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M.B.A. Semestcr_III Examination
(New Course)

PRODUCTION, MANAGf,}IENT I}I PHAR}IACEUTICAI- INDUSTRY
Paper-MBA/3S03/pH

Time : Three Hours] l]laximum Nlarks : 70

Note :-(1) ALL questions are compulsory
(2) Figure to the dght indicate fuil maLrks.

SECTION-A
L (a) Explain the signilicirnce ofgood manul'acturing pmctices..A.lso discuss imponsnr processes

in manufacturing Phamlaceutical Products. l1
OR

(b) Wtat do you undcrstand by the term Product recalls ? ExplaiD in dctail the procedurc
for product recall. 14

SECTION-I]

2. (a) Deirne Validatioo. Explain the importaace of validation. 'l

(b) Suppose you are working as a warehouse in-charge in ,{BC Pharma PvI- Ltd.
What procedure willyou follo* in casc ofrctuIl1ed drug products and their disposition ?

,7

OR

(o) Explain the importance of testing and rclcasc of Iinished products. 1

(d) You are r.r.orking as a pharma consultant and a newly start pharma companv waDts lo
develop qualilicalion protocol. As a Phama consultant hor,r will you assist Pharma

company in this regards ? JustifY. 7

3. (a) Explain how principles of layout plays a significant role il secondary pharmaceutical
production. 1

(b) Suppose you arc workiog as a Production Manager in Pharma Company. You want to
make the Production unit fully automated but the management is not infavour of
automated Production unit. As a production manager how will you convince managemcnl
in this reguds '! 7

OR
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(c)

(J)

(a)

(b)

(.t
(d)

Explain in detail the signiticance ol Packaging Opelations. 7

You are lvorking as a production manager in Neco Pharma P\1. Ltd. Horv as a production
manager r.rill )ou takc care of fte operating environment wirhin Ncco Phama Pvt.
Lld. I Justi.ti 1

SECTION-C
Discuss the role of QLralir,," Cootrol depafimeflt for Pharma company. 1

Explain in detail nrethods of Quality' assurance. 7

OR

Explain tle :ole and significance of R and D depanment in Pharma company. 7

Discuss the rcqrircmcnts and interpretation oflSO 9001 : 2000. 1

SECTION-D
Safel and health principlcs are universal, but how much action is needed will dcpend on
rhe size of lhc organization, the hazards presented by its acdvitics, the Physical characterisrics
of the oiganisation, ProCuct or se ices, and rhe adequac) cf its exisring affangemcnls.
Nlnny of fi. ieaturcs of eflictive salery and heahh management are enalogous to rhe sounC

managemcnl practiccs idrocated by proponens of qudity management, e[vironmental proteclion
and busilcss e\callence. commercially successt-ully companies olien excel at safet) anC

hcalth maneqement as r,vell precisel;- because they apply the same eflicienl busincss expertise
to $fet) xnd hcalth as to a1l other aspects of their operations. Organisations that manage

safeE and heaith successt'ull,v invariably have a positive safety culrure and acrive safet)'
consullation programmes in p1ace. Successt'ul organisalio11s can establish and maintain J

cuhure thai suppons saGty and heahh. Phannaceulical producrs bcing \.vhnt they are, dcaling
lvirh rhc hcalrh and healing ofpeoplc, are subjected to rigid conlrols and stringent rcgulations.
Safetf is oi paramor-rnt imponance. A product even 1f it is a major eamer tbr a company or
a prodlrct group that is growing rapidll, if considered unsafe may have to bc wirhdra{h. lf
the govemment decides that the producr or category iBelf is not safe enough or is ioarional,
it may ban lhe use of the Product or Producr category as lhe case may ce. Pharmaceutical
marketeers rherolbre should monitor closeiy the changing trends ol products and the line ol
thcrapy not merely at the domestic level but on a global lcvel. The Pharmaceutical companies
in developed ;!nC advanced counlries closely watch thcir producrs in terms of safety atrd
efficacy.

(a) A.nalyse the case and idenliiy thc key issues involved in the casc. '1

(b) Considering the abo!'e case why Safery'Hcalth and Enyironmenl (SHE) managemenl
system is impcr'tant for Pharmaccutical industn ? Justili your answer rvith reasons.
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