
 

    Initial Submission  INVOKANA 100 mg    Reg No.   1C 15024/61 (NC)                     Approval  date  17  Apr  2018 

     Variation submission 

 

Application number 

 

Scope Approval  date 
Product Information 

affected 
Summary 

i15161/61 (N) 

MaV-1 Change and/or 

additional indication/dosing 

regimen/patient  

population/inclusion of clinical 

information extending the 

usage of the product  

 

2 Oct 2019 Patient Information 

Leaflet and Summary of  

Product Characteristics 

 

15163/61 (N) 

MaV-1 Change and/or 

additional indication/dosing 

regimen/patient  

population/inclusion of clinical 

information extending the 

usage of the product 

25 Sep 19 Patient Information 

Leaflet and Summary of  

Product Characteristics 

 

i15044/62 (N) non-AVG 31 Jul 2019   



 

Application number 

 

Scope Approval  date 
Product Information 

affected 
Summary 

i15075/62 (N) non-AVG 24 Apr 2019 
Patient Information 

Leaflet 
 

15079/62 (N) non-AVG 24 Apr 2019 
Patient Information 

Leaflet 
 

15031/62 (N) 

MaV 2 Change of content of 

product labeling  

 

26 Feb 2019 
Patient Information 

Leaflet 
 

15143/61 (N) 
non-AVG 30 Nov 2018 Summary of  

Product Characteristics  

 

 


