a) di Cordis Cashel
r S Cahir Road
Cashel

Co. Tipperary
Ireland

Manufacturer’s Declaration Regarding Regulation 2023/607

with respect to the certificates issued under Council Directive 90/385/EEC on Active Implantable Medical
Devices (AIMDD) or Council Directive 93/42/EEC on Medical Devices (MDD), (Directive Certificates) and their
validity per Article 120.2 of Regulation (EU) 2017/745 on Medical Devices as amended by Regulation (EU)
2023/607 of 20 March 2023 (MDR) and with respect to the devices’ — including devices for which the
conformity assessment procedure pursuant to MDD did not require the involvement of a notified body, for
which the declaration of conformity was drawn up prior to 26 May 2021 and for which the conformity
assessment procedure pursuant to this Regulation requires the involvement of a notified body — and their
manufacturer’s compliance with the conditions to continued placing on the market or putting into service per
Article 120.3c of the MDR:

Manufacturer Name Cordis Cashel

Cahir Road, Cashel
Co Tipperary, Ireland

Manufacturer Address

Single Registration Number (SRN), (if available) IE-MF-000018690

Authorised Representative Name (if applicable)

Authorised Representative Address Not Applicable

Single Registration Number (SRN) (if available)

Notified Body Name (if applicable) See attached schedule

Notified Body Number (if applicable) See attached schedule

Directive Certificate Number
to which this confirmation is made (if applicable)

Date of validity as indicated on the Directive Certificate(s) {if
applicable)

See attached schedule

See attached schedule

End date of extended validity/ transition period See attached schedule

Digitally signed by Ostapciuc Alexandr
Date: 2023.10.07 14:07:18 EEST
Reason: MoldSign Signature

Location: Moldova
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G) di Cordis Cashel
r S Cahir Road

Cashel
Co. Tipperary
Ireland

We, as the manufacturer declare under our sole responsibility:

-

> for the above listed Directive certificate (or see attached Schedule if multiple certificates) the conditions

for the legal extension of validity as required in Article 120.2 of the MDR are met and
> the listed device(s) in the attached schedule and we as their manufacturer are in compliance with the
conditions listed in Article 120.3c of the MDR for continued placing on the market and putting into

service,

Namely by fulfilling the following conditions:

» Directive certificate(s) — if applicable - as listed above or in the attached schedule

. Directive certificate(s) covering the listed device(s) was/were issued after 25 May 2017, was/were
valid 26 May 2021, was/were not withdrawn by 20 March 2023, and
° Choose applicable statement:
00  did expire before 20 March 2023
() before its date of expiry, a formal application to the notified body in accordance with
Section 4.3, first subparagraph of Annex VII, MDR for conformity assessment was made for
the devices(s) listed in the attached schedule or its substitute and a signed written
agreement was in place in accordance with Section 4.3, second subparagraph, of Annex VII.
O a Competent Authority has granted a derogation from the applicable conformity
assessment procedure in accordance with Article 59(1) MDR,
O a Competent Authority has required the manufacturer, in accordance with Article 97(1)

MDR, to carry out the applicable conformity assessment procedure.

did not expire before 20 March 2023

B4

Where certificates expire after 20 March 2023, a formal application to the notified body in
accordance with Section 4.3, first subparagraph, of Annex VII MDR for conformity
assessment has been made or will be made/submitted to a notified body no later than 26
May 2024 for the device(s) listed in the attached schedule or its substitute and a signed
written agreement is or will be in place in accordance with Section 4.3, second
subparagraph, of Annex VIl MDR before 26 September 2024.

Where certificates expire after 20 March 2023 and before 26 May 2024, if the manufacturer
does not lodge an application for conformity assessment by 26 May 2024, the transition
period will end on 26 May 2024.

» Quality Management System (QMS)
Choose applicable statement:

O
O

A QMS in accordance with Article 10(9) MDR has been put in place.
A notified body has issued the attached certificate for the MDR-compliant QMS.

A QMS in accordance with Article 10(3) MDR will be put in place by no later than 26 May
2024

VAT No. IE9574526W. REGISTRATION NO. 424180
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a) d‘i Cordis Cashel
r S Cahir Road

Cashel
Co. Tipperary
Ireland

» Device(s) as listed in the attached schedule

2 The device(s) continue to comply with the AIMDD or MDD.

o The device(s) has/have not been significantly changed in its/their design and intended
purpose since 26 May 2021.

. The device(s) do not present an unacceptable risk to health or safety of patients, users, or
other persons, or to other aspects of the protection of public health.

» We acknowledge that requirements relating to post-market surveillance, vigilance, registration of
economic operators and of devices in accordance with MDR apply for the device families as listed in
the attached schedule.

Signed for and on behalf of the Manufacturer:

Company Name: Cordis Cashel

Location: Cahir Road, Cashel, Co. Tipperary, Ireland
Printed Name: Nicola Parry

Title: EMEA Quality Svs'_t’gms Lead

s

Date: O]g’ /]f«f/'/’o?Ch?S

Signature:

DOLPH McGRATH,
1, Oid Waterford Road,
Clonmal,
CO. TIPPERARY, IRELAND
Notary Public for the
County of Tipperary.
Commissioned for Life

VAT No. IE 9574526W. REGISTRATION NO. 424180
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Cordis

Cordis Cashel

Dilatation Catheter

Cahir Road
Cashel
Co. Tipperary
Ireland
SCHEDULE OF DEVICES
Validity Date Noti;ied Extended
Bo Y 2 ay
Identification of the device (e.g., device name, family/group name Num_her ?f JEEiENeted "
device model or catalogue number) the Directive on the Name Date or
Certificate(s) Directive and Transition
Certificate(s) | Number Period
One-Piece Angigﬁr?phic Needles with snap-on wing 502652 CE 5565903 21-Sep-23 BSI/2797 | 21-Dec-28 '
| One-Piece Arlgiugrap_hic Neeglgs with snap-on wing | 502654 | CE 556903 21-Sep-23 ﬂ’Z?Q? 21-Dec-28
One-Piece Angiographic Needles with snap-on wing 502655 CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Two-Piece Angiographic Needle with snap-on wing 502657 CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Two-Piece Angiographic Needle with snap-on wing 502658 CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
One-Piece Angiographic Needles with snap-on wing 502659 CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
== : :
Saper™ Pereutaneous Teansiuminal ADploplasty 480020025 CES56903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
sl s 48002002X CES56903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter _ )
= . =
Saber’™ Peroutaneos Tarsluminal Anglogiety 480020035 CES56903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Cathet_er __4 B
™ 2 1
S?ber : Percutaneous Transluminal Angioplasty 48002003 CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dllatat_lm_Catheter )
SAber™ Perciranaons Trmsiuminal Angkeoiasty 480020045 CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter - ] D | -
o p %
saher™ Percutaneous Transiuminal Anglopiasty 48002004X CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter B - -
Saber™ FareatineolisIransiuminal Anglopikety 480020065 CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
Tber Pereutaneos Transiuming Angianlasty 48002006X CES56903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
™ 2 I
S?ber . Percutaneous Transluminal Angioplasty 480020085 CE 556903 21-Sep-23 BS1/2797 | 21-Dec-28
Dilatation Catheter
Saber™ Percutaneous Transluminal Angioplasty 48002008X CE 556903 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
™ H H
saber™ Percutaneous Transiuminal Angloplasty 480020105 CES56903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
™ " .
Salier™ Peccutanealis Transhirminal Angloplasty 48002010X CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
Saber™ Percutaneous Transiuminal Angloplasty 480020155 CE 556903 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
i . -
saber * Percutancous Transiuminal Angloplasty 48002015X CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
Saber™ Percutaneous Transluminal Angioplasty 480020205 CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
= z E
Sa‘lber . Percutaneous Transluminal Angioplasty 48002020X CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
p - -
Saber™ Percutaneous Transluminal Angioplasty 480020255 CE 556003 21-Sep-23 BSI/2797 | 21-Dec-28

VAT No. IE 9574526W,
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Cordis

Cordis Cashel

Dilatation Catheter

VAT No. |E 9574526W

Cahir Road
Cashel
Co. Tipperary
Ireland
Validity Date | Notified | Extended
Body
Identification of the device (e.g., device name, family/group name Nufiber Pf &% ndicated - (Validity
device model o catalogue Aumber) the Directive on the Name Date or
TeslortawiogEe iumoe Certificate(s) Directive and Transition
_ Certificate(s) | Number Period
™ 1 i
Saber™ Percutaneous Transluminal Angioplasty 48002025X CES56903 | 21-Sep-23 | BSIf2797 | 21-Dec-28
Dilatation Catheter
Séber _ Percutaneous Transluminal Angioplasty 480020305 CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
a : .
Sahier™ Percutaneous Transhuminal- ARgiopiasty 48002030X | CES556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
T™ ;) i
S?ber . Percutaneous Transluminal Angioplasty 480025025 CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
| Dilatation Catheter
S?ber . Percutaneous Transluminal Angioplasty 48002502X CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
Saber™ Percutaneous Transluminal Angioplasty i
Dilitatios Cathetar 480025035 CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
T H H
SE.IbEI' . Percutaneous Transluminal Angioplasty 48002503X CE 556903 21-Sep-23 BS1/2797 | 21-Dec-28
Dilatation Catheter
S?b&l’ _ Percutaneous Transluminal Angioplasty 480025045 CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
T
Saber=PeraanecusTransiininal Anglopisty 48002504 | CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
Saher™ Percutimeous Translumimal Aogloplasty 480025065 CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
Sgber i Percutaneous Transluminal Angioplasty 48002506X CE 556903 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
S?ber ’ Percutaneous Transluminal Angioplasty 480025085 CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
Seher™ PeroutaneousTraneluiinal Angioprsty 48002508X | CES556903 | 21Scp23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
= : -
Saber™perautanecus Trafslarinal Angioplasty 480025105 CE556903 | 21-Sep-23 | BS|/2797 | 21-Dec-28
Dilatation Catheter
7 . Z
S:fber . Percutaneous Transluminal Angioplasty 48002510X CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
= z .
Sdbert: Pertaianecis Ians| uninal Anglpisty 480025155 CES556903 | 21-Sep23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
Safber ) Percutaneous Transluminal Angioplasty 48002515X CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
Saber™ Percutaneous Transluminal Angioplasty
- - 1/2797 21- -
Bilatation Catheter o ‘ 480025205 CE f??g(}.“. 21-Sep-23 _Bf ;'_ ad K 1_Dec 2_8
T H H
Saper Percutancols Transiuminal Anglopiasty 48002520X | CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
. Dilatation Catheter
| S H H . 7 I
Selnber ) Percutaneous Transluminal Angioplasty 480025255 CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter |
Th s =
Saber™ Percutaneous Transluminal Angioplasty 48002525X CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
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Cordis

Cordis Cashel

Cahir Road
Cashel

Co. Tipperary

Ireland

Notified

Validity Date 4 Extended
" i Bu v 5 ge
Identification of the device (e.g., device name, family/group name Num-ber ?f asindicated | 7 | Validity
device model or catalogue number) the Dirctive on the Name Date or
eV gue num Certificate(s) Directive and Transition
Certificate(s) | Number Period
Saber™ Percutaneoys Transluminal Anglapiasty 480025308 CE556903 | 21-Sep-23 | BS|/2797 | 21-Dec-28
Dilatation Catheter
|l T H H a o
| amher * Pergtanenas ransiuminat Anglapiaty 48002530X CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
| Dilatation Catheter
Saber™ Percutaneous Transluminal Angioplasty 480030025 CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
| Dilatation Catheter
[' = = :
Saber™ Reraitansous Transkminal Angiophesty 48003002X CES556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
Spber™ Parcutanenus Transkuiming) Angioplasty 480030035 CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
Sabier FereutaHuolTransiiminal Angloplasty 48003003X CES56903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
a g .
Sa'ber . Percutaneous Transluminal Angioplasty 480030045 CE 556903 21-Sep-23 8S1/2797 | 21-Dec-28
Dilatation Catheter
Séber _ Percutaneous Transluminal Angioplasty 48003004X CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
=" R A
Seber™ Parcdtanenys Transiiningl Angfoplasty 480030065 CES56903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
TH
S.'?ber i Percutaneous Transluminal Angioplasty 48003006X CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
Saber™ Percutaneous Transluminal Angioplasty
Oilatition Cathister 480030085 CE 556903 21-Sep-23 BSIf2797 | 21-Dec-28
= s :
Saber™ Ferananeeys Transiumninal Apioplsty 48003008X CES556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
Saber™ Percutaneous Transluminal Angioplasty 480030105 CE556903 | 21Scp23 | BSI/2797 | 21 Dec 28
Dilatation Catheter
Saber™ Percutaneous Transluminal Angioplasty
Dilatation Catheter 48003010X CE 556903 21-Sep-23 BSI/2797 21-Dec-28
™ H +
Saker= Perctanaous Thansiuminal Asloplasty 480030155 CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
Saber™ Percutaneous Transluminal Angioplasty
-Sep- 797 -Dec-
Dilatation Catheter 48003015X CE 556903 21-Sep-23 BSI/279 21-Dec-28
™ 1
saher™> Percutanenus Transumine Angloplsty 480030205 CES56903 | 21Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
Saber™ Percutaneous Transluminal Angioplasty
Dilatatiog C_ath_ezgr o _48003?20)(—__(?!5 ?_56903 21-Sep-23 _BSI!2797 | 21 Decﬁ!
BERECPoTERan R TRt AGgd ity 480030255 CE556903 | 21Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter |
= =~ .
saher™ Percqtansovs Transiimengl Angloplasty 48003025X CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter o
Saber™ Percutaneous Transiuminal Angioplasty 480030305 CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28

Dilatation Catheter

VAT No. IE 9574526W.
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(ordis

Cordis Cashel

Cahir Road
Cashel
Co. Tipperary
Ireland
validity Date | Notified Extended
Numberof | asindicated Body validi
Identification of the device (e.g., device name, family/group name th:sire ctive on the —ae 1 Date ;:
device model or catalogue number) Certificatel(s) Diractive and Sransition
Certificate(s) | Number Period
Saber™ Percutaneous Transluminal Angioplasty 48003030X CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
' Dilatation Catheter
ot - =
| Saber™ Percutaneous Transluminal Angioplasty 48003502X CE 556903 21-Sep-23 8S1/2797 | 21-Dec-28
Dilatation Catheter
SSbEr EERR TR A gyl 480035035 CE556903 | 21-Sep23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
Saber™ Percutaraois Transivminal Angioplesty 48003503X CE556903 | 21-Sep-23 | BS|/2797 | 21-Dec-28
Dilatation Catheter
Saber™ Percutaneous Transluminal Angioplasty 480035045 CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
Saper Perdacous Tnsiurinal Angiopiasty 48003504X CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
S?ber“.‘ Percutaneous Transluminal Angioplasty 48003506X CE 556903 21-Sep-23 BS/2797 | 21-Dec-28
Dilatation Catheter
Saber™ Percutaneous Transluminal Angioplasty 480035085 CE 556903 21-Sep-23 851/2797 | 21-Dec-28
Dilatation Catheter
Saber™ Percutaneous Transluminal Angioplasty 48003508X CE 556903 21-5ep-23 BS1/2797 | 21-Dec-28
Dilatation Catheter
Saber™ Percutaneous Transluminal Angioplasty 480035105 CE 556003 21-Sep-23 BS1/2797 | 21-Dec-28
Dilatation Catheter
Saber™ Percutaneous Transluminal Angioplasty
4 X CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter AS50 P /
Saber™ Percutaneous Transluminal Angioplasty 480035155 CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
Saber™ Percutaneous Transluminal Angioplasty A8003515X CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
Saber™ Percutaneous Transluminal Angioplasty 480035205 CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
Saber™ Percutancous Transluminal Angloplasty 48003520 CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
Saber™ Percutaneous Transluminal Angioplasty 480035255 CE 556903 21-Sep-23 851/2797 | 21-Dec-28
Dilatation Catheter
Saber™ Percutaneous Transluminal Angioplasty 48003525X CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
Saber™ Percutaneous Transluminal Angioplasty 480035305 CES56903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Bilgtgtian _Catheter - WDl !
Saber™ Percutaneous Transluminal Angioplasty 48003530X CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter . . -
Saber™ Percutaneous Transluminal Angioplasty 480040025 CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter - o g | | Do
Saber™ Percutaneous Transluminal Angioplasty 48004002 CE 556903 21-Sep-23 B51/2797 | 21-Dec-28
Dilatation Catheter -

VAT No. IE 9574526W
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Cordis

Cordis Cashel

VAT No. IE 9574526W

Cahir Road
Cashel
Co. Tipperary
Ireland
Validity Date Nﬂti:iﬂd Extended
N Bo Yy
| Identification of the device (e.g., device name, family/group name um-her of o indit;\ated —Y_  Valldity
| device model or catalogue number) the Directive on the vame Dt
Certificate(s) Directive and Transition
Certificate(s) | Number Period
™ 1 1
Savar Perasneous Transhiminal Angloptsty 480040035 CES56903 | 21-5ep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter L
T™M H H
Saber™ Percutaneous Transluminal Angioplasty 48004003X CES56903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter .
Sl Reuaneas sl AR RIOpaRy 480040045 | CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
= . ”
Saber ‘ Percutaneous Transluminal Angioplasty 48004004X CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
Sfaber ‘ Percutaneous Transluminal Angioplasty 480040065 CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
Sz?ber Percutaneous Transluminal Angioplasty 48004006X CE 556903 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
Szllber . Percutaneous Transluminal Angioplasty 480040085 CE 556903 21-Sep-23 BS1/2797 | 21-Dec-28
Dilatation Catheter
S:?ber ; Percutaneous Transluminal Angioplasty 48004008X CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
= ; 5
Saber®” Pevetanacus Trarsurinal Bngloplasty 480040105 | CES56903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
™
Si?ber ) Percutaneous Transluminal Angioplasty 48004010 CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
Sa_uber . Percutaneous Transluminal Angioplasty 480040155 CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
= : =
Sz.lber . Percutaneous Transluminal Angioplasty 48004015X CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
= : i
Saber™ Percutaneous Transluminal Angioplasty 480040205 CE556903 | 21-Sep23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
Faer= FRecotnecis Trasiimial Anglonlssty 48004020X | CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
Saber™ Pacautaneous Txans\ueirial Agloplasty 480040255 CE556903 | 21-Sep23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
Saber™ Pemutanaots Tragsiuminal Anglopimty 48004025 CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
Sz?ber ‘ Percutaneous Transluminal Angioplasty 480040305 CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
= : .
Sz.:ber ) Percutaneous Transluminal Angioplasty 48004030X CE 556903 21-Sep-23 BS1/2797 | 21-Dec-28
I)_qu_titlon Ca_tmeter I e =
S:?her ‘ Percutaneous Transluminal Angioplasty 480050025 CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter -
™ i i
Subar™ Perentangous Transiuminal Apghoplasty 48005002X CES56903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter - S
Saber™ Percutaneous Transiuminal Angloplasty 48005003X CE 556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter o
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Cordis

Cordis Cashel

VAT No. IE 9574526W.

Cahir Road
Cashel
Co. Tipperary
Ireland
Validity Date | Notified | Eytended
Body
Identification of the device (e.g., device name, family/group name Num.ber ?f pindloatad [ FORF 3 Valdity
| device model or catalogue number) the Directive birthe Name Date ox
€ Certificate(s) Directive and Transition
Certificate(s) | Number Period
T i T
Sabiel™ Percutancous Transiuminas Aligloplasty 480050045 CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter -
|iSaber™ Percutaneous Transiuminal Agioplasty 48005004X CES56903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
Saber™ Rarcitaneals Transk mind Angiophesty 480050065 CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
Tl H H
=aber™ Rercutansois Transiuminl Anglopissty 48005006 CES56903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
|
. : -
saber= Pertitanequs Transiyminal Anglpiasty 480050085 CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
i s 48005008X | CES56903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
= =
Saber® Perautaneous Transhuminal Angloplasty 480050105 CES56903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
saber™Perautasois Transurinal Angaplsty 48005010X CES56903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
Saber™ Perataneous Transiuminal Angloplaty 480050155 CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
T - .
fahey™ Percxaneats THinslumina) Angloplasty 48005015X CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
Saber™ Percutaneous Transluminal Angioplasty 480050205 CE 556903 21-Sep-23 BS1/2797 | 21-Dec-28
Dilatation Catheter
™ i H
saber® Pereutaneans tansluminal Angiopiacty 48005020X CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
Saber™ Percutarieous. Translutilnal Angloplasty 480050255 CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
Saber= Percutaneots Teansluminal Angloplasty 48005025X CES556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
T . -
S?ber . Percutaneous Transluminal Angioplasty 480050305 CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
Sabier FeransrEsi RS skraghpticy 48005030X CES56903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
> ; n
Saber . Percutaneous Transluminal Angioplasty 480060025 CE 556903 21-Sep-23 BS1/2797 | 21-Dec-28
Dilatation Catheter
= 2 .
SR S e W TS Imin St popiasty 48006002X CES56903 | 21-Sep23 | BSI/2797 | 21-Dec-28
_ Dilatation Cathe_t_g_r_ i _ -
SaterEstateol AR DA 480060045 CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter .
T H -
Sabier Poreutaneous Transuninal Angioplasty 48006004X CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter -
Saber™ Percutaneous Transluminal Angioplasty E
b et _ 480060065 CE 556903 21-Sep-23 | BSI/2797 | 21-Dec-28
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Saber™ Percutaneous Transluminak Angioplasty 48006006X CES556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
_Dnlatatlon Catheter
sabsar™ Percytacapus mnsiominal Aasloniasty 480060085 CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
| Dilatation Catheter
Saber ’ Percutaneous Transluminal Angioplasty 48006008X CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
T 1 1
Sallber ) Percutaneous Transluminal Angioplasty 480060105 CE 556903 21-Sep-23 BS1/2797 | 21-Dec-28
Dilatation Catheter L
saber™ Percutaneans Transiuminal Anglopiasty 48006010X CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
T H i
Sflher . Percutaneous Transluminal Angioplasty 480060155 CE 556903 21-5ep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
T H 1
Saber™ Percutaneaus Transhuminal Angloplasty 48006015X CE 556903 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
Saber™ Percutaneous Transiuminal Angioplasty 480060205 CESS6903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
- T : -
Sl PercuiarB s Trans urinal Angtoptasty 48006020X | CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
i H 3
Sakier = Percutaneous Teansiuring| Angloplasty 480060255 CES56903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
T™ T i 1
Safber Percutaneous Transluminal Angioplasty 48006025X CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
Tm P H H
saber’™ Percitaneouy Transiuminal Angloplasty 480060305 CE556903 | 21Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
Saber™ PErcUtBeo s TSR ADgIapiasty 48006030X | CE556903 | 21Scp23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
™ H i
Sailber _ Percutaneous Transluminal Angioplasty 480070025 CE 556903 21-Sep-23 851/2797 | 21-Dec-28
Dilatation Catheter
= ; :
S?ber . Percutaneous Transluminal Angioplasty 48007002X CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
Sauer’s PRIcatnedos taskuminal Angopiacty 480070035 CES556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
™ i i
Saher PercuanmousTransimingl Anglopiasty 48007003X CESS56903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
S?ber . Percutaneous Transluminal Angioplasty 480070045 CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
. Dilatation Catheter ] _ L~ \ o
Saber™ Percutaneous Transluminal Angloplasty 48007004X | CESS6903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter N
Saber™ Percutaneous Transluminal Angioplasty
- - BSI/2797 - -
Dilatation Catheter _ 480070065 CE 556903 21-Sep-23 Si/ 21-Dec-28
S?ber . Percutaneous Transluminal Angioplasty 48007006X CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter B
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Saber™ Percutaneous Transluminal Angioplasty 48007008X CES56903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
| Dilatation Catheter - g
| Saber® Percutaneous Transiuminal Anglopiasty 480070105 CES56903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
o . :
Saber™ Percutaneous Transiuminal Angloplasty 48007010X CE 556903 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
™ H H
Sakier™ Percutaibaus Trarshiminal Angipasty 480080025 CESS6903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter - -
| Sa_ber ' Percutaneous Transluminal Angioplasty 48008002X CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
™ H 1
S?ber ; Percutaneous Transluminal Angioplasty 480080045 CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
Sa. ber“.' Percutaneous Transluminal Angioplasty 48008004 CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
Shep keretanaoup [Rarel I A IGUBIEEY 480080065 CES556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
™ 1 1
Sabar™ Pefcutansous Translumiral Angloplasty 48008006X CES56903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
Sa_ber“i' Percutaneous Transluminal Angioplasty 48008008X CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
f ™ = -
Saber ; Percutaneous Transluminal Angioplasty 480080105 CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
Te H
Saber™ Percutaneous Transluminal Angloplasty 48008010X CE 556903 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
Séber":‘ Percutaneous Transluminal Angioplasty 480000025 CE 556003 21 Scp 23 8SI/2797 | 21 Dec 28
Dilatation Catheter
Sa' ber“:‘ Percutaneous Transluminal Angioplasty 480090045 CE 556903 21-Sep-23 BS1/2797 | 21-Dec-28
Dilatation Catheter
Saber™ Percutaneous Transluminal Angloplasty 480090065 CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
Sa? ber“" Percutaneous Transluminal Angioplasty 480100025 CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
Saber™Perciraneaus Transluminal Angloplacty 480100035 CES56903 | 21-Sep23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
Sainber _ Percutaneous Transluminal Angioplasty 480100045 CE 556903 21-Sep-23 B51/2797 | 21-Dec-28
Dilatation Catheter - _ - )
S"i\ber“t‘ Percutaneous Transluminal Angioplasty 480100085 CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
Sa.ber":‘ Percutaneous Transluminal Angioplasty 480100105 CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter - - -
Sa.ber“_' Percutaneous Transluminal Angioplasty 480035025 CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter ) R _
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™ 1 1,
Subes™ Perataneols T lumiia Anglaplasty 480035065 CE556903 | 21Sep-23 | BSI/2797 | 21-Dec-28
Dllatatl_on Catheter B
Si.iber - Percutaneous Transluminal Angioplasty 480050035 CE 556903 21-Sep-23 BS1/2797 | 21-Dec-28
Dilatation Catheter
S;.lber ‘ Percutaneous Transluminal Angioplasty 480060035 CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
T 4 S
Saber™: Perutanenus Travistiniial Agioplasty 48006003X CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
S?bel’ ’ Percutaneous Transluminal Angioplasty 480070085 CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
T 1 H
Saber™ Percutaneous Transluminal Angioplasty 480080035 CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec28
Dilatation Catheter
Saber™ Percutaneous Transluminal Angioplasty
: x 48008003X CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
Sa.ber ’ Percutaneous Transluminal Angioplasty 480080085 CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
™ H i
Sa.uber ‘ Percutaneous Transluminal Angioplasty 480090035 CE 556903 21-Sep-23 8S/2797 | 21-Dec-28
Dilatation Catheter
Sal|ber ‘ Percutaneous Transluminal Angioplasty 480090085 CE 556903 21-5ep-23 8S1/2797 | 21-Dec-28
Dilatation Catheter
Sa?ber ‘ Percutaneous Transluminal Angioplasty 480090105 CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Dilatation Catheter
— = -
Sabei™ Peredtanapus Transluminial Arigioplsty 480100065 CES56903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Dilatation Catheter
SaberX™ Radianz Percutaneous Transluminal
5 [ 556903 21-Sep-23 BSI/2797 | 21 Dec-28
Angioplasty Dilatation Catheter Ba1002007L Ch87 P /
SaberX™ Radianz Percutaneous Transluminal
21-Sep-23 BSI/2797 | 21-Dec-28
Angioplasty Dilatation Catheter Ra1002003¢ CRapENg i / i
SaberX™ Radianz Percutaneous Transluminal
E 3 -Sep-23 BSI/2797 | 21-Dec-28
Angioplasty Dilatation Catheter REHLEMR. CESRGH oy / ec
SaberX™ Radianz Percutaneous Transluminal
E 3 21-Sep-23 BSIf2797 | 21-Dec-28
Angioplasty Dilatation Catheter f510020061, Ceo563 N < /
™ i T
Sahent™ Radianz Percufaneaous Transiurming! R51002008L | CES556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Angioplasty Dilatation Catheter
SaberX™ Raclanz Percutanegus, Transiuming) R51002010L | CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Angioplasty Dilatation Catheter_ =
SaberX™ Radianz Percutaneous Transluminal
E 9 21-5ep-23 BSIf2797 | 21-Dec-28
Angioplasty Dilatation Catheter R53002015L CESHE 0_3 0 /
SaberX™ Radianz Percutaneous Transluminal
CE 556903 21-Sep-23 BSI/2797 21-Dec-28
Ang!ioplasty Dilatation Catheter Ro10UZ020L 5.1 / ec
Saber™ Sanlan Fercutansous. Tranziuminl R51002025L CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
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™ H .
Sabert™ Badlan Perautancaus Dransturinal R51002030L | CES556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Angioplasty Dilatation Catheter
SaberX™ Radianz Percutaneous Transluminal
- -23 BSI/2797 21-Dec-2
Angioplasty Dilatation Catheter PRAOGLUL Cr 556808 e / aeedh
Sabark™ Rectanz Pereytaneous Transiuminal R51002503L | CES56903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
_Angloplasty Dilatation Catheter
Saber)® Radlanz Percutancous Transirinal R51002504L | CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Angioplasty Dilatation Catheter
SaberX™ Radianz Percutaneous Transluminal
Angioplasty Dilatation Catheter R51002506L CE 556903 21-Sep-23 BSI/2797 21-Dec-28
SaberX™ Radianz Percutaneous Transluminal
- - /2797 21- -
Angioplasty Dilatation Catheter R51002508L CE 556903 21-Sep-23 BSI/. 1-Dec-28
SaberX™ Radianz Percutaneous Transluminal
1- - BSI/27 - -
Angloplasty Dilatation Catheter R51002510L CE 556903 21-Sep-23 /2797 | 21-Dec-28
SaberX™ Radianz Percutaneous Transluminal
- - 2797 -Dec-2
Angioplasty Dilatation Catheter R51002515L CE 556903 21-Sep-23 BSI/ 21-Dec-28
SaberX™ Radianz Percutaneous Transluminal
Sep- BSI/2 -Dec-
Angioplasty Dilatation Catheter R51002520L CE 556903 21-Sep-23 S1/2797 | 21-Dec-28
SaberX™ Radianz Percutaneous Transluminal
-Sep- B -Dec-
Angioplasty Dilatation Catheter R51002525L CE 556903 21-Sep-23 S1/2797 21-Dec-28
Suberiv™ Radans Sereytaneaus Tonsuming! R51002530L | CE556903 | 21Sep-23 | BSI/2797 | 21-Dec-28
Angioplasty Dilatation Catheter
SaberX™ Radianz Percutaneous Transluminal
Angioplasty Dilatation Catheter R51003002L CE 556903 21-Sep-23 BSIf2797 | 21-Dec-28
SaberX™ Radianz Percutaneous Transluminal
R510030031 2 - - 4 -
Angloplasty Dilatation Catheter 51003003 CF 556903 21-Sep-23 BSI/2797 | 21-Dec-28
SaberX™ Radianz Percutaneous Transluminal
Cap- 797 -Dec-
Angioplasty Dilatation Catheter R51003004L CE 556903 21-Sep-23 BSI/279 21-Dec-28
SaberX™ Radianz Percutaneous Transluminal
21-Sep-23 - =
Angioplasty Dilatation Cathetar R51003006L CE 556303 ep BSI/2797 | 21-Dec-28
SaberX™ Radianz Percutaneous Transluminal
Angloplasty Dilatation Catheter R51003008L CE 556803 21-Sep-23 BSI/2797 | 21-Dec-28
SaberX™ Radianz Percutaneous Transluminal
- - 2797 21- -
Angioplasty Dilatation Catheter R51003010L CE 556903 21-5ep-23 Bsi/ Dec-28
SaberX™ Radianz Percutaneous Transluminal
Angioplasty Dilatatlon Cathetss R51003015L CE 5569[_)3 21—Sep_-23 BSI/;??? 21-Dec 28
SaberX™ Radianz Percutaneous Transluminal
6903 21-Sep-23 BSI 7 - -28
Angioplasty Dilatation Cat_heter_ - R51DG3020L CE5S P _l 5_'? ?9 | #3:Dec 2_
™ i . P—
SADSIR = o QN EpreUraneONs THnsinirkil R51003025. | CES556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Angioplasty Dilatation Catheter | T
SaberX™ Radianz Percutaneous Transluminal
-Sep- -Dec-28
Prgioplasty Dilatati_on Cxthstir R51003030L CE 556903 21-Sep-23 BSI/2797 | 21-Dec

VAT No. IE 9574526W

RecisTRATION NO. 424180




Cordis

Cordis Cashel

Cahir Road
Cashel
Co. Tipperary
Ireland
Validity Date | Notified | gytended
Body :
Identification of the device (e.g., device name, family/group name Pt ?f e drnciica st Y| Validity
device model or catalogue number) the Directive on the Name Date or
Uy Certificate(s) Directive and Transition
Certificate(s) | Number Period
SaberX™ Radianz Percutaneous Transluminal
-Sep- 7 _Dec-
Angioplasty Dilata_tion Catheter R51003502L CE 556903 21-Sep 23_. BSI/279 21-Dec-28
™ i -
Sabian(=Radlinz Percytanesus Transhirmingl R51003503L | CES556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Angioplasty Dilatation Catheter
Suherk™ Raciang Percutaneaus Transluminal R51003504L | CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Angioplasty Dilatation Catheter
Sabera™Redign: Pesttiindate Transiiminal R51003506L | CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Angioplasty Dilatation Catheter B
SaberX™ Radianz Percutaneous Transluminal
- - 1/2797 - -
Angioplasty Dilatation Catheter R51003508L CE 556903 21-Sep-23 BSI/. 21-Dec-28
SaberX™ Radianz Percutaneous Transluminal
- -2 BSI/2797 21-Dec-2
Angioplasty Dilatation Catheter R51003510L CE 556903 21-5ep-23 / ec-28
SaberX™ Radianz Percutaneous Transluminal
-Sep-23 BSI/2797 - -
Angioplasty Dilatation Catheter R51003515L CE 556903 21-Sep /279 21-Dec-28
SaberX™ Radianz Percutaneous Transluminal
Sep-23 _Dec-
Angioplasty Dilatation Catheter R51003520L CE 556903 21-Sep BSI/2797 | 21-Dec-28
SaberX™ Radianz Percutaneous Transluminal
21-Sep-23 BSI/2797 -Dec-
Angioplasty Dilatation Catheter R51003525L CE 556903 Sep / 21-Dec-28
I
SaberX™ Radianz Percutaneous Transluminal
Angioplasty Dilatation Catheter R51003530L CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
Satieri™ Radianz Peraitsneaus Transiiminal R51004002L | CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Angioplasty Dilatation Catheter
SaberX™ Radianz Percutaneous Transluminal
-Sep- 1/2 -Dec-
Angioplasty Dilatation Catheter R51004003L CE 556903 21-5ep-23 BSI/2797 | 21-Dec-28
=% = 7
Sabiealt™ Raclianz Peccutaneans Transloming! R510040041 CE556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Angioplasty Dilatation Catheter
SaberX™ Radianz Percutaneous Transluminal
- - /2797 21-Dec-28
Angioplasty Dilatation Catheter R51004006L CE 556903 21-5ep-23 BSI/27 1-Dec:
SaberX™ Radianz Percutaneous Transluminal
- - 1/2797 21-Dec-
Angioplasty Dilatation Catheter R51004008L CE 556903 21-Sep-23 BSI/279 ec-28
SaberX™ Radianz Percutaneous Transluminal
- - 2797 21-Dec-2
Angioplasty Dilatation Catheter R51004010L CE 556903 21-Sep-23 BSI/279 ec-28
Sabierk™ Bagianz Rerclitaneous Jranshimingl RS1004015L | CE556903 | 21-Sep23 | BSI/2797 | 21-Dec-28
Angioplasty Dilatation Catheter
SaberX™ Radianz Percutaneous Transluminal
4 B - 2797 21-Dec-28
Angioplasty Dilitationiatheter R51004020L CE 5_55903 | 21-Sep-23 BSI/ il ec ®
SaberX™ Radianz Percutaneous Transluminal
4 CE 55 3 21- - 1/2797 21-Dec-28
Angioplasty Dilgtat_ion Ehiter N R5I00A025L E55690 ___S_ep 2_3__ iﬁ_ | ei
SaberX™ Radianz Percutaneous Transluminal
- = 2797 21-Dec-28
Angioplasty Dilatation Catheter R51004030L CE 556903 21-Sep-23 _ BSI/ ec
- .
Sabepts Radianz Percytaneous Transiurmingl R51005002L | CES556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28

Angioplasty Dilatation Catheter
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| SaberX™ Radianz Percutaneous Transluminal § .
Ang__ioplasty Bilatatioh Cathetar R51005003L CE 556903 21-Sep-23 BSI/2797 21-Dec-28
SaberX™ Radianz Percutaneous Transluminal
-San- 7 -Dec-
Angloplisty Dilatation Catheter R51005004L CE 556903 21-Sep-23 BSI/279 21-Dec-28
SaberX™ Radianz Percutaneous Transluminal
Angioplasty Dilatation Catheter KRR CESaae $1:5ep-23 BSI/2797 | 21-Dec-28
SaberX™ Radianz Percutaneous Transluminal
- - BSI/2797 - -
Angioplasty Dilatation Catheter R51005008L CE 556903 21-Sep-23 SI/279 21-Dec-28
SaberX™ Radianz Percutaneous Transluminal
Angloplasty Dilatation Catheter R51005010L CE 556903 21-Sep-23 BSI/2797 21-Dec-28
SaberX™ Radianz Percutaneous Transluminal
- - BSI/2797 - -
Angiontasty ildtatlon Catiieter R51005015L CE 556903 21-Sep-23 / 21-Dec-28
™ i H
SAREEL"- BRI T i R51005020L | CES556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Angioplasty Dilatation Catheter
SaberX™ Radianz Percutaneous Transluminal
Angioplasty Dilstation Catheter R51005025L CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
SaberX™ Radianz Percutaneous Transluminal
- -2 BSI/2797 21-Dec-
Angioplasty Dilatation Catheter R51005030L CE 556903 21-Sep-23 Si/ ec-28
- - -
Sl Radiane PRCCUtines 08 Tranylnning) R51006002L CE 556903 21-Sep-23 | BSI/2797 | 21-Dec-28
Angioplasty Dilatation Catheter
SaberX™ Radianz Percutaneous Transluminal
Angioplasty Dilatation Catheter R51006003L CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
SaberX™ Radianz Percutaneous Transluminal
Angioplasty Dilatation Catheter R51006004L CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
SaberX™ Radianz Percutaneous Transluminal
5 A CF 556903 21-Sep-23 RSI/2797 1-Nec-?
Angioplasty Dilatation Catheter RA100R00GI Sep 21 21-Dec-78
SaberX™ Radianz Percutaneous Transluminal
-Sep- 2797 -Dec-
Angloplasty Dilatation Catheter R51006008L CE 556903 21-Sep-23 BSI/ 21-Dec-28
SaRery™ itz fareutanaas Transiminal RS1006010L | CES556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Angioplasty Dilatation Catheter »
SaberX™ Radianz Percutaneous Transluminal
-Sep- BSI/279 -Dec-
Angloplasty Dilatation Catheter R51006015L CE 556903 21-Sep-23 S1/2797 21-Dec-28
SaberX™ Radianz Percutaneous Transluminal
- - BSI/2797 | 21-Dec-2
Angloplasty Dil@tation Ca thet_er R5_1006020L CE 556903 21-5ep-23 S/ ec-28
SaberX™ Radianz Percutaneous Transluminal
- - 1/2797 = -
Angioplasty Di_lagi_og Catheter RSl_lJOEOZSL _ CEiS_BE{B | 21-Sep-23 BSI/2 | 21-Dec-28
SaberX™ Radianz Percutaneous Transluminal
-Sep- 1/279 -Dec-
Angioplasty [_)ilatation i kinbes R51006030L CE 556903 21 Sepf ) BSI/2797 | 21-Dec-28
SaberX™ Radianz Percutaneous Transluminal
= u 797 - -2
Ariipiakiy Blbsttion Cithiste: R51007002L CE 556903 21-Sep-23 | BSI/279 21-Dec-28
™ 2, "
Sabn(™ Radianz Percutanedus Tramslomimal R51007003L CE 556903 21-Sep-23 | BSI/2797 | 21-Dec-28

VAT No. IE 8574526W.
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Ireland
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Body :
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‘ SaberX™ Radianz Percutaneous Transluminal -
' Angioplasty Dilatation Catheter RS?OD?OML CE 556903 21~58p-2? BSI/2797 21-Dec-28
| SaberX™ Radianz Percutaneous Transluminal
. Can. 7 P
Angioplasty Dilatation Catheter R51007006L CE 556903 21-Sep-23 BSI/279 21-Dec-28
SaberX™ Radianz Percutaneous Transluminal
Sep- 7 - i
Angioplasty Dilatation Catheter R51007008L CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
SaberX™ Radianz Percutaneous Transluminal
Angioplasty Dilatation Catheter R51007010L CE 556903 21-Sep-23 BSI/2797 21-Dec-28
SaberX™ Radianz Percutaneous Transluminal
Angioplasty Dilatation Catheter R51008002L CE 556903 21-Sep-23 BSI/2797 21-Dec-28
SaberX™ Radianz Percutaneous Transluminal
Angloplasty Dlistation Catheter R51008003L CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
SaberX™ Radianz Percutaneous Transluminal
Angioplasty Dilatation Catheter R51008004L CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
sahant™ Radidnz Peraitaricos Transiumina) R51008006L | CES556903 | 21-Sep-23 | BSI/2797 | 21-Dec-28
Angioplasty Dilatation Catheter
SaberX™ Radianz Percutaneous Transluminal
Angioplasty Dilatation Catheter R51008008L CE 556903 21-Sep-23 BSI/2797 | 21-Dec-28
SaberX™ Radianz Percutaneous Transluminal
- - BSI/2797 - -
Angioplasty Dilatation Catheter R51008010L CE 556903 21-Sep-23 Sl/ 21-Dec-28
Palmaz Blue .014 Peripheral Stent System PB1240PPS | CE 556903 | 21-Sep-23 BSI/2797 | 12/31/2027
Palmaz Blue .014 Peripheral Stent System PB1240PPX CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
Palmaz Blue .014 Peripheral Stent System PB1250PPX | CE 556903 21-Sep-23 BSI/Z?_Q?_L 12_!31;_’_2%_
Palmaz Blue .014 Peripheral Stent System PB1260PPS CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
Palmaz Blue .014 Peripheral Stent System PB1260PPX CE 556503 21-Sep-23 BSI/2797 | 12/31/2027
Palmaz Blue .014 Peripheral Stent System PB1270PPS CE 556903 21-5ep-23 BSI/2797 | 12/31/2027
Palmaz Blue .014 Peripheral Stent System PB1270PPX CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
_F_’allrjaz Blue .014 Peripheral Stent System P81540PP_5 EE 5_5_6903 _~_21_-Sgp;23 ) _B_SI_;‘Z?Q? __12_{31;222?
Palmaz Blue .014 Peripheral Stent System PB1540PPX CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
Palmaz Blue .014 Per_iEh_eraI Stent S_ystem PB1550PPS CE 556903 l 21-Sep-23 BSI1/2797 | 12/31/2027
Palmaz Blue .014 Peripheral Stent System PB1550PPX CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
Paimaz Blue .014 Peripheral Stent System PB1560PPS CE 556903 21-Sep-23 BSI/2797 L_l_%f31{202? _
Palmaz Blue .014 Peripheral Stent System PB1560PPX CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
Palmaz Blue .014 Peripheral Stent System PB1570PPS CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
Palmaz Blue .014 Peripheral Stent System PB1570PPX CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
Palmaz Blue .014 Peripheral Stent System PB1840PPS CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
Palmaz Blue .014 Peripheral Stent System PB1840PPX CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
Palmaz Blue .014 Peripheral Stent System PB1850PPS CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
Palmaz Blue .014 Peripheral Stent System |  PB1850PPX CE 556903 21-Sep-23 | BSI/2797 | 12/31/2027
Palmaz Blue .014 Peripheral Stent System PB1860PPS CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
PalmazB_It_r_e 014 Peripheral Stent System PEI_SGOPPX | CE556903 | 21-Sep-23 BSI/Z?Q?__ __12[3_1!_2{2_7 |
Palmaz Blue .014 Peripheral Stent System PB1870PPS CE 556903 21-Sep-23 | BSI/2797 | 12/31/2027

VAT No. IE 9574526W.
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Ireland
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Palmaz Blue .014 Peripheral Stent System PB1870PPX CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
Palmaz Blue .014 Periphﬂai Stent System PB2440PPX CE 556903 21-Sep-23 BSI{2797 12/31/2027
Palmaz Blue .014 Peripheral Stent System PB2450PPX CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Palmaz Blue .014 Peripheral Stent System PB2460PPS CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
Palmaz Blue .014 Peripheral Stent System PB2460PPX CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
Palmaz Blue .014 Peripheral Stent System PB2470PPX CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
Palmaz Blue .014 Peripheral Stent System PB1250PPS CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
Palmaz Blue .014 Peripheral Stent System PB2450PPS CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
Palmaz Blue .014 Peripheral Stent System PB2470PPS CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
Palmaz Blue .018 Peripheral Stent System PB1240PSS CE 556903 21-Sep-23 BSI/2797 12{31)610;_
Palmaz Blue .018 Peripheral Stent System PB1250PSS | CES56903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Palmaz Blue .018 Peripheral Stent System PB125OPSX | CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Palmaz Blue .018 Peripheral Stent System PB1260PS5 CE 556903 21-Sep-23 8S1/2797 12{31/2027___
Palmaz Blue .018 Peripheral Stent System PB1260PSX CE 556903 21-Sep-23 BSI1/2797 | 12/31/2027
Palmaz Blue .018 Peripheral Stent System PB1270PSS CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
Palmaz Blue .018 Peripheral Stent System PB1540PS5 CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
Palmaz Blue .018 Peripheral Stent System PB1550PSS CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
 Palmaz Blue .018 Peripheral Stent System PB1550PSX CES556903 | 21-Sep-23 | BSI/2797 | 12/31/2027 |
Palmaz Blue .018 Peripheral Stent System PB1560PSS CE 556903 21-Sep-23 BSI/2797 | 12/31/2027 I
Palmaz Blue .018 Peripheral Stent System PB1560PSX CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Palmaz Blue .018 Peripheral Stent System PB1570PSS CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Palmaz Blue .018 Peripheral Stent System | PB1840PSS CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
Palmaz Blue .018 Peripheral Stent Syste_m PB1850PSS CE 5563903 21-Sep-23 BSI/2797 | 12/31/2027
Palmaz Blue N1R Peripheral Stent System PR1R5NPSX CF 556903 21-Sep-23 BSI/2797 | 12/31/2027
Palmaz Blue .018 Peripheral Stent System PB1860PSS CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
Palmaz Blue .018 Peripheral Stent System PB1860PSX CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
Palmaz Blue .018 Peripheral Stent System PB1870PSS CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
Palmaz Blue .018 Peripheral Stent System PB1870PSX CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
Palmaz Blue .018 Peripheral Stent System PB2440PSS CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
Palmaz Blue .018 Peripheral Stent System PB2450PSS CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
Palmaz Blue .018 Peripheral Stent System PB2450PSX - CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
Palmaz Blue .018 Peripheral Stent System PB2460PSS CE 556903 21-Sep-23 BSIfﬁ? 12/31/2027
Palmaz Blue .018 Peripheral Stent System | PB2460PSX | CES556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Palmaz Blue .018 Peripheral Stent System PB2470PSS CES556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Palmaz Blue .018 Peripheral Stent System PB2470PSX CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
EZ';:Z;G;:ZﬁPe"phm' Stent pn Opta® Pro. 035 PG1250PPS CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Ea:;?:z;(ssili:z Eeripheral Sient.on Dpta®Fro.09s PG1270PPS CE 556903 21-Sep-23 | BSI/2797 | 12/31/2027
Palmaz Genesis Peripheral Stent on Opta® Pro .035 PG1270PPX CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
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Cordis Cashel
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Ireland
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H L3
Plmex Genesls Peripheral Stentiorr Qo™ Pea, 035 PG1280PPS CES56903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
H ]
| Palu:naz Genesis Peripheral Stent on Opta® Pro .035 PG1280PPX CE 556003 21-Sep-23 BS1/2797 | 12/31/2027
Delivery System
H H ®
PAIER PRSI Peripheral et R o A8 PG1540PPS CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
i i &
Palf'naz Genesis Peripheral Stent on Opta® Pro .035 PG1550PPS CE 556903 21-5ep-23 BSI/2797 | 12/31/2027
Delivery System
] i H &
| Palmaz Genesis Peripheral Stent on Opta® Pro.035 | ooy cennns | cpsseaos | 21-Sep23 | BSI/2797 | 12/31/2027
Delivery System *
i i @
PamiasGenesls Rerphernl Stenvon Oate® e, 03 PG1570PPS CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
e ~
Pall;naz Genesis Peripheral Stent on Opta® Pro .035 PG1580PPS CE 556903 21-5ep-23 8S1/2797 | 12/31/2027
{ Delivery System
| : . ®
Palimaz Genesis Peripheral Stent.on Opfa®.Pro. 035 PG1580PPX CES56903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
H 3 ®
Palmay Genesis Reripheral Stention Cpta™ Rro. (85 PG1840PPS CES56903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
H 3 ®
Paimaz Genesls Peripheral Stentoh Qpta™ Pra 035 PG1850PPS CES556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
1 1 L]
Palmaz Genesis Peripheral Stent on Opta® Pro .035 PG1850PPX CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
Delivery System
i i ]
Palmaz Genesis Peripheral Stent on Opta® Pro .035 PG1860PPS CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
Delivery System
—— =
Palmaz Genesis Peripheral Stent on Opta®Pro 035 | peigenopy | cpsseoos | 21-5ep23 | Bsi/2797 | 12/31/2027
Delivery System
i H ®
Palmaz Genest PErpNRmRESertanOme" ire. 893 PG1870PPS CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
H i ®
Palli Sensb EoHpusel o O Fre e PG1870PPX CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
| H s L]
| Balivae Senests Beripheral Senton Opte™ P, 035 PG1880PPS CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
i i ®
Paliner Gienesis Reriphersl Slenkon Opta® Pra. 093 PG1880PPX CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
e =
BelliE CERESEPAH sl Stcht oIy Fb.Nok PG1910PPS CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System — . i | iy —
H 4 L ]
Pillia Saen sl Periphierst SentionQpea® Bro. 038 PG1910PPX CES556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System 3
H i [ ]
Pimaz Genests Rertpteral Stoneors Opta ™ Pre. 035 PG1990PPS CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System -
B— E
Palmaz Genesis Peripheral Stent on Opta® Pro .035 PG1990PPX CE 556903 21-Sep-23 8SI/2797 | 12/31/2027
Delivery System =
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Ireland
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— -
Palmaz Genesis Peripheral Stent.on Opta® Pro. 035 PG2440PPS CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System ==
7 H ®
Palmaz GEnesiRenphabal SNt o Oga Rid.aa5 PG2450PPS CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
= Z
Palmaz Genesls Peripheral Stent on OMa® Pro.33 | pegugopps. | icessesos | 2nsep2s | wsyazer | 128172027
Delivery System
1 i ®
Palmar Genesis roviphiersl Stenf o Opte® Frauten PG2460PPX CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
— "
Baimaz Genesis Rerpheral Santon Opem B35 | pesmeps. || cxsseats | 2usep®d || ssyerer| pimsy
Delivery System
H 1 ®
Faimaz Genesis Peripheral Stenton Opa®Pro.035 | popazorex: | cessesos | amsep2s | msyzzer | s2safa0e7
Delivery System
i i ®
Palmaz Genesis Peripheral Stenton Opta®Pro 035 | ) 000ps | CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
1 B
Palmaz Genesis Peripheral Stenton Opta®Pro.035 | poryanppy | cEs56903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
— ,
Palmaz Genesis Peripherai Stenton Opta® Pro.035 |  peyoyoppx | cEssesos | 21:sep23 | ssizro7 | 12312027
Delivery System
i 3 ®
Valiaz Gieests. Far pharal SEnK 0 OpES Pio.Bas PG2590PPS CE556003 | 21-Sep-23 | BSI/2797 | 12/31/2027
| Delivery System
! o =
Palmaz Genesis Peripheral Stent on Opta® Pro .035 PG2590PPX CE 556003 21-Sep-23 BSI/2797 | 12/31/2027
Delivery System
e -
Paimaz Genesis Peripheral Stent on Opta® Pro 035 PG2910PPS CES56903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
— =
Palrma Sienesis Reripheral Stent/on Opta® Pro, 035 PG2910PPX CES56903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
H 3 L]
Palmez Genesls Peripherat Stenton Opta® Fro:033 PG2960PPS CESS56903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
— -
Palmaz Genesis Peripheral Stent on Opta® Pro 035 PG2960PPX CES56903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
H 1 ®
Palmaz Genesis Peripheral Stent on Opta®Pro.035 | = og000ns | cE5S6003 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
e =
Pelias ceness erighens Senl on Opte™ Predig PG2970PPX CES556903 | 21-Sep23 | BSI/2797 | 12/31/2027
Delivery System ) _
B -
Palrmaz Ganesis Periphigral St sn Opa® P 035 PG2980PPS CES556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
_ D_elgef_v Sy¢em 4 7 | T T T |
= -
Pa maz Genesls Peripheral Stent o Opta®, Pro. @85 PG2980PPX CES556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System = — | el Mk i
— S
Palt."naz Genesis Peripheral Stent on Opta® Pro .035 PG2990PPS CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
Delivery System
e =
Palmaz Genesis Peripheral Stent on Opta® Pro .035 PG2990PPX CE 556903 BS1/2797 | 12/31/2027
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- - a )
Palmaz Genesis Peripheral Stenton Opta®Pro 035 | pg3510pps | CESS6903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
= =
Faliar Geesls Perph el SRt an Dgta® fra.085 PG3910PPX | CES5S56903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
o =
Palmaz Genesis Perlpheral Stenton Opta® Pro.035 | pgageopps | cessesns | 21sep2s | imsiazer | mamsa/0027
Delivery System
= ~
Palmaz Genesis Peripheral Stent on Opta® Pro .035 PG3950PPX CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
e =
Palmez Ganests Periphiaral Ssntatoam® P, 035 PG3960PPS CES56903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
s =
Palmaz Genesls Poripieral Stent on Opta® Pro (33 PG3960PPX CES56903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
s =
Palr.naz Genesis Peripheral Stent on Opta® Pro .035 PG3970PPS CE 556903 21-Sep-23 BS1/2797 | 12/31/2027
Delivery System
—— =
Palmaz Genesis Peripheral Stent on Opta®Pro 035 | peaqynppy | cE556803 | 21Sep-23 | BSY2797 | 12/31/2027
Delivery System
o =
Palmaz Genesis Peripheral Stent on Opta® Pro.035 | pG3gs0pps | CESS6903 | 21-Sep23 | BSI/2797 | 12/31/2027
Delivery System
i 3 [
Palvaz GunRilS PEHRheral SNt O Opra® o 035 PG3980PPX CE 556903 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
e :
Palmaz Genesis Peripheral Stent on Opta® Pro .035 PG3990PPS CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
Delivery System
i 3 ®
Palmaz Genesis Peripheral Stent on Opta® Pro 035 | pa3gq0ppx | CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
H F ®
Baltez Senesls Peripharal Stentan Opte Big 035 PG5910PPS CES56903 | 21-Sep-23 | BSI2797 | 12/31/2027
Delivery System
H H L]
i imag Ghness.herpherdl Stent o0 pte” Bro K35 PG5910PPX CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
—— :
Palmaz Genesis Peripheral Stent on Opta® Pro .035 PG5950PPS CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
Delivery System
—— 2
Pahfnaz Genesis Peripheral Stent on Opta® Pro .035 PG5950PPX CE 556903 21-Sep-23 8S1/2797 | 12/31/2027
Delivery System
H 1 L]
Falmaz Genesis Beripheral Stent o Opta™ Pro.035 PG5960PPS CES556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System - T
i T ®
Palroez Genesls Pariphiecl Stert.on Opta® Pro. 1035 PG5960PPX CES56903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System _ESESS el Bl el ki
H - ®
Palmaz Genesls Periaheral Stanton Opta™ Pro 39 PG5970PPS | CES56903 | 21-Sep-23 | BSI2797 | 12/31/2027
Delivery System ___ -
®
Eamaz GeneskLeriphent Sientan D™ Pro-085 PG5970PPX CES56903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
— =
Palmaz Genesls Peripheral Stent on Opta® Pro .035 PG5980PPS CE 556903 21-Sep-23 BSI/2797 | 12/31/2027

Delivery System

VAT No. IE 9574526W.

REGISTRATION NO. 424180
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— =
palmaz Genesis Peripheral Stent on Opta® Pro.035 | pgeggoppx | CE556903 | 21-Sep23 | BSI/2797 | 12/31/2027
Delivery System _
't 1 L
PRlmZ GEIERenERaG St o Qpka Fre 38 PG5990PPS CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
= =
Palmaz Genesis Peripheral Stenton Opta®Pro.035 | peogoopex | cessesoa | 21sep23 | msierer | 127317202
Delivery System
e =
PaIEnaZ Genesis Peripheral Stent on Opta® Pro .035 PG7910PPS CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
Delivery System
= e
Palinaz Gergsls Periphveral Stent o OptaPra:085 PG7960PPS CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
—— )
Palfnaz Genesis Peripheral Stent on Opta® Pro .035 PG7960PPX CE 556903 21-Sep-23 BS1/2797 | 12/31/2027
Delivery System i
—— =
Falinaz Genasic Perphamal Stntion Gpta® f1e'.0a3 PG7970PPS CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
e =
Palmaz Genesis Peripheral Stenton Opta® Pro.035 | eugo0ppy | CEs56003 | 21-Sep-23 | BSI2797 | 12/31/2027
Delivery System
o .
Palmaz Genesis Peripheral Stent on Opta® Pro .035 PG7980PPS CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
i T ®
Ralmsz Genests Reripharal Stent on Opta® Fro 035 PG7980PPX | CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
——— s
Fa\maz Genesis Feriphiertl stent e ORta* 0005 PG7990PPS | CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
| is Peri ®pro.
Palmaz Geness Peripheral Stent on Opta® Pro.035 | peogq0ppy | CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
T H &
Ralmaz Garssiz beripherat Stant on Opta® Rro. 035 PG1250PPX CES556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
e =
Palmaz Genesis Pocipheral Sterit on Opta™ fro. 035 PG1260PPS CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
— =
Palmaz Genesis Peripheral Stent on Opta® Pro .035 PG1260PPX CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
Delivery System
Palmaz Genesis Peripheral Stent ®Pro.
aimaz Senesis Perpher Shant on Opta™ fro 033 PG1550PPX CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
S =
Falnniz-Sensslehad i) Smns on i gta Bro#33 PG1560PPX CES556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System _ | I
sy z
Palmaz Genesis Peripheral Stenton Opta® Pro.035 | pcyc700px | cE556903 | 21-5ep23 | BSI/2797 | 12/31/2027
Delwerv_System R ) - o | _ E o
T T
Palmaz Genesis Peripheral Stent on Opta® Pro.035 | oooci0pns | ces56903 | 21-Sep-23 | BSI2797 | 12/31/2027
i gellvery System
N = -
Pz OeHRsEPRthed Stenramagts™ - U25 PG2950PPS CES556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
S =
Palmez Genesis Peripheral StentionDpta® Pra .35 PG2950PPX CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
Delivery System
SmartFlex Stent Vascular System (SFA) SFO5030MV CE 556903 21-Sep-23 BSI/2797 | 12/31/2027

VAT No. IE 9574526W
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Validity Date | Notified | gytended
Identification of the device (e.g., device name, family/group name Nun-!ber?f asindicated | Sody Validiy
device model or catalogue number) s Dirscitve on the Name Date_ ?r
Certificate(s) Directive and Transition
Certificate(s) | Number Period
SmartFlex Stent Vascular System (SFA) SFO50305V CE 556903 21-Sep-23 BSI/2797 | 12/31/ 2ﬁ27
SmartFlex Stent Vascular System (SFA) SFO5040MV CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SF05040SV CE 556903 21-Sep-23 BSI/2797 1-2)‘31!2027
SmartFlex Stent Vascular System (SFA) SFO5060MV CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SFO5060SV CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SFO5080MV CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SFO5080SV CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SFO5100MV CE 556903 21-Sep-23 BSIf2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SFO5100SV CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
' SmartFlex Stent Vascular System (SFA) SFO5120MV | CES556903 | 21-Sep-23 | BS|/2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SF05120SV CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SFOS5150MV | CES556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) _SFOS150SV | CES5S6903 | 21-Sep23 | BSI/2797 | 12/31/2027 |
SmartFlex Stent Vascular System (SFA) SFO5200MV CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SFO5200SV CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SFO6030MV CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SF060305V CE 556903 21-Sep-23 BSIf2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SFO6040MV CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA)  SFO6040SV | CE556903 | 21Sep23 | BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SFOB060MV | CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SFO6060SV CE 556903 21-Sep-23 BSIf2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SFO6080MV CE 556903 21-Sep-23 | BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System {SFA) SFO60805V CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SFO6100MV CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SF06100SV CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SFO6120MV CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SF061205V CE 556903 21-Sep-23 BSI/2797 12/31_"(2027
SmartFlex Stent Vascular System (SFA) SFO6150MV CE 556903 21-5ep-23 BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SF06150SV CE 556903 21-Sep-23 | BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SFO6200MV CE 556903 21-Sep-23 - _BSIf2797 12/31/2027
SmartFlex Stent Vascular System (SFA) SF062005V CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027 |
SmartFlex Stent Vascular System (SFA) SFO7030MV | CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System _{SFA} SF070305V CE 556903 21-Sep-23 BSI/Z??Z 12/31/2027
SmartFlex Stent Vascular System (SFA) SFO7040MV CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SFO7040SV CE 556903 21-Sep-23 BSI1/2797 12;‘31/20&
SmartFlex Stent Vascular System (SFA) SFO7060MV CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SFO70605V CE 556903 21-Sep-23 | BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SFO7080MV CE 556903 21-5ep-23 BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SFO7080SV CE 556503 21-Sep-23 BSI/2797 | 12/31/2027
SmartFlex Stent Vascular SystemE_FA] SFO7100MV CE 556903 21-Sep-23 BSI/2797 | 12/31@27
- SmartFlex Stent Vascular System (SFA) SF07100SV CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027 |

VAT No. IE 8574526W
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device model or catalogue number) Certificate(s) Directive and transition

Certificate(s) | Number Period
SmartFlex Stent Vascular System {SFA) SFO7120MV CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
| SmartFlex Stent Vascular System (SFA) SFO71208V | CES556903 | 21-Sep-23 | BSI/2797 12!31{202_7
| SmartFlex Stent Vascular System (SFA) SFO7150MV CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
| SmartFlex Stent Vascular System (SFA) SFO7150S8V CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
‘ SmartFlex Stent Vascular System (SFA) SFO7200MV CE 556903 21-S5ep-23 BSI/2797 | 12/31/2027
| SmartFlex Stent Vascular System (SFA) SFO72005V CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SFOB030MV CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System {(SFA) SFO80305V CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SFO8040MV CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SFO8040SV CE556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
I SmartFlex Stent Vascular System (SFA) SFO8060MV ) __C§ §_56923_ _2]_.59;:;2? __§5|£7i7 _12(31,’2027
SmartFlex Stent Vascular System (SFA) SFO8060SV CE 556903 21-Sep-23 | BSI/2797 | 12/31/2027
SmartFlex Stent Vascular Systgm__{_S_fA) | SFO808OMV | CE 556903 21-Sep-23 __I?3§I_{3.j{$_‘_l_ __1_;@ 1/2027
SmartFlex Stent Vascular System (SFA) SFOBOBOSV CES556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SFO8100MV CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SFO8100sV CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SFO8120MV CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SF0B8120SV CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SFOB150MV | CES556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SFO8200MV | CES556903 | 21-Sep-23 | BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SF08200SV CE 556903 21-Sep-23 BSI/2797 | 12/31/2027
SmartFlex Stent Vascular System (SFA) SF081505V CE556903 | 21-Sep-23 BSI/2797 | 12/31/2027
Incraft AAA Stent Graft System AB2298 CE 633652 5/26/2024 | BSI/2797 | 12/31/2027
Incraft AAA Stent Graft System AB2698 CE 633652 5/26/2024 BSI/2797 | 12/31/2027
Incraft AAA Stent Graft System AB3098 CE 633652 5/26/2024 BSI/2797 | 12/31/2027
Incraft AAA Stent Graft System AB3438 CE 633652 5/26/2024 BSI/2797 | 12/31/2027
Incraft AAA Stent Graft System AE2204 CE 633652 5/26/2024 BS\I;’2797 12/31/2027
Incraft AAA Stent Graft System AE2604 CE 633652 5/26/2024 BSI/2797 | 12/31/2027
Incraft AAA Stent Graft System . AE3004 CE 633652 5/26/2024 BSI/2797 | 12/31/2027
Incraft AAA Stent Graft System AE3404 CE 633652 5/26/2024 BSI/2797 | 12/31/2027
Incraft AAA Stent Graft System IL1008 CE 633652 5/26/2024 BSI/2797 | 12/31/2027
Incraft AAA Stent Graft System IL1010 CE633652 | 5/26/2024 | BSI/2797 | 12/31/2027
Incraft AAA Stent Graft System IL1012 CE 633652 5/26/2024 | BSI/2797 | 12/31/2027
Incraft AAA Stent Graft System L1014 | CE633652 | 5/26/2024 | BSI/2797 | 12/31/2027
Incraft AAA Stent Graft System IL1308 CE 633652 5/26/2024 | BSI/2797 | 12/31/2027
Incraft AAA Stent Graft System IL1310 CE 633652 5/26/2024 BSI/2797 | 12/31/2027
Incraft AAA Stent Graft System L1312 CE 633652 5/26/2024 | BSI/2797 | 12/31/2027
Incraft AAA Stent Graft System IL1314 CE 633652 5/26/2024 BSI/2797 | 12/31/2027
Incraft AAA Stent Graft System L1608 CE 633652 5/26/2024 BSI/2797 | 12/31/2027
Incraft AAA Stent Graft System L1610  CE633652 | 5/26/2024 | BSI/2797 | 12/31/2027
Incraft AAA Stent Graft System L1612 | CE633652 | 5/26/2024 | BSI/2797 | 12/31/2027

VAT No. IE 8574526W
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evice ol or el sRus nurber) Certificate(s) Directive and Transition
Certificate(s) | Number Period
Incraft AAA Stent Graft System L1614 CE 633652 5/26/2024 BSI/2797 | 12/31/2027
Incraft AAA Stent Graft System L2008 CE 633652 5/26/2024 BSI/2797 | 12/31/2027
Incraft AAA Stent Graft System L2010 CE 633652 5/26/2024 BSI/2797 | 12/31/2027
Incraft AAA Stent Graft System L2012 CE 633652 5/26/2024 BSI/2797 | 12/31/2027
Incraft AAA Stent Graft System L2014 CE 633652 5/26/2024 BSI/2797 | 12/31/2027
Incraft AAA Stent Graft System IL2410 CE 633652 5/26/2024 BSI/2797 | 12/31/2027
Incraft AAA Stent Graft System L2412 CE 633652 5/26/2024 | BSI/2797 | 12/31/2027
Incraft AAA Stent Graft System L2414 CE 633652 5/26/2024 | BSI/2797 | 12/31/2027
OptEase Retrievable Vena Cava Filter 466F210AF CE 560271 05/07/2023 | BSI/2797 12/31;’:_!027
 OptEase Retrievable Vena Cava Filter 466F210A) CE560271 | 05/07/2023 | BSI/2797 | 12/31/2027
 OptEase Rgt_riu_avable Vena Cava Filter | 466F210B) CE 560271 05/07/2023 | BSI/2797 12}'3 ;{2027
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