
Page 1 of 2 
 

647510  MSC3AnaC302x Seat No :__________ 
M.Sc.(Chem.) Semester - 3 (CBCS) Examination  

Oct/Nov-2021 (NEW COURSE) 
Pharma Regulatory Affairs (Core(New)) 

Time: 2:30 Hours                   Marks: 70 
Instructions:  
1.  All questions are compulsory.   
2.  Figures to the right indicate marks. 

---------------------------------------------------------------------------------------------------------------------------------------------------- 

Q.1(A) Answer the following question (4) 

(1) What is SOP of SOP? which department has right to kept the master copies of all SOPs  2 

(2) Enlist elements of SOP with brief details 2 

Q.1(B) Answer any two questions out of three (10) 

(1) Prepare SOP for responsibilities of quality control department. 5 

(2) What is SOP? Give any 5 examples of SOP violations. 5 

(3) 
Prepare Specification of Rupatadine fumarate from given official EP monograph (EP 

monograph attached here as annexure-1)  
5 

Q.2(A) Answer the following question (5) 

(1) 
Define the term calibration, give brief Outline on Calibration activity and draw calibration 

master plan taking suitable example. 
4 

Q.2(B) Answer any two questions out of three. (10) 

(1) Explain Linearity study with suitable example. 5 

(2) Give an account of accuracy studies in method validation. 5 

(3) Discuss calibration of hot air oven with calibration format. 5 

Q.3(A) Answer the following question (4) 

(1) Briefly explain static documents and dynamic documents 2 

(2) When does the qualification of analysts shall be done? 2 

Q.3(B) Answer any two questions out of three (10) 

(1) Give an account of Installation qualification (IQ). 5 

(2) 
State the objectives of instrument qualification and discuss the difference between 

operational qualification and performance qualification. 
5 

(3) Give an account of analyst qualification in detail. 5 

Q.4(A) Answer the following question (4) 

(1) State the objectives of stability studies. 2 

(2) Define dosage form and excipient. 2 

Q.4(B) Answer any two questions out of three (10) 

(1) 

Explain the following 

(a) Selection of batches for stability studies (API) 

(b) Stability testing frequency  

5 

(2) Prepare Storage Conditions table for General case and storage in refrigeration. 5 

(3) Briefly explain thermal degradation and oxidative degradation. 5 

Q.5(A) Answer the following questions (4) 

(1) Give brief introduction and historical account of GLP and list out the elements of GLP. 4 

Q.5(B) Answer any two questions out of three (10) 

(1) Discuss requirements for facility and infrastructure under GLP 5 

(2) 
Give two examples for GLP violations in following criteria:  

(a) qualification (b) validation (c) Calibration (d) personal (e) reagents & chemicals 
5 

(3) Discuss the role of Personal department under GLP 5 
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