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S.NO. TITLE 
NO. OF  

PAGES 

1 Course Overview 

� Ten Commandants of GMP  

� Registration Form  

� The Centre  

� Our Services  

� Course Outline  

� Faculty   

� Feed Back Form 

10 

2 Quality Philosophy 

� Some Quality Tools  

o 5 S 

o Pokayoke  

o The 7 Wastes of Lean 

31 

3 Building & Premises 

� Area requirement as per schedule M  

� Clean Room Concepts  

� Light : The Lumen and the Lux  

� Humidity  

33 

4 Documentation  

� List of Documents required as per Schedule M  

� Quality Management Manual Procedures, SOPs 
and Formats  

� Samples of Procedures, SOPs, Formats, 
Guidelines  

� Guidance for Site master File 

94 



 

 

 

 

 

5 Personnel 

� QA/ QC Functions  

� Maintenance Responsibilities  

� Workers General Training  

� Telephoning 

� Enhancing Your Presentation Skills  

� Presentations  

� How to reduce work place stress 

� Time Management Tips  

53 

6 Material Management 

� Sample Procedures, SOPs & Formats  
22 

7 Packaging & Labeling 08 

8 Preliminary Statistics 

� Table of Random Numbers  
06 

9 Self Inspection & Quality Audit 

� GMP Assessment  
20 

10 Hygiene & Sanitation 

� Sterilants and Disinfectants  
11 

11 Water System 26 

12 Validation 29 

13 Factory Inspection 18 
 

 
 
 



 

 

 
 
 
Annex 1 :            151 

•    Revised Schedule M  

•    Actions for Revised Schedule M 

• GMP for Sterile Pharmaceutical Products (WHO) 

• Guidelines for Preapproval Inspection 

• Guidelines on GMP Inspection report 
Annex 2 :                  22 

•    WHO Guidelines on Stability Studies 

  •    Accelerated Ageing Table 
Annex 3 :           25 

•    Useful References  

•    International Regulatory Agencies   

•     Central Drugs Standards and Control Organization   
       (CDSCO)  

•     State Drug Controllers  

•     Indian Drug Manufacturing Associations 
Annex 4 :           06 

•     Device Development Criteria 

  •     Biocompatibility Testing  

   •     Some contaminants 
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