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BP10ST.COMMUNICATION SKILLS (Theory)

30 Hours

Scope: This course will prepare the young pharmacy student to interact effectively
withdoctors, 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 teamplayer
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

Communicate effectively (Verbal and Non Verbal)

Effectively manage the team as a team player

Develop interview skills

Develop Leadership qualities and essentials
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Course content
UNIT -1 07 Hours

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

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

e Perspectives in Communication: Introduction, Visual Perception, Language, Other

factors affecting our perspective - Past Experiences, Prejudices, Feelings,
Environment
UNIT-11 07 Hours

¢ Elements of Communication: Introduction, Face to Face Communication - Tone

ofVoice, Body Language (Non-verbal communication), Verbal Communication,
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UNIT-II1I 07Hours

e BasicListeningSKkills: Introduction,SelfAwareness, ActiveListening,Becomingan
Active Listener, Listening in Difficult Situations

e Effective Written Communication: Introduction, When and When Not to-Use
Written Communication - Complexityof the Topic, Amount of Discussion’
Required, Shades of Meaning, Formal Communication

e Writing Effectively: Subject Lines, Put the Main Point First, Know Your
Audience, Organization of the Message

UNIT-1V 05Hour
e InterviewSkills:Purposeofaninterview,Do’sandDont’sofaninterview

e Giving Presentations:DealingwithFears,Planning yourPresentation,StructuringY our
Presentation, Delivering Y our Presentation, Techniques of Delivery

UNIT-V 04Hours

e GroupDiscussion:Introduction,Communicationskillsingroupdiscussion,Do’sand
Dont’s of group discussion
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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:

Create the awareness about environmental problems among learners.

Impart basic knowledge about the environment and its allied problems.

Develop an attitude of concern for the environment.

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.
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Course content:

Unit-I 10hours
The Multidisciplinary nature of environmental studies
Natural Resources
Renewable and non-renewable resources:
Natural resources and associated problems
a) Forest resources; b) Water resources; ¢) Mineral resources; d) Food
resources; e¢) Energy resources; f) Land resources: Role of an individual in
conservation of natural resources.
Unit-11 10hours
Ecosystems
e Concept of an ecosystem.
e Structure and function of an ecosystem.
e Introduction, types, characteristic features, structure and function of the
ecosystems: Forest ecosystem; Grassland ecosystem; Desert ecosystem; Aquatic
ecosystems (ponds, streams, lakes, rivers, oceans,estuaries)

e , // 10hours
Enviro tal Pollution: Air pollution; Water pollution; Soil p:
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BP 505 T. PHARMACEUTICAL JURISPRUDENCE (Theory)

45 Hours
Scope: This course is designed to impart basic knowledge on important legislations related

to the profession of pharmacy in India.
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-1 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-1I 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 (0OA)

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

e Pharmacy Act —1948: Objectives, Definitions, Pharmacy &ounc' [ of India; its
constitution and functions, Education Regulations, State anclJ- state pharmacy
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e 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.

e 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

e 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

e 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

e 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

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

committee

e Code of Pharmaceutical ethics Definition, Pharmacist in relation to his job, trade,
medical profession and his profession, Pharmacist’s oath \ /,/

L ]

Medical Termination of Pregnancy Act
Right to Information Act

Introduction to ectual Property Rights (IPR) PRINLCIPAL.
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BP 802T SOCIAL AND PREVENTIVE PHARMACY

45 Hours:
Scope:
The purpose of this course is to introduce to students a number of health issues and
their challenges. This course also introduced a number of national health programmes.
The roles of the pharmacist in these contexts are also discussed.

Objectives:
After the successful completion of this course, the student shall be able to:
e Acquire high consciousness/realization of current issuesrelated to health and
pharmaceutical problems within the country and worldwide.
Have a critical way of thinking based on current healthcare development.
e Evaluate alternative ways of solving problems related tohealth and
pharmaceutical issues
Course content:
Unit I: 10 Hours
Concept of health and disease: Definition, concepts and evaluation of public health.
Understanding the concept of prevention and control of disease, social causes of
diseases and social problems of the sick.

Social and health education: Food in relation to nutrition and health, Balanced diet,
Nutritional deficiencies, Vitamin deficiencies, Malnutrition and its prevention.

Sociology and health: Socio cultural factors related to health and disease, Impact of
urbanization on health and disease, Poverty and health

Hygiene and health: personal hygiene and health care; avoidable habits

Unit II: 10 Hours
Preventive medicine: General principles of prevention and control of diseases such as
cholera, SARS, Ebola virus, influenza, acute respiratory infections, malaria, chicken
guinea, dengue, lymphatic filariasis, pneumonia, hypertension, diabetes mellitus,
cancer, drug addiction-drug substance abuse

Unit III: 10 Hours
National health programs, its objectives, functioning and outcome of the fellowing:
HIV AND AIDS control programme, TB, Integrated disease st yice program

m, National
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Unit IV: 08 Hours
National health intervention programme for mother and child, National family welfare
programme, National tobacco control programme, National Malaria Prevention
Program,National programme for the health care for the elderly, Social health
programme; role of WHO in Indian national program .

Unit V: 07 Hours
Community services in rural, urban and school health: Functions of PHC, Improvement
in rural sanitation, national urban health mission, Health promotion and education in
school.
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BP804 ET: PHARMACEUTICAL REGULATORY SCIENCE (Theory)

45Hours

Scope: This course is designed to impart the fundamental knowledge on the regulatory
requirements for approval of new drugs, and drug products in regulated markets of India &
other countries like US, EU, Japan, Australia,UK etc. It prepares the students to learn in
detail on the regulatory requirements, documentation requirements, and registration
procedures for marketing the drug products.

Objectives: Upon completion of the subject student shall be able to;

1. Know about the process of drug discovery and development

2. Know the regulatory authorities and agencies governing the manufacture and sale of
pharmaceuticals

3. Know the regulatory approval process and their registration in Indian and
international markets

Course content:
Unit I 10Hours
New Drug Discovery and development

Stages of drug discovery, Drug development process, pre-clinical studies, non-clinical
activities, clinical studies, Innovator and generics, Concept of generics, Generic drug product
development.

Unit IT 10Hours

Regulatory Approval Process

Approval processes and timelines involved in Investigational New Drug (IND), New Drug
Application (NDA), Abbreviated New Drug Application (ANDA). Changes to an approved
NDA / ANDA.

Regulatory authorities and agencies

Overview of reglate thorities of India, United States, European gﬂl ?]ia, Japan,
Canada (Organ - : ture and types of applications) SS INSTITUTE DF PHARMACY,
~ )/ WAUPPANLR (PO), SANKARI (TX).
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Unit ITI 10Hours

Registration of Indian drug product in overseas market

Procedure for export of pharmaceutical products, Technical documentation, Drug Master
Files (DMF), Common Technical Document (CTD), electronic Common Teehnical
Document (eCTD), ASEAN Common Technical Document (ACTD)research.

Unit IV 08Hours
Clinical trials

Developing clinical trial protocols, Institutional Review Board / Independent Ethic committee
- formation and working procedures, Informed consent process and procedures, GCP
obligations of Investigators, sponsors & Monitors, Managing and Monitoring clinical trials,
Pharmacovigilance - safety monitoring in clinical trials

Unit V 07Hours
Regulatory Concepts

Basic terminology, guidance, guidelines, regulations, Laws and Acts, Orange book, Federal
Register, Code of Federal Regulatory, Purple book
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