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INTRODUCTION OF DRUG
DISCOVERY AND DEVELOPMENT
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Drug discovery is a process, which aims at i ically useful in
mmudmh\glMTypimnyndmgd&vvnyzﬁdemnbhhgdm
that has been shown to play a role in the development of the disease or starts from a
molecule with interesting biological activities.
The process of drug discovery involves the identification of candidates, synthesis,
characterization, screening, and assays for therapeutic efficacy. Once a compound has shown
its value in these tests, it will begin the process of drug development prior to clinical trials.
Drug discovery and development is an expensive process due to the high costs of R&D and
human clinical tests. The average total cost per drug development varies from US$ 897
million to US$ 19 billion. The typical development time is 10-15 years. The
world suffers the major burden of infectious disease, yet the range of drugs available for the
treatment of many infectious diseases is limited. In the past most drugs have been
either by the active from remedies or by
serendipitous discovery. At present a new approach is being tried to understand how
disease and infection are controlled at the molecular and physiological level and to target
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Figure 1:1: Milestones of Drug Discovery
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| CHAPTER 1
IMPURITIES IN PHARMACEUTICAL
SUBSTANCES

LEARNING OBJECTIVE OF CHAPTER

After completing this chapter reader should be able to understand:
History of Pharmacopoeia.

* Sources of Impurities.

'+ Importance of Limit Test.

+ Principles of Limit test.

*  Briefs of Limit tests of various inorganic compounds.

1. INTRODUCTION

1.1. HISTORY OF PHARMACOPOEIA

In India, under the Drugs and Cosmetics Act 1940, the current edition of Indian
Ph, ia is a book of ds for drugs i therein and the standards as
Included in the Indlan Pharmacopoeia would be official. Also, in several other laws of India
Indian Phar P is ised as the dard book.

Indian Pharmacopoeia (IP) is published by the Indian Pharmacopoeia Commission (IPC) on
behalf of the Ministry of Health & Family Welfare, Government of India. Indian
Ph poeia prescribes the dards for drugs produced and/or mark in India and

thus contributes in the control and assurance of the quality of the medicines. The standards
of lnd.mn Pharmampoema are nulhonuuve and legally enforceable. It intends to help in the

Li g of g, insp and distrit of medicines. The main objectives of
Indian Ph poeia C ission is to develop prehensi phs for drugs by
bringing out auth ive and officially d dards for quality of drugs including
active phar ingredi ipi and dosage forms, used by health
P ionals, patients and

The history of the Indian l’harmacopoeia began in the year 1833 when a Cumminee of the
East India Company’s Di ded the publication of a P| poeia and
Bengal Pharmacopoeia and Genu’al Conspectus of Medicinal Plants were published in 1844,
which mainly listed most of the used indi ies. This was foll d by

Indian Pharmacopoeia 1868, which covered both the drugs of British Pharmacopoeia (BP)

@
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