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Monograph Title Monograph Section Scientific
Liaison
Title, I. INTRODUCTION, Il. GLOSSARY OF TERMS, I1l. PRODUCT
<3> TOPICAL AND QUALITY TESTS FOR ALL TOPICALLY APPLIED DRUG PRODUCTS,
TRANSDERMAL I11. A. PRODUCT QUALITY TESTS FOR TOPICAL DRUG PRODUCTS
PRODUCTS- INTENDED FOR LOCAL ACTION, Ill. B. PRODUCT QUALITY TESTS Margareth
PRODUCT FOR TRANSDERMAL DRUG PRODUCTS, IV. PRODUCT Marques

QUALITY TESTS PERFORMANCE TEST FOR TOPICAL DRUG PRODUCTS, V. IN
PF 35(3) Pg. 602 VITRO DRUG RELEASE FROM SEMISOLID DOSAGE FORMS, V. A.
THEORY, V. B. APPLICATION OF DRUG RELEASE

<659> PACKAGING Title, Introduction, PACKAGING, GENERAL DEFINITIONS,

AND STORAGE DEFINITIONS OF SPECIFIC TYPES OF PACKAGING, MEDICAL GAS  Desmond
REQUIREMENTS PACKAGING, ASSOCIATED PACKAGING COMPONENTS, POISON Hunt

PF 36(2) Pg. 457 PREVENTION PACKAGING ACT (PPPA), STORAGE CONDITIONS

Title, MEASUREMENT OF VISCOSITY, PROCEDURE FOR

<911> CELLULOSE DERIVATIVES, CALIBRATION OF CAPILLARY-TYPE
NEWTONIAN VISCOSIMETERS, CALCULATIONS, INTRODUCTION, METHOD I- Hona Wan
VISCOSITY PF MEASUREMENT OF VISCOSITY USING A CAPILLARY Hong vang
34(6) Pg. 1536 VISCOMETER, METHOD II-MEASUREMENT OF VISCOSITY USING
A ROTATIONAL VISCOMETER
<912>
ROTATIONAL Title, INTRODUCTION, METHOD I. MEASUREMENT OF VISCOSITY
RHEOMETER USING A ROTATIONAL RHEOMETER, METHOD Il. MEASUREMENT Hong Wang

METHOD PF 34(6)  OF VISCOSITY USING A NONROTATIONAL RHEOMETER
Pg. 1541

Title, INTRODUCTION, FUNDAMENTALS OF A VALIDATION STUDY
FOR RELATIVE POTENCY ASSAYS, BIOLOGICAL ASSAY

;fE?SATION OF VALIDATION STUDY PROTOCOL, DESIGN OF A BIOLOGICAL
BIOLOGICAL ASSAY STUDY VALIDATION PROTOCOL, VALIDATION Tina Morris
ASSAYS PF 35(2) STRATEGIES FOR ASSAY PERFORMANCE CHARACTERISTICS, E—
Pq. 349 VALIDATION TARGET ACCEPTANCE CRITERIA, BIOASSAY
g MAINTENANCE, STATISTICAL CONSIDERATIONS, A BIOASSAY
STUDY VALIDATION EXAMPLE, APPENDIX |, APPENDIX 11
<1102>
IT'\égATchE)-IFSSIIDCSA:I_' Title, INTRODUCTION, GENERAL CHARACTERISTICS OF ITMS, Maura
GENERAL TYPES OF ITMS, CHOICE OF ITM, KEY CONSIDERATIONS IN ITM Kibbe
CONSIDERATIONS DEVELOPMENT, VALIDATION, DATA REPORTING —
PF 36(2) Pg. 502
<1103>
IMMUNOLOGICAL
TEST METHODS -- Title, Introduction, INTRODUCTION, ASSAY DESIGN, PROCEDURES, Maura

ENZYME-LINKED ASSAY DEVELOPMENT AND VALIDATION PLAN, DATA
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IMMUNOSORBENT ANALYSIS, APPENDIX 1, APPENDIX 2 Kibbey
ASSAY (ELISA) PF
36(2) Pg. 516

IDENTIFICATION/C., IMPURITIES/Organic Impurities/Procedure,
SPECIFIC TESTS/ Melting Range or Temperature, Class la <741>,

QJEIS):':'NEEPF 35(4) SPECIFIC TESTS/Optical Rotation, Angular Rotation <781A>, SPECIFIC  Ravi
Pg. 829 TESTS/Optical Rotation, Specific Rotation <781S>, SPECIFIC Ravichandran

g TESTS/Acidity, ADDITIONAL REQUIREMENTS/Packaging and Storage,

ADDITIONAL REQUIREMENTS/USP Reference Standards <11>

CEFTIOFUR Title, Chemical Info, Definition, Packaging and storage, Labeling, USP Elena
HYDROCHLORIDE Reference standards <11>, Identification, Specific rotation <781S>, Water, Gonikber
PF 34(4) Pg. 908 Method | <921>, Chromatographic purity, Assay ~200IKDEg
CEFTIOFUR Title, Chemical Info, Definition, Packaging and storage, Labeling, USP Elena
SODIUM PF 34(4) Reference standards <11>, Identification, pH <791>, Water, Method | Gonikber
Pg. 912 <921>, Limit of acetone and tetrahydrofuran, Chromatographic purity, Assay =20nIkDerg
L## Emtricitabine,
Chirobiotic V PF L## (Emtricitabine, Chirobiotic V) [B)zt‘/%
35(5) Pg. 1340 B
THEOPHYLLINE
ORAL DEFINITION/Paragraph Text Rick Schnatz
SUSPENSION PF grap RICK Chnalz
36(2) Pg. 432
VALACYCLOVIR L eonel
TABLETS PF 36(3) PERFORMANCE TESTS/Dissolution <711> m

Pg. 689
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