Pharm D I Year Pharmaceutics Unit 3

Development of Indian Pharmacopoeia and introduction to other Pharmacopoeias such as

BP, USP, European Pharmacopoeia, Extra pharmacopoeia and Indian national formulary.

Pharmacopoeias

A Pharmacopoeia is an official book of standards that contains monographs of drugs,
excipients, and dosage forms, describing their:
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B. National Pharmacopoeias

« Indian Pharmacopoeia (IP) — Published by Indian Pharmacopoeia Commission
(IPC), Govt. of India.

United States Pharmacopoeia (USP) — USA.

British Pharmacopoeia (BP) — UK.

Japanese Pharmacopoeia (JP) — Japan.

Chinese Pharmacopoeia (ChP) — China.

Structure of a Pharmacopoeia
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e General Notices (legal status, scope, instructions).

o General Chapters (test methods, e.g., sterility test, dissolution test).

e Monographs on individual drugs (name, chemical structure, molecular formula,
identification tests, assay methods, impurity limits).

o Appendices (reagents, reference standards, analytical methods).

Examples

o Paracetamol monograph in Indian Pharmacopoeia describes:

Legal status: Enforceable unde

2. British Pharmacopoeia (BP)

« Official drug standard of the United Kingdom.

e First published in 1864 (combined the London, Edinburgh, and Dublin pharmacopoeias).

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

e Recognized not only in the UK but also in many Commonwealth countries.

o Contents:
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o Monographs on active drugs, excipients, herbal preparations,
radiopharmaceuticals.
o Appendices with test methods.
o Supplementary information about quality assurance.
o Legal status: Officially recognized in the Medicines Act, 1968 (UK).

3. United States Pharmacopoeia (USP)

Official drug standard of the USA
First published in 1820.

Summary Table

Pharmacopoeia First Published By Legal Status Key Features
Published
IP 1955 Indian Official (Drugs | Standards for Indian
Pharmacopoeia & Cosmetics drugs (allopathic,
Commission Act, 1940) herbal, biotech,
(India) veterinary)
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BP 1864 British Official Widely recognized
Pharmacopoeia (Medicines in UK &
Commission Act, 1968) Commonwealth
(MHRA, UK) countries
USP 1820 u.sS. Official Global reference,
Pharmacopeial (Federal Food, | includes USP-NF
Convention Drug &
Cosmetic Act,
1938)
Martindale 1883 M@t official Comprehensive
(Extra global drug
Pharmacopoeia) reference, includes
unofficial drugs
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