
' /'/ - Qrl$oa! - lndcx No:
I

UNIVERSITY Ol- RUTIUNA - F'ACULTY OF' ALLIED TIEALTFI SCIENCES

D,EPAR-I'MENT O I.- P T IARMACY

SF]COND BPHARM PART II T]XAMINAI'ION - SF][''tEMBtiR 2O2O

pH 2223 PHARMACY r,AW 4I!p rrTHrCS (SEQ)

'l'lME: THREIi tlOtlRS

(,

INSTRUCTIONS

o There are six questions in the parts A arrd B in the SI:Q papcr.

o Answer all questions.

o No paper should be removed fiom the examination hall.
o Do not use any correction fluid.
o Use illustrations where necessary.

PART A

1.1 Define the term "borderline product" (10 marks)

1.2 Explain the criteria that yor-r will consider in evaluating borderline products fbr

registration. ( 40 marks)

1.3 Read through the following inciderrce-s carclullr'. Name thc rcspective legislation/s

governing each of theni. (50 morks)

I. Maxinrum selling pricc o1'ricc

II. 'frading beverages containirrg alcohol nrorc tlran l% b1,'r,oluntc to persons undcr

21 ycars ofagc

III. lmportation of veterinary nredicines

IV. Donation of cord blood

V. Labeling of a schedule II pharmaceutical proclLrct

VI. Cr,rltivation. conservatiorr and propagation ol'mcciicirral plarrts

Vll. Arrthoriz.atiorr to usc thc tirlc " l 'ttiLlt'ttc,trt'r'ti'

VIll. I:mplovrncnt olpcrsorrs unclcr.igtrt..',

IX. Promotion oicorlpctition ancl corlsLrnicr intcrcst

X. Maten-rity lcave lbr otllcc workcrs

01.

02. Describe the purpose/objectives of below, mentioned legislations.

2.1 National l\4edicines Regulatory.Authoritv Acr No. 05 of 2015

2.2 Food Act No. 26 of I 980

2.3 National Authority orr l'obacco and Alcolrol Act No. l7 ol'1006

( I 5 marks)

(15 morks)

(20 marks)
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2.4'l'he Consunrer Alfhirs Authority Act No.09 ol'2003

2.5 Ayurveda Act No. 3 I ol' l96l

(20 marks)

(30 marks)

{10 marks)

(40 marks)

(50 marks)

03.

. i.l t-istthreeitentswhichareregulateclunclerthcControl ofPesticidesActrro.33of 1980.

i 3.2 Name the licensing aurthority fbr pesticides.

(20 marks)

(10 marks)

3.3 Answer below questions in relation to the otllce of the licensing authority lor pesticides.

3.3.1 State the main firnctiorr of this otllce. (10 marks)

3.3.2 Briefly describe the major fbcus areas in implementation of control of pesticides act.

(35 marks)

3.4"A nominee./i'om the Nutionul Meclicines Regulutory Authority (NMRA) should be a

member of the Pesticide Formulary Clommittee" comment on this statement. (25 marks)

04.

4.1 t.ist fbur main legislations approved tbr the prevention and control of drug abuse in Sri

Lanka. (20 marks)

4.2 Brietly explain the objectives oltwo authorities established under the legislations

mentioned in 4.1. (40 marks)

4.3 Assume y'oLl arc a patcnt olvncr. Dcscribc yoLrr rights regardirrg handling yoLlr patent

(20 marks)

4.4 "lntellec'tttul pt'tt1tt:rtv pr()tcL'tion hu.s .scverul ytsitive impuc't^s:'. Justify the above

statement. (20 marks) 
/n

05.

5.1 Industrial sal'etyc'lir,'isiorrisoncol'thekeysegmentsoftl'reLabourDepartmentofSri

Lairka. Answei' belovi qucstions.

5.1.1 State the marn ob.isctive of the industrial sat'ety division.

5.1."). Briefl'y explain the main firnctions ot-ihe incirrstrial safety division.

5.2 Read the tollowillg sentenccs carefirlll arrd mark whether tme or talse.

'r Sentence

't'he shop and olljce cnrployees act is applicable to ailiniptoy..s *orki

irr a shop. ofllcc'or a lactory.
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II. NATA recontnlend nieasr-Lres in

drugs control board. lbr the eli

use.

III Any person above the age of eigJ

to take effect upon Iris death, of

IV. Atropine, its salts & their prep

Poisons opium and dangerous d

V. Containers lor poison & poiso

from ordinary containers.

VI. l-icense is not required to col

poppy, coca or henrp plants.

VII Provision of services fbr the

promotion of the health. acco

objectives of Department of Ayr

VIII No trader is allowed to elimi

that market.

IX. The customs ordinance has nothi

x. Every vendor o[' food shall if
disclose the name. address and

person from whom that vendor p

consultatiorr witlr tlrc nationil dangcrous

mination or nrinimizatiorr of illicit drug

ghteen years. may consent to the donation,

,f his body or any pafi thereof.

preparations are part I poisons according to

rugs ordinance.

,nr.,r ru,brii,lC"i should not Ue aiafere;t

le"t tf',.' seeds. pods. leaves and flowers of

treatment

rrding to

urvcda.

nute oi si,uitani iairy aamagi i Co*petiiorln

hing to do with provisions in tir. pooa Aci

so required by an authorized offlcer.

such other particulars reqr_rired of the

purchascd that food,

of disease. preservation

Ayurveda is one of the

and

key

i
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06.

6.1 Assume that you are requested to carry out a sLrrvey on a selected community to find the

factors associated with the poor medication adherer.rce by elderly people.

6.l,1.Write four ethical principles you should consider in conducting your survey?

6.1.2 Briefly describe three princ.iples yori nrenrioncd in 6. r . r .

6.2 List five uses of having a National Medicirral Drug policy lbr Sri

6.3 Write short notes on following...

6.3.1 The Ceylon Medical Council.

6.3.2 Importance o1'codc ol'cthics lbr pharrracists.

(1il'mirks)

(30 murks) 
"

[.anka. (10 marks)

(25 murks)

(25 morks)
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