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647510  MSC3AnaC302x Seat No :__________ 

M.Sc.(Chem.) Semester - 3 (CBCS) Examination  
Oct/Nov-2022 (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 04 

(1) Define documentation and name the various important documents concern to 

pharmaceutical manufacturing.  
 

(2) What is SOP of SOP?   

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

(1) Prepare a SOP on calibration of TDS meter in standard SOP format.  

(2) What is SOP? state its introduction and importance.  

(3) Prepare Specification of Acebutolol Hydrochloride from given official JP monograph 

(JP monograph attached here as annexure-1)  
 

Q.2 (a) Answer the following question 04 

(1) Write process for calibration of hot air oven with calibration format.  

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

(1) Define precision, discuss its types with acceptance criteria.  

(2) Write method validation parameters and distinguish between Robustness and 

Ruggedness. 
 

(3) Answer the following 

a) Define Calibration 

b) What are Calibrators? give two examples. 

c) When should be measuring instruments be calibrated as per GLP? 

 

Q.3 (a) Answer the following question 04 

(1) Give brief details of qualification of analyst.  

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

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

(1) Explain installation qualification (IQ) in detail.  

(2) What are the objectives of qualification? distinguish between operational 

qualification and performance qualification. 
 

(3) Enlist phases of qualification and draw qualification chart  

Q.4 (a) Answer the following question 04 

(1) Note the requirements of container closer for stability studies of API.  

(2) what is Shelf-life in stability studies?  

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

(1) Explain the following in brief 

(a) Various climatic zones, countries, temperature and %RH values 

(b) Stability testing frequency  

 

(2) Prepare storage conditions table for stability studies of APIs  

(3) Enlist types of analysis carried out under stress testing? explain any one in detail.   

Q.5 (a) Answer the following questions 04 

(1) What is GLP?  

(2) Draw reagent bottle tag and instrument calibration tag.  

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

(1) Write dos and don’ts to maintain the GLP practice effective.  

(8-10 points) 
 

(2) Discuss the general requirements for personal qualification and personal hygiene to 

follow GLP. 
 

(3) What is the CPCSEA? Give an account on basic needs of animal house for GLP.  

 

*********************** 
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