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Executive summary
an overview, e.g.,
introductory
descriptive
information on the
medical device, the
intended

uses and indications

for use of the medical

device, any novel

features and a

synopsis of the

content of the CSDT;

v" commercial
marketing
history;

v"  intended uses
and indications in
labelling;

v’ list of regulatory
approval or
marketing
clearance
obtained;

v status of any
pending request
for market
clearance; and

v" important
safety/performan
ce related
information.

2rilNILWIL NN

Products
specification

NIW3aIwn0IULS)

Risk Analysis

188 IN2991S 7PN
2UOUNIVEAN

(N}

Manufacturer

Information




an.2

YN Labelling
9 | gdnwintg Instruction
SHSueNERI S Sui




