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FACULTY OF SCIENCE AND TECHNOLOGY
M.Pharm (First Year) (First Semester) EXAMINATION
July, 2026
GOOD REGULATORY PRACTICES
(MRA-101T)
(Wednesday, 1-7-2026) Time : 2.00 p.m. to 5.00 p.m.
Time—3 Hours Maximum Marks—75
N.B. :(— () All questions are compulsory.
(i) Answer to the point only.
(iif)  Figures to the right indicate full marks.
I Solve the following : 10x2=20
(a) What are good laboratory practices ?
b) What are six sigma concept ?
(c) Write two handling. requirements of returned goods.
(d)  Name any two relevant ISO standards for GALP.
P.T.O.
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(e) Give the objectives of ICH guidelines. e

K In ISO 13485, what is the primary purpose of management review ?

) Give any fwo audit tools used in laboratory quality audit.

(h)  Write the significance of part 211 in CGMP.

(@) What is the difference between a medical device and an IVD ?

(N What is the purpose of self-inspection in GDP ?

Solve any two of the following : 2x10=20

(@) Describe in detail the validation of utilities of water, air and HVAC
system.

(b) Write in det?ﬂ USFDA GLP regulations and their subparts A to K
with their responsibilities.

(©)  What is the principle of GDP ? Discuss relevant CDSCO guidance and
ISO standards applicable to GDP operations.

Solve any seven.of the following : 7%5=85

(a) Explain the role of QCI for implementing quality standards in
laboratories.

(6)  Write a short note on US ¢cGMP and EC GMP comparison.

(c)

Explain the concept of validation master plan.
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(d) Discuss the quality by design in detail.
(e) Explain the key elements of supply chain integrity as per USPGDP,
§d) Give the general checklist for 21CFR part II compliance. |

(&) State the controlling of GLP inspection process.

(hy  Write the ICH guidelines for quality. |

@) Give the objeclives and goals of laboratory audit.
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FAGULTY oF SCIENCE AND TEG&NOLOGY
M. Pharm. (F:rst Semester) EXAI\HNATION v |
.. . .,;_-3,,15,, o :
| DOCWENPATION AND :""R:EGUL_-.ATORY WRITING

(MRA-102-T)

{Friday, 3-7-2026) A _ Time:2.00 p.m. t0 5.00 p.im,

Time—3 Hours -

Ar‘ Bf .

Maxii?z&m Marks—175

@ Al ,__citiestions are comp,uls'ﬂry.

(&) F1gures to. the nght mdlcate full marks

L Answer the foliemng - r 5 10x2=20

{a)

B

©
“id}  -Define aCTD and mention its purpose.

@

De_ﬁrie dcmé‘ntatim in ‘pharmaceutical i;idﬁstxy.

) What is master formula record ?

Staj:é"-the nnportance Qﬁ*-éertiﬁcate of analysis (CeA).

What is an internal audit ?
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f2] List type of 1mpectmns m the pharmaceutmal mdust 2 ﬂ
(z) What is a Prmr Approva;i Supp]en;ent (PAS) ‘7
m Mentwn ti;é cc:nponéats of Product Devéiopmenté’laa (PDP?
@ Dei:ine. Corrga_?ig:e _anq..\__Pi;é;fenti.\{e."'Action (CAPA) g "'!-:: |
i . ﬁaﬁ man E&ta}}ﬁls:hl-neni:___-._Ifn's;.f;éctior}j:ﬁe_port (EER)
._ Answer the foﬂowing-léz-a.ny two) | | " | 2)(—16#20
@) . ISescribe___iii cietai_l the procedure of dcss_iér prepa_ga;tion andsubm::sswn
as per .CTD fafﬁaat. | i
® Discuss t_he: steps _in{rélved in product life eycle _niéﬁagemeﬁf and its
regulatorv impﬁi:atians,_ | “
(e) 'Expiam in detail the mspectmn pmceSa of phamaeeutz@ manufactures
-and 1ts mgmﬁcance ”
: Answep._i;he foﬂqwi;g‘ (any__. seven) y | | 735=35
{a.} : Bxplain the sz’*mééu%e and 'ﬁontentsj--..of a Drug Master File (DMF).
&) Blscuss the process -a_fl"ec*rb Snbmlssmn
ey Desc:;jibéﬁthe ;m}cedare for "c-':ond'uctmg internal audit.
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Explain t:,pes of audxt:. Wlth suztable cxamplcs

Dy pr il idietion piboodiress

Outline the documéntation requirement for product packaging records.

Discuss post approval labelling chianges as per FDA."
Explain purpose of risk management standard (IS013485)

Summarize the ‘importance of site master file in pharmacgiiﬁical

documentation.
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FACULTY OF SCIENCE AND TECHNOLOGY
M.Pharm. (First Semester) EXAMINATION
July, 2026

CLINICAL: RESEARCH REGULATIONS

(MRA-103-T)
(Monday, 6-7-2026) Time : 2.060 p.m. to 5.00 p.m.
Time—3 Hours Maximum Marks—75
N.B. — {3 All questions are compulsory.

(i) Answer to the point only.

(zi1)  Figures to the right indicate full marks.

L Solve the following : _ 10x2=20

{a) What is the difference between institutional review board and

independent ethics committee ?

(&) Are 2 DSMB and DMC the same ?

{e) What is the difference between Clinical Trial and Clinical Studies ?

BT.0.
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(@)  What is an example of clinical study ? ""{;
{e) What are the four phases of clinical trials ?
H What are clinical trial protocols ?
&) What is NCT for clinical trials ?
{h} ~ What does a data safety monitoring board do ?
&) What _pf:ase are proof of concept studies ?
)] What is the difference between a medical device and IVD ?
Solve any fwo of the following : 2x10=20
(e}  Explain regulations and guidelines sperific to ethics releted to schedule
Y and CDSCO-GCP.
(b  Describe in detail about participant information sheet and informed
consent form in clinical research.
{c} Deseribe in detail about types and phases of clinieal trials.
Solve any seven of the following : Tx5=35
{@)  Describe ethics of randomised clinical trials.
{(6)  Write role and responsibilities of Data and Safety Monitoring Board.

{c)

Write technical guidance on clinical evaluation of medical devices.
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{d)  Describe about design of clinical trials.

le) Describe about Thalidomide study.

h What can we learn from placebos in clinical trials ?
(g Describe types of clinieal research.

(k)  Describe about declaration of Helsinki.

@ Describe about merbership of Data and Safety Monitoring Board.
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