Assignment 2

Review the recently issued Gazette notification regulations of medical
devices by Gol

Copty available on course website: http://cpdm.iisc.ac.in/utsaah/wp-
confent/uploads/2016/07/GOI_MedicalDeviceRules notificationJan2017

eng.pat

Q1: What is the legal definition of medical device as per this regulation?

Q2: Prepare a flow chart for classifying medical devices as per this
regulations.

Due date 6t Sept 2017 — along with 15t Deliverables for the project

For additional credit: Graphical or Interactive tool for medical device
classification as per upcoming Indian regulations — deadline 15t Sept.



