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Cerlificate US13/82824

The management system of

InSitu Technologies, Inc.

539 Phalen Boulevard,
St. Paul, MN, 55130, United States

has been assessed and cestified as meeting the requirements of

ISO 13485:2003
EN ISO 13485:2012

For the following activities

Design, Development, Manufacture and Distribution of sterile coronary
and peripheral stent and delivery systems. Distribution of minimally
Invasive Intravascular Medical Devices including: Coronary and
Peripheral Covered Stents, Coronary and Peripheral Bare Metal Stents,
and PTCA and PTA Balioon Dilatation Catheters; and Distribution of
Angioplasty accessories including Guide Wires, Hemostatic Patch
systems, Inflation Devices, Introducer Sheaths and Angioplasty Kits
including Hemostatic Valves, Needles and Torque Devices.

This certificate is valid from 31 March 2019 until 31 March 2022
and remains valid subject to satisfactory surveillance audits.

Re certification audit due before 31 March 2019
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Certificate No. 15491-9-2017
CERTIFICATE TO FOREIGN GOVERNMENT

In order to allow the importation of United States products into foreign countries , the U.S. Food and Drug
Administration (FDA) certifies the following information concerning the product(s) to be exported listed below:

Name of Product(s) Name of Manufacturer/Distributor, Address

See Attached List Name of Manufacturer
INSITU TECHNOLOGIES, INC.

539 Phalen Bivd
Saint Paul, MN USA 55130

The product(s) described above (and the manufacturing/distribution site(s) which produces/distributes it) is subject
to the jurisdiction of the FDA under the Federal Food, Drug, and Cosmetic Act.

It is certified that the above product(s) may be marketed in, and legally exported from, the United States of
America at this time. The manufacturing plant(s) in which the product(s) is produced is subject to periodic
inspections.
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Robin W. Newman MSN EdD CPNP
Director

Office of Compliance

Center for Devices and Radiological Health
U.S. Food and Drug Administration, DHHS

This certificate is valid from September 29, 2017 to September 28, 2019.
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