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Time—3 Hours Maximum Marks—75

MB. '— (i) All questions are compulsory.
(ii) Figures to the right indicate full marks.

(iif) Answer to the point only.
1. Answer the following questions : 10x2=20
(@@ What is Bragg's equation 2
(b)  Write importance of isoelectric focussing.
(¢}  Write application of AAS.
(d)  Write relationship between dipole-moment and molecular vibrations.
(e) Give the factors affecting fluorescence.
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4y Enlist different types of signals obtained in NMR.

(g)  Enlist different analytical techniques used ﬁr drug excipients.

(k)  Write various detectors used in GC.

(@) Write the principle of isoelectrophoresis.

() Enlist various electronic transitions by absorption of UV in molecules.

Answer any fwo of the following : 2x10=20

(@  Write in brief about conventional and F.T.LR . -

(b)  Write role of UV, IR, NMR and MS insﬁctural elucidation with suitable
example. i

{e)  Write in d;atail about instrumentation, principle and applications of
HPTLC.

- Answer any seven of the following questions : Tx5=35

(@  Write a short note on Immu.noele:,;.tropharé.sis.

() What are fastors of IR influencing vibrational frequencies ?

(¢)  Explain with example spin-spin coupling and J constant.

(d) What do you mean by cut-off wavelength for UV solvents ? Give its

importance.
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(¢)  Discuss various rules which are helpful for prominent peak in Mass

Spectrum.
) Write a short n{:—te_.uﬁ ion e_xf:i:.ange chromatography.
(g)  Write comparative advmtaées and:ﬂisadv@fages of GC.
(k)  What are the factors mﬂuenmng fluorescence ?

() - Write principle and applications of X-ray diffraction.
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“N.B. — @) Al questiaﬁs are compulsory.

(i) . Answer .;o the point 0_1.11_:','.'
(iié} Figures to the right--iﬁ;.licat; :_ﬁil marks.
| i 5 o Answer the fo]lqﬁix;xg questin;ns T s : . 10x2=20
@ What s preformulation ? .
®)  Define large volume parenterais.
© .Git:_re the app_ﬁeaﬁun of factorial _dé.s.'.ign.
: {d} ‘What is_?ptimjzatioﬁ techmques ?
I[e}:_"'. Give ﬁe ohje_ctiﬁ;a.s of cGMP

P.T.O.

103AFTIBF614FCIASTISAECBDECDD232



WT

2 ) 3 . QT—23—2023

f)  What is operational qualification ?

g}  Give the merits of vaIidg_ﬁnﬁ.

‘h)  Define compression.

I7) What is Total Quality Managemgm-;.'.?

) Give the significance of Chi-square test.

Solve any two - __ : o Eglﬂ;Eﬂ

(a)  Discuss n]_:_:_nt_imizatiun te;chniqges in pharﬁiamuticiéi formﬁtiun and.
orocessing. |

®)  Define vaiidaﬁan. Whai:. are th?-t:.rp;.as of jraiidatiap ¥ Discus.s_lv';]idatinn
of specific’ dosage form. | 3

() Explﬁin in d_etail material manﬁéemez}t and inver'tt-my management

| .iﬁ pharmﬁceutica_l_industry.’ 2 |

Solve any siven © - 8 Tx5=35

(a) ]jz;»scuss about dm_g'-ex-::ipimf ..intera.ctioh.

(5} Explam phys._iaib-gical and fnrmuhtinn consideration of parenterals.

e} _ I)i.scuss,th:é .typashf factnri.al design.
@ Describe in _bﬁéf; about sales forecasting.
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(e) Explain validation and calibration of master plan.
) Discuss distributinﬁ of forces in cpmpression,:

(g)  Discuss about diffusion parameters.

(R)  Write in Eﬁef abmﬁ ANOVA test.

@  Describe in detail kinetics of stability.
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N.B. :— (i) Al questions are compulsory.
(if) Figures to the right indicate full marks.
(tif) Answer to the point only,
1.  Solve all of the following : 10=2=20
(a) Give the role of institutional review board.
(b)  Define bracketing and matrixing.
()  What is 505 (b)(2) application ?
(d)  Enlist the objectives of Hatch Wazman Act.
(e)  Define the role of ethics committee in clinical research.
(N What are the types of patent certification ?
(g)  Give an account on NDA.
(k)  Enlist ICH safety guidelines.
() What is regulatory affair ?
0] Define CFR.
P.T.O0
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2. Solve any fwo of the following : 2x10=20
(@)  What is New Drug Development process ? Discuss in detail the various
phases of clinical trials.
(b)  Explain the regulatory requirement for submitting drug substance
product approval in US.
(e)  Describe ANDA regulatory approval process.
3.  Solve any seven of the following : Tx5=35
(@)  Explain ICH photo stability testing guideline for new drug substance.
(&) Wbat is Drug Master file ? Discuss different types of DMFs.
(e) Describe product life-cycle management in pharmaceuticals.
(d) ~ Write a note on post marketing surveillance. |
(e)  Describe various documentation involved in pharmaceutical industry.
i Explain master formula record in pharmaceuticals.
(g)  Write a note on regulatory requirement of TGA. -
(h)  Explain about HIPPA and its usefulness in the clinical trials.
(£) Descride various features of good clinical practices (GCP).
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