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UNIT 

1 
PHARMACEUTICAL ANALYSIS – DEFINITION 
AND SCOPE 

Definition 

Pharmaceutical analysis is a branch of pharmaceutical sciences that deals with 
the qualitative and quantitative determination of drugs and pharmaceutical 
substances. It involves the identification, purity testing, and estimation of 
active pharmaceutical ingredients (APIs) as well as excipients in various 
dosage forms. The primary objective of pharmaceutical analysis is to ensure 
that drugs meet the required standards of quality, safety, efficacy, and purity 
as specified in pharmacopoeias and regulatory guidelines. 

Pharmaceutical analysis includes a wide range of techniques such as 
titrimetric, gravimetric, spectroscopic, chromatographic, and microbiological 
methods, which are used to analyze raw materials, intermediates, and finished 
products. It plays a crucial role throughout the lifecycle of a drug, from 
development to manufacturing and post-marketing surveillance. 

Scope of Pharmaceutical Analysis 

The scope of pharmaceutical analysis is broad and continuously expanding 
with advancements in science and technology. It covers various aspects of drug 
evaluation and quality assurance. 

1. Identification of Drugs: Pharmaceutical analysis is used to confirm the 
identity of drugs and pharmaceutical substances using chemical, physical, and 
instrumental methods. This ensures that the correct drug is being used in 
formulation. 

2. Determination of Purity: It involves the detection and quantification of 
impurities, contaminants, and degradation products present in drugs. Limit 


