
The manufacturer: 

lnsightra Medical, Inc. 
141 Hatcher Lane
Clarksville, TN 37043
USA 

Certifies in respect of: 

Ultra IAB 7 Fr Intra Aortic Balloon Catheter Kits 
Models: IMU7F-40, IMU7F-35, IMU7F-30, IMU7F-25, IMU7F-20 

To be compatible for use and consumables for the following /AB pump systems: 

Datascope Models: CS100, CS300, System 97, 98, 98XT, Cardiosave IABP Hybrid

Arrow Models: ACAT, AutoCat, AutoCat2, AutoCat2 Wave, KAAT II, Autocat 3, AC3 

Optimus

Note: lnsightra Model IMU7F-20 is not compatible with Arrow IAB Pumps 

Furthermore, the Ultra IAB ?Fr Intra Aortic Balloon Catheter and Ultra IAB Kit are qualified for 
use exclusively together and are not intended for use as individual products. 

We herewith declare that the above mentioned products are are approved by the Food and 
Drug Administration of the United States of America. All supporting documentation is retained 
under the premises of the manufacturer. 

For and on the behalf of lnsightra Medical, Inc.: 

Kai Walter Trompeter, CEO, lnsightra Medical
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