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Que'l: Answer any 9 questions. Each qucstion carries I mark I91
l) Define: Unearity
2) Give full form of IND,NDA,
3) Write a Purpose of NDA.
4) Define: TQM
.5) give idea about closest value fresult to actual valuo. (pregisio4 accuracy)
6) CO.A is issubd only for finished product. Tlue/ false
7) What is Validation?
8)Define: Sop
9) IRB stand for-
l0)Write full,form of CFR, CANDA

' ll)GMPis
a) Good MarkettinfPractice
b) Good Manufacture Practice
c) Good Manufacturing Practical

Qne.2. Answer any 5 questions, [ach qucstion carries 4marks t20l
1) Write a npte on Cortificate of Analysis.
2) Briefon GLP.
3) What is. Acciracy & Precisioh?
4) Note on TQM
5) Write a Note on GMP.
6) Discuss about Detection limit.

Que3. Answer any 3 questions. Each qucstion carries 7 marks t2fl
l) Note on Content of NDA
2) Write note on Analytiqal method pararneter.

3) Explain IND.
4) Write a principle of ISO Guideline.


