' — Code No. : 2611
PHARMACY LAW AND ETHICS

Time : 3:00 Hours] : [Maximum Marks ; 80
NOTES:
) Attempt all parts. . P
ii) Sllm_dcnls are advis_cd to specially check the Numerical Data of question paper in both versions. If there is any
d|ﬂcfrcnce in Hindi Translation of any question, the students should answer the question according to the English
version,

i) Use of Pager and Mobile Phone by the students is not allowed.

PART-A
{Long questions)
Answer any six questions. Each L]l.lt‘;.RII'Ol-‘l carries equal marks. (6 x5=230]
Q1) Whuote a note on registration of pharmacists.
Q) Give the constitution and functions of Pharmacy Council of India”” "ﬂ'f

Q3) Discuss various powers of drug inspector as per Drugs and Cosmetics Act 1946
Q4) Give the offences and penalties under Narcotic Drugs and Psychotropic Substances Act. 1985,
Q5) Whatis Food Safety Officers? Write the powers of food safety Dfﬁcey

E ]

Q6) Describe the ethics for Pharmacist in relation to his job during his service.

Q7) What is hospital waste? Give the methods of disposal of hospital waste.

PART-B
{Short questions)

Answer any ten questions. Each question carries equal marks. (10 x 3=30]
Q1) Give the recommendations of Drug enquir’y committee.
Q2) What are the duties of the PCT inspectors?.
Q3) Define the term as per Drugs and Cosmetics Act 1940:

a) Drug

b) Cosmetic

c) Qualified person .
Q4) Wrilc a note on schedule N, & )
Q5) Write a note on loan licence.
Q6) Give the classes of advertisements which are prohibited under the drugs and magic remedies.

{Objectionable adventisement) Act. 1954
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Q1) Write the functions of hlood bank.

PART-C

questions) [20 x 1

{Objective type

Answer all questions. kEach quiestion carrics cqual marks.

Q1) The Pharmacy acl was caine into force on 4" March

" a) 1947 by 1944
<) 194% d) none
Q2) The first PCI was constituted in the year . &
Q1947 by 148~
c) 1949 d) none
Q3) The Drugs which are imported under the names of other drugs are calledas
a) Adulterated drug b)™ Misbranded drug/
d) None

<) Spurions drug

Q4) The schedule of standards for cosmetics is
a} Schedule C
c} Schedule R

b} Schedule )d
d) Schedult'™s

Q5) Diacetylmorphine is also known as __ -
a) Ef:gonine{
c} Heroin

b) Cocaine
d) nonhe

Q6) The prevention of cruelty to animal act was passed in the year

a) 19607 _ b) 1961

Q7) Food safety and standards authority of India has been established underFood Safety and Standards Act
a) 2004 by 2005 ——
o 2% 2007

QB) Food and adulteration act, was passed in
a) 1953 b) 1954
<) 1955 d 1956

!
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The price fixed by the Bovernment for a new drag under paragraph 5; is known ag
c) Both (a) and (b) d) None

The first national list of essential medicines of India was prepared and released in
a) 1904 . by 1995
c) 1996 dy 196

e means scientific discipline that compares the therapeutic value of one pharmaceutical drug or drug
therapy to another -

u} Pharmacoeconomic b) Pharmacodynamic

c) Pharmacokinetics » d) l'hanmuwigilmv
The rules of human conduct hil‘lding {o all persons in state or nalion is called . (Ethics/Law®
- Py

If the pharmacist is making an attempt to capture the business of fellow pharmacist is said to be S

{(Cut-throat competition/ clandestine arrangement)
A 12 weeks pregnancy can be terminated with the consentof , (ZRMPS#SRM%}

L is any distinctive word, phrase, logo, symbol, design, picture, styling or a combination of one or more of
these elements.
a) Patents b) Trademark

c) Copyright d) None

Ministry of health and family welfare has notified the “New Drugs and Clinical Trials” Rule, 2019 on, .
a) 23 March 2019 b) 24" March 2019

c) 25" March 2019 ? dy 26" March 2019

The blood bank unit shall have a minimum requ®ement floor area of

a) 10m? b) 50m?
¢) 100 m? _ d) None
|

_is a statc of the art technology for safe disposal of medical waste.
a) Plasima Pyrolysis ’ b}  Inenization
¢) Incineration/ dy Microwave irradiation,
The disaster management act was passedtin .
) 2003 b) 20050
¢ 2008 d) 2009

The medical devices involving low risk levels are cateporized under .
a) Class A | b} ClassB
c) Class C ! d) Class D
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NOTES:

i) Alternpt all parts. in both versions

i) Students are advised to specially check the Ny grical Pata of question pau{r:qwion according 1 the English
difference in Hindi Translation of any question, (e students should aniwet
version,

@ Usc of Pager and Mobile Phone by the students ix ot allowcd

PART-A (6 x8= 301
Answer any six questions. Each question carries equal mark,,
Q1) Definc and classify sale of drugs a3 per Drugy and C osmetics Act 1940. Write about retail sale of drugs-

Q2) What are the objectives of Patent Act 19707 Write in shory ahout procedure lo get the patent.

Q3) Write a shont note on goy one of the following : P

a) Education Regulations

b) Brand Vs Generic medicines

Give the bonafied reasons for termination of pregnancy under medical termination of pregnancy Act 1970.

What do you understand by code of Phamaceutical ethic, 1 write in bricf about ethics for pharmacist in relation to his job.
Write the objectives of Drugs Price cuntrol Urder 2013, Hy,y, will you calculate the ceiling price of scheduled formulation?
Wirite the constitution of pharmacy conncil st India,

Q4
Qs5)
Qé6)
QN

PART-B
Answer any ten questions. Each question carries equat marks,
Q1) Explain the role of Central Drugs Standards Cuntrol Otanization (CDSCO).
Q2) Defincthe ~advertisement™ or "magic remedics® 88 per €N -ctionable advertisemunt Act 1954,
Q3) Write the functions of drugs inspector |
tony  tiefine "Aduturated Dra s as per Dirugs and Coammucs Vi 1940,
Q5) Wi sdonrote on Poison Act 1919,
Q6) Write in brief abet schedule C and C .
Q7))  Write shor note on clinical trials.
Q%) What is repacking license?
Q9 Give qualifications rvv uired for Govern:u=nt Analyst.
Q10) Wha! are the objectives of consumer protection Act 201
Q11) What are the sal.ent features of clinical establishment Ac: 2010?

[10 % 3 =30}

PART-C
Answer all questions. Each question carries equal marks,
Multiple Choice Questions/Fill in the bizaks/One word/Onese sience questions.
Ql) Meciformin drug comes under which of the following sy Jules?

[20 =<1 =20]

Y| Schedule Cand C, TR Schedule G
.-. :::<-I ’
‘ ) Schedu's H _ % 4)  Schedule K
Q2) Recomiuend. 1 lemperature for storing the product ag .ﬂ{]ﬂ“, is
Q) PC-8C ' "L) KoC - 15°C
zj 15°C-25 . Above 25°C
Q)  Schedule M descsibes which of the following? :
8) ‘it:l.nd.nrds for surgical dressings Good Manufachuring Practices
) Lite Period of drugs ionc of the above
Q4)  Which of the following is the full form of FSSAL? ; Nonc e e
:: Fire s::::y && sample Authority of Indig by  Fire Safety & Standerds Acthority of India
05 oot ; y & sanitisation Authority of Indis ) Food safety & standards Authonity of India
iptimumn dose of therapy 1y determined in wi ine ol f clinical trials?
9 Phael which of t,. following phases of cliny '
¢} Phaselli by Phasel
di Phasc IV
F-4981 (RT.O.)
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in India?
; following s the drug regularon > b Foods,
) Which of the Organisatioo _ foty & Sia .
o a) Central Drugs Standard Control 4 Food ang Dru "d_"dlﬁmlmmy of India. .
Pharmacy council of India ected by * hich g Administration.

<l " rPCl six members & € of the following?
Q7 Among the elocted mombors © b Mcy

(4] Al

eotral Laboratory is situated &t ____— R |

g‘:’: ipma?f:ich dependent on narcot drug of prychotrople; Tug Is known &3
QI0) Wha: is sclwdusie G:_w o weply for the ticcase of retail sale of schodule C and C, drugs.

or Famrrrt IO
Qi) Advertisement of drug ‘
Q13) Pharmacy Act was implcmented in the ycar

QI4) Write the functions of blood bank.

Q15) Disaster Management Act was passed in the year

Q16) Write the full form of CPCSEA.

QIT} Methods used for the treatment of biomedical waste are and
Q18) The minimum qualification for the registration of ph: rmacist is _
Q19) What is bioethics?

Q20) Writc the full form of DTAB.

ciziming cure of cancer is .
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pART-L
(Objective Type Questions)
s ol queshon carmies equ al marks. [20x1 )
wote ; AnSWer all queshions Eachq
k ail B Ty
0l pCl s t\:mmul.utl.d a5 every ——— o . ) . ..:
oy 1 yed! (b) 2 years j i by .
| - of analysisare et E—=——"
1 The dI‘J'E:‘-mﬂD\'-":\ taken by the drug Inspeciot ‘
) (v) Drug controller of India
(a) l}i.ﬁ't"num!ﬂtﬁnﬂl‘fﬂ
' () Chemical analyst
(¢) Teshig laboraones
Q3. he aembersof DTAB nold the office for aperiodol ____—
(ay dyears (by 5§ years (c) 7yeam (dy 8years
(4 ate examples of Norcone Drugs.
(a)  Opum (by Coca (c) Hemp. )y Allofthe above
Q5. Display signboard or nolices by & regisic red medical pr L’m.tlumh:f on his F& fall under
{a) Regular advertiserment {b‘) m F;ﬁm:m:d ad¥
{e)  Exempred advertisciienl {Ji Protibil fﬂ&jﬂh et
6. Any announcament made orally arby m:-m;nfpmiud@\& iransmmitting light, sound or 4
15 known as
—— U N\

{F] Order fhj Committment fL}L’rﬁHL‘I! ub {{t} Amm
0.7. may regulate the possession anét&uh: of any specified poison.
fa)  Central governmeni A " (b)  Poisons control authon
(c)  State government '\'\ : ]
(d)  Poision rehabilittion burcaw.
Q.8.  The code of cthics of pharmacy 15 developed by
@ Pl b SPC 0 MA@ Deal
Q9. A consent of 1s required for termination | egna
. — of pregnancy of 20 weeks.
Doctor holding MBBS degree (h) Gynaecologist

(€} Doctor holding MD degree i |
: (d)  Two Registered Medical Practitioners
(.10, The head quarter of CDSCO is located in : T l

(@) Mumbai (b)  Kokata (¢)  Chennai

323Xy -






