FACULTY OF PHARMACY
SANKALCHAND PATEL Second Semester Master of Pharmacy

In Effect from Academic Year 2019-20

11 3TeTEl FEfTEET 1
Subject Code: MQA203T Subject Title: AUDITS AND REGULATORY COMPLIANCE
Pre-requisite Subject - NONE -

Scope::
This course deals with the understanding and process for auditing in pharmaceutical industries. This subject covers
the methodology involved in the auditing process of different in pharmaceutical industries.
Objectives:
Upon completion of this course the student should be able to understand
e theim portance of auditing
e To understand the methodology of auditing
e To carry out the audit process
e To prepare the auditing report
e To prepare the check list for auditing

Teaching Scheme (Hours per week) Evaluation Scheme (Marks)
Theory (T) Total Marks
Lecture | Tutorial | Practical | Credit University Continuous
Assessment Assessment Theory
4 NA NA 4 75 25 100

Subject Contents
Sr. Topic Total Weight
No. Hours (%)
1 UNIT I
Introduction: 12 20
Objectives, Management of audit, Responsibilities, Planning process, information
gathering, administration, Classifications of deficiencies
2 UNIT II
Role of quality systems and audits in pharmaceutical manufacturing environment:
cGMP Regulations, Quality assurance functions, Quality systems approach, 12 20
Management responsibilities, Resource, Manufacturing operations, Evaluation
activities, Transitioning to quality system approach, Audit checklist for drug
industries.
3 UNIT Il
Auditing of vendors and production department:
Bulk Pharmaceutical Chemicals and packaging material Vendor audit, Warehouse 12 20
and weighing, Dry Production: Granulation, tableting, coating, capsules, sterile
production and packaging.
4 UNIT IV
Auditing of Microbiological laboratory: 12 20
Auditing the manufacturing process, Product and process information, General areas
of interest in the building raw materials, Water, Packaging materials.
5 UNITV
Auditing of Quality Assurance and engineering department: 12 20
Quality Assurance Maintenance, Critical systems: HVAC, Water, Water for Injection
systems, ETP.
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