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Scope:

In this subject the student learns about the various methods and guidelines for evaluation and
standardization of herbs and herbal drugs. The subject also provides an opportunity for the student
to learn cGMP, GAP and GLP in traditional system of medicines.

Objectives: Upon completion of the subject student shall be able to;

1. Know WHO guidelines for quality control of herbal drugs

2. Know Quality assurance in herbal drug industry

3. Know the regulatory approval process and their registration in Indian and international markets
4. Appreciate EU and ICH guidelines for quality control of herbal drugs

Course Learning Outcomes (CLO):
At the end of the course, students will be able to -
7. Understand WHO, EU and ICH guidelines for quality control of herbal drugs and
comparison of pharmacopoeias
8. Describe various quality assurance parameters in herbal drug industry.
9. llustrate the guidelines for evaluating the safety monitoring and efficacy of herbal
medicines
10. Relate the applications of various chromatographic techniques and stability testing for
standardization of herbal extracts/formulations.
11. Develop the understanding of regulatory requirements for herbal medicines

Syllabus: Teaching hours: 45 Hours

UnitI 10 hours
Basic tests for drugs — Pharmaceutical substances, Medicinal plants materials and dosage forms
WHO guidelines for quality control of herbal drugs.

Evaluation of commercial crude drugs intended for use

Unit II 12 hours
Quality assurance in herbal drug industry of cGMP, GAP, GMP and GLP in traditional system
of medicine.

WHO Guidelines on current good manufacturing Practices (cGMP) for Herbal Medicines

WHO Guidelines on GACP for Medicinal Plants.

WHO guidelines on safety monitoring of herbal medicines in pharmacovigilance systems

Unit IIT 10 hours
EU and ICH guidelines for quality control of herbal drugs.
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Research Guidelines for Evaluating the Safety and Efficacy of Herbal Medicines

Unit IV 08

hours

Stability testing of herbal medicines. Application of various chromatographic techniques in
standardization of herbal products.

Preparation of documents for new drug application and export registration

GMP requirements and Drugs & Cosmetics Act provisions. Guidelines for
Phytopharmaceutical Drugs and AYUSH

UnitV

hours

05

Regulatory requirements for herbal medicines.
Role of chemical and biological markers in standardization of herbal products
Comparison of various Herbal Pharmacopoeias

Tutorials Teaching hours: 15

hours

Tutorials will be based on syllabus
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