M. PHARM SYLLABUS

PHARMACEUTICS
Course Chitise Credn Credi Hrs'w k _Marl;q
Code Hours Points
SEMESTER I
MPT1061 Modern Pharmaceutical 4 4 4 100
Analytical Techniques
MPT1062 | Drug Delivery System 4 4 100
MPT 1063 | Modern Pharmaceutics 4 4 100
MPT 1064 | Regulatory Affair | 4 4 4 100 |
MPT 1965 | Pharmaceutics Practical | 12 6 -1 12 200
MPT 1986 Seminar/Assignment 7 4 ) 100
Total 35 26 35 700
SEMESTER 11
Molecular  Pharmaceutics
MPT 2061 | (Nano Tech and Targeted 4 4 4 100
DDS)
Advanced
MPT2062 | Biopharmaceutics & 4 4 4 100
Pharmacokiqetics
MPT 2063 Computer Aided Drug ) 4 4 100
Delivery System
MPT 2064 Cosmetic and 4 4 4 100
Cosmeceuticals
MPT 2065 | Pharmaceutics Practical I] 12 12 200
MPT 2986 Seminar/Assignment 7 7 100
Total 35 26 35 700
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|. Theory and Practice of Industrial Pharmacy By Lachmann and Libermann

2. Pharmaceutical dosage forms: Tablets Vol. 1-3 by Leon Lachmann.

3. Pharmaceutical Dosage forms: Disperse systems, Vol, 1-2: By Leon Lachmann.

4. Pharmaceutical Dosage forms: Parenteral medications Vol. 1-2; By Leon Lachmann.

5. Modern Pharmaceutics; By Gillbert and S. Banker.

6. Remington"s Pharmaceutical Sciences.

7. Advances in Pharmaceutical Sciences Vol. 1-5; By H.S. Bean & A.H. Beckett.

8. Physical Pharmacy; By Alfred martin

9. Bentley''s Textbook of Pharmaceutics — by Rawlins.

10. Good manufacturing practices for Pharmaceuticals: A plan for total quality control, Second
edition; By Sidney H. Willig.

11. Quality Assurance Guide; By Organization of Pharmaceutical producers of India.
12.Drug formulation manual; By D.P.S. Kohli and D.H.Shah. Eastern publishers, New Delhi.
13. How to practice GMPs; By P.P.Sharma. Vandhana Publications, Agra.

14. Pharmaceutical Process Validation; By Fra. R. Berry and Robert A. Nash.

15. Pharmaceutical Preformulations; By J.J. Wells.

16. Applied production and operations management; By Evans, Anderson, Sweeney and
Williams.

17. Encyclopaedia of Pharmaceutical technology, Vol I —IIL

REGULATORY AFFAIRS
(MPT 1064)
Scope
Course designed to impart advanced knowledge and skills required to learn the concept of
generic drug and their development, various regulatory filings in different countries, different

phases of clinical trials and submitting regulatory documents : filing process of IND, NDA and

ANDA

O To know the approval process of

O To know the chemistry. manufacturing controls and their regulatory importance
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" To learn the documentation requirements for
O To learn the importance and
OBJECTIVES:
Upon completion of the course, it is expected that the students will be able to
understand
7 The Concepts of innovator and generic drugs. drug development process
' The Regulatory guidance’s and guidelines for filing and approval process
7 Preparation of Dossiers and their submission to regulatory agencies in different countries
7 Post approval regulatory requirements for actives and drug products
[ Submission of global documents in CTD/ eCTD formats
7 Clinical trials requirements for approvals for conducting clinical trials

O Pharmacovigilence and process of monitoring in clinical trials.
THEORY 60 Hrs

1. a. Documentation in Pharmaceutical industry: Master formula record, DMF (Drug Master
File), distribution records. Generic drugs product development Introduction , Hatch-Waxman act
and amendments, CFR (CODE OF FEDERAL REGULATION) .drug product performance, in-
vitro, ANDA regulatory approval process, NDA approval process, BE and drug product
assessment, in —vivo, scale up process approval changes, post marketing  surveillance,
outsourcing BA and BE to CRO. 12 Hrs

b. Regulatory requirement for product approval: AP, biologics, novel, therapies obtaining NDA,
ANDA for generic drugs ways and means of US registration for foreign drugs 12 Hrs

2 CMC, post approval regulatory affairs. Regulation for combination products and medical
devices.CTD and ECTD format, industry and FDA liaison. ICH - Guidelines of ICH-Q, SE, M.
Regulatory requirements of EU, MHRA, TGA and ROW countries. 12 Hrs

3 Non clinical drug development: Global submission of IND, NDA, ANDA. Investigation of
medicinal products dossier, dossier (IMPD) and investigator brochure (IB). 12 Hrs

4 Clinical trials: Developing clinical trial protocols. Institutional review board/ independent
ethics committee Formulation and working procedures informed Consent process and

procedures. HIPAA- new, requirement to clinical study process, pharmacovigilance safety

monitoring in clinical trials.
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1. Generic Drug Product Development, Solid Oral Dosage forms, Leon Shargel and
[saderKaufer,Marcel Dekker series, Vol.143

2 The Pharmaceutical Regulatory Process, Second Edition Edited by Ira R. Berry and Robert
P Martin, Drugs and the Pharmaceutical Sciences,Vol. 135, Informa Health care Publishers.

3. New Drug Approval Process: Accelerating Global Registrations By Richard A Guarino,
MD,5th edition, Drugs and the Pharmaceutical Sciences,Vol.190.

4. Guidebook for drug regulatory submissions / Sandy Weinberg. By John Wiley & Sons.Inc.

5. FDA regulatory affairs: a guide for prescription drugs, medical devices, and biologics/edited
By Douglas J. Pisano, David Mantus.

6. Clinical Trials and Human Research: A Practical Guide to Regulatory Compliance By Fay
A .Rozovsky and Rodney K. Adams

7. www.ich.org/

8. www.fda.gov/

9. europa.ew/index_en.htm

10. https://www.tga.gov.au/tga-basics

PHARMACEUTICS PRACTICALS -1
(MPT 1960)
1. Analysis of pharmacopoeial compounds and their formulations by UV Vis spectrophotometer
2. Simultaneous estimation of multi component containing formulations by UV
spectrophotometry
3. Experiments based on HPLC
4. Experiments based on Gas Chromatography
5. Estimation of riboflavin/quinine sulphate by fluorimetry
6. Estimation of sodium/potassium by flame photometry
7. To perform In-vitro dissolution profile of CR/ SR marketed formulation
8. Formulation and evaluation of sustained release matrix tablets
9. Formulation and evaluation osmotically controlled DDS
10. Preparation and evaluation of Floating DDS- hydro dynamically balanced DDS
11. Formulation and evaluation of Mucoadhesive tablets.

12. Formulation and evaluation of transdermal patches.
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M. PHARM SYLLABUS

PHARMACEUTICAL ANALYSIS

Course of study for M. Pharm. (Pharmaceutical Analysis)

Cgs;ie Course Er;jrt g::: Hrs./wk | Marks
Semester |
MPT1011Modern Pharmaceutical Analytical Techniques 4 4 4 100
MPT1012|Advanced Pharmaceutical Analysis 4 4 4 100
MPT 1013 |Pharmaceutical Validation 4 4 4 100
MPT1014[Food Analysis 4 4 4 100
MPT]1915|Pharmaceutical Analysis Practical - [ 12 6 12 200
MPT1916|Seminar/Assignment 7 4 7 100
Total 35 26 35 700
Semester II
MPT2011|Advanced Instrumental Analysis 4 4 4 100
MPT2012Modern Bio-Analytical Techniques 4 4 4 100
MPT2013|Quality Control and Quality Assurance 4 4 4 100
MPT2014|Herbal and Cosmetic Analysis 4 4 4 100
MPT2915[Pharmaceutical Analysis Practical - I 12 6 12 200
MPT2916|Seminar/Assignment 7 4 7 100

Total

35 26 35 700
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