTS/USP Reference Standards <11>/USP 
Trimethoprim Related Compound C RS 

Shankari 
Shivaprasad 

 


