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FACULTY OF SCIENCE & TECHNOLOGY
MPharma a Sem) EXAMINATION
JUNE, 2025

MODERN PHARMACEUTICAL ANALYTICAL TECHNIQUE
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(Tuesday 17-6-2025) % ' Time : 2.00 p.m. to 5.00 p.m.
Time—3 Hour_s_.': | ) - | o Maximu.m Mqus;75 | &
NB — @ Al quééfions aré'compulé{)ry.

(i1) Answer to the pomt only

1. 'Attempt the followmg o | 10x2=20
(@ State Beer-Lambert’q law in your oW ‘words. '.
&)  What is role of sample holder in IR spectroscopy ?
{c) leferentmte between FT-NMR and 13C NMR in terms of basic principle.
@ How does atomzc absorptmn spectroscopy dlffer from flame emission
| 'spectroscopy 2o : |
(&  What are 1sotoplc peaks ? =
(f) What is role of statlonary phaso in TLC 9
&) What role do ions play in the separatlon of ion-exchange
5 chromatography ? |
) Name two ‘types of detectors used in UHPLC.
(@) Ek What is X-ray powder dlff_r_actwn methed ?

[

Define glass trasnsition temperature (Tg) in thermal analysis.

B.T.0.

X940Y’?93032X94OY793032X940Y7§3032)(940‘{"793032'



B Yer PPM—01—2025

WT
2. Attempt any two : | ' 2x10=20

(@  Provide detailed overwew of the 1nstrumentat10n of FTIR
spectrophotometer |

(b) Analyze the apphcatmns of NMR specimacnpy in various fields.

{¢) Explam the chromatographlc parameters such as retention factor,
resolutmn and efﬁcmncy and how they are used to evaluate G.C.
_performance |

3. Attempt the followmg (any seven} _ | LI - Tx5=35
La, What 1S derwa’cwe spectroscopy ana how does it differ from traditional
& _UV -visible spectroscopy |

(b . _._-':"Dlscuss solvent requlrements. m NMR spectroscopy Why are certain

| solvents preferred over others ?

§ fc} E_)_{_plam process of elac_tron mlpac_t.mniz.atio_ﬁ.'and its typical applications.
 (di __,.f_"D.iscuss fcics of defectors i._r_x.._HPLC andexpiain’hbw UV-vis-detector

'worL.? i " ' ' | T

_ [é}: What are key fact;ors affectmg separatlon in get electrophoresm ?

H 'What is. rotatmg crystal tcchmque and how 1t 18 used to defermine

crystal structure ? '

- (g DISCHSS the advantages and hmltatlons of potentmmetrv in analytical
| - chermstry |
| (A Explam workmg prmmple of DSC. -
- j‘_-if.(i'). E_xplam pnn_clple and Workmg___mechanism of TGA.
PPﬁ’i;—?Ul—z_Q_ﬁfﬁ | : . . 5
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FACULTY OF SCIENCE AND TECHNOLOGY
M. Pharmacy (FlrSt Year) (Fzrst Semester) EXAMINATION ..
JUNE 2025 .
QUALITY MANAGEMENT SYSTEM

Paper MQA~102T

| (T.hﬁi;; cday, 19_;66' 2025}i_: T@e o ooﬁ - oﬁp m,:_:_.-?ff“.'-_’ ._
Tlme—,?, H-(mrs § : Maxzmum Marks—~——75
NB——- @ All que_stizons arecompulsory | |
J ("if.). A.r;_s_wjér to .thé point only
(6) :I_:_-f’ig‘ures_ _:_’c;i'}”.the nght i.ndicat.e':'..ﬁﬁl marks
1-.. . Answe'r the fgﬂbﬁ’ing .: : _ | "
| _(a'). Deﬁrié six SIgma |
(5) i ]jeﬁne’ qx_ieiﬁfy an_d’- ;ﬁlist j:he .-"&ifferer}_;.__"&imensions of quality.
© Dgf;;};strat_egy’ and goal. | |
- dy .:D.'e.ﬁne mternal cg_s,tb’r’ﬁér and ._:(;xtern_al. customer.
@ Yikoris customer :satis_fac.‘.ﬁ:i;ﬁ ?
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Define corrective. .a.:.c'fion . a.nd jjreventive - a_ction._ o
’\'Ientwn the accelerated, mtermedlate and 1ong term temperature

condltzon for stabxhty study

) Enumératez the---;different.!_tools and- _-t.ééhniQueS‘f of investigation.

_Deﬁne the dszerent zoneq of stab1hty study

Discuss.f;-_ﬁl detai_l_;fabout _ st_a__bility of _néﬁ?v drug. .product.

D1scuss in detaﬂ about evolutlon of quahty and ezght dimensions of

_. '_.quahty

Descnbe m detaﬂ process mvoh ed in Vendor quahﬁcatwn annual product

__ rev'lew and ba‘sch release
Sglﬂfe seuen_,:_{_jut of nine‘*: [ o 5 Tx5=35

erte in deﬁéﬂ about  NABL ‘?Qi‘t.iﬁcation;:

What _i__s:i"i;uahty -_:ménagement system ? Write in detail about different

pz_f_i__néiples_ of quality me{ﬁagemen_tj system.

“Explain the ISO 9001 : 2008.

Dzscuss mbmef abcut-___liahdling_- of market complaints.
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@)  Explain the ICHQS.

(h  What is customer pefcé_p’fibn ? Wr_i_?é'iilu;bfiélf"-éibout”i;he factors affecting
the customér péfceptiﬁin. | f | |

(z)  Discuss in brief about product recall.

(R)  Discuss in ‘brief about CAPA management.

() Explain various types of benchmarking.
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PRODUCT __-_D'.EVELQPMENT & 'TECHN.Oi;OGY- TRANSFER

MQA-104T

(Tuesday, 24-06-2025) A Time:2.00 pm.t05.00 p.m.

- Time—3 Hours R . - Maximum Marks—15

N.B. i—

@

All que_stibns are.'_‘éompuls ory

(i) Ar_l__s___wér to the point o_:iiy.

1. Solve a_ll_"the following : | Ni | 0 10x2=20

(@

®)

(o)

e

&

What do you mean by NDA ?

Define Tech];}.d_ldgy Tra_risfer,

What do. '_'yoil mean by Impurity proﬁii’ﬂg 7

Write a short note on co‘-’s'olvency-{ =

lee steps mvolved in drug development

: Enhst the techmques for btudy of crystal properties.

P.T.O.
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Give the challenges in new era of drug p__rodq_cts.
- Classify the _p}iérmaceuti_éal packa:gi_ng_; S

 Enlist the special equipment used in liquid dosage form.

Drawf-_-‘é 1ay01_1_t_;_.o'f pilot piant scale up _for'parénteral._ddsage form.

2 Soive an}’two Of"’-thé-- follo_i&iﬁg'f:- e o 2x10=20

_ What lb NDA apphcatmn ‘? leC'L’lSS in bnef about content and format

' 'ofNDA

Dlscusq m bme; about preformulaﬁmn stuches glvmg SpeC1a1 emphasis

| ~.on: Sclublhty partltmn coefﬁment and polymorph1sm

Sohje_f_any seven_._{“of the ._fqllow_ing ¥t 1 N - Txb5=35

_(_a")"

(B

(&)

. What are aseptlc packagmg systems 7 What are advantages and types

__of aseptlc packagmg svbtems 'f‘

Descrxbe procedure for ﬁhng of ANDA in Indla

_What is the concept of solubmty ? Explam any fwo methods to enhance

; -"'g.,"'solubzhty in detaﬂ

_lee 51gn1ﬁcance of pﬁot plam: scale up - Discuss steps involved in pilot

__"_--plant scale up for sohd dcsage form.

.Deﬁné.f medic:_a_l__--:device _p_a_ckag_ing with its quality control tests.
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) Write about varioﬁs'. (jualitatii#é'énd quaiiﬁtative _-_ﬁ;lédels for technology
transfer. . . | |
(§)  Elaborate various challenges occur during the scale ‘up of new product
development.
(h) . Write in detail about :fdimula,.-e_qﬁipment. ,pfbbess, stability and quality

_control of semisolids. §

@)  Describe the 'péckaglng‘.of pharmécéutical-s 'émd matérial us_e'd.for

o p’ackaging.- -
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