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TAA Stent Graft System

VALIANT " CAPTIVIA™ PRODUCT CODE DESCRIPTION
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TAA Stent Graft System

PROXIMAL FREEFLO STRAIGHT
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PROXIMAL FREEFLO TAPERED

TAA Stent Graft System
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TAA Stent Graft System

CLOSEDWEBSTRAIGHT

Product Code
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TAA Stent Graft System

CLOSED WEB TAPERED
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TAA Stent Graft System

DISTAL BARE SPRING STRAIGHT
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TAA Stent Graft System
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TAA Stent Graft System
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VAMC4444B100TE

\/AMC‘&B

G6B100TE

VAMC2626C100TE

MEMCAL DEVICE SCHEDULE

in Number/Product Description of Device

—\/aﬁantheraeie»Stent-Gr«aﬁ—wim—me{—}apﬁvia—[ﬂeiivery'
System
Valiant Thoracic Stent Graft with the Ca ptivia Delivery
System
Valiant Thoracic Stent Graft with the Captivia Delivery
System
Valiant Thoracic Stent Graft with the Captivia Delivery
Systemn
Valiant Thoracic Slent Graft with the Captivia Delivery
System
Valiant Thoracic Stent Graft with the Captivia Delivery
System

VAMC2828C100TE Valiant Thoracic Stent Graft with the Captivia Delivery
System
VAMC3030C100TE Valiant Thoracic Stent Graft with the Captivia Delivery
stt,m
VAMC3232C100TE ni Thoracic Stent Graft with the Captivia Delivery
f:ys g
VAMC3434C100TE Valiant Choracic Stent Graft with the Captivia Delivery
System
VAMC3636G100TE Valiant Thotacic Slent Graft with the Captivia Delivery
System
VAMC3838C100TE Valiant Thoracicient Graft with the Captivia Delivery
System
VAMGC4040CG100TE Valiant Thoracic Stert Graft with the Caplivia Delivery
System
VAMC4242C100TE Valiant Thoracic Stent Graft with the Captivia Delivery
System
VAMC4444C100TE Valiant Thoracic Stent Graft with the Captivia Delivery
System
VAMCA646C100TE Valiant Thoracic Stent Graft with th aptivia Delivery
System C\21
VAMC2222C150TE Valiant Tharacic Stent Graft with th Captivia Delivery
Sysiem
VAMC2424C150TE Valiant Thoracic Stent Graft with the Caplivia Delivery
System \
VAMC2626C150TE Valiant Thoracic Stent Graft with the Captivia Deljvery
System
VAMCZ828C150TE " valianl Thoracic Stent Graft with the Captivia Delivery,
Qdibie,'” AN
VAMC3030C150TE \S/;xgant Thoracic Stent Graft with the Captivia Delwery,wm (e
VAME3232 G450 TE——— ' & caftwithrthe-CaptiviaDetivery
e Natem Oy N,
VAMC3434C150TE mmm mﬁh Bent Graftwithlhe Captivia Delivery
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By Royal Charter

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2003 & EN ISO 13485:2012

This is to certify that: Medtronic Ireland
Parkmore Business Park West i,
Galway g0 FRUE COPY
Ireland
Wy, Udomsak Suntithilkavag)
Halds Certificate Number: MD 94974 Sieneral Managet

and operates a Qualily Management System which complies with the requirements of 150 13485:2003 & N ISO
13485:2012 for the following scope:

The design and manufacture of vascular devices and heart valve delivery and loading systems.
The manufacture of heart therapy/pacemaker delivery systems, biliary stents and delivery
systemns, non-active implantable/non-implantable medical devices with drug
coatingfimpregnation and catheter systems for renal denervation. The loading & final assembly
of transcatheter pacemaker systems. Provision of analytical test services for Medtronic
Corporation facilities/sites.

7
/i{/j{./éfaf MR
VA
For and on behalf of BSL: /. [’

Frank Lee, EMEA Compliance & Risk Director

[fiective Date: 15/08/2016

Original Registration Date: 17/03/2005
Explry Date: 28/02/2019

Latest Revision Date: 03/08/2016
- % PUNA Page: 1 of 2
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An electronic cartficate can be awthenticated piding. gaoun.sun Q...
Frinted cepies can be validated at vanvbsigreup.comfClentDiceciory
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Certificate No: MD 94974
Location
Medtronic Ireland The.design and manufacture of vascular devices and heart
Parkmore Business Park West valve delivery and loading systems. The monufacture of heart
Galway therapy/pacemaker dellvery systems, biliary stents and
Treland dellvery systems, non-active implantable/non-implantable

medical devices with drug coating/impregnation and catheter

systems for renal denervation. The loading & final assembly
of transcatheter pacemaker systems. Provislon- of analytical
test services for Medtronic Corporation fadililles/sites,

MedironterInes Gorporate-Headguariers—
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Gonoral Nlanager

Original Registration Date: 17/03/2005 Effective Date: 15/08/2016

Latest Revision Date: 03/08/2016 Expity Date: 28/02/2019
Page: 2 of 2
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CERTIFICATE OF FREE SALE

To Whom it May Concern

The Health Products Regulatory Authority hereby certifies that:

1) The general medical devices specified in the attached schedule are manufactured
in Ireland by Medtronic Ireland, Parkmore Business Park Wesl, Galway, lreland.
Manufacturer (as defined in the Medical Devices Directive 93/42/EEC) is Medtronic Inc,,
710 Medtronic Parkway, Minneapolis, MN 55432, USA.

2)  The general medical devices specified in the attached schedule are CE marked in
accordance with the European Communities (Medical Devices) Regulations, 1994
(which transposed the Medical Devices Direclive 93/42/EEC into Irish Law) and
may be marketed and sold in lreland.

3)  Exportation of the general medical devices listed in the attached schedule is not
prohibited. :

4)  The granting of this certificate is basegd on the;,informaﬂon available to the Health
Products Regulatory Authority on the dalg of issue of the certificate.

o 4475 [85bo S
Issued To: Medtronic lreland. i ‘ .
Parkmore BUSE”?@@‘F‘QL W§§;{I EMBASS Seen f rlljc uuihcnl.xmuon of signature/scal
Galway | of  Hatrick Kealing

LORDON Health Products Regulatary Authority
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6008183

FIEDICAL DEVICE SCHEDULE

2 Number/Product Description of Device
VAMF4040C150TE Valiant Thoracic Stent Graft with the Captlivia Delivery
System
VAMF4242C150TE Valiant Thoracic Stent Graft with the Captivia Delivery
System
VAMF4444C150TE Valiant Thoracic Stent Graft with the Captivia Delivery
System
VAMF4646G150TE Valiant Thoracic Stent Graft with the Captivia Delivery
System
VAMF3030C200TE vValiant Thoracic Stent Graft with the Captivia Delivery
System
VAMF3232C200TE Valiant Thoracic Stent Graft with the Caplivia Delivery
System
VAMF3434C2007TE Valiant Thoracic Stent Graft with the Captivia Delivery
System
VAMF3636C200TE Valiant Thoracic Stent Graft with the Captivia Delivery
System
VAMF3838C200TE Valiant Thoracic Stent Graft with the Captivia Delivery
System
VAMF4040C200TE Valiant Thoracic Stent Graft with the Captivia Delivery
System .
VAMF4242C200TE Valiant Thoracic Stent Graft with the Caplivia Delivery
System
VAMF4444C200TE Valiant Thoracic Stent Graft with the Captivia Delivery
System
VAMF4646C200TE Valiant Thoracic Stent Graft with the Captivia Delivery
System
VAMC2222B100TE Valiant Thoracic Stent Graft with the Captivia Delivery
Syslem
VAMC?2424B100TE Valiant Thoracic Stent Graft with the Captivia Delivery
System
VAMC2526B100TE Valiant Thoracic Stent Graft with the Captivia Delivery
System
VAMC2828B100TE valiant Thoracic Stent Graft with the Captivia Delivery
System
VAMC3030B100TE vValiant Thoracic Stent Graft with the Captivia Delivery
System v
VAMC32328100T= Valiant Thoracic Stent Graft with the Captivia Delivery
. System
VAMC3434B100TE Valiant Thoracic Stent Graft with the Captivia Delivery
System
VAMC36368100TE Valiant Thoracic Stent Graft with the Captivia Delivery
Sysiem
VAMC3838B100TE Valiant Thoracic Stent Graft with the Captivia Delivery
System
VAMC4040B100TE Valiant raft with the Captivia Delivery

Sysie
CFS008702 . ) {:: Page 2 of 6 //j
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e Number/Product

VAMC4242B100TE
VAMC4444B100TE
VAMC4646B100TE
VAMC2222C100TE:
VAMC2424C100TE
VAMC2626C100TEz
VAMC2828C100TE
VAMC3030C100TE
VAMC3232C100TE
VAIWC3§3<1C‘1 007TE
VAMC3636C100TE
VAMC3838C100TE
VAMC4040C100TE
VAMC4242C100TE
VAMCA4444C100TE
VAMC4646C100TE
VAMC2222C150TE
VAMC2424C150TE
VAMC2626C150TE

VAMC2828C150TE

RMEDICAL DEVICE SCHEDULE

Description of Device

Valiant Thoracic Stent Graft with the Captivia Delivery
System

Valiant Thoracic Stent Graft with the Captivia Delivery
Syslem

Valiant Thoracic Stent Graft with the Captivia Delivery
System ,
Valiant Thoracic Stent Graft with the Captivia Delivery
System

valiant Thoracic Stent Graft with the Captivia Delivery
System

Valiant Thoracic Stent Graft with the Captivia Delivery
System

Valiant Thoracic Stent Graft with the Captivia Delivery
System

Valiant Thoracic Stent Graft with the Captivia Delivery
System

Valiant Thoracic Stent Graft with the Captivia Delivery
System

Valiant Thoracic Stent Graft with the Captivia Delivery
System

Valiant Thoracic Stent Graft with the Captivia Delivery
System

Valiant Thoracic Stent Graft wilh the Captivia Delivery
Syslem

Valiant Thoracic Stent Graft with the Captivia Delivery
System

valiant Thoracic Stent Graft with the Captivia Delivery
System

Valiant Thoracic Stent Graft with the Caplivia Delivery
Syslem

Valiant Thoracic Stent Grafl with the Captivia Delivery
System .

Valiant Thoracic Stent Graft with the Captivia Delivery
System

Valiant Thoracic Stent Graft with the Captivia Delivery
System

Valiant Thoracic Stent Graft with the Captivia Delivery
System '

Valiant Thoracic Stent Graft with the Captivia Delivery
Sysfem
Vatiant-Fhoracic-Stent-Sraft-with-the-Captlivia-Delivery-

VAMEIB30CHE0TE
VAMC3232C 180T

VAMC3434C150TE

CKFS008702

Systenr

Valiant Thoracic Stent Graft with the Captivia Delivery
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6008183

MEDICAL DEVICE SCHEDULE

wem Number/Product

VAMC3G36C150TE Valiant Thoracic Stent Graft with the Captivia Delivery
System

VAMC3838C150TE Valiant Thoracic Stent Graft with the Captivia Delivery
System

VAMC4040C150TE Valiant Thoracic Stent Graft with the Caplivia Delivery
System

VAMC4242C150TE Valiant Thoracic Stent Graft with the Captivia Delivery
System

VAMC4444C150TE Valiant Thoracic Stent Graft with the Captivia Delivery
System

VAMC4646C150TE Valiant Thoracic Stent Graft with the Captivia Delivery
System

VAMC3030C200TE Valiant Thoracic Stent Graft with the Captivia Delivery
oy
System

VAMC3232C200T1z Valiant Thoracic Stent Graft with the Caplivia Delivery
System

VAMC3434C200TE Valiant Thoracic Stent Graft with the Caplivia Delivery
Syslem

VAMC3636C200TE Valiant Thoracic Stent Graft with the Captivia Delivery
System

VAMC3838C200TE Valiant Thoracic Slent Graft with the Captivia Delivery
System

VAMC4040C200TE Valiant Thoracic Stent Graft with the Captivia Delivery
System

VAMCA4242C200TE Valiant Thoracic Stent Grafl with the Captivia Delivery
System

VAMC4444C200TE Valiant Thoracic Stent Graft with the Captivia Delivery
System

VAMCA4646C200TE Valiant Thoracic Stent Gralt with the Captivia Delivery
System

VAMC2824C150TE Valiant Thoracic Stent Graft with the Caplivia Delivery
System

VAMC3026C150TE Valiant Thoracic Stent Graft with the Captivia Delivery
System

VAMC3228C150TE vValiant Thoracic Stent Graft with the Captivia Delivery
System

VAMC3430C160TE Valiant Thoracic Stent Graft with the Captivia Delivery
System

VAMC3632C1560TE Valiant Thoracic Stent Graft with the Captivia Delivery
System

VAMC3834C160TE Valiant Thoracic Stent Graft with the Captivia Delivery
System

VAMC4036C150TE Valiant Thoracic Stent Graft with the Captivia Delivery
System

VAMC4238C150TE Valiant Thoracic Stent Graft with the Captivia Delivery
System =

CF$008702 Page 4 of 6
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6m Numbet/Product

6008183

RMEDICAL DEVICE SCHEDULE

Description of Device

VAMC4440C160TE Valiant Thoracic Stent Graft with the Caplivia Delivery
System
VAMC4642C160TE Valiant Thoracic Stent Graft with the Captivia Delivery
System
VAMC2622C160TE Valiant Thoracic Stent Graft with the Captivia Delivery
System
VAMF2622C150TE Valiant-Fhoracie-Stent-Graft-with-the-Ga ptivia-Delivery
System _
VAMF2824C150TE Valiant Thoracic Stent Graft with the C/aptivta Delivery
System ~
VAMF3026C150TE Valiant Thoracic Stent Graft/wittﬁwe Caplivia Delivery
System e
VAMF3228C1507TE Valiant Thoracic/Sieﬁf Grafl with the Captivia Delivery
System e
VAMF3430C160TE Vaﬁapl/T’ﬁgracic Stent Graft with the Captivia Delivery
System
VAMF3632C150TE " Valiant Thoracic Stent Graft with the Captivia Delivery
e System
VAMF3834C“I/£_SDTFE Valiant Thoracic Stent Graft with the Captivia Delivery
/,/”‘ System
VﬁMPJOB»GCﬁOTE valiant Thoracic Stent Graft with the Captivia Delivery
“ System
VAMF3434C150TE Valiant Thoracic Stent Graft wilh the Captivia Delivery
System
VAMF3636C150TE Valiant Thoracic Stent Graft wilh the Captivia Delivery
System
VAMF3838C1560TE Valiant Thoracic Stent Graft wilh the Captivia Delivery
System
VAMF4238C150TE -~~~ ~—Valiant T horacic*Stem-Graﬂ~with-ihe—(-)aptiﬂq;p,elivew
System P T
VAMF4440C150TE Valiant 'I“ivlggacic»Stent"G'rﬁaﬁ with the Captivia Delivery
I System”
VAMFA842C1G0TE Valiant Thoracic Stent Graft with the Captivia Delivery
PSSl Systen'\"‘" .
VAMF2222C100TE Valiant Thoracic Stent Graft with the Captivia Delivery
System
VAMF2424C100TE Valiant Thoracic Stent Graft with the Captivia Delivery
System '
VAMF2626C100TE Valiant Thoracic Stent Graft with the Captivia Delivery
System
VAMF2828C100TE valiant Thoracic Stent Graft with the Captivia Delivery
System
VAMF3030C100TE Valiant Thoracic Stent Graft with the Captivia Delivery
System
VAMF3232C100TE= Valiant Thoracic Stent Grall ith the Caplivia Delivery
System / $\(\\:{\SSHH7\‘J]
’@‘ 1\ 7,
;@, X g Pret
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WG AL DEVICE SCRIEILE

.«em Number/Product Description of Device

VAMF3434C100TE

Valiant Thoracic Stent Graft with the Captivia Delivery

System

VAMF3636C100TE Valiant Thoracic Stent Gralft with the Captivia Delivery
System

VAMF3838C100TE Valiant Thoracic Stent Graft with the Captivia Delivery
System

VAMF4040C100TE Valiant Thoracic Stent Graft with the Captivia Delivery
System

VAMF4242C100TE Valiant Thoracic Stent Gralt with the Captivia Delivery
Sysfem

VAMF4444C100TE Valiant Thoracic Stent Graft with the Captivia Delivery
System

VAMF4646C100TE Valiant Thoracic Stent Grait with the Captivia Delivery
System

VAMF2222C150TE Valiant Thoracic Stent Graft with the Captivia Delivery
System

VAMF2424C150TE Valiant Thoracic Stent Graft with the Captivia Delivery
System

VAMIF2626C150TE Valiant Thoracic Stent Graft with the Captivia Delivery
System

VAMF2828C150TE Valiant Thoracic Stent Graft with the Captivia Delivery
Syslem

VAMF3030C150TE Valiant Thoracic Stent Graft with the Captivia Delivery
System

VAMIF3232C1507TE

CFS008702

Valiant Thoracic Stent Graft with the Captivia Delivery
System
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By Royal Charter

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - 150 13485:2003 & EN ISO 13485:2012

This is to certify that: Medtronic lreland
Parkmore Pumness Park West L .
Galway TR Gl ThuE GOPY
Ireland b&
I <2.[
2 &
/
~</<’ GRS h
Wi, Udmnaak Suniihileyans
Holds Certificate tumber: MD 94974 Grenionad Mand

and operates a Quality Management System which complies with the requirements of 1SO 13485:2003 & EN 1SO

13485:2012 for the following scape:

The design and manufacture.of vascular devices and hearl valve delivery and loading systems.
The manufacture of heart therapy/pacemaker delivery systems, biliary stents and delivery
systems, non-active implantable/non- -implantable medical devices with drug
coatingfimpregnation and catheler systems for renal derervation. The loading & final assembly
of transcatheter pacemaker systems. Provision of analytical test services for Medtranic

Corporation facilities/sites.

R

./(?'{/«%f'fé?\,--/ .
/7 /. g
For and on behalf of BS1: )4 [P

Fronk Lee, EMEA Compliance & Risk Director

‘Effective Data: 15/08/2016

Original Registration Date: 17/03/2005
Expiry Date: 28/02/2019

Latest Revision Date: 03/08/2016
Page: 1 of 2
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Certificate No: MD 94974

Locatlon flegistered Activities

Medtronic Irefand The design and manufacture of vascular devices and heart

parkmore Business Park West valve delivery and loading systems. The manufacture of heart

Galway therapy/pacemaker delivery systems, blliary stents and

Ireland delivery systems, non-aclive implantabie]non»impiantable
medical devices with drug coatingf/impregnation and catheter

systems for renal denervation. The loading & final assembly
of transcatheler pacermaker systems. provision of analytical
test services for Meduonic Corporation facilities/sites.

Medtronic; NG, Gorporate-Headguarters
710 Medtrprfic Parkway
Minneapdlis
Minnesota

55132

USA oo e m

e e b e O R
By, oo atc Suntitfilevont

Gerpnpnd Biatis

ASIABUIET
28 5.0, 2560

tffeclive Date: 15/08/2016
Expiry Date: 28/02/2019

Original Registration Date: 17/03/2005
Latest Revision Date: 03/08/2016
Page: 2 of 2
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12 ypurreiniadiouwnd Respiratory Care Services '
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