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Monograph Title Monograph Section Scientific 

Liaison 

<111> DESIGN AND ANALYSIS OF 
BIOLOGICAL ASSAYS PF 36(4) Pg. 952 

STEPS PRECEDING THE CALCULATION OF 
POTENCY, EXPERIMENTAL ERROR AND TESTS 
OF ASSAY VALIDITY 

Tina Morris 

<232> ELEMENTAL IMPURITIES--
LIMITS PF 36(1) Pg. 197 

INTRODUCTION, LIMITS OF ELEMENTAL 
IMPURITIES, OPTIONS FOR DESCRIBING 
LIMITS OF ELEMENTAL IMPURITIES, 
ANALYTICAL PROCEDURES 

Kahkashan 
Zaidi 

<233> ELEMENTAL IMPURITIES - 
PROCEDURES PF 36(1) Pg. 201 

INTRODUCTION, ALTERNATIVE PROCEDURE 
VALIDATION REQUIREMENTS, VALIDATION OF 
LIMIT PROCEDURES, VALIDATION OF 
QUANTITATIVE PROCEDURES, REFEREE 
PROCEDURES 1 AND 2, CALCULATIONS AND 
REPORTING 

Kahkashan 
Zaidi 

<621> CHROMATOGRAPHY PF 37(3) 
Pg. ONLINE 

SYSTEM SUITABILITY 
Horacio 
Pappa 

ESTAZOLAM PF 36(6) Pg. 1527 

IMPURITIES/Organic Impurities/Procedure, 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Estazolam Related 
Compound A RS, ADDITIONAL 
REQUIREMENTS/USP Reference Standards 
<11>/USP Nordazepam RS 

Ravi 
Ravichandran 

METOLAZONE TABLETS PF 35(6) Pg. 
1464 

PERFORMANCE TESTS/Dissolution 
Sujatha 
Ramakrishna 

OXCARBAZEPINE PF 34(5) Pg. 1177 Related compounds 
Hariram 
Ramanathan 

PROMETHAZINE AND PHENYLEPHRINE 
HYDROCHLORIDE ORAL SOLUTION PF 
35(2) Pg. 298 

Title, DEFINITION/Introduction, 
IDENTIFICATION/Introduction, 
ASSAY/Procedure, IMPURITIES/Organic 
Impurities/Procedure 1, IMPURITIES/Organic 
Impurities/Procedure 2, SPECIFIC TESTS, 
SPECIFIC TESTS/ pH <791>, SPECIFIC TESTS/ 
Alcohol Determination (if present), Method II 
<611>, SPECIFIC TESTS/Deliverable Volume 
<698>, ADDITIONAL 
REQUIREMENTS/Packaging and Storage, 
ADDITIONAL REQUIREMENTS/ USP Reference 
Standards <11> 

Clydewyn 
Anthony 

PROMETHAZINE AND PHENYLEPHRINE 
HYDROCHLORIDE AND CODEINE 
PHOSPHATE ORAL SOLUTION PF 35(2) 
Pg. 301 

Title, DEFINITION/Introduction, 
IDENTIFICATION/Introduction, 
ASSAY/Procedure, IMPURITIES/Organic 
Impurities/Procedure 1, IMPURITIES/Organic 
Impurities/Procedure 2, SPECIFIC TESTS, 
SPECIFIC TESTS/pH <791>, SPECIFIC 
TESTS/Alcohol Determination, Method II 
<611> (if present), SPECIFIC 
TESTS/Deliverable Volume <698>, 
ADDITIONAL REQUIREMENTS/Packaging and 
Storage, ADDITIONAL REQUIREMENTS/USP 

Clydewyn 
Anthony 



Reference Standards <11> 

RIBAVIRIN CAPSULES PF 35(3) Pg. 
576 

Title, DEFINITION/Introduction, 
IDENTIFICATION/Introduction, 
ASSAY/Procedure, PERFORMANCE 
TESTS/Dissolution <711>, PERFORMANCE 
TESTS/Uniformity of Dosage Units <905>, 
IMPURITIES/Organic Impurities/Procedure, 
ADDITIONAL REQUIREMENTS/Packaging and 
Storage, ADDITIONAL REQUIREMENTS/USP 
Reference Standards <11> 

Leonel 
Santos 

SUMATRIPTAN INJECTION PF 37(5) Pg. 
ONLINE 

IMPURITIES/Organic Impurities, ADDITIONAL 
REQUIREMENTS/USP Reference Standards 
<11>/USP Sumatriptan Related Compound C 
RS 

Hariram 
Ramanathan 

VORICONAZOLE PF 37(4) Pg. ONLINE 
ADDITIONAL REQUIREMENTS/USP Reference 
Standards <11>/USP Sodium Chloride RS 

Leonel 
Santos 

 


