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GOVERNMENT OF KARNATAKA BOARD OF EXAMINING AUTHORITY
D. Pharm Part-11 Examination (ER-2020) - JANUARY- 2024
PHARMACY LAW AND ETHICS
Time: 3 Hours Max marks: 80 M
Note: {) Answer 6 questions from section A, 10 questions from section BB and all questions from section C.
ii) Draw diagram wherever necessary.
iif) Answer to the point for objective type.
SECTION -A
l..nng Emy {Answer any six) 6X5=30 M
Describe the salient features of Education Regulation- 2020
Deseribe the prescribed qualification and duties of Government Analyst
Describe the constitution and functions of Drugs Technical Advisory Board (DTAB)
Describe the criteria for a medicine to be included in the National List of Essential Medicines (NLEM)
State Pharmacist’s Oath and describe the relationship to be maintained with the medical profession
Explain e-governance of license
Explain the salient aspects of New Drugs and Clinical Trial Rules, 2019

e

SECTION -B
Short Essay (Answer any ten) 10X3=30 M
8. Describe the functions of Pharmacy Council of India
9. Explain the sampling procedure to be followed by Drug Inspector
10. What is a loan license?
11. Describe the offences and penalties under Narcotic and Psychotropic Substances Act, 1985
12. What are conditionally exempted advertisements?
13, Describe the constitution of Institutional and Animal Ethics Committee
14. Describe the salient aspects of Poisons Act, 1919
15. Give the calculation of Retail price of a formulation according to Drugs Price Control Order, 2013
16. Explain the requirements of experience / training for a registered medical practitioner to terminate a pregnancy
17. Describe the organogram of Central Drugs Standard Control Organization (CDSCO)
18. What are the different types of licenses coming under the umbrella of Pharmaceutical business?
SECTION -C
Objective type (Answer all questions) 20X1=20M
19. Give the colour code for biomedical waste collection bins
20. State the objective of Clinical Establishment Act
21. What is Magic remedy?
22. Define Cannabis (Hemp)
23. Define Pharmaceutical legislation
24, Explain the acronym CPCSEA
25. Give the label requirement for food products
26. Define Retail price
27. Name any two drugs included in NLEM
28. What is a Community Pharmacy?
29. Differentiate Branded drug and Generic drug
30. Enumerate the functions of blood bank
31 Rules for Drugs and Cosmetics Act were framed in the year

32, is the National regulatory authority for Drugs and Cosmetics in India
33. Discarded medicines and cytotoxic waste should be disposed in
34, has laid out National ethical guidelines rarmmwmmmmmm gl
participants
35. Match the following. ;
A B
1) NDMA a) Emergency use authorization
2) 1948

b) Establishment of blood bank
3) CDSCO

4)  Medical device
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2nd Year / Pharmacy
Subject: Pharmacy Law & Ethics

Time: 3 Hrs. M.M.: 80
SECTION-A

Note: Multiple choice questions. All questions are compulsory (20x1=20)

Q.1 For the first time in India, a chemist shop was opened in about 1811 by

a) Mr. Bathgate. b) Mr. Gajjar c) R.N. Chopra d)Mr. Gosh

Q.2 The Pharmacy Council reconstituted every

a) 10 years b) 15 years c) 5 years d) 6 years

Q.3 Schedule “X” of Drug & Cosmetics Act Comprises

a) List of i List of incurable disease b) Guideline for clinical trials.
c) List of generic drugs d) None of the above

Q.4. As per Drug & Cosmetics Act Schedule "FF" is related with

a) Paranteral Preparation b) Ointment Formulation.
c) Skin cosmetics Preparation d) Ophthalmic Preparation
Q.5 In 1985 one of the following act was passed

a) Drug & magic remedies b) Poisonous Act

c) Narcotic & Psychotropic Substances Act d) Drug & Cosmetics Act
Q.6 Talisman, mantra & Kanawha come under

a) Misbranded Drugs b) Spurious Drugs

c) Magic Remedies. ’ d) None of the above

Q.7 Animal welfare board is established by

a) Central Government b) State Government

c) Central Council d) State council

Q.8 The latest Drug Price Control Order was passed by

a) 2012 b) 2013 c) 2015 d) 2014

Q.9 It means a science of morals or code of moral principles

a) Ethics. b) Morality

c) Law d) Pharmaceuticals ethics

Q.10 Indian Pharmacopoeia Commission headquarter is located at

a) Delhi b) Mumbai

c) Hyderabad d) Ghaziabad

Q.11 CDSCO means

Q.12 Write the regulatory body of Australia.

Q.13 [PR mean

g-14 How many phases are involved in clinical trial?

Q.15 License for blood storage Centre is valid for

Q.16 Human anatomical wastes are categorized into which category of biomedical waste
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Q.17 the Disaster management act was made in
Q.18 The national Disaster management is headed by
Q.19 ICH means
Q.20 DTAB means
SECTION-B
Note: Short answer type questions. Attempt any ten questions out of eleven
questions. (10x3=30)
Q.21 Write the classification of medical devices with example.
Q.22 Write the names of consumer protection councils
Q.23 Explain principles of bioethics.
Q.24 Define biomedical waste, enlist the categories of biomedical waste.
Q.25 writes the objective of clinical establishment act.
Q.26 write a short note on NDA.
Q.27 Write a short note on lone license.
Q.28 write the qualification drug inspector.
Q.29 write a short note on licensing authority.
Q.30 Mention the ex-officio member of PCI.
Q.31 write a short note on clinical trial phase-1V

SECTION-C
Note: Long answer type questions. Attempt any six questions out of seven questions.
(6x5=30)
Q.32 Give the offense & penalties as per Narcotic drugs & Psychotropic substances act.
Q.33 Write the function of Animal welfare Board of India.
Q.34 what are the duties & function of FSSAI?
Q.35 Write a note on calculation of retail Price of a schedule formation.
Q.36 Write a note on Medical Termination of Pregnancy Act.
Q.37 Explain in brief the new drug development process.
Q.38 Write a note on e-governance of drug manufacture.
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PHARMACY LAW AND ETHICS
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PART—A 5x6=30
Instructions : (1) Answer any six questions.

(2) Each question carries five marks

(3) Answers should be brief and straight to the point and shall
not exceed five simple sentences.
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- PART—C 1%20=20

the following questions.
estion carries one mark.
yse the correct answer or write the correct answer.
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of the following is Govt. Pharma regulatory body?
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went act was passed in the year

) 2010
() 2013
[d 2016

29. What are the uses of Medical devices?
fa) Diagnosing
(b) Monitoring
(c) Preventing

T 1

30. The interval between two blood donations should be

ars is located at .

s of practical training in a hospital
st idents in the course of study?
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