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1.1I (Flow Chart 2) 
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Registration of a Locally Manufactured Innovator or Biological Product 
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1.1I (Flow Chart 3) 
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Registration of a Locally Manufactured Generic Chemical Product
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1.1I )4(Flow Chart  
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5I 

Registration of a Locally Manufactured and/or packed under License Innovator or 

Biological Product 

5.1I 

5.2I 

 
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5.3I 

5.4I 

5.5I (Flow Chart 5) 
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Registration of a Locally Manufactured and/or Packed under License 

Innovator or Biological Product 
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Technical File 
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6 Methods of Analysis
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1.1I )5(Flow Chart  
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6I 

Registration of a Locally Manufactured and/or packed under License Generic Chemical 

Product 

6.1I 

6.2I 
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6.3I 

6.4I 

6.5I (Flow Chart 6) 
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6.1I )6(Flow Chart  
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1II 

(Change in the content of the registration file of imported registered pharmaceutical 

products) 

1.1II  

1.2II 

1  
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1.3II 

1.4II  

1.5II (Flow Chart 7) 

 

 



55 
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(Change in the content of the registration file of imported registered 
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1IV (Flow chart 10)
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V 
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1V 

(Objection on the Technical or Pricing Committee’s decision) 

 

1.1V 

1.2V  

1.3V 

1.4V (Flow chart 11)
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1V 

(Objection on the Technical or Pricing Committee’s decision) 

1.1V Applicant for Registration 

- 

 

 

1.1V Requested Documents

1 (O1DIEDv1-2012)  

2

3

1.1V 

 

Current Procedure for the Objection on the Technical or Pricing Committee’s decision 

 

a TWFS

 

b  

c  

d  

e  
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1.1V (Flow chart 11)
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1 

Reference # Application Form 

RI1DIEDv1-2012   

RI2DIEDv1-2012 Companies Profile  

RI3DIEDv1-2012 Plant Profile  

RI4DIEDv1-2012 List of Reference Countries  

RI5DIEDv1-2012 Requirements for 
Bioequivalence Study 
checklist 

 

RI6DIEDv1-2012 Waiver Request for 
submitting Bioequivalence 
Studies 

 

QPDIEDv1-2012 Requirements for Drug 
Substance and finished 
Product Checklist 

RI7DIEDv1-2012 Comparative in vitro 

dissolution 
  

RI8DIEDv1-2012 List of Reference 
Laboratories 

 ( 

RL1DIEDv1-2012   

RL2DIEDv1-2012  
 

VI1DIEDv1-2012   

VL1DIEDv1-2012   

C1DIEDv1-2012   

N1DIEDv1-2012 Notification       

O1DIEDv1-2012 Objection  
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2 

 
 

1/8/1994 167  

 21/2/1995 6181  

 
21/2/1995 6181  

 21/7/2003 115  
 3/6/2005 156  

336 24/1/2006 11  
  

533

1672333

52535463367

181994  
 

27/10/2008 171  

2632642337

993114132313

 

22/2/2011 181  

 16111511159  




