




ELECTRONIC SUBMISSION SPECIFICATIONS

This application is submitted in compliance with the “Guidance for Industry – Providing 
Regulatory Submissions in Electronic Format – Human Pharmaceutical Product 
Applications and Related Submissions Using the eCTD Specifications” (April 2018). 

ELECTRONIC DESCRIPTION 

Contents of the media:  one (1) transmission through the Electronic Submissions Gateway 
(ESG). 

VIRUS VERIFICATION 
This submission is virus-free and confirmed via  Kaspersky Total Security - Anti-Virus 
Software.  

TECHNICAL POINT OF CONTACT 

Irisha Johnson, Triangle Regulatory Publishing, LLC 
Office(919) 415-1724  
Mobile: (919) 412-4290 
IJohnson@TriRegPub.com 




