Children’s Education Society (Regd.)

The Oxford College of Pharmacy

(Recognised by the Govt. of Karnataka, Affiliated to Rajiv Gandhi University of Health Sciences,
Karnataka;
Approved by Pharmacy Council of India, New Delhi)
Accredited by NAAC and International Accreditation Organization (IAQ)

71.10 - The Institution has a prescribed code of conduct for students, teachers,
administrators and other staff and conducts periodic programmes in this regard.

Estd. 1974

Human Values and Professional Ethics Code of conduct (handbooks) for various stakeholders

Note: Uploaded in The Oxford College of Pharmacy website

htlp://\\'ww.1heoxibrd.edu/pharnmcy/code-elhics.hlm

Human Values and Professional Ethics
71.15 The institution offers a course on Human Values and professional ethics (1)

(Provide/upload supporting documents
As per the syllabus prescribed by the Rajiv Gandhi University of Health Sciences,
Karnataka, Bangalore. The Oxford College of Pharmacy Bangalore conducting a courses
related to Human Values and professional ethics for IILB. Pharm, III. Pharm. D. students.

' These subjects are 1. Pharmaceutical Jurisprudence (for IIL.B. Pharm, [1I. Pharm. D. students)

‘ and 2. Environmental Sciences (for I B. Pharm. II Semester students)
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Human Values and Professional Ethics

7.1.16 The institutional functioning is as per professional code of prescribed / suggested by
statutory bodies / regulatory authorities for different professions (1)

Provide/upload supporting documents -

The code of pharmaceutical ethics in India is framed by Pharmacy council of India. The code
of ethics is meant to guide the Indian pharmacist as to how he/she should conduct in relation to
himself. his/her patrons, and general public, co-professionals, and members of the medical and
other health professionals.

Pharmacy education in India is regulated by 2 organizations: the Pharmacy Council of India
(PCI). under the Pharmacy Act of 1948, and the All India Council for Technical Education
(AICTE), which was established under the AICTE Act of 1987. PCI prescribes conditions to
} be fulfilled by the institutions seeking approval of the PCI for imparting education in pharmacy

and educational standards. Pharmacy institutions have to seek approval of PCI and get verified

prescribed norms are met. Curriculum, for all the programs in pharmacy education, is
 followed as per the affiliating University-Rajiv Gandhi University of Health Sciences,
' Bangalore. While, Pharmacy education at all levels is regulated by the AICTE and all these
| programs must be approved by it. The AICTE is primarily responsible for planning,
' formulating, and maintaining norms and standards in technical education, which include
' pharmacy. The programs at The Oxford College of Pharmacy, Bangalore are approved by

| these regulatory authorities.
\

| Functions and Duties of PCI

1. To prescribe minimum standard of education required for qualifying as a pharmacist.
(Ref: section 10 of the Pharmacy Act)

2. Framing of Education Regulations prescribing the conditions to be fulfilled by the
institutions seeking approval of the PCI for imparting education in pharmacy. (Ref.:
section 10 of the Pharmacy Act)

3. To ensure uniform implementation of the educational standards through out the
country. (Ref. : section 10 of the Pharmacy Act)

4. Inspection of Pharmacy Institutions seeking approval under the Pharmacy Act to verity |
availability of the prescribed norms. (Ref.: section 16 of the Pharmacy Act)

5. Toapprove the course of study and examination for pharmacists i.e. approval of the
academic training institutions providing pharmacy courses. (Ref. : section 12 of the
Pharmacy Act)

0. To withdraw approval, if the approved course of study or an approved examination
docs not continue 1o be in conformity with the educational standards prescribed by the
PCIL (Ref: seetion 13 of the Pharmacy Act)

i 7. Toapprove qualifications granted outside the territories to which the Pharmacy Act
| extends i.c. the approval of foreign qualification. (Rel. @ section 14 of the Pharmacy
Act)

8. o maintain Centyal Register of Pharmacists, (Rel. @ section 15 A of the Pharmacy

Act)
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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-IT 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

e 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 &  Proprictary  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-1V 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
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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)
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3.4 PHARMACEUTICAL JURISPRUDENCE (THEORY)

Theory: 2 Hrs. /Week

1.

Scope of the Subject: This course exposes the student to several important
legislations related to the profession of pharmacy in India. The Drugs and Cosmetics
Act, along with its amendments are the core of this course. Other acts, which are
covered, include the Pharmacy Act, dangerous drugs, medicinal and toilet
preparation Act etc. Besides this the new drug policy, professional ethics, DPCO,
patent and design Act will be discussed.

2. Objectives of the Subject: Upon completion of the subject student shall be able to
(Know, do, and appreciate) —

a.
b.
c.
d.

practice the Professional ethics;

understand the various concepts of the pharmaceutical legislation in India;

know the various parameters in the Drug and Cosmetic Act and rules;

know the Drug policy, DPCO, Patent and design act;

understand the labeling requirements and packaging guidelines for drugs and
cosmetics;

be able to understand the concepts of Dangerous Drugs Act, Pharmacy Act and
Excise duties Act; and

other laws as prescribed by the Pharmacy Council of India from time to time
including International Laws.

Text books (Theory)
Mithal B M. Textbook of Forensic Pharmacy. Calcutta: National; 1988.

Reference books (Theory)

a.

=0 oo o

Singh, KK, editor. Beotra’s the Laws of Drugs, Medicines & cosmetics. Allahabad:
Law Book House; 1984.

Jain, NK. A Textbook of forensic pharmacy. Delhi: Vallabh prakashan ; 1995.
Reports of the Pharmaceutical enquiry Committee

L.D.M.A., Mumbai. DPCO 1995

Various reports of Amendments.

Deshapande, S.W. The drugs and magic remedies act 1954 and rules 1955. Mumbai:
Susmit Publications: 1998.

Eastern Book Company .The narcotic and psychotropic substances act 1985,
Lucknow: Eastern; 1987.




3. Detailed syllabus and lecture wise schedule:

SL. TOTAL
NO TITLE OF THE TOPIC HOURS
1 Pharmaceutical Legislations — A brief review. 1 Hour
2 | Principle and Significance of professional ethics. Critical study of the | 2 Hours

code of pharmaceutical ethics drafted by PCL

3 | Drugs and Cosmetics Act, 1940, and its rules 1945. 23 Hours
Objectives, Legal definition, Study of Schedule’s with reference to Schedule
B, C&ClL, D, El, F&F1, F2, F3, FF, G, H, J, K, M, N,P,R, V. W, X, Y.

Sales, Import, labeling and packaging of Drugs And Cosmetics Provisions
Relating to Indigenous Systems. Constitution and Functions of DTAB,
DCC, CDL. Qualification and duties — Govt. analyst and Drugs Inspector.

4 | Pharmacy Act —1948, 3 Hours
Objectives Legal Definitions, General Study, Constitution and Functions of
State & Central Council, Registration & Procedure, ER.

5 | Medicinal and Toilet Preparation Act —1955. 3 Hours
Objectives, Legal Definitions, Licensing, Bonded and Non Bonded
Laboratory, Ware Housing, Manufacture of Ayurvedic, Homeopathic,

Patent & Proprietory Preparations.

6 | Narcotic Drugs and Psychotropic substances Act-1985 and Rules. | 4 Hours
Objectives, Legal Definitions, General Study, Constitution and Functions of
narcotic & Psychotropic Consultative Committee, National Fund for
Controlling the Drug Abuse, Prohibition, Control and regulations, Schedules
to the Act.

7 | Study of Salient Features of Drugs and magic remedies Act and its rules. | 2 Hours

8 | Study of essential Commodities Act Relevant to drugs price control | 2 Hours
Order.

9 | Drug Price control Order & National Drug Policy (Current). 2 Hours

10 | Prevention Of Cruelty to animals Act-1960. 3 Hours

11 | Patents & design Act-1970. 3 Hours

12| Brief study of prescription and Non-prescription Products. 2 Hours




4. Assignments:

Format of the assignment

“nbh W =

o

Minimum & Maximum number of pages

It shall be a computer draft copy

Reference(s) shall be included at the end.

Name and signature of the student

Assignment can be a combined presentation at the end of the academic year.
Time allocated for presentation may be 8+2 Min

Case studies relating to

1.

w

Drugs and Cosmetics Act and rules along with its amendments, Dangerous
Drugs Act. Medicinal and Toilet preparation Act, New Drug Policy,
Professional Ethics, Drugs (Price control) Order, Patent and Design Act.
Various prescription and non-prescription products.

Medical and surgical accessories.

Diagnostic aids and appliances available in the market.

3.5 MEDICINAL CHEMISTRY (THEORY)

Theory: 3 Hrs. /Week

1. Scope of the subject:

2. Objectives of the subject:
Text Books:
Reference Books:

d.

b.

Wilson and Gisvold’s Text book of Organic, Medicinal and Pharmaceutical
Chemistry, Lippincott-Raven Publishers-New York, Philadelphia.
William.O.Foye, Principles of Medicinal Chemistry, B.I. Waverly Pvt. Ltd.,
New Delhi.

Burgers, Medicinal Chemistry, M.E.,Welly Med.Chemistry M.E. Walffed
Johnwilley and Sons, Wiley-interscience Publication, New York, Toranto.

A Text Book of Medicinal Chemistry Vol. I and II by Surendra N. Pandeya,
S.G. Publisher, 6, Dildayal Nagar, Varanasi -10.

Indian Pharmacopoeia 1985 and 1996. The Controller of Publications, Civil
Lines, Delhi - 54.

Current Index of Medical Specialities (CIMS) and MIMS India, MIMS, A.E.
Morgan Publications (I) Pvt. Ltd, New Delhi-19.

Organic Drug Synthesis-Ledniser Mitzsher Vol. I and II.

Pharmaceutical Chemistry drug Synthesis Vol. I and II by H. J. Roth and A.
Kleemann.

The Science and Practice of Pharmacy Vol. 1 and 2, Remington, MACK
Publishing Company, Easton, Pennsylvania.




BP206 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 awarceness 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-1 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-II 10hours
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)
Unit- IIT 10hours
Environmental Pollution: Air pollution; Water pollution; Soil pollution
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Recommended Books (Latest edition):

1. YXK. 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

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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