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LQ—07—2023

FACULTY OF PHARMACEUTICAL SCIENCE AND TECHNOLOGY
M. Pharm. (First Year) (Second Semester) EXAMINATION

JULY/AUGUST, 2023 .
(New Syllabus)

HAZARD ANIJ SAFETY MANAGEMENT

(MQA-201T)
(Tuesday, 11-07-2023). i Time : 2.00 p.m. to 5.00 p.m.
Time—3 Hours _ Maximum Marks—T5
N.B. :— () All questions are compulsory.
(i) Figures to the right indicate full marks. |
1.  Write the answer of the following : . 10%2=20
(@) Define fire and explosion.
®). Which tools are used for risk management ?
()  What is an ecosystem ?
(d  Which are the combustible gases ?
(e) - Write the role of ‘decomposers in an ecosystem.
() Hcm' many steps are there in ‘effluent treatment ?

@ -

Enlist self protective measures against workplace hazards.

P.T.O.
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(k)  Give the principles of critical hazard mﬁagemgﬁf-sﬁteg._
() Write an importance of rehief valves.
o) Write the ral-;a of gc@hbem. 3
Write the an;_‘»ﬁer two qu.esﬁnns S 3 2x10=20
@)  Discuss the -Qechmiéal, electrical and thermal ST W
| ﬁiscusa'any one types of Hazards ia detail,
(®) Wnte about fun(’:‘t.mfn of producers, consumers and éemn;pqsers in an
.‘ emsystemnescrihethemnceptnfanmaystem )
(¢) What is Prehmmarz,r Haza.rd A.nalysis ? D&meethe mtlcal ilaza:rd
__..___iﬁanagement system
Answer any seven. fqi;estiunfsﬁ_}: e _ Tx5=35
@ _Give the detail about sources and problems associated with mineral
(b _.J_'Descrih.g_-renewahle'resuurg:eéz and its associated problems.
_![c} Explain structure and - function of ecosystems.
(d) ._;Wnbe a shm't note on mamtenanm of air circulation in sterile and non

sterile mdusmes
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{e) Explain Industrial hazards and wnte prefvenhve ‘measures due to .

fire accident.

) Mention the snura:es ofdmenucal hazards mldthen' mevenuue measms

(g) Explam management of mmbusﬁhle gases and tamc gas.-es

(/) ExP]am su.lphonatmg hazard and orgamc snlvent ha,zard in hnef

@) .-;%aj: are- the elements of‘ safety programme and explam safety |
management ? o . o

(ﬂ ;Explam haza.rds a:mi safety measures due to me-:hamcs] and eleetncal

4 eqmpments useﬂ in Pha.rma mdustry

DIIFBSSAAFCO69BOEEBOGTSF 1 AG66469



This question paper contains 2 printeﬁ pagee]Iu

(Thursday, 13‘467-2023J_

LQ—17—2023

FACULTY ’U'F SCIENCE AND TECEJ‘TGLOGY _
M. Pharma {Seeond Semester} EXAMINATION

JULY#’AUGUST, 2023

PHARMAGEUTIC&L QUALITY ﬁSSUR&I‘iCE

Paper MQA-EQZT

(Pharmaceutmai Vehdatmn}

“Time: 2.1}1} p,m. to E.ﬂﬂ p.m.

Time—3 Ho urs

N.B.

All questie;ns are. Ec-mpuleei*},

Anewer to the pemt onI]r

Flg'uree te the nght 1nd1eate ’Tull marks

1 Sdlve all oF the feﬂewmg

| (a)

®

= {C}

@

@

@

:__ﬂ ::l::fz)

@
o

.'-What 15 valldatmn master plan ?

Whet is operatmnal quehﬁcatmn ‘5'

Deﬁne treedmerke thh examples

Whet 1:-; user reqmrement epecxﬁcatwn T8 :

Enhet eny f‘our ICH quehtv gmdehnes

._-_:Wnte etl:u.es in patentlng

Whet is DDP test 7

‘Whet is vendm‘ cer’eaﬁeetmu ‘?

Give ap}:'heataene nf HPLC

Whet is mecha fill teet ?

9BIS0CASFDA043AT4SDFCSEACFBYSCD]
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2.  Solve any two of the foliﬂwmg ‘-'f': 2x1t} 20-_'3"

(a)

®)

(e)

Describe the valldatmn uf‘ HVAC system

o \

o

How to quahfy Equlpments ? ‘What are the steps for the quallﬁcatmn'-"\' .
of equ:pments P ' o : :

Dr&mgs mmputer system’ vahdatlon

3.  Solve any seven o‘f the fallﬁﬁing ; Tx5=35

@.

®)

(c)

)

e .

@

el

O
" IcH

Dzscuss cleamng valldatmn in phannaceutma.l mdustr}r

Explam the smpe a.nd nhjectaves of 1PR in pharmacy

'Blscuss pruslaectne and retrnspechve pro-ceﬁs vahdatmn

What are mntamma,nts ? Hn-:r_.r tt:- rmn_:m‘:se cross_-'contamﬁhtion ?

:'Dmss vahdatmn paramebers mvulved in granu.latmn and compression

uf tahlet ma_nufacturmg

__-Explain .impona.m'e' of traim'ﬂg in phﬁrmaceﬁti'cals.

Descﬁhe quallﬁcatmn of mssolutmn t.exh apparatus

_Dlst:uss vanaus steps in PGT ﬁlhng

Enhst am:i explam parameters f'nr analjrtlcal method validation as per

LQ-—17—2023 e & 2
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LQ—27—2023
FACULTY OF SCIENCE AND TECH’NOLOGY

M. Pharma (Second Semlﬂite_r] EXAMINATION
JULY/AUGUST, 2023

PHARMACEUTICAL QUALITY ASSURANCE

MQA 203T -
(Audits and Regulatory Compliance)
(Saturday, 15-7-2023) - Time : 2.00 p.m. to 5.00 p.m.
Time—3 Hours ' st _ Maximum Marks—15
N.B. :— (i) All questions are compulsory.

(i)

(ii)  Figures to the right indicate full marks.

Answer to the point only.

A}':;swer the following : = . 10x2=20

(@) What are the basic objectives of audit ?

(b) En]:st in process quality control tests for ointment and cream.
(c) What is ¢cGMP ? |

(d) . Give advantages 61' audit.

(e) W]:_t.at is Regﬂatoq audit ?

" Give the unpnrt.a.nce of record keeping.

)  Differentiate between QA and QC.

(k) What is pharmaceuhcal quality system ?

() . Enlist ﬁnmhed quaht;r measures for packaging materials.

9

%ﬂt is clean room ?
2 P.T.0.
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2. Solve sny two of the following : - | 2%10=20
@  Describe the points to be considered Wl'nle auditing the HVAC E}’:‘stem
() How to control raw matenals‘? Explain vendor. aﬁﬂit in detail.
(e) What is purified water ? Explain various steps involved in auditing
of water for iﬂjéctim system. 3
3.  Solve any seven of‘ the fulll;wing 3 : S | " 7xB235
@I How is perform audit in the bulk pharmaceutical industry ?
(b) Explain audxtmg of quzllty assurance department. .
| (c) -:Desm.be purpose of an Audit in Phama.l:euhcal Industry
(d) Explain auditing of weighing and warehouse stocks.
(e) | __-Dmcuss pla:lmmg process of an audrt
73] Explam :mpurtance of training in pharmaceutlcal mdustry
~(g)  Discuss reg‘ul&tﬂry re::juirerqents for s_terﬂe production and packaging.
(k) ~ Explain role of ETP in pharmaceuticals.
@)  Discuss audit in dry Rrokictien, G

2) & 47 [LQ—27-2023
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LQ—37—2023
FACULTY OF SCIENCE AND TECBNGLGGY

M. Pharm (Second Sem&ster} EMNA.TION
: JULYIAUGUST, 2&23 ;

PH&RE‘[ACEUTICAL MJ’FACTURING TECHIMOLGGY
Paper MQA 204T
(Tuesday, 18-07-2023) - Time : 2.00 p.m. to 5.00 p.m.

Time—3 Hﬂms i : : s o Mazximum Marks—15
o R AIE-"Question's" are COﬁpuISQI'}'-: ’
{ii} Answer tn the pumt 0111}"
(m]f Flgures to the nght Lndmate fu]l marks

1 Answer a]l ’l:.he quesnons : -3 i _"1tffl>¢2=2l}
oL (a} What is meant i}y rnutmg a.nd laad.mg 2 |
(&), Give the prmclple of aseptm prucess t.evchnﬂlﬂgy
(c} Dlstmgmsh hetween Hard & Snft gelatm eapsde
| d) - .'What dﬂ yuu mean h}r ﬂemble pa:lmgmg 7=
© " What is an 7
(f} ___Wnte unp-ortance of scheduhng in plemt layout designing.
(g) g:-:zi'-wWhat is proceas autumanan in pharma industry ?
A (h} Euhst IPQC test fc;r non- steri]e solid dosage form.
o '.-.Wnte advantages and dlsa&vantages of Glass containers.

@. How PAT as a dnver for improving quality and reducing cost ?
x A 9 ; P.T.0.
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2. Long answer questions (answer 2 nut uf 3) " 2x1ﬂ-20'€:::
(@)  Explain manufa:tunng ﬂuw cha.rt and IPQC test for stenle omtment
and susPEnEmn > : : r ;

() Write in detml ahout the quallty assurance of Glass contmﬁers

{c) What is QbD and PAT 7 Discuss vanous elements, tools and cnnﬂepts
in pharmaceutma.l practices.

3.  Short answer questmns {Solve any 7 out {}f 9} . = '?:-:5:3'..":';
(@) = What are the vanaus documents needed ta he produned for gettmg
| Lmence fnr API or fnrnml&tmn mdustry ?

--.':'.:(b} :.Wnte a shurt nute ‘on IPQC fur dry puwders
(c) Expiam prablem encﬁuntered Whlle matmg of tahlets
{d] Descnbe in. shm‘t dlﬁ'erent factors affectmg selectmn of packagmg
(g}-.{. Wnte .current appruaches and hmltatmns"'i:nf QhD
(f) Gamment »nn t.he Vanﬂus fa.ctors respunmble fur the selection of plant
: 5 locatmn : ¢
Eg} Explam spheréﬁmers and marumenzers
> (R) '_'Comment on Dn;g—Plastm Iﬂteractmns |
[L} Wnte a nube nn advanced stenle pruduct manufacturing technology.
LQ"_-_;ET_E-:}_E;J,"’:- > 2
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