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Roll i\umber (Total Number of Questions 13) (Total nunber of Printed Pages 0l)

*seclion A consists ofTen pa s of2 marl6 each (Objectbe Tvpe): Attempt ALL
**Section B consists ofThree questions calr!-ing !0 marks each (Long Answer): attempt any TWo

*** Section C consists of Nine qtresrions corrying 5 natks each (Short Answer); attempt any SEVEN

Section A (10 x2:20)
1. Give very short answers to the followings (2 marks each):

Section B ( 2 x 1 0 = 2 0 )

Section C ( 7 x s = 3 s )

Note: Disclosure of identity by writing mobile number or making request for passitrg on any page of answer-sheet will lead to

UMC asainst the candidate.

Proglamme

o -

Quality Assurance
BP606T
? ? o o l

3Hours

Semester
Subject
Subject Code
Paper ID
Time
Marimum Marks

Instructions to Candidstes: No S pplementary/contiruOtion Sheet wil! be issued to the candidates Answer the questions precisely'

@
What is QbD?
ffi
@
What is \rED Analvsis?

Define Master Formula Record.

What is TQM?

ffi
iWhat are the different types of plastics?

Define GLP.

l l .

l l l .

vl r .

V I I I .

D"r"t.ib" tt* Nutional Accreditation Board for testing and calibration laboratorles'

iscuss in details about quality control tests of primary compon€nts'

Wttut i. ttt. protocol for conduct of a Non clinical laboratory

Whut is *lidation? Discuss the various types of validation

Discuss the philosophies of TQM.

Wtrut ir QUOf Discuss its different elements in detail.

Exolain different tvpes of recalls

Write a short note on raw material maintenance'

Exolain concept of ISO.

Describe different methods of inventory control

Explain the disqualification of a facility.

study?5 .
6.
7 .
8 .
9.
10.
l 1

12.
1 3 .
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Rol l  Number
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(Total Number of Questions 13) (Total number of Printed Pages 01)

Ins|f I |c| io' ts|oCandidates:Nosttp1l|cntent0l! /coI| | i |&t ionsheet\! i l lbeiSsuedtothectutt l idatcs.Anstu
*Sectiorl A consists ol Ten porls oJ 2 narks each (Obiective Type); Alte tl, ALL.

**Section B cotfists ofThrce quetlio\s cltt),itrg l0 ui,rks each (Long Answer); attenpt ary)'l-WO.
***Seclio C consists of Nine qucstioks catyitg 5 Dtcu'ks eaclt (Sltott Artsu,er): attempt ary SEVEN.

Section A (10 X2 = 20)
1. Give very short answers to the followings (2 marks each):

Section B ( 2 X 1 0 = 2 0 )

Sect ion C ( 7 x 5 = 3 5 )

Notc: Disclosurc ol idcntity by rvri l ing mobilc nrml)cr or mal(ing [equcst Ior passing on any page of answcr-shcct wil l lcad to
LlMC againsi thc candidatc.

Programme B. Pharmacy
Semester
Subject Quality Assurance
Subject Code BP6O6T
Paper lD 77991
Time 3Hours
Maximum Marks

L i/Vrite in brief about Non-Clinical laboratorv studv.
tl Define QbD.

t . What do you mean by material management?
ine qual i ty audi t .
at do you mean by performance quali f icat ion?
at is the purpose of ICH?

v . f  ef ine cal ibrat ion.
v  t . y'Vhat are benefits of ISO 14000?

I:
X.

Ll,l!" "rri"rr 
t".tt p.$ !1grner._

at is the difference between primary and secondary packaging?

z . do you mean by validation? Write a detailed note on analytical method validation
3. lxplain in detail about environmental control in sterile areas.
4 - 3ive a detailed account on stability testing of dosage form as per ICH guidelines.

q fine Total Quality management. What are the key elemenls of Total Quality management?
6. ive an account of handling consumer complaints for pharmaceuticals.
7 rr i tc a note on Quali ty by Design tools.
8 iscuss bracketing and matrixing design for stability testing.
I Define lSO. What are the steps involved in ISO 9000 registration process?
1 0 .Give an account on concurrent validation orocess.
1 1 .What is difference between calibration and validation?
4 a liscuss the role of QA in pharmaceutical industry.
1 3 ./Vrite a short note on accuracy and precision determination during analysis.
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(Total Number ofQuestions IJ) (Total number of Printed Pages 0l )

Inslructions to Candidates: No supplenrenldry/continuation sheel v'ill be issued lo lhe candidates. Answer the
queslions precisely.
*Section A consisls of Ten p'ts of 2 mdrks each (Objecti|e Type) ; Atlenpt ALL.
**Section B consists of Thrce Etestions canying I0 ua*s each (Long Ansver); atlehtpl any TWO.
*** Seclion C consists of Nine questions cq, rying 5 nurks each (Short An$'er); dllenpt any SEVEN

Section- A (10X2:20)

Section- B (2X10:20)

Section- C (7Xs:3s)

Note: Disclosure ofidentity by writing mobile number or making request for passing on any

page ofanswer-sheet will lead to UMC against the candidale.

Prograrnme B. Pharmacy

Semester 6*
Subect Ouality Assurance
Subect Code BP606T
Paper ID 77991
Time 3Hours
Maximum Marks 75

Give very short answers to the followings

I What is ISO 14000?

l l . What do you mean by Total Quality Management (TQM)?
l l t . What is the difference between calibration and validation?

What should be the frequency ofHEPA filter integrity lesling?
Write the name of lamous quality philosopher (guru)?
What is temper resistant packaging?

v l l , Define master formula record.
v l l l What is material manasement?
l x . What is the process analltical technology?

Difference between primary and secondary packaging material.

2 . Describe the National Accreditation Board for Testing and Calibration Laboratories (NABL).

3 . Write about organization and personnel requirements in GLP.
,1 Discuss calibration of UV Visible spectrophotometer.

5 . What is QbD. Discuss its different elernents in details?
6 . What is closure? Enlist different types ofclosures. Discuss their quality control tests.

7. What is the procedure ofpurchase ofequipment?
8. Cive a briefoverview ofQSEM with special emphasis on Q-series guidelines.

Explain the complaint handling syslem.
10 .What is significance of SOP? Discuss the significance ofreports and documents.
l t What role does the head of production depaltment and quality control department play in fulfilling

the obiectives of GMP?
12. What is the Drotocol for conduct ofa nonclinical laboratory student?
13 . Discuss in detail the contamination sources in pharma industry.
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Roll Number ------------*--(Total Number of Questions 13)

2 4 ' t  t 2 3(e"*"'41,
(Total number of Printed Pages 0l)

Instructions lo Ctrididoles:No s pplenentary/continuation sheet vill be issued to the cdndidates. Ansrer he questions preciselY.
*Section A consists of len pdrls o:f 2 nat'ks each (Obiectire Type); Altenpt ALL
**Section B consists of lhreeq eslionsca ying l0 natks each (Long Ansver); dllenpt any TWO
***Sectioh C consisls of nine Erestions carrying 5 nurks each (Shot't Anfl'et); altenryt any SEyEN.

Section- A 00x2=20)

Section- B (2XrF20)

Section- C (7XF3s)

* * * * *

Note: Disclosure of identity by writing mobile number or making request for passing on any page ofanswer-sheet will lead

UMC asainst the candidate,

Programrne B. Pharmacy

Semester 6u'
Subject Quality Assumnce

Subject Code BP606T
Paper lD 77991
Tirne 3Hours
Maximum Marks 75

I Give very short answers to the following:

Describe any two responsibilities ofthe study dircctor.

I I write tlre name ofa famous quality philosopher (guru).

I . What is validation? Discuss the various types ofvalidation.

Classifo the different types ofplastics?
Write the diflerence between primary atd secondary packaging.

Y I . Write down the factors affecting the selection ofprocess equipment in quality assurance.

v l t . What do you mean by quality auditr
v | | l . What is proces Analytical technology (PAT)?

l x . Define SOP with its two benefits.
X. What do you mean by good warehousing practices?

2 . What is QbD? Discuss its different elements in detail.

3 . Write about organization and personnel requirements in GLP.

4 . Discuss in detailthe calibration ofthe UV Spectrophotometer.

5 . Briefly review quality control tests for primary components.

6. D e design and construction requirements for pharma rnanufacturing according to GMP regulations.

7. Give a detailed account ofthe stability testing of dosage forms as per ICH guidelines.

8 . Write a short note on the complaint handling system.

9. What is the protocol for conducting a Non- clinical laboratory study?

1 0 . Write a detailed note on the Batch Manufacturing Record.

t l Write a note on National Accreditation Board for testing and calibration laboratories (NABL).

t 2 . Describe different methods to determine inventory control.

13 . Discuss the philosophies of TQM.
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Instructions to Cqndiddes:No supplenentary/continuqtion sheet will be issued to the cardidates. Answer the
questions precisely.
*section A consists ofTen parts of2 marks each (Obiective Type); Attempt ALL.
**section B consists ofThree questions carrying I0 narks each (Long Awwer); qttempt any TllO.
***Section C consists of Nine questions carrying 5 marks each (Short Answer); attenpt any SEWN.

Section- C (7xs=3s)

Note: Disclosure of identity by writing mobile number or making requ€st for passing on any page of answer-

sheet will lead to UMC aeainst tbe candidate.

Roll Number otal Nu mber of Qu€stions 13) (Total numberofPrinted Paqes tl

Programme B. Pharmacy

Semester 6'"
Subiect Quality Assurance
Subject Code BP606T
Paper ID 77991
Time 3Hours
Maximum Marks 75

Section- A O X 2 = 2 0
I Give a very short answers to the followings:

What is meant bv in-orocess control?

Defi ne retrosoective validation.
l | l What does ICH Q l0 refer to?

lv. Defi ne inventory control.
What are the differences between quality control and quality assurance?

Define Standard Operating Procedures (SOPs).

v l l . Explain the concept of secondary packaging.

v l l l What is the full form of oGMP?
t x . What is the purpose ofvendor qualification?

What is the objective ofNational Accreditation Board for Testing and Calibration Laboratories
fNABL) accreditation?

Section- B  ( 2 x t o : z t )
2. Explain in detail about the different types ofvalidation protocols giving suitable example of

oharmaceutical Drocesses where they are applied.
3 . Define quality by design (QbD). Explain various techniques used in QbD along with their

limitations.
4. Write in detail structure. contents, and maintenance of master formula records.

5 . Distinsuish between ISO 9000 and 14000.

6 . Write a short note on product recall procedure.

7 . What is Gt,P? What is its importance in the pharmaceutical industry?

8 . Give an account of quantitative scalability evaluation method (QSEM) guidelines.

9. Discuss the types ofconsumer complaints and the process ofhandling them'

10. Cive an overview ofthe methods used for documentation in the pharmaceutical industry.

1 l What is the protocol for the conduct ofa non-clinical laboratory study?

t2 . Give a briefaccount ofaccuracy and precision determination during analysis.

1 3 . Discuss the quality control procedure for rubber closures.
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Instrudions to candiddes: N o supplemen|ary/con|ihla|ion sheet wil'l be iss ed to the candidates. Answel the questions precisely.
'ii""iiii 

,l 
"ortit* 

otTen parts ojl marks each (very Sho Answer); AttemPt ALL'

**Section B consists ofThree questiotts carrying I0 m@'ks each-(Lo.ng Ansvler): attempt o"y fY9-- -
t** Section C consists of Nine questiorc cirying s narks each (Short Answer); allenpt atty SEWN'

Section- B ( 2 x 1 0 = 2 0 )

Note:Disclosureofidentitybywriti lgmobil€numberormakingrequestforpassingonanypageofatrsw€r-sheetwil l leadto
UMC again$t the candidate.

Section-A  . .  .  ( 10x2=2 l l )

I Give very short answers to the lollowngs:

What are the purposes of QMS?

Define QbD.
Wh"t it a SOP 

"nd 
write it's any two benefits?

Write the scope ofvalidation. ,
Define VED analysis.

Define master formula record.

What is the TQM?

What is

\\rhat are the different

Define GLP.

l .

l l .

l l t .

vl.

ur.
vl l l .

lx,

ii
(7xs=3s )

Fat is validafion? Discuss the various

Discuss the PhilosoPhies of TQM'
elements in detail 'What is QbD? Discuss lts dlflere

E*oiiin differ"nt types of recalls'

WiGi.h6.t not" on raw material maintenance'

Whtt ts ttte brstt fo-,t"tlttive analysis by W-Vis?

le.cnUe Otfete"t metttoat ofinventory conhol

E-Otr; ttte Csq"ati!tut'oryt u e:tllv'
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(Total Number ofQuestions 13) (Total number of Prirted Pages 0l)
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Instructions to Cfltrditloles: No suppletltentary/contintution sheel will be issued lo lte candidales. Ansver the

quesliotls preciselj.
*sectiott- A cotlsists often q eslions, each carrying 2 nafis (l/ety Sltort Answer Type): Atlernpl all.
*asectiorr- R consists of lhrce questions, eaclt canyirtg I0 matks (Long An$er 7))pe); Attenpl an! fto,

"""Sectiort C cottsists of nitrc questions, eoch cafiling 5 nlarks (Short Attsver Tlpe); AtleDPt any seven.

Section- A (10X2=20)

Section- B (2X10=20)

Section- C (7xs=3s)

Note: Disclosure ofidentity by w ting mobile number or making request for passing on any page ofanswer-
sheet rvill lead to UMC agairst tlle caldidate.

Prograrnme B. Phamacy

Senrester .rli
o

Subj ect Quality Assurance
Subject Code BP6O6T
Paper lD 7799 |
Tirne 3Hours
Maximurn Malks 75

I Cive very short answers to the followings:

I What is validation? List the various types of validation.

| l . What are the different types ofplastics?
| | l . State the basic needs ofmaterial management.
i v . Mention any two responsibilities ofa study director.

What is the difference between primary and secondary packaging?
DefineBatch Forn.rula Record.

v l l . What is HVAC (Heating, Ventilation, and Air Conditioning)?
v t l  t . Name a famous quality philosopher (guru).
t x . What is the difference between calibration and validation?

Whal is Process Artalytical Technology (PAT)?

2. Discuss in detail the sources ofcontamination in the pharmaceutical industry.
J . Discuss in detail the quality control tests for primary and secondary packaging components.
n Enlist the types ofdocuments maintained in a pharmaceutical company. Write briefly about the

Batch Formula Record.

5 . Write a note on phamraceutical waste treatment and disposal.
6 . Write a note on the National Accreditation Board for Testing and Calibration Labomtories

NABL).
7 . Hishlisht the signifi cance of personnel responsibilities.
8 . Write the calibration procedure for a UV spectrophotometer.
9. Define ISO and outline the steps involved in the ISO 9000 registration process.
1 0 . Enurnerate the different types of market complaints in the pharmaceutical industry.
1 l Give the design and construction requirements for phannaceutical manufacturing as per CMP

requlations.
t 2 . State the protocol for conducting a non-clinical laboratory study.
l i . Define QbD and illustrate its key elen.rents in detail.
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Programme B. Pharmacy

Semester
Subiect Oualiw Assurance
Subiect Code BP6O6T
Paper ID 77991
Time 3 Hours
Maximum Marks
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Roll Numbcr ----------------(Total Number ofQuestions 13) (Total numbcr ofPritrted Pages 01)

Insfiuctions to Candidates:No sllpplementary/continuation sheetwill be issued ro the candidates. Ansteer the
queslions precisely.
*Section -A consists ofTen parts of2 marks each (Yery Short Answer); Attempt ALL.
**Section- B consists ofThree queslions carrying l0 marks each (Long Answer); attempt an! TWO.
***Seclion -C consists of Nine questions carrying 5 marks each (Shorl Answer); altempt any SEVEN

Section- A (10x2=20)

Section- B (2XlF20)

Section- C (7xs=3s)

Note: Disclosure of identity by writing mobile number or makitrg request for passing on any pagc ofanswel-

sheet wilt lead to UMC against thc candidate.

I Give very short answen to the followings:

i . What is meant by quality audit?

11. Defi ne material manaqement.

l l l . What is a batch formula Record?

lv. Differentiate between primary and secondary packaging materials.

What is ISO 14000?

vl. How is contamination controlled in sterile areas?

vl l . what is QbD?
vrl l . Define control articles.
lx. What is NABL Accreditation?

What is pareto analysis?

2. Define Good Laboratory Pnctices (GLP). What are the objectives of GLP? Discuss the CLP
orovisions reqardins the organiztion and penonnel, facilities, equipment and testing faci!!!gq-

3 . Discuss the role of quality assur,tnce department in equipment selection, framing purchase
specifications, maintenance of stores and raw materials.

4. Discuss the general principle ofcalibration. Also briefabout analltical method validation.

5 . Enumerate different QM tools and explain fish bone diagram.
6. Explain mixture design.
7. What is the Drotocol for conduct of a non clinical laboratory study?
8. What is product recall? Explain procedure ofproduct recall.
9 . Write about the calibration of UV-visible spectrophotometer.
1 0 . Discuss the simifi cance of personnel responsibilities.
l l Enlist various quality control tests on containen. Explain hydrolytic resistance test on glass.

t 2 . What is GMP and cGMP? Discuss the benefits of GMP in pharmaceuticals'

13 . What is significance ofSOP? Discuss the significance ofrep rtqC44 499!rn9nts.


