
   

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 

1.3.1  

Curricular Content Integrating Cross Cutting Issues: 

Professional Ethics 

 



Pharmacy Council of IndiaNew DelhiRules & Syllabus for the Bachelorof Pharmacy (B. Pharm) Course

[Framed under Regulation 6, 7 & 8 of the Bachelor of
Pharmacy (B. Pharm) course regulations 2014]



Course code Name of the course
No. of
hours

Tuto
rial

Credit
points

BP101T
Human Anatomy and Physiology I–
Theory

3 1 4

BP102T Pharmaceutical Analysis I – Theory 3 1 4
BP103T Pharmaceutics I – Theory 3 1 4

BP104T Pharmaceutical Inorganic Chemistry –
Theory

3 1 4

BP105T Communication skills – Theory * 2 - 2
BP106RBT
BP106RMT

Remedial Biology/
Remedial Mathematics – Theory*

2 - 2

BP107P
Human Anatomy and Physiology –
Practical

4 - 2

BP108P Pharmaceutical Analysis I – Practical 4 - 2
BP109P Pharmaceutics I – Practical 4 - 2

BP110P Pharmaceutical Inorganic Chemistry –
Practical

4 - 2

BP111P Communication skills – Practical* 2 - 1
BP112RBP Remedial Biology – Practical* 2 - 1

Total 32/34$/36# 4 27/29$/30#

9. Course of study
The course of study for B. Pharm shall include Semester Wise Theory & Practical as
given in Table – I to VIII. The number of hours to be devoted to each theory, tutorial and
practical course in any semester shall not be less than that shown in Table – I to VIII.

Table-I:  Course of study for semester I

#Applicable ONLY for the students who have studied Mathematics / Physics / Chemistry at HSC and
appearing for Remedial Biology (RB)course.
$Applicable ONLY for the students who have studied Physics / Chemistry / Botany / Zoology at HSC and
appearing for Remedial Mathematics (RM)course.
* Non University Examination (NUE)
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Table-II:  Course of study for semester II

Course
Code

Name of the course
No. of
hours

Tutorial
Credit
points

BP201T Human Anatomy and Physiology II – Theory 3 1 4
BP202T Pharmaceutical Organic Chemistry I – Theory 3 1 4
BP203T Biochemistry – Theory 3 1 4
BP204T Pathophysiology – Theory 3 1 4
BP205T Computer Applications in Pharmacy – Theory * 3 - 3
BP206T Environmental sciences – Theory * 3 - 3
BP207P Human Anatomy and Physiology II –Practical 4 - 2
BP208P Pharmaceutical Organic Chemistry I– Practical 4 - 2
BP209P Biochemistry – Practical 4 - 2
BP210P Computer Applications in Pharmacy – Practical* 2 - 1

Total 32 4 29
*Non University Examination (NUE)

Table-III:  Course of study for semester III

Course
code

Name of the course
No. of
hours

Tutorial
Credit
points

BP301T Pharmaceutical Organic Chemistry II – Theory 3 1 4
BP302T Physical Pharmaceutics I – Theory 3 1 4
BP303T Pharmaceutical Microbiology – Theory 3 1 4
BP304T Pharmaceutical Engineering – Theory 3 1 4
BP305P Pharmaceutical Organic Chemistry II – Practical 4 - 2
BP306P Physical Pharmaceutics I – Practical 4 - 2
BP307P Pharmaceutical Microbiology – Practical 4 - 2
BP 308P Pharmaceutical Engineering –Practical 4 - 2

Total 28 4 24
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Table-IV: Course of study for semester IV

Course
code

Name of the course
No. of
hours

Tutorial
Credit
points

BP401T Pharmaceutical Organic Chemistry III– Theory 3 1 4
BP402T Medicinal Chemistry I – Theory 3 1 4
BP403T Physical Pharmaceutics II – Theory 3 1 4
BP404T Pharmacology I – Theory 3 1 4
BP405T Pharmacognosy and Phytochemistry I– Theory 3 1 4
BP406P Medicinal Chemistry I – Practical 4 - 2
BP407P Physical Pharmaceutics II – Practical 4 2
BP408P Pharmacology I – Practical 4 - 2
BP409P Pharmacognosy and Phytochemistry I – Practical 4 - 2

Total 31 5 28

Table-V: Course of study for semester V

Course
code

Name of the course
No. of
hours

Tutorial
Credit
points

BP501T Medicinal Chemistry II – Theory 3 1 4
BP502T Industrial PharmacyI– Theory 3 1 4
BP503T Pharmacology II – Theory 3 1 4
BP504T Pharmacognosy and Phytochemistry II– Theory 3 1 4
BP505T Pharmaceutical Jurisprudence – Theory 3 1 4
BP506P Industrial PharmacyI – Practical 4 - 2
BP507P Pharmacology II – Practical 4 - 2
BP508P Pharmacognosy and Phytochemistry II –

Practical
4 - 2

Total 27 5 26
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Table-VI: Course of study for semester VI

Course
code

Name of the course
No. of
hours

Tutorial
Credit
points

BP601T Medicinal Chemistry III – Theory 3 1 4
BP602T Pharmacology III – Theory 3 1 4
BP603T Herbal Drug Technology – Theory 3 1 4

BP604T
Biopharmaceutics and Pharmacokinetics –
Theory

3 1 4

BP605T Pharmaceutical Biotechnology – Theory 3 1 4
BP606T Quality Assurance –Theory 3 1 4
BP607P Medicinal chemistry III – Practical 4 - 2
BP608P Pharmacology III – Practical 4 - 2
BP609P Herbal Drug Technology – Practical 4 - 2

Total 30 6 30

Table-VII: Course of study for semester VII

Course
code

Name of the course
No. of
hours

Tutorial
Credit
points

BP701T Instrumental Methods of Analysis – Theory 3 1 4
BP702T Industrial PharmacyII – Theory 3 1 4
BP703T Pharmacy Practice – Theory 3 1 4
BP704T Novel Drug Delivery System – Theory 3 1 4
BP705P Instrumental Methods of Analysis – Practical 4 - 2

BP706PS Practice School* 12 - 6
Total 28 5 24

* Non University Examination (NUE)

7



Semester I

28



BP102T. PHARMACEUTICAL ANALYSIS (Theory)

45 Hours

Scope: This course deals with the fundamentals of analytical chemistry and principles of
electrochemical analysis of drugs

Objectives: Upon completion of the course student shall be able to

 understand  the  principles  of  volumetric and electro chemical analysis

 carryout various volumetric and electrochemical titrations

 develop analytical skills

Course Content:

UNIT-I 10  Hours

(a) Pharmaceutical analysis- Definition and scope
i) Different techniques of analysis

ii) Methods of expressing concentration
iii) Primary and secondary standards.
iv) Preparation and standardization of various molar and normal solutions-

Oxalic acid, sodium hydroxide, hydrochloric acid, sodium thiosulphate,
sulphuric acid, potassium permanganate and ceric ammonium sulphate

(b)Errors: Sources of errors, types of errors, methods of minimizing errors,
accuracy, precision and significant figures

(c)Pharmacopoeia, Sources of impurities in medicinal agents,limit tests.
UNIT-II 10 Hours

 Acid base titration: Theories of acid base indicators, classification of
acid base titrations and theory involved in titrations of strong, weak, and
very weak acids and bases, neutralization curves

 Non aqueous titration: Solvents, acidimetry and alkalimetry titration and
estimation of Sodium benzoate and Ephedrine HCl

UNIT-III 10 Hours
 Precipitation titrations: Mohr’s method, Volhard’s, Modified

Volhard’s, Fajans method, estimation of sodium chloride.

 Complexometric titration: Classification, metal ion indicators, masking
and demasking reagents, estimation of Magnesium sulphate, and calcium
gluconate.

 Gravimetry: Principle and steps involved in gravimetric analysis. Purity
of the precipitate: co-precipitation and post precipitation, Estimation of
barium sulphate.

 Basic Principles,methods and application of diazotisation titration.
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BP103T. PHARMACEUTICS- I (Theory)

45 Hours

Scope: This course is designed to impart a fundamental knowledge on the preparatory
pharmacy with arts and science of preparing the different conventional dosage forms.

Objectives: Upon completion of this course the student should be able to:

 Know the history of profession of pharmacy

 Understand the basics of different dosage forms, pharmaceutical incompatibilities and
pharmaceutical calculations

 Understand the professional way of handling the prescription

 Preparation of various conventional dosage forms

Course Content:

UNIT – I 10 Hours
 Historical background and development of profession of pharmacy: History

of profession of Pharmacy in India in relation to pharmacy education, industry
and organization, Pharmacy as a career, Pharmacopoeias: Introduction to IP, BP,
USP and Extra Pharmacopoeia.

 Dosage forms: Introduction to dosage forms, classification and definitions
 Prescription: Definition, Parts of prescription, handling of Prescription and

Errors in prescription.

 Posology: Definition, Factors affecting posology. Pediatric dose calculations
based on age, body weight and body surface area.

UNIT – II 10 Hours
 Pharmaceutical calculations: Weights and measures – Imperial & Metric

system, Calculations involving percentage solutions, alligation, proof spirit and
isotonic solutions based on freezing point and molecular weight.

 Powders: Definition, classification, advantages and disadvantages,Simple &
compound powders – official preparations, dusting powders, effervescent,
efflorescent and hygroscopic powders, eutectic mixtures. Geometric dilutions.

 Liquid dosage forms: Advantages and disadvantages of liquid dosage forms.
Excipients used in formulation of liquid dosage forms. Solubility enhancement
techniques
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BP105T.COMMUNICATION SKILLS (Theory)

30 Hours

Scope: This course will prepare the young pharmacy student to interact effectively with
doctors, nurses, dentists, physiotherapists and other health workers. At the end of this
course the student will get the soft skills set to work cohesively with the team as a team
player and will add value to the pharmaceutical business.

Objectives:

Upon completion of the course the student shall be able to

1.   Understand the behavioral needs for a Pharmacist to function effectively in the
areas of pharmaceutical operation

2.   Communicate effectively (Verbal and Non Verbal)

3.   Effectively manage the team as a team player

4.   Develop interview skills

5.   Develop Leadership qualities and essentials

Course content:

UNIT – I 07 Hours

 Communication Skills: Introduction, Definition, The Importance of Communication,
The  Communication  Process – Source, Message, Encoding, Channel, Decoding,
Receiver, Feedback, Context

 Barriers to communication: Physiological Barriers, Physical Barriers, Cultural
Barriers, Language Barriers, Gender Barriers, Interpersonal Barriers, Psychological
Barriers, Emotional barriers

 Perspectives in Communication: Introduction, Visual Perception, Language, Other
factors affecting our perspective - Past Experiences, Prejudices, Feelings, Environment

UNIT – II 07 Hours

 Elements of Communication: Introduction, Face to Face Communication - Tone of
Voice, Body Language (Non-verbal communication), Verbal Communication, Physical
Communication

 Communication Styles: Introduction, The Communication Styles Matrix with example
for each -Direct Communication Style, Spirited Communication Style, Systematic
Communication Style, Considerate Communication Style
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Semester II

53



Recommended Books (Latest Editions)

1. Principles of Biochemistry by Lehninger.
2. Harper’s Biochemistry by Robert K. Murry, Daryl K. Granner and Victor W. Rodwell.
3. Biochemistry by Stryer.
4. Biochemistry by D. Satyanarayan and U.Chakrapani
5.   Textbook of Biochemistry by Rama Rao.
6.   Textbook of Biochemistry by Deb.
7.   Outlines of Biochemistry by Conn and Stumpf
8. Practical Biochemistry by R.C. Gupta and S. Bhargavan.
9. Introduction of Practical Biochemistry by David T. Plummer. (3rd Edition)
10. Practical Biochemistry for Medical students by Rajagopal and Ramakrishna.
11. Practical Biochemistry by Harold Varley.

BP 204T.PATHOPHYSIOLOGY (THEORY)

45Hours

Scope: Pathophysiology is the study of causes of diseases and reactions of the body to
such disease producing causes.This course is designed to impart a thorough knowledge of
the relevant aspects of pathology of various conditions with reference to its
pharmacological applications, and understanding  of basic pathophysiological
mechanisms. Hence it will not only help to study the syllabus of pathology, but also to
get baseline knowledge required to practice medicine safely, confidently, rationally and
effectively.

Objectives: Upon completion of the subject student shall be able to –
1. Describe the etiology and pathogenesis of the selected disease states;
2. Name the signs and symptoms of the diseases; and
3. Mention the complications of the diseases.

Course content:

Unit I 10Hours

 Basic principles of Cell injury and Adaptation:
Introduction, definitions, Homeostasis, Components and Types of Feedback systems,
Causes of cellular injury,Pathogenesis (Cell membrane damage, Mitochondrial damage,
Ribosome damage, Nuclear damage),Morphology of cell injury – Adaptive changes
(Atrophy, Hypertrophy, hyperplasia, Metaplasia, Dysplasia),Cell swelling, Intra cellular
accumulation, Calcification, Enzyme leakage and Cell Death Acidosis
&Alkalosis,Electrolyte imbalance
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SEMESTER IV

86



BP 408 P.PHARMACOLOGY-I (Practical)

4Hrs/Week

1. Introduction to experimental pharmacology.

2.   Commonly used instruments in experimental pharmacology.

3. Study of common laboratory animals.

4.   Maintenance of laboratory animals as per CPCSEA guidelines.

5.   Common laboratory techniques. Blood withdrawal, serum and plasma separation,
anesthetics and euthanasia used for animal studies.

6. Study of different routes of drugs administration in mice/rats.

7. Study of effect of hepatic microsomal enzyme inducers on the phenobarbitone sleeping
time in mice.

8.   Effect of drugs on ciliary motility of frog oesophagus

9.   Effect of drugs on rabbit eye.

10. Effects of skeletal muscle relaxants using rota-rod apparatus.

11. Effect of drugs on locomotor activity using actophotometer.

12. Anticonvulsant effect of drugs by MES and PTZ method.

13. Study of stereotype and anti-catatonic activity of drugs on rats/mice.

14. Study of anxiolytic activity of drugs using rats/mice.

15. Study of local anesthetics by different methods

Note: All laboratory techniques and animal experiments are demonstrated by simulated
experiments by softwares and videos

Recommended Books (Latest Editions)

1. Rang H. P., Dale M. M., Ritter J. M., Flower R. J., Rang and Dale’s
Pharmacology,.Churchil Livingstone Elsevier

2. Katzung B. G., Masters S. B., Trevor A. J., Basic and clinical pharmacology, Tata Mc
Graw-Hill

3.         Goodman and Gilman’s, The Pharmacological Basis of Therapeutics

4.         Marry Anne K. K., Lloyd Yee Y., Brian K. A., Robbin L.C., Joseph G. B., Wayne A.
K., Bradley R.W., Applied Therapeutics, The Clinical use of Drugs, The Point Lippincott
Williams & Wilkins

5. Mycek M.J, Gelnet S.B and Perper M.M. Lippincott’s Illustrated Reviews-
Pharmacology
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SEMESTER V
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BP 502 T. Industrial PharmacyI (Theory)

45 Hours

Scope: Course enables the student to understand and appreciate the influence of
pharmaceutical additives and various pharmaceutical dosage forms on the performance of
the drug product.

Objectives: Upon completion of the course the student shall be able to

1.   Know   the various pharmaceutical dosage forms and their manufacturing
techniques.

2.   Know various considerations in development of pharmaceutical dosage forms

3. Formulate solid, liquid and semisolid dosage forms and evaluate them for their
quality

Course content:

3 hours/ week

UNIT-I 07 Hours

Preformulation Studies: Introduction to preformulation, goals and objectives, study of
physicochemical characteristics of drug substances.

a. Physical properties: Physical form (crystal & amorphous), particle size, shape, flow
properties, solubility profile (pKa, pH, partition coefficient), polymorphism

b. Chemical Properties: Hydrolysis, oxidation, reduction, racemisation, polymerization

BCS classification of drugs & its significant

Application of preformulation considerations in the development of solid, liquid oral and
parenteral dosage forms and its impact on stability of dosage forms.

UNIT-II 10 Hours

Tablets:

a. Introduction, ideal characteristics of tablets, classification of tablets. Excipients,
Formulation of tablets, granulation methods, compression and processing problems.
Equipments and tablet tooling.

b. Tablet coating: Types of coating, coating materials, formulation of coating
composition, methods of coating, equipment employed and defects in coating.

c. Quality control tests: In process and finished product tests

Liquid orals: Formulation and manufacturing consideration of syrups and elixirs
suspensions and emulsions; Filling and packaging; evaluation of liquid orals
official in pharmacopoeia
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BP 505 T. PHARMACEUTICAL JURISPRUDENCE (Theory)

Scope: This course is designed to impart basic knowledge on important
legislations related to the profession of pharmacy in India.

45 Hours

Objectives: Upon completion of the course, the student shall be able to understand:

1.   The Pharmaceutical legislations and their implications in the development and
marketing of pharmaceuticals.

2.   Various Indian pharmaceutical Acts and Laws
3.   The regulatory authorities and agencies governing the manufacture and sale of

pharmaceuticals
4.   The code of ethics during the pharmaceutical practice

Course Content:

UNIT-I                                                                                                  10 Hours

Drugs and Cosmetics Act, 1940 and its rules 1945:

Objectives, Definitions, Legal definitions of schedules to the Act and
Rules

Import of drugs – Classes of drugs and cosmetics prohibited from import, Import under
license or permit. Offences and penalties.

Manufacture of drugs – Prohibition of manufacture and sale of certain drugs,

Conditions for grant of license and conditions of license for manufacture of drugs,
Manufacture of drugs for test, examination and analysis, manufacture of new drug, loan
license and repacking license.

UNIT-II 10 Hours

Drugs and Cosmetics Act, 1940 and its rules 1945.

Detailed study of Schedule G, H, M, N, P,T,U, V, X, Y, Part XII B, Sch F & DMR (OA)

Sale of Drugs – Wholesale, Retail sale and Restricted license. Offences and penalties

Labeling & Packing of drugs- General labeling requirements and specimen labels for
drugs and cosmetics, List of permitted colors. Offences and penalties.

Administration of the Act and Rules – Drugs Technical Advisory Board, Central drugs
Laboratory, Drugs Consultative Committee, Government drug analysts, Licensing
authorities, controlling authorities, Drugs Inspectors

UNIT-III 10 Hours

 Pharmacy Act –1948: Objectives, Definitions, Pharmacy Council of India; its
constitution and functions, Education Regulations, State and Joint state pharmacy
councils; constitution and functions, Registration of Pharmacists, Offences and
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SEMESTER VI

125



BP606TPHARMACEUTICAL QUALITY ASSURANCE (Theory)

45 Hours

Scope: This course deals with the various aspects of quality control and quality
assurance aspects of pharmaceutical industries. It deals with the important aspects like
cGMP, QC tests, documentation, quality certifications and regulatory affairs.

Objectives: Upon completion of the course student shall be able to:

 understand the cGMP aspects in a pharmaceutical industry

 appreciate the importance of documentation

 understand the scope of quality certifications applicable to pharmaceutical
industries

 understand the responsibilities of QA & QC departments

Course content:

UNIT – I 10 Hours
Quality Assurance and Quality Management concepts: Definition and concept of Quality
control, Quality assurance and GMP
Total Quality Management (TQM): Definition, elements, philosophies
ICH Guidelines: purpose, participants, process of harmonization, Brief overview of QSEM,
with special emphasis on Q-series guidelines, ICH stability testing guidelines
Quality by design (QbD): Definition, overview, elements of QbD program, tools
ISO 9000 & ISO14000: Overview, Benefits, Elements, steps for registration
NABL accreditation : Principles and procedures

UNIT - II 10 Hours
Organization and personnel: Personnel responsibilities, training, hygiene and personal records.
Premises: Design, construction and plant layout, maintenance, sanitation, environmental
control, utilities and maintenance of sterile areas, control of contamination.
Equipments and raw materials: Equipment selection, purchase specifications, maintenance,
purchase specifications and maintenance of stores for raw materials.

UNIT – III  10 Hours
Quality Control: Quality control test for containers, rubber closures and secondary packing
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Table – 2: Course of study for M. Pharm. (Pharmaceutics)
Course
Code

Course
Credit
Hours

Credit
Points

Hrs./w
k

Marks

Semester I

MPH101T
Modern Pharmaceutical
Analytical Techniques 4 4 4 100

MPH102T Drug Delivery System 4 4 4 100
MPH103T Modern Pharmaceutics 4 4 4 100
MPH104T Regulatory Affair 4 4 4 100
MPH105P Pharmaceutics Practical I 12 6 12 150

- Seminar/Assignment 7 4 7 100
Total 35 26 35 650

Semester II

MPH201T
Molecular Pharmaceutics
(Nano Tech and Targeted
DDS)

4 4 4 100

MPH202T
Advanced
Biopharmaceutics &
Pharmacokinetics

4 4 4 100

MPH203T
Computer Aided Drug
Delivery System 4 4 4 100

MPH204T
Cosmetic and
Cosmeceuticals 4 4 4 100

MPH205P Pharmaceutics Practical II 12 6 12 150
- Seminar/Assignment 7 4 7 100

Total 35 26 35 650
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Table – 6: Course of study for M. Pharm. (Pharmaceutical Quality Assurance)
Course
Code

Course
Credit
Hours

Credit
Points

Hrs./w
k

Marks

Semester I

MQA101T
Modern Pharmaceutical
Analytical Techniques 4 4 4 100

MQA102T
Quality Management
System 4 4 4 100

MQA103T
Quality Control and Quality
Assurance 4 4 4 100

MQA104T
Product Development and
Technology Transfer 4 4 4 100

MQA105P
Pharmaceutical Quality
Assurance Practical I 12 6 12 150

- Seminar/Assignment 7 4 7 100
Total 35 26 35 650

Semester II

MQA201T
Hazards and Safety
Management 4 4 4 100

MQA202T Pharmaceutical Validation 4 4 4 100

MQA203T
Audits and Regulatory
Compliance 4 4 4 100

MQA204T
Pharmaceutical
Manufacturing Technology 4 4 4 100

MQA205P
Pharmaceutical Quality
Assurance Practical II 12 6 12 150

- Seminar/Assignment 7 4 7 100
Total 35 26 35 650
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Table – 10: Course of study for (Pharmacology)
Course
Code

Course
Credit
Hours

Credit
Points

Hrs./wk Marks

Semester I

MPL
101T

Modern Pharmaceutical
Analytical Techniques 4 4 4 100

MPL
102T Advanced Pharmacology-I 4 4 4 100

MPL
103T

Pharmacological and
Toxicological Screening

Methods-I
4 4 4 100

MPL
104T

Cellular and Molecular
Pharmacology 4 4 4 100

MPL
105P Pharmacology Practical I 12 6 12 150

- Seminar/Assignment 7 4 7 100
Total 35 26 35 650

Semester II

MPL
201T Advanced Pharmacology II 4 4 4 100

MPL
202T

Pharmacological and
Toxicological Screening

Methods-II
4 4 4 100

MPL
203T Principles of Drug Discovery 4 4 4 100
MPL
204T

Experimental Pharmacology
practical- II 4 4 4 100

MPL
205P Pharmacology Practical II 12 6 12 150

- Seminar/Assignment 7 4 7 100
Total 35 26 35 650

12



Scope

REGULATORY AFFAIRS
(MPH 104T)

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

 To know the approval process of
 To know the chemistry, manufacturing controls and their regulatory

importance
 To learn the documentation requirements for
 To learn the importance and

Objectives:
Upon completion of the course, it is expected that the students will be able to
understand

 The Concepts of innovator and generic drugs, drug development
process

 The Regulatory guidance’s and guidelines for filing and approval
process

 Preparation of Dossiers and their submission to regulatory agencies in
different countries

 Post approval regulatory requirements for actives and drug products
 Submission of global documents in CTD/ eCTD formats
 Clinical trials requirements for approvals for conducting clinical trials
 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.
b. Regulatory requirement for product approval: API,
biologics, novel, therapies obtaining NDA, ANDA for generic
drugs ways and means of US registration for foreign drugs

12
Hrs
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Scope

QUALITY MANAGEMENT SYSTEMS
(MQA 102T)

This course is designed to impart fundamental knowledge and concepts about
various quality management principles and systems utilized in the
manufacturing industry. It also aids in understanding the quality evaluation in the
pharmaceutical industries.

Objectives
At completion of this course it is expected that students will be able to
understand-

 The importance of quality
 ISO management systems
 Tools for quality improvement
 Analysis of issues in quality
 Quality evaluation of pharmaceuticals
 Stability testing of drug and drug substances
 Statistical approaches for quality

THEORY 60 Hrs

1. Introduction to Quality: Evolution of Quality, Definition of
Quality, Dimensions of Quality
Quality as a Strategic Decision: Meaning of strategy and
strategic quality management, mission and vision statements,
quality policy, Quality objectives, strategic planning and
implementation, McKinsey 7s model, Competitive analysis,
Management commitment to quality
Customer Focus: Meaning of customer and customer focus,
Classification of customers, Customer focus, Customer
perception of quality, Factors affecting customer perception,
Customer requirements, Meeting customer needs and
expectations, Customer satisfaction and Customer delight,
Handling customer complaints, Understanding customer behavior,
concept of internal and external customers. Case studies.
Cost of Quality: Cost of quality, Categories of cost of Quality,
Models of cost of quality, Optimising costs, Preventing cost of
quality.

12
Hrs

122



PHARMACOLOGICAL AND TOXICOLOGICAL SCREENING
METHODS - I
(MPL 103T)

Scope

This subject is designed to impart the knowledge on preclinical evaluation of
drugs and recent experimental techniques in the drug discovery and
development. The subject content helps the student to understand the
maintenance of laboratory animals as per the guidelines, basic knowledge of
various in-vitro and in-vivo preclinical evaluation processes

Objectives

Upon completion of the course the student shall be able to,
 Appraise the regulations and ethical requirement for the usage of

experimental animals.
 Describe the various animals used in the drug discovery process and

good laboratory practices in maintenance and handling of experimental
animals

 Describe the various newer screening methods involved in the drug
discovery process

 Appreciate and correlate the preclinical data to humans

THEORY 60 Hrs

1. Laboratory Animals
Common laboratory animals: Description, handling and
applications of different species and strains of animals.

Transgenic animals: Production, maintenance and applications
Anaesthesia and euthanasia of experimental animals.
Maintenance and breeding of laboratory animals.
CPCSEA guidelines to conduct experiments on animals

Good laboratory practice.
Bioassay-Principle, scope and limitations and methods

12
Hrs

2 Preclinical screening of new substances for the
pharmacological activity using  in vivo, in vitro, and other
possible animal alternative models.

General principles of preclinical screening. CNS Pharmacology:
behavioral and muscle co ordination, CNS stimulants and

12
Hrs
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