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SECTION-II: Drug Regulatory Affairs - 35 Marks

1) | GMP & GLP guidelines - The Drugs and Cosmetics act, 1940 and Rules with emphasis
on Good laboratory practices and requirements of premises and equipments (Schedule L-
1), Good manufacturing practices for pharmaceutical products (Schedule M), Good
manufacturing practices for homeopathic medicines (Schedule M-I), Requirements of
factory premises for manufacture of cosmetics (Schedule M-II), Good manufacturing
practices for Ayurvedic, Siddha and Unanni medicines (Schedule T).

2) | ICH Guidelines for stability, analytical method validation

3) | Drug registration process & types - Preparation of CTD Document as per ICH

4) | Documentation, Audits & Inspections: Master formula record, Batch packaging
records, Standard operating procedure, Certificate of analysis, validation protocols,
Stability protocol, Maintenance of records in Pharmaceutical industry.
Audit types — Internal audit, external audit, regulatory audit.
General process of audit planning.

5) | Clinical trials Rules and Medical device rules: Indian Regulations

6) I Herbal Products: Quality, safety and legislation for herbal products in India and USA
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