DRUG IMPURITIES AND
DEGRADANTS AND THEIR
SAFETY QUALIFICATION

RoBiN C. Guy
Robin Guy Consulting, LLC, Lake Forest, Illinois

Contents

1
2

Introduction

Types and Sources of Impurities
2.1 Manufacturing Impurities
2.2 Degradants

2.3 Leachables and Extractables

Regulations

3.1 International Conference on Harmonisation (ICH) Guidance
3.2 US.FDA (CDER)

Technigues

4.1 General

4.2 Ultraviolet and Visible (UV/Vis) Spectroscopy

4.3  Atomic Absorption Spectroscopy

4.4 Thin Layer Chromatography (TLC)

4.5 High Pressure Liquid Chromatography (HPLC)

4.6 Mass Spectrometry (MS)

4.7 Gas Chromatography (GC) and Combination of GC and MS
4.8 MS/MS

4.9 HPLC/Mass Spectrometry (LC/MS or LC/MS/MS)

4.10 Common Problems

Toxicity Assessment

5.1 Literature-Based Approaches

5.2 Common Testing Requirements for New Impurities

5.3 Study Design Based on Exposure, Route, Dosage, and Other Factors
5.4 Documentation Content and Format

Pharmaceutical Sciences Encyclopedia: Drug Discovery, Development, and Manufacturing
Edited by Shayne C. Gad
Copyright © 2010 John Wiley & Sons, Inc.



	pse098



