
PHARMACEUTICALQUALITYASSURANCE(MQA)

MODERN PHARMACEUTICAL ANALYTICAL TECHNIQUES
(MQA 101T)

Scope

Objectives

•
•

THEORY 60 Hrs
UV-Visible spectroscopy

IR spectroscopy

Spectroflourimetry:

Flame emission spectroscopy and Atomic absorption
spectroscopy

NMR spectroscopy



Mass Spectroscopy

Chromatography

•
•

•

•

•

•

•

•

•

Electrophoresis

X ray Crystallography

Potentiometry:

b. Thermal Techniques



REFERENCES



Scope

QUALITY MANAGEMENT SYSTEMS
(MQA 102T)

Objectives

•
•

•

•

•

•

•

THEORY 60 Hrs

Introduction to Quality:

Quality as a Strategic Decision:

Customer Focus:

Cost of Quality:



Pharmaceutical quality Management:

Six System Inspection model:

Quality systems:

Drug Stability:

Study of ICH Q8, Quality by Design and Process
development report
Quality risk management:

.

Statistical Process control (SPC):



REFERENCES



QUALITY CONTROL AND QUALITY ASSURANCE
(MQA 103T)

Scope

.

Objectives

•

•

•

•

THEORY 60 Hrs

Introduction:

Good Laboratory Practices:



Documentation in pharmaceutical industry:

Manufacturing operations and controls:

REFERENCES





PRODUCT DEVELOPMENT AND TECHNOLOGY TRANSFER
(MQA 104T)

Scope

Objectives

•

•

•

THEORY 60 Hrs

Principles of  Drug discovery and development:

Pre-formulation studies:

Pilot plant scale up:



Pharmaceutical packaging:

Quality control test

Technology transfer:

REFERENCES



QUALITY ASSURANCE PRACTICAL - I
(MQA 105P)

PRACTICALS

•

•

•

•

•

•

•



Scope

HAZARDS AND SAFETY MANAGEMENT
(MQA 201T)

Objectives

•

•

•

•

•

•

•

THEORY 60Hrs
Multidisciplinary nature of environmental studies:

Ecosystems:

Air based hazards:

Chemical based hazards:



Fire and Explosion

Hazard and risk management:

REFERENCES



Scope

PHARMACEUTICAL VALIDATION
(MQA 202T)

Objectives

•
•

•

•

•

THEORY 60 Hrs

Introduction to validation:

Qualification:

Qualification of manufacturing equipment:

Qualification of analytical instruments:



Qualification of laboratory equipments:

Validation of Utility systems:

Process Validation:

Analytical method validation:

Cleaning Validation:

Validation of facilities in sterile and non-sterile plant.
Computerized system validation:

General Principles of Intellectual Property:



REFERENCES



AUDITS AND REGULATORY COMPLIANCE
(MPA 203T)

Scope

Objectives

•

•

•

•

•

THEORY 60 Hrs
Introduction: ,

Role of quality systems and audits in pharmaceutical
manufacturing environment:

,

Auditing of vendors and production department

Auditing of Microbiological laboratory:



Auditing of Quality Assurance and engineering department:

REFERENCES



PHARMACEUTICAL MANUFACTURING TECHNOLOGY
(MQA 204T)

Scope

Objectives

•

•

•

THEORY 60 Hrs

Pharmaceutical industry developments:

Plant layout:

Production planning:

Aseptic process technology:

).
Advanced sterile product manufacturing technology

.
Process Automation in Pharmaceutical Industry:



Lyophilization technology

Non sterile manufacturing process technology:

Advance non-sterile solid product manufacturing

technology

Coating technology

Containers and closures for pharmaceuticals:

Quality by design (QbD) and process analytical technology
(PAT):



REFERENCES



QUALITY ASSURANCE PRACTICAL – II PRACTICALS
(MQA 205P)


