


CHAPTER –I:REGULATIONS
1. Short Title and Commencement

2. Minimum qualification for admission

3. Duration of the program

4. Medium of instruction and examinations

5. Working days in each semester



6. Attendance and progress

7. Program/Course credit structure

7.1. Credit assignment
7.1.1. Theory and Laboratory courses

7.2. Minimum credit requirements



8. Academic work

9. Course of study

Table – 1: List of M.Pharm. Specializations and their Code
S. No. Specialization Code

1.

2.

3.

4.

5.

6.

7.

8.

9.

10.



Course
Code

Course
Credit
Hours

Credit
Points

Hrs./w
k

Marks

Semester I

MQA101T

MQA102T

MQA103T

MQA104T

MQA105P

-

Total 35 26 35 650

Semester II

MQA201T

MQA202T

MQA203T

MQA204T

MQA205P

-

Total 35 26 35 650



(Common for All Specializations)
Course
Code

Course
Credit
Hours

Credit
Points

MRM 301T

-

-

-

Total 35 21

*

(Common for All Specializations)
Course
Code

Course
Credit
Hours

Credit
Points

-

-

-

Total 35 20

Semester Credit Points

I

II

III

IV

Co-curricular Activities
(Attending Conference, Scientific Presentations and
Other Scholarly Activities)

Total Credit Points



Name of the Activity
Maximum Credit Points

Eligible / Activity

Participation in National Level
Seminar/Conference/Workshop/Symposium/ Training
Programs (related to the specialization of the student)

Participation in international Level
Seminar/Conference/Workshop/Symposium/ Training
Programs (related to the specialization of the student)

Academic Award/Research Award from State
Level/National Agencies

Academic Award/Research Award from International
Agencies

Research / Review Publication in National Journals
(Indexed in Scopus / Web of Science)

Research / Review Publication in International Journals
(Indexed in Scopus / Web of Science)

10. Program Committee



11. Examinations/Assessments

11.1. End semester examinations



Internal Assessment
End

Semester
Exams

Sessional
Exams

Cours
e

Code
Course

Conti
nuous
Mode

Mar
ks

Durati
on

T
ot
al

Mar
ks

Dura
tion

Total
Marks

SEMESTER I

MQA1
01T

MQA1
02T

MQA1
03T

MQA1
04T

MQA1
05P

-

Total 650

SEMESTER II

MQA2
01T

MQA2
02T

MQA2
03T

MQA2
04T

MQA2
05P

-

Total 650



Internal Assessment
End Semester

Exams

Sessional
Exams

Course
Code

Course Conti
nuou

s
Mode

Mark
s

Durati
on

Tot
al

Mark
s

Durati
on

Tota
l

Mark
s

SEMESTER III

MRM30
1T

-

-

-

Total 525

SEMESTER IV

-

-

-

Total 500

*Non University Examination



11.2. Internal assessment: Continuous mode

Theory

Criteria Maximum Marks

Attendance (Refer Table – 28)

Student – Teacher interaction

Total 10

Practical

Attendance (Refer Table – 28

Based on Practical Records, Regular viva voce, etc.

Total 20

Percentage of Attendance Theory Practical

95 – 100

90 – 94

85 – 89

80 – 84

Less than 80

11.2.1. Sessional Exams

12. Promotion and award of grades

13. Carry forward of marks



14. Improvement of internal assessment

15. Reexamination of end semester examinations

Semester For Regular Candidates For Failed Candidates

I and III

II and IV

16. Allowed to keep terms (ATKT):

17. Grading of performances
17.1. Letter grades and grade points allocations:



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)



Semester III
MRM 301T - Research Methodology & Biostatistics

UNIT – I

General Research Methodology:

UNIT – II

Biostatistics:

UNIT – III

Medical Research:

UNIT – IV

CPCSEA guidelines for laboratory animal facility:

UNIT – V

Declaration of Helsinki:




