
I
l - - - -
| , nott .rumuer
t /
I i I Programme

Y l*;.r*

fucf rtf tt n
(Totat Number of Questions 13) (Total number of Printed Pages 01)

Instructions to Candidates: No supplementary/continuqtion sheet will be issued to the candidates Answer the queslions precisely'

*Section A consists ofTen parts of 2 marl<s each (Objective Tlpe); Attempt ALL
**Section B consists iTrhri" qu"itiont 

"arrying 
10 marl<s each (Long Answer); attempt any Two'

++* Section C consists dNine qiestions carrying 5 narks each (Short Awwer); attempt rny SEVEN.

Section A (r0 x2 = 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 candidate.
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Semester
Subiect
Subiect Code BPTOZT

7838S
J HOI]rS

75

Paper ID
Time
Maximum Marks

f-!; l'^rt rncurerc fn the fn marks each

@ ior empty capsules shells in a pilot plant?

E"trst th" dtff**t typ"t of manufacturing changes with suitable examples -
Define Change Control.
Differentiate Qualification and Validation.

Elirt th" diffete"t tea-. *itli their prime work framed during drug development process'

Wh"t ir the 
"t"Jor 

difference between ISO9000 and ISO14000?

What is DMAIC in Six Sigma concePt?

lWrite the tuIl form of CDSCO.

fWny COff is required by pharmaceutical ind rstry?

l .

l l .

1u.

v1.

vii.

vllt.

lx.

Sonf inn R X 1 0 : 2 0

2 . What is the meaning and significance of pilot plant scale-up ln Pharma 1nouslryI Jrrengmcn yout

with suitable example.

3 . @ with special mention to its port offices. what are the

renrrirernenf and vrrious stens of aooroval ofanv drue in India?

4. Differentiate INDA with NDA. Describe the content ard tbrmat ot INDA w l speclal merulon ro rnvesLrBaLur

brochure.

Dtfi* drff"tertt types of Platform technology with their importance'

i
Write in brief about the various TT agencies in India.

Write the organizalion and functions of State Licensing Au,!tot''y'

mat a." the diff".ent elements and goals of Pharmaceutical QBD?

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

12.
1 3 .lWhat are the requfuements and various steps ot approval 01 any drug m hdta/ rr, a orug rs arvauy irpPruvcu ur

t _

lany other country, discuss the utility ofC



E

Roll_Numbcr

>\a\ >2- \
(Total Number of Questions 131 (Total number of Printed pages Ol)

Is|ructio,|stt)Cttttt l idates:N<lsupplene|dn'/u)|1|n@t
+Sectio| A (onsisr.t ofTen pat.ts of2 tark", each (Ohjectite Type); AheDtpt,,lLL.**Section B consist.r o.fThree questions can),ing l0 narks caitt (LonC ,lnsyer): (rttenryt 4n\,.l.Ll/O.*x* Section C eonsists of Ninc qucstion.t car4'ing 5 uarhs cach (Sltort innver); atfentrtt'au, SLltEN.

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

is Platform technology?
Granularity.

I . ist different phases of Clinicat trials.
is CDSCO?

e Investigational New Drug (lND).
Section B ( 2 X 1 0 = 2 0 )

Section G ( 7 X 5 = 3 5 )
the approach of.QbD in quality management sysierrl

6 . rite a short note on quality control and anatyGal met .
7.

Notc :D i sc los t t r co f i dcn t i t ybyu ' r i t i ng lno l r i | cn t t n tbc lo r l | r : t k i ng rc ( | ocs t f 0 rpa ! i s i ngonnn \ ,pagc (

[Jl\{C again5t (hc cnndidatc.

Quality Assurance.

ne Quality by Design (QbD).
ne Technology Transfer.

is COPP?

a /hat do you mean by "Pilot scale up"? oiscuss various pitot pl-rnt 
"cale 

upGEid-eration for
l l ids.

iscuss w I o G u idet i n e T Iplgf "lof 
r"9ltg|"lttlg!1"Ce uti ci r r no ustry.

escribe role and importance ot 9o99_.!-a!oratory practiceslG-Lpl rn prrarrnaleutical inouitry.

3 .
4 .

iscuss platform technology with its importance.
scuss approval procedure of new drug in India.

Ille_gllert note on Qua'lity management system.
rite various functions of CDSCO.
iscuss the SUPAC with various change levels in brief.
ri!9 a 1[t note on prere_g_{!]les]gjstqrrisrr a tecnnorosy plflto,Ffq:ly-Oevero[nrent.
rscribe clinical research Drotocol.
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I stt, ctiotts lo Ca iilutes: No slpplct e tet .\,/conl inuelion sheel will bc issue(l to lhe cdtllidates. Attsr,er the
q e.\(ions prcdsel.l.
*Sertion A d)u.\ist.s o/ Ten larls of2 nnrks eatlt (Objectiv Type): tttempt /lLL.
ais?ttion B u|t,\i,tts of Three queslions tott),ittg l0 tetl6 eaclt (LongA s.n?t): allentptatr.y Tll/O.
*** scc/iorr C cottsisl.t ol Nine q c'stions c rr)ing 5 nkn ls adth (Short Anst,]|ir): Itlenpl ltty SEltLN.

Scction- A (ltJX2=20)

Sectiou- B (2X l0 :20)

Scction C (7xs=3s)

Notc: Disck)surc ol idcn(i ly l)y lvr i t ing Drobi lc uunrbcr or 'rr.r l( ing lcqucst lbr prssi| lg on any prgc ol rns\\cr-

sheet $' i l l  lead to UNIC ts{inst (he cnndidatc.

Plogranrttc B. Phamrircy

Setrgsler 7"'
Subject l r rdLrs t l ia l  Pha lnr tcy - l l

Subject Coclc BP'7OZT
Paner ' lD 78388
f inrc 3Hours
Maxin.run Mall<s 7 5

Give vely short answels to tlre lbllorvings:

WhLrtis  p i lo t  p lanl ' l

What is scalc-tqr?
Dcfirc quality risl( mallagcnrcut.

Mcntion thc namcs of TT agcucics oflndia.

Dcfi n,. '  r 'cgull loly rrfft i ls.
v l . What arc regulatoll authorit ies?
v . Wtitc thc inlportancc ol'quality by tlcsign.
v l l l . What aIc six sigu]a conccpts?

l x . What is CDSCO?
X . Dellne COI'l ' .

2 . I ixlrlain in dctail scalc- r.rl l  considcrations lbr solid dosagc tblms.

3 . Dcscribc thc tolc, rcsporrsibil i ty, objectivcs and lirrlctiolrs of rcgulatory allhils iu tlctail.
4 . Discuss in detail the regulatory requilemeuts fol approval for nerv rlt 'ug.

5 . Explain about SUI'AC euidelilles.
6 . DiscrLss Dlatforru techlology iu cletail.
7 . Wlite and claboratc tcchnology transfcr l lrotocol.
o . Fxn l l i r r  lbor r t  Tcchno loEv T l i l r t s fe t  (TT)  r 'e la tcd  docur le r ) t i r l i on .

Discnss gcncral consitlclations of INDA and NDA.
I 0 . What arc clinical trials? Write about differrnt tvucs of clinical t l ials.
l l What is ctriality' l Exl)lain the coucell l of total quality ulanagenlent (TQM) i|1 detaiL.
t 2 . Wli tc  t l rc  o rgar r iz r r l i t r r r  ; r r r r l  fu rc t io r rs  o fs t l t c  l i ce r rs i r rg  au tho l i t y .
1 3 . Wlite thc orsanization aud functions of CDSCO.
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B. Pharmacy

Industrial Phannacy-II
BP7O2T
78388
3Hours

Instructions to Candidotes: No supplemenlaty/cot\tinu(tlion sheet will be issued to the c.Itdidqtes. Answer the questions precisely.
*Section A consists ofTen pdrts of2 marl<s each (Objectbe Type); Auenrpt ALL.
**Seclion B consists ofThree questions carrying l0 marks each (Long Answer); attempt an! TWO.
*** Seclion C consists of Nine questions carrying 5 morl<s each (Short Answer); alte pl ary) SEVEN.

Section- A (10 x2 = 20)

Section- C ( 7 x s = 3 s )
5 . Discuss platform technology in detail.

6 . Explain about SUPAC guidelines.
7 . Explain the TT agencies in lndia.

8 . Discuss the technology transfer protocol.

9 . Discuss general considerations of investigational new drug (IND) application and NDA.
1 0 .Exolain about clinical research and BE studies.
l l Write about the ISO 9000 series ofqualitv svstems standards.
12.Write the organization and responsibilities of state licensing authority.
1 3 .Write the organization and responsibilities of CDSCO.

Nole: Disclosure of identity by writing mobile number or making request for passing on any page of answer-sheet will lead to
UMC asainst the candidate.

Give very short answers to the followings-

l . What is pilot plant?
I What is scale-up?
I What is NRDC?

What is oualification and validation?

Defi ne regulatory affairs.
v i . What is NDA?
v . Write the importance of quality by design.
v l l l . What is change control?
t x . Define COPP.

What is CDSCO?

Section- B x l 0 = 2 0
2. Explain in detail pilot plant scale-up considerations for semi solids.
3 . Describe in detail the role, responsibility, objectives and functions of regulatory affairs department.
4 . Explain in detail the concept ofquality and total quality management.
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Inst tctiotts lo Cinli.lnles: Nos pple tetl
*Seclio /l consists ol ten put'ts of 2 nutks each (Ohiediv l)pe,); AtenptALL.
**Seclion B consists of three q estions cdrr)ing l0 ntn.k eaclt (Long,.1tlslter): aftenpt an! Tll/O
*xx Seclion C .otlsi.\ts ofnine que.ttion.t .'(utring 5 ntarks each (Shor.t .4lsjt'er): aftenpt dny SEVEN.

Section A

Section C ( 7 X s : 3 s )

Note: Disclosure of iden tity by rvrit ing nobile number or ma king request for passing on any page of answer-sheet \ri l l  lead to
UMC asai st the candidate.

Progtarnrrre B. Phannacy

Semestel
SLrbject Industrial Phalnacy-ll
Subiect Code BP7O2T
Paper lD 78188
f inre -lHours
Miixiururn Malks 75

0 x 2 = 2 0
Give very shoft ans\\ers to the folloling:

l . What a le the berref i ts  of  NABL accredi tar ion?
l l Deflne Bioavailabil ity and Bicrcuivalence.

l t  I . Define Change control.
What is the need fbr pilot plant studies in phannaceutical industries?
Enlist funclions of regulaton authorities

v i . Write a note on lQ. OQ and PQ.
v l l . Whatis Scale-up?
v l t  t . Write a staternent Technology transfer means the physica) transfer ofgoods'. True or False.
l x . What are the rcgulatory requiretnents for approval ofnerv drugs?
\ . Wr i te  the v i : ion and l r iss ion o iCDSCO.

Section ts X l 0 = 2 0
Explain the features offinished product technology traltsfer as per WHO guidelines

3 . What are the SUPAC Guidelines? Enumerate tlre studies required to be perfolmed for the production of
Liquid oral dosage form.

4. Discuss the regulatory requirernents and approval procedures for New Drugs.

5 . What are the requirements and rarious steps ofapproval ofany drug in India? lf, a drug is already approved in
another countn- discuss the utility ofCOPP.

6. Write a note on the Investigator's Brochure,
7 . Wltat are tlre major components ofTQM? Discuss the significance ofTQM in the pharinaqeutical industr,
8 . Write about QbD and its application.
9. What is a confidentialit\ ',Non-disclosure Agreernent? Outline the CDA agfeelnent doculnent.
t 0 . Describe differcnt phases ofclinical trials.
t l Write about a note on the ISO 9000 series.
t : . Explain in detail about the scale- up techniques for solid dosage fonns (Tabletycapsules).
1 3 .Discuss transfer oftechnology between R&D and manufacturing unit.
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Programme B. Pharmacy

Semester
Subject Industrial PharmacyJl
Subiect Code BP7O2T
Paper ID 78388
Iime 3Hours
Maximum Marks 75

Instrudions to Candidates: No supplemenlary/continuation sheet will be issued to the candidates. Answer the questions
precisely +Section A consists of Ten parts of 2 marks each (Objective Type); Attempt ALL.
**Section B consists of Three questions carrying I0 marks each (Long Answer); attempt any TryO.
*** Section C consists of Nine queslons carrying 5 mnrks each (Short Answer); attempt any SEWN.

Section- A O0 X2 = 20)

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

Sect ion-  C (7X5:35)

Note: Disclosure of identity by writing mobile number or making request for passing on any page ofanswer-sheet
will lead to UMC against the candidate.

Give a very short answers to the followings:

i . What are the benefits of ISO 14000 accreditation?
l l . Defi ne bioavailability and bioequivalence.
I  l r .

lv,

Define six sigma concepts.
What is the need of pilot plant studies in pharmaceutical industries?
Give the role of regulatory affairs.
Write a note on IQ, OQ and PQ.

v i i . What is platform technolory?
v l l l . Define 'technology transfer'. Give the general principle in the technology transfer process.
lx. What are the rcgulatory requirements for approval ofnew drugs?

Write a note on CDSCO.

2 . Eiplain the features offinished product technolo$, transfer as per WHO guidelines.
3 . What are the SUPAC Guidelines? Enumerate the studies required to be perlormed for production of solid oral

dosage form.
1 Differentiate in-between INDA and NDA. Describe the content and format of INDA with reference to

investi gaton brochure.

5 . What are the requirements and steps for drug approval in India? Additionally, how does COPP aid in the
approval process for drugs already approved in other countries.

6. Write the organization and functions of state licensing authority.
7 . what are the major components of rQM? Discuss the significance of rQM in pharmaceutical industry.
8. Discuss terms "QTPP" and "CQA" conceming QbD and its application.
9. What is confidentiality non-disclosure agreement? Draw an outline ofCDA agreement document.
10 .Explain the principles ofgood laboralor) practice.
l 1 Describe different models for the statistical desisn ofclinical trials.
12. Explain the procedure for pilot plant scale up for liquid dosage form.
1 3 .Write a note on master formula record.
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Instntctiotts lo Condidtttes:No supplene at y/cotlfitlldtion sheet vill be issued to the candidales. lns'tret lhe

q esliotls Precisely.
*seclion A consisls ofTen parls of2 narks each (Ve4'Short Ansver); Altentpl ALL.
**section I) consists of T lree qteslions carrying l0 narks each (Long /nslt'er); dltetltpt any TWO.
***Seclion C consisls ofNine Eeslions canying 5 narks each (Short An$rcr): attenryl anlt SEVEN

Section- A (10x2=20)

Section- B (2X10=20)

Note: Disclosure ofidentity by writ ing mobile number or making request for passing o any page ofanslver-

sheet wil l lead to UMC asainst the candidate.

Proglamme B. Pharmacy

Sernester 7*
Subiect Industrial Phannacy-ll
Subiect Code BP1O2T
Paper lD 78388
Tinre 3Hours
Maxirnum Marks 75

Give very short anslvers to the followings:

What is scale-up?

t l What do you mean by 'six sigma concept,'?
t . Mention applications of platfonn technology.

iv. What are the regulatory requirements for approval o|Igy!rygs?
Write about GMP consideralions in pilot plant scale up.

State vision and mission of CDSCO.
v t  t . What arc the components of'non-clinical drug development'?
v t  l l . What are the three asoects of TOM?
l x . Benefits of NABL accreditatiolt.
X. Differenliate belr.reen lQ. OQ and PQ.

2 . Desclibe the steps ofdata ptesentation for FDA Submissions.
3 . Describe about TT agencies iu lndia.
4 . What are the SUPAC guidelines? Enunterate the studies.required to be perlonned fol production

ol liqLrid oral dosage lonn.

Section- C (7xs=3s)

n5. Write a b.ief note on tlrc concept ofquality by design (QbD) and its application
6 . Describe about the responsibilities of state licensing authority.
1 . Give an account ofarralytical method transfer.
tt- Describe the steps for technology transf'er from RD to production.

9 . Surnrnalize the bioslatistics in pllarlnaceulical ploducl developlnenl.

t0 . what is confidentially/non-disclosure agreement? Dfaw an outline ofcDA agrtement doctllnent.

I ] Wlrat arc the rcquirements and rarious steps ofapproval ofany drug in India?

12. Write a note on Investiaator's brochure.
t 3 . Explain in detail about the scale up techniques for solid dosage forrn (l'ablets).
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Instructions to Candidstes: No supplementary/continuation sheet will be issued to the cqndidates. Answer the
questions precisely.

*Section- A consists of len questions, each carrying 2 marks (Irery Short Answer Type); Attempt all**Section- B consists of thrce qaesfions, each catrying l0 mafis (Long Answer Type); Artempt any *o.***section- c consists of nine quesfions, each carrying s matks (short Answer Type); Anempt any seven

Note: Disclosure of identi8 by writing mobile numberor making request for passing on any page ofatrswer-
sheet will lead to UMC acairst thc candidat€.

Roll NuEber

Section- A

Section- B

Section- C

(Total Number ofQuestiotrs 13) (Total numbcr ofprintcd pages 0l)

( | 0x2=20)

(2X1F20)

(7Xs:3s)

Programme B. Pharmacy
Semester
Subject Industrial Pharmacy II
Subject Code BP7O2T
Paper ID 78388
Time 3Hours
Maximum Marks 75

I Cive very short answeB to the followings:

I Mention two major applications ofplatform technology.
l l . Define pilot plant.
r l l . What do you mean by the 'Six Sigma' concept?
lv. Define ISO 14000.

Write a short note on GLP.
vl. Explain drug metabolism and related technologies.
vl l . Mention the responsibilities of regulatory affairs professionals.
vl . Mention key considerations in ar IND application.
ix. State the responsibilities of CDSCO.
X, Mention the role oftechnology transfer (TT) agencies in India.

2. What are SUPAC guidelines? Explain the SUPAC guiOe@
lorms.

3 . Describe how biostatistics plays a major role in pharmaceutical product developrment.
A Give a briefoverview of regulatory requirements and approval procedu.es for niw drugi

5 . List out and explain the steps and protocols involved in eualityEsk ManiEemenl
o. Highlight the roles and responsibilities ofthe State Licensing Authority.
7. Enumerate the pilot plant scale-up considerations fgr solid dosage forms.
8 . Discuss briefly the terms validation and qualification. ,q.dd a note on anatytical iethod

validation.
9. Mention the important considemtions in non-clinical drug development.
10. Summarize the concept of Qualiry Risk Management and name key risk rn.anage.rnent toots
l l Outline the steps involved in technology transfer ffom R&D to production units,
12. Present a briefnote on the concept and application of euality by Design (QbD).
13 . Define clinical research and list the essential cornponents ofa clinicat research protocol.



0 8  r  2  2 5

( a"-"'1 )
RolI Number---------<Total NumberofQuestiotrsl3) (Total number of Printed Pages 0l)

Instructions to Csndidates: No supplementary/continuation sheet will be issued lo the candidates. Answer the

questions prccisely.
*Section-A consisls ofTen parts of2 ma*s each (lery Short Answer); Attempt ALL
**Section-B consists ofThree questions carrying 10 marks each (Long Answet); attempt any TWO'
***Section-C cotlsists of Nine questions carrying Snarks each (Short Answel;attempl ony SEVEN.

Section-A (10X2=20)

Section-B (2XrF20)

Section-C (7xs=3s)

Notei Disclosure ofidentity by lYriting mobile trumber or making request for passitrg on any page ofanswer-

sh€et will lead to UMC against the candidate.

Progrdmme B. Phaxrnacy

Semester T-
Subiect Industrial Pharmacy-ll
Subiect Code BP7O2T
Paper lD 78388
Time 3 Hours
Maximum Marks t )

Give very short answers to the followings:

l . What are the objectives ofPilot plant scale-up?

l l . Enlist the limitations of SUPAC.
lll. What are the comDonents of MoUs?

Mme the regulatory agencies of India, USA, UK and Canada.

What are the principles of TQM (Total quality man€ement)]

vi. ffie ob;ectiues orcennal o-astandaro controt organia
vl l . Enlist the technology transfer agencies in India.

vl l l . Summarize the objectives ofNABT.
lx. Define quality by design (QbD).

What is Six Sigma concePt?

2. Explain general considerations for Pilot plant scale-yqry@Q991-

3. Discuss WHO guidelines for technolory transfer'
4. tln sfiate *re nrnctions of Central Drug Stardard Contrqllqlgqnizatio!..(9Psgq).

5. Discuss about ISoi4000.
6.
7. Summarize the functions and objectives ofGood Laboratory Practice (GIP).

8. ffi
9.
10. Briefly discuss change control.
l l
t2.
13. @es-


