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ABSTRACT

The main objective of this study is to determine the expiry date of chloral hydrate elixir
200 mg/ml and sodium bicarbonate 5% ear drop. These are the extemporaneous
preparations obtained from Hospital Putrajaya. This is achievable by examining the
chemical, microbial and physical stability of the products. In this project, the chemical
and microbial stability were examined according to the method described in British
Pharmacopoeia (BP) 2007 and United States Pharmacopoeia (USP) 30. The method
used to determine the chemical stability of chloral hydrate preparations cannot be
performed as it is not suitable to determine the concentration of chloral hydrate in the
preparation. The microbial stability testing for chloral hydrate showed that there were
numerous microbial growths which may due to contamination of the products and

materials.
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CHAPTER 1

INTRODUCTION

1.1 Introduction

Stability of drugs can be generally defined as the constancy in the integrity of
pharmaceutical products in terms of their active ingredients and physical appearance
throughout their shelf life. According to United States Pharmacopoeia (USP 30), other
types of stability that can be examined are microbiological, therapeutic and toxicological
stability of the pharmaceutical products. For the definition of extemporaneous
preparation, it brings the meaning of a pharmaceutical product that is freshly or recently
prepared but the actual shelf life is not known, unless it is stated in monographs.
However, the shelf life of extemporaneous preparation is usually last within a short
period of time and is dependent on various factors including the storage conditions and
the way the drug is prepared that may contribute to the degradation of pharmaceutical
products. Hospitals usually do extemporaneous preparations because there is lack of
commercially available desired dosage form of certain drugs. In this study, drugs that
will be examined are Chloral Hydrate elixir and Sodium Bicarbonate ear drops. In
British Pharmaceutical Codex, Chloral Hydrate’s action is hypnotic and is usually used

for children and elderly. The indication of sodium bicarbonate ear drop is ear wax



