EC Design Examination Ceriificate: Cetificate US10/74640

Bolton Medical, Inc.

799 Intemational Parkway, Sunrise, Florida
33325. USA

1) RELAY Thoracic Stent-Graft with Transport Delivery System

2) RELAY Plus Thoracic Stent-Graft with Delivery System

3) RELAY NBS Plus Thoracic Stent-Graft with Delivery System

4) RelayPro Thoracic Stent-Graft System (Bare Stent Configuration)
5) RelayPro Thoracic Stent-Graft System (NBS Configuration)

Intendad Purpose of Device

Sterile endovascular stent-graft with delivery system intended
for the treatment of thoracic aortic aneurysms, dissections,
pseudoaneurysms, penetrating atherosclerotic ulcers (PAU),
intramural hematoma (IMH).

has been assessed and certified as meeting the requiremants of

Directive 93/42/EEC

on Medical Davices Annex ll, section 4

itis certified that the manufacturer’s design dassier (and product, where applicable) for the above device
has been examined and, basad on the evidence submitted, i Is considered that tha device

confomms fo the relevant Essential Requirements of EC Directive SV42/EEC.

This cerificata is issued in conjunction with a cerificata covering the full quality assurance system to
Annex Il which must be subject to satisfactory surveillance audits.

This certificate is valid from 22 March 2018 until 18 March 2020
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EC Design Examination Certificate: Certificate US10/74640, continued

Bolton Medical, Inc.

Directive 93/42/EEC

on Medical Devices Annex ll, section 4

lssue 14

Certification is based on report number DDE 602323 dated 21 November 2014

Addenda o that report have been issued on the following dates:

Addendum Date Reason for Addendum

18 February 2015 To comect devices identified on certificate.
26 February 2015 Rewording of device identifier and intended purpose.
02 February 2016 Change of IFU
13th May 2016 Change in shelf kfe of tha RELAY® Thoracic Stent-Graft with

15th September 2016

Ird May 2017

19th July 2017
19 Seplember 2017

24th October 2017

23rd November 2017
19 March 2018

Plus Delivery Systam from three to four years. Change in
designation of RELAY® Plus Thoracic Stent-Graft with
TRANSPORT defivery system to RELAY® Thoracic Stant-Grafl
with Plus delivery system

Change to review madifications for the inner secondary sheath
for the Plus delivery system

Addition of new devices:

4) Relay PRO Thoracic Stent Graft System

§) Relay NBS PRO Thoracic Stent Graft System

Rewording of device name from

2) RELAY Thoracic Stent-Graft with Plus Delivery System

J) RELAY NBS Thoracic Stent-Graft with Plus Defivery System
Ta:

2) RELAY Plus Thoracic Stent-Graft with Delivery System

3) RELAY NBS Plus Thoracic Steat-Graft with Delivery System
Correction of addendum from 3rd May 2017

Change to material for the Distal Clasp component from PEEK
to 303 Stainless Steel

1) Provide clanification/comections to IFU

2) Design changes for the introducer sheath.

3) Add another component supplier for the defivery system
sheath

4) Brand name change to RelayPro Thoracic Stent-Graft Systsm
(Bare stent Configuration) and RelayPro Thoracic Stent-Graft
System {(NBS Configuration).

Addition of subcontractor for stent manufacturing.

Change to Legat address from Bolton Spain to Botton USA, and
addition of EL Representative
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