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Development of Indian Pharmacopoeia 

Introduction 

• The Indian Pharmacopoeia (IP) is the official book of standards for drugs manufactured and 
marketed in India.  

• It contains monographs of drugs, formulations, excipients, and quality specifications to 
ensure safety, efficacy, and quality of medicines. 

• It serves as a legal and scientific standard under the Drugs and Cosmetics Act, 1940, 
guiding manufacturers, regulators, pharmacists, and healthcare professionals. 

Historical Background 

1. Pre-Independence Period 

➢ Before 1947, India relied on the British Pharmacopoeia (BP), the United States 
Pharmacopoeia (USP), and the British Pharmaceutical Codex. 

➢ The need for an Indian Pharmacopoeia was strongly felt because many drugs used in 
India were not included in these books. 

2. First Steps (1948–1954) 

➢ In 1948, the Government of India set up the Indian Pharmacopoeia Committee under 
the chairmanship of Dr. B.N. Ghosh (then President, Medical Council of India). 

➢ The committee’s goal: to prepare an official Indian Pharmacopoeia with standards 
suitable for India’s climate, medicinal practices, and locally used drugs. 

Editions of Indian Pharmacopoeia 

1. First Edition (1955) 

➢ Published in two volumes. 

➢ Included standards for drugs in use at that time in India, including those recognized 
internationally and indigenous drugs like Ayurveda-related substances. 

2. Second Edition (1966) 

➢ Revised and updated drug monographs. 

➢ Added more indigenous drugs commonly used in India. 

3. Third Edition (1985) 

➢ Aimed at harmonizing with international standards (WHO, USP, BP). 

➢ Emphasis on modern analytical techniques. 

4. Fourth Edition (1996) 

➢ Brought significant improvements in analytical methodology. 

➢ Included new formulations and dosage forms. 
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5. Fifth Edition (2007) 

➢ Comprehensive update with new drugs, excipients, biotechnology-derived products, 
and vaccines. 

➢ Shift towards modern techniques like HPLC, GC, spectrophotometry. 

6. Sixth Edition (2010) 

➢ More emphasis on antiretrovirals, antituberculars, antimalarials, and other essential 
medicines. 

➢ Focus on quality assurance for public health programs. 

7. Seventh Edition (2014) 

➢ Improved alignment with international pharmacopoeias. 

➢ Contained monographs of herbal medicines, excipients, and fixed-dose 
combinations (FDCs). 

8. Eighth Edition (2018) 

➢ Added newer biologicals, monoclonal antibodies, vaccines, and biotechnology-
derived drugs. 

➢ Focused on safety testing and impurity profiling. 

9. Ninth Edition (2022) 

➢ Latest edition. 

➢ Features 92 new monographs (including chemical drugs, herbal products, and 
biotechnology-based drugs). 

➢ Harmonization with global pharmacopoeias (USP, BP, European Pharmacopoeia). 

➢ Strong emphasis on impurity standards, microbiological testing, and modern 
analytical tools. 

Role and Functions of IP 

• Legal Standard: Reference for testing drug quality in India. 

• Quality Assurance: Ensures drugs meet required purity, strength, and identity. 

• Guidance for Industry: Provides manufacturing, storage, and formulation guidelines. 

• Harmonization: Keeps Indian drug standards aligned with global pharmacopoeias. 

• Public Health Protection: Ensures medicines available to patients are safe and effective. 

 

Pharmacopoeias 

• Pharmacopoeias are official reference documents that outline standardized specifications 
and quality requirements for drugs, their ingredients, and dosage forms. 
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• They serve as authoritative resources for pharmaceutical manufacturers, regulatory 
agencies, pharmacists, and healthcare professionals to ensure the quality, safety, and 
efficacy of medicines. 

Key Components of Pharmacopoeias: 

1. Monographs: 

➢ Detailed descriptions of a specific drug substance, product, or excipient. 

➢ Include information on chemical structure, physical and chemical properties, 
identification tests, purity tests, assay methods, and impurity limits. 

2. General Chapters: 

➢ Provide guidelines and procedures applicable to multiple drug substances or dosage 
forms. 

➢ Cover analytical techniques, quality control, manufacturing processes, and stability 
testing. 

3. Reference Standards: 

➢ Purified substances used to calibrate instruments or validate methods, ensuring the 
accuracy of tests conducted on drugs. 

4. Appendices: 

➢ Supplementary information on packaging, labeling, storage, and additional quality 
control procedures. 

Major National and International Pharmacopoeias 

1. Indian Pharmacopoeia (IP) 

➢ Official drug standards reference in India. 

➢ Published by the Indian Pharmacopoeia Commission (IPC) under the Ministry of 
Health and Family Welfare. 

➢ Periodically revised to include new monographs and update existing ones. 

➢ Widely used by regulatory authorities, manufacturers, and healthcare professionals in 
India. 

2. British Pharmacopoeia (BP) 

➢ The official pharmacopoeia of the United Kingdom. 

➢ Published by the British Pharmacopoeia Commission under the Medicines and 
Healthcare products Regulatory Agency (MHRA). 

➢ Updated annually and includes standards from the European Pharmacopoeia to 
ensure harmonization with EU regulations. 

3. United States Pharmacopeia (USP) 

➢ Provides drug and excipient quality standards in the United States. 
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➢ Published by the United States Pharmacopeial Convention (USP). 

➢ Updated regularly through collaboration with industry, academic, and regulatory 
experts. 

➢ Also includes the National Formulary (NF), which contains standards for excipients, 
dietary supplements, and medical devices. 

4. European Pharmacopoeia (Ph. Eur.) 

➢ Official collection of drug quality standards for Europe. 

➢ Published by the European Directorate for the Quality of Medicines & HealthCare 
(EDQM) under the Council of Europe. 

➢ Legally binding across more than 40 European countries. 

➢ Updated regularly with new editions every 3 years and annual supplements. 

5. International Pharmacopoeia (Ph. Int.) 

➢ Published by the World Health Organization (WHO). 

➢ Focuses on essential medicines and globally applicable standards. 

➢ Supports the standardization of drug quality in low- and middle-income countries. 

➢ Promotes international harmonization of pharmaceutical standards. 

Additional Pharmaceutical References 

1. Martindale: The Complete Drug Reference 

➢ Formerly known as Martindale: The Extra Pharmacopoeia. 

➢ Published by the Royal Pharmaceutical Society of Great Britain. 

➢ Not an official pharmacopoeia, but a globally recognized comprehensive reference on 
drugs. 

➢ Provides information on: 

▪ Drug substances and dosage forms 

▪ Therapeutic uses 

▪ Indications and contraindications 

▪ Side effects and interactions 

➢ A valuable resource for healthcare professionals, pharmacists, and researchers. 

2. Indian National Formulary (INF) 

➢ Published by the Indian Pharmacopoeia Commission (IPC). 

➢ Provides standardized information for healthcare professionals on: 

▪ Indications 

▪ Doses 
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