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__ OM—01—2026
FACULTY OF SCIENCE AND TECHNOLOGY
&Ph;rm- First Senithier) EXAMNATION
.. o uly, 2026 |
MODERN:.__PEARMACEUTICAL ANALYTIC AL TE C}E‘JIQ[}E
. >

(Wednesday, 1-7-2026) _' _ Time: 2.00 p.m. to 5.00 p.m.

- Time—3 Hours | . ; Maxzmum Markg#TS |
-N’_B'... — @ Al qq:_e'slti;ns are r-'comi)ul_sp_ry.
| _ .(ii) Wnte the answer tcl-t_hé point only.
@) F}gures tothe right.in'dicate full marks
:_.l Answer the_-_foﬁbwing _questi.cans_: _ & . 10x2=20
(@) Naﬁle twa .c_m-m.:aon appiicaﬁons' of UV—spectroscopy.
®) | .’.Whai.:_ are que__n‘g:’ﬂérs and'. ﬁow do they inﬂuence fluorescence
meaéﬁfemez}tg ? |
(c) __ What alz_jé.'._.'quaz;tu_lﬁ nunjbje'r's. and how do they relate to NMR

spectroscopy ?
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(d)  Enlist ions formed in mass spectrum. -
(¢) = Define the teﬁn.‘catiop; éxchanger" and amon exchanger.
() List of wwo :.applicatisﬁ of GC.
-(g)l W}xat' d:o. you___zﬁé’ant by fi*etention‘_-iﬁe’ in _cﬁromatog_féphic terms ?
() What is. role of mqb'ile phase in HPLC ?
_(i)""”.:'.” What 1s pm‘pase of using buﬁ'er. in electrophoresis ?
What are thermal_trénSition in the context of thermal mchﬁEQHes ?
Soi'v'é. any t_wb..:: e | “ | 2x10=20
(d) i State Beer-Lamberts Iaw, mciudmg 1ts mathemancal expre.ssmn,
":"'hmlta:on and practlcal apphcatmn in quantltatwe analySJ.s
()  Discuss in_detaﬁ steps involved in HPTLC,
(¢  Explain 'thé working principle of quadrupole and TOF analysers * in
| maSs..spectr_oscepy. D’iécuss ti'_;eir. appli__cations and perfonﬁance
:'_EharacteriSﬁics. .
gﬁfé.mpt an'y""séven : | ) .. ; | Tx5=35
__..CS?npare_____c‘ii::spersivle:;--and FITR"'-"s.pectrometer. "
(b):" Discusé'. .'.solven_t réqllire;nents in NMR spectroscopy.
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@ Explain. prmc1p1e of AAS and gwe the role of HCL
(d)  Discuss dxffereﬁt columns used i in GC |
(&)  Compare and coni_:r-’aét ESI and MAI_DI
b Disc_u's.s. the rql'_"ed.of deteqﬁr in HPLC and e:_ijilain how UV-detg@rs
works. | R | |
© What are adva_z_}_tages of capﬂlary e}eé&ophoxje:sig over_i__;ra&itinoal____ _gel
.. electrcphorgsis. . |
(k)  Discuss the diffe_:_*eiﬁ:. types of crystals that can__bé studied usmg X-ray |
diffraction. | . )
| (&) ._ Compare and contrast the advantages and &sadv@tages of DTA in
thermal analysm ; o
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This question paper eontains 3 printed pages]
OM-—16—2026
FACULTY OF SCIENCE AND TECHNOLOGY
M.Pharm. (First Semester) EXAMINATIQN
| July, 2026 |

QUALITY MANAGEMENT SYSTEM

{(MQA-102-T)
- {(Friday, 3-7-2026) | - Time : 2.00 p.m. to 5.00 p.m.
Time—3 Hours | Maximum Marks—175
N;B. — () All gquestions are compulsory.

() Figures to the right indicate full marks. |
(izz) Answer to the point only.
1 Solve all of the following : 10x2=20
(@)  What are advantages of Benchmarking .?
()  Expalin quality measurement in manufacturing
{c) What is Quality by Design (QBD) ?

(d) What is CAPA ?
PT.Q.
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(e}  What is risk assessment ? e £
H What are mission and vision statement ?
{g) What is customer satisfaction ?
h) Explain 00S.
) What are OSHAS guidelines ?
) What is O0T ?
Solve any #wo of the following : 2x10=20
{a}  Explain in detail WHO-GMP requirements.
(5)  Describe ICH guidelines for stability testing of drug substances and
drug products.
{c) Explain in detail pm’ncﬁples of six sigma.
Solve any seven : ' Tx5=35
{a) Discuss different types of Benchmarking
{6)  Describe NABL Certification and Acereditation.
{c) Explain the concept of self-inspection.
{d}  Write a note on pharmaceutical quality management.
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{e} Define SPC and give its importance. " o

) Discuss models of cost of guality.

{g) Give classification of customers and explain c;;sfomer behaviour.

{h)  Explain 130-9001 quality system.

() Describe in detail knowledge 'management.
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FACULTY OF SCIENCE AND TECHNOLOGY
M.Pharm. (First Semester) EXAMINATION
July, 2026
QUALITY CONTROL AND QUALITY ASSURANCE
(MQA-103-T)
{(Monday, 6-7-2026) Time : 2.00 p.m. to 5.00 p.m.
Time—3 Hours Maximum Marks—75
N.B, — (i} All questions are compulsory.

() Figures to the right indicate full marks.
{tir)  Illustrate your answer with neat sketch wherever necessary.
L. Solve any ten of the following : 10x2=20
(@)  Define GLP.
{6y  What is GMP ?
(c) Give personnel responsibilities in a pharma industry.
(d¥ What do you mean by IPQC ?
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(3] Enlist quality control tests for contamers and closures.

H Explain threedier documentation.

{g}  Give the difference between specifications and test procedures.

(k)  Define Mix-up and cross contamination.

@ What is process deviation ?

) What is salvaging ?

Solve any fwo of the following : 2x10=20
(@) What are CPCSEA guidelines ?

G) Discuss in brief about EMEA.

() What is DMF ? Explain types of DMF.

Solve any seven of the following : Trb=35
@}  Describe sanitation of manufacturing premises.

{6y  Explain drug product inspection.

{c) Give in detail account of batch manufacturing record.

{d)  Discuss quality audit.

(e) Explain IPQC tests for parenterals.
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{H How analysis of raw materials is carried out ? =
(g2  How sterile areas are maintained in pharmaceutical industry 7
{R) Discuss .ro}e of good documentation practice in | pharma
industry.
@ Explain the concept and evelution of guality.
OM—30—2026 3
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OM—44—2026
FACULTY OF SCIENCE AND TECHNOLOGY
M.Pharm. (First Semester) EXAMINATION

July, 2026

PRODUCT DEVELOPMENT AND TECHNOLOGY TRANSFER
(MQA-104T)

(Wednesday, 8-7-2026) Time : 2.00 p.m. to 5.00 p.m.

Time—3 Hours Maximum Marks—75
N.B. — () All questions are compulsory.
| (if) Figures to the right indicate full marks.
(iiz) Draw structures wherever necessary.
1.. Answer the following questions : | 10x2=20
(@) What is impurity profiling ?
(b) What is secondary packaging ?
(c) What are the ideal properties of containers ?
(d) -What is process validation ?

(e) What is SUPAC ?

PT.O.
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(" What is stability testing ? \“‘TF m /J
(g) What is technology transfer ?

(h}  What is co-solvency ?

(@) Define post approval change.

(7) Draw the layout of pilot plant.

Answer any fwo : 2x10=20

(@) Explain in detail methods to improve solubility of drugs.

(b) Elaborate on the new era of drug products. What are opportunities and

challenges does this bring in product development and technology

transfer ?
(¢)  Describe in detail manufacturing techniques of large scale.
Answer any seven : | : Inb=3h
{(a) Discuss product registration guidelines of VSFDA.

(&) Describe in short different types of pharmaceutical packaging materials.

© Describe post-marketing surveillance of a new drug.

d) Discuss container closure integrity tests and quality control tests for

packaging systems.
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What is a “supplemental new drug application” (SNDA) ? When'ignit- =

needed ?

Write short notes on :

(@) Aseptic packaging systems
(i)  Medical device packaging
(iif) | Enteral packaging.

Explain scale-up challenges for solid dosage form, when moving from

pilot plant to commercial scale.
Explain surfactants and their role in improving solubility of drugs.

Differentiate between qualitative and quantitative models of technology

transfer.
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