
sitY,KolhaPur

EstablishedasstatePrivateuryver,sitlrunder Govt'oryqaras?tP'Acqo
Depnrtment:FharmacYSehool of PharmaceuticalYear a$d Program

FinaLY.B.Pharm Semester - YII
Course CoderBP?{l2T

f xaminafion:End Semester
Date; tl Dec2022
Day: TlresdaY

Timer 10:30 to 1:30
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ZlDraw a neat labeled diagram if necessary'
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Marks

Objective Type Questions t10X2) 20

Explainthe5Methodsusediapilotplantscaleuptechnique.02
Define QualrtY. 02

Describe in short Qualrf assurance' 82

Ei|ffi tt tn"r q""itty "o"tot. 
02

State the tunction of CbSCO - 02

State the vision and mission of NABL' Az

E piri" th" nitto.y oGgol"tory affairs' 02

P"iio* Bioequivaience. Az

iutu, ia short ISO 14000 series. 02

DefineNow Drug Application (NDA)' Oz

Long Answers (answer 2 out,of 3) .. . ?'0

Oes]criUe National Accreditatibn Board for testing and 10

Calihration LabPratPri es (NABL).
il;; trt" putt* oiinvesiigator flrocher's (IB)' 10

DescribeindetailSUPACguideliaeforcompoaentandl0
composition.

Short Auswers(Answer 7o-ut of 9)

Discuss the SUPAC gUideliae for nranufactuing site changes.

Explain in detail GLP-

Describe in detail Pilot plant design for semisolid

Diseuss &c state licensing ar:thoriry.

Explain the bisstatics in detail.

Outline the concept of out of speoification (OOS)'

Explain technology transfer regulatory agetrcy in India

Describe certificate of Pharmaceutical Product'

Explain the Noo-cliaical drug dwelopment in detail'
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