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 E-labelling provision 
Not mandatory.

Regulatory framework

     Products excluded / included 
in e-labelling provisions 
New Drugs: the PIL has to 
be included in the dossier 
submission for approval  
and uploaded online. 
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E-labelling implementation

Implementation roadmap

OTC regulations are  
under development.
Draft regulations did not  
have any mention of using  
e-labelling provisions, but  
industry provided comments  
to include this provision 
instead of paper leaflets.

     Approval & update  
process for ePILs 
Both the company and 
marketing authorization  
holder are responsible for 
ensuring up-to-date product 
information (both paper & ePIL). 

     Guidelines 
The format w.r.t. content is 
specified in the 3rd schedule 
of New Drugs and Clinical 
Trial Rules- 2019 which is only 
applicable to new drugs.

Current format
Dual system: paper leaflet 
required for new products.
Fully electronic for locally 
manufactured old drugs.

Unique opportunities

As per current regulations, 
paper leaflet is only mandatory 
for new drugs. Hence, for all 
other products, paper leaflet 
can be transformed to e-leaflet.




