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BP105T.COMMUNICATION SKILLS (Theory)  30hours 

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. Effectivelymanage the team as a team player 
4. Develop interview skills 
5. Develop Leadership qualities and essentials 

COURSE CONTENT 

UNIT – I  

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 

07 Hours 

UNIT – II  

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 

c) Communication Style, Considerate Communication Style 

07 Hours 

UNIT – III  

Basic Listening Skills: Introduction, Self-Awareness, Active Listening, 
Becoming an 
Active Listener, Listening in Difficult Situations 

Effective Written Communication: Introduction, When and When Not to Use 

07 Hours 
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Written 
Communication - Complexity of the Topic, Amount of Discussion’ Required, 
Shades of 
Meaning, Formal Communication 

Writing Effectively: Subject Lines, Put the Main Point First, Know Your 
Audience, 

d) Organization of the Message 

UNIT – IV  

Interview Skills: Purpose of an interview, Do’s and Dont’s of an interview 

Giving Presentations: Dealing with Fears, Planning your Presentation, 
Structuring Your 

iv. Presentation, Delivering Your Presentation, Techniques of Delivery 

05 Hours 

UNIT – V  

Group Discussion: Introduction, Communication skills in group discussion, 
Do’s and 

c) Dont’s of group discussion. 

04 Hours 
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BP 206 T. ENVIRONMENTAL SCIENCES (Theory) 30 hours 

Scope:Environmental Sciences is the scientific study of the environmental system and the status 
of its inherent or induced changes on organisms. It includes not only the study of physical and 
biological characters of the environment but also the social and cultural factors and the impact of 
man on environment. 
Objectives: Upon completion of the course the student shall be able to: 
1. Create the awareness about environmental problems among learners. 
2. Impart basic knowledge about the environment and its allied problems. 
3. Develop an attitude of concern for the environment. 
4. Motivate learner to participate in environment protection and environment improvement. 
5. Acquire skills to help the concerned individuals in identifying and solving environmental  
problems. 
6. Strive to attain harmony with Nature. 

COURSE CONTENT 

Unit-I  

The Multidisciplinary nature of environmental studies Natural Resources Renewable 
and non-renewable resources: 
Natural resources and associated problems 
a) Forest resources; b) Water resources; c) Mineral resources; d) Food resources; e) 
Energy resources; f) Land resources: Role of an individual in conservation of natural 
resources 

10hours 

 

Unit-II  

       Ecosystems 
Concept of an ecosystem. 
Structure and function of an ecosystem. 
Introduction, types, characteristic features, structure and function of the 
ecosystems: Forest ecosystem; Grassland ecosystem; Desert ecosystem; Aquatic 
ecosystems (ponds, streams, lakes, rivers, oceans, estuaries) 

10hours 

 

Unit- III  

Environmental Pollution: Air pollution; Water pollution; Soil pollution 
10 hours 

Recommended Books: 
1. Y.K. Sing, Environmental Science, New Age International Pvt, Publishers, 
Bangalore 
2. Agarwal, K.C. 2001 Environmental Biology, Nidi Publ. Ltd. Bikaner. 
3. Bharucha Erach, The Biodiversity of India, Mapin Pu blishing Pvt. Ltd., 
Ahmedabad – 380 013, India, 
4. Brunner R.C., 1989, Hazardous Waste Incineration, McGraw Hill Inc. 480p 
5. Clark R.S., Marine Pollution, Clanderson Press Oxford 
6. Cunningham, W.P. Cooper, T.H. Gorhani, E & Hepworth, M.T. 2001, 
Environmental Encyclopedia, Jaico Publ. House, Mumbai, 1196p 
7. De A.K., Environmental Chemistry, Wiley Eastern Ltd. 
8. Down of Earth, Centre for Science and Environment 
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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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Penalties

 Medicinal and Toilet Preparation Act –1955: Objectives, Definitions, Licensing,
Manufacture In bond and Outside   bond, Export   of alcoholic preparations,
Manufacture of Ayurvedic, Homeopathic, Patent & Proprietary Preparations.
Offences and Penalties.

 Narcotic Drugs  and Psychotropic substances  Act-1985 and Rules: Objectives,
Definitions, Authorities and Officers, Constitution and Functions of narcotic &
Psychotropic  Consultative  Committee, National Fund for Controlling the Drug
Abuse, Prohibition, Control and Regulation, opium poppy cultivation and production
of poppy straw, manufacture, sale and export of opium, Offences and Penalties

UNIT-IV 08 Hours

 Study of Salient Features of Drugs and Magic Remedies Act and its
rules: Objectives, Definitions, Prohibition of certain advertisements, Classes of
Exempted advertisements, Offences and Penalties

 Prevention of Cruelty to animals Act-1960: Objectives, Definitions, Institutional
Animal Ethics Committee, CPCSEA guidelines for Breeding and Stocking of
Animals, Performance of Experiments, Transfer and acquisition of animals for
experiment, Records, Power to suspend or revoke registration, Offences and Penalties

 National Pharmaceutical Pricing Authority: Drugs Price Control Order (DPCO)-
2013. Objectives, Definitions, Sale prices of bulk drugs, Retail price of formulations,
Retail price and ceiling price of scheduled formulations, National List of Essential
Medicines (NLEM)

UNIT-V 07  Hours

 Pharmaceutical Legislations – A brief review, Introduction, Study of drugs enquiry
committee, Health survey and   development committee, Hathi committee and
Mudaliar committee

 Code of Pharmaceutical ethics D efinition, Pharmacist in relation to his job, trade,
medical profession and his profession, Pharmacist’s oath

 Medical Termination of Pregnancy Act

 Right to Information Act

 Introduction to Intellectual Property Rights (IPR)

Recommended books: (Latest Edition)

1. Forensic Pharmacy by B. Suresh

123
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2. Text book of Forensic Pharmacy by B.M. Mithal

3. Hand book of drug law-by M.L. Mehra

4. A text book of Forensic Pharmacy by N.K. Jain

5. Drugs and Cosmetics Act/Rules by Govt. of India publications.

6. Medicinal and Toilet preparations act 1955 by Govt. of India publications.

7. Narcotic drugs and psychotropic substances act by Govt. of India publications

8. Drugs and Magic Remedies act by Govt. of India publication

9.Bare Acts of the said laws published by Government. Reference books (Theory)

124
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REGULATORY AFFAIRS 

(MPH 104T) 

  

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 

 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.         12 Hrs 

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 

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, S E, 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 

 

 

10



 

41  

 

 

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.   12 Hrs 

 

 

REFERENCES 

1. Generic Drug Product Development, Solid Oral Dosage forms, Leon Shargel and 

IsaderKaufer,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.185, 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.eu/index_en.htm 

10. https://www.tga.gov.au/tga–basics 
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SEMESTER III 

MRM 301T - Research Methodology & Biostatistics 

UNIT – I 

General  Research   Methodology:   Research,   objective,   requirements, practical 

difficulties, review of literature, study design, types of studies, strategies to eliminate 

errors/bias, controls, randomization, crossover design, placebo, blinding techniques. 

UNIT – II 

Biostatistics: Definition, application, sample size, importance of sample size, factors 

influencing sample size, dropouts, statistical tests of significance, type of significance 

tests, parametric tests(students “t” test, ANOVA, Correlation coefficient, regression), 

non–parametric tests (wilcoxan rank tests, analysis of variance, correlation, chi square 

test), null hypothesis, P values, degree of freedom, interpretation of P values. 

UNIT – III 

Medical Research: History, values in medical ethics, autonomy, beneficence, non–

maleficence, double effect, conflicts between autonomy and beneficence/non–

maleficence, euthanasia, informed consent, confidentiality, criticisms of orthodox 

medical ethics, importance of communication, control resolution, guidelines, ethics 

committees, cultural concerns, truth telling,  online business practices, conflicts of 

interest, referral, vendor relationships, treatment of family members, sexual 

relationships, fatality. 

UNIT – IV 

CPCSEA guidelines for laboratory animal facility: Goals, veterinary care, quarantine, 

surveillance, diagnosis, treatment and control of disease, personal hygiene, location of 

animal facilities to laboratories, anesthesia, euthanasia, physical facilities, 

environment, animal husbandry, record keeping, SOPs, personnel and training, 

transport of lab animals. 

UNIT – V 

Declaration of Helsinki: History, introduction, basic principles for all medical 

research, and additional principles for medical research combined with medical care. 
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PDEA 

Pone District Education Association's 

SHANKARRAO URSAL COLLEGE OF PHARMACEUTICAL 
SCIENCES & RESEARCH CENTRE, KHARADI, PUNE-14 

REPORT 

Workshop on Gender Equality and Gender Sensitization 

~ C.UlltGf o, 
n~St~ 

Shankarrao Ursal College of Pharmaceutical Sciences and research centre, encourages gender 

parity and is constantly working towards providing a conducive environment for efficient and 

effective communications between the employees and students. A workshop on the topic 

'Gender Equality and Gender Sensitization' was organised on 23rd February 2024 at 10.00 am 

in the Seminar Hall of our College sponsored by National Service Scheme, Savitribai Phule 

Pune University, Pune. Ms. Mrunali Tade welcomed the gathering. 

The workshop was conducted by Dr. Sushma Bhosale, Director SCSF's National Institute of 

Vocational Training & Soft Skill Development Pune. She highlighted that the Constitution 

provides equal status to women and a 'positive discrimination' in favour of women. She gave 

a brief description about various offenses against women which are punishable and various 

provisions to safeguard violence and discrimination against women. She also added that society 

has assigned specific roles to men and women and that we are conditioned to think like that. It 

is time that we recognise and appreciate the reproductive as well as productive role each woman 

plays in a society and break from the patriarchal secondary status that is given to women. 

All students and faculty attended the seminar. The workshop was coordinated by Ms. Ghule 

Kiran. 

-• I 

+\ 
\ I -· --

I~ , 
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' i ' ' 

1~-·-.i ~ ~-I .. '>,--~~~~~-_ .. _ "..."~~ Pune, Maharashtra, India 
! 1. . ,.._ 1, Kllaradi south Main Road, nearby zensar IT park, Thlte Nagar, Kharadi, Pune, 

. ., . !( . b~ Maharastitra 411014, India 

..: • ~ ; Lat 18 54812° Long /3.943885" 

-Google • .. GtviT -+05:30 
"' •• . -

' I O GPS Map Camera 
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Ms. Kiran Ghule 

Co-ordinator 

Dr. Mrs. Sushma Bhosale, addressing students 

JY 

~- COlltGE 0-,_.-~. 
ttORESE,c~ 

Dr. Ashok Bhosale 

PtnFiPJ11pa I 
PDEA'S Shankarrao Ursa\ College 

of Pharmaceutical Sciences & 

Research Centre. Kharadi, Pune-14. 
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4. ENVIRONMENT AND SUSTAINABILITY 
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