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Oggetto: Sostituzione del prodotto per aggiorhamento tecnologico

Procedura Aperta per la fornitura DM per Emodinamica ( Eslusi Stent) - Llotto 25 -
DETERMINAZIONE Num. 334 del 04/09/2019

Sistema di chiusura Perclose"“ProGhdeTM con il nuovo sistema di chlusura Perclose™
ProStyle™

In merito la Procedura in oggetto, vista la rapidita con cui le innovazioni tecnologiche vengono
implementate per i materiali da noi commercializzati, con la presente abbiamo il piacere di
-comunicarVi che & stato immesso sul mercato il nuovo sistema di chiusura “Perclose™ ProStyle™”,

Il nuovo sistema di chiusura “Perclose™ ProStyle™” andra a sostituire il dispositivo offerto nel
lotto 25 Perclose™ProGlide e vi verra offerto alle medesime condizioni economiche.

Siriporta di seguito descrizione del prodotto e codice del nuovo dispositivo

Descrizione Perclose™ ProStyle™

Il sistema di chiusura e riparazione mediante sutura (SMCR) Perclose™ ProStyle™ & un dispositivo
medico progettato per rilasciare una sutura monofilamento in polipropilen® per chiudere i siti di
puntura del vaso femorale a seguito di procedure di cateterizzazione diagnostica e/o interventistica.
Il sistema Perclose™ ProStyle™ é costituito da tre diversi prodotti inclusi nella stessa confezione:

Un dispositivo Perclose™ ProStyle™;

Una taglierina per suture Perclose™ ProStyle™;

Uno spinginodo ad ansa Perclose™.

N

Il sistema SMCR Perclose™ ProStyle™ & indicato per il rilascio percutaneo di suture per la chiusura di
siti di accesso all’arteria e alla vena femorale comune, in pazienti che si sottopongono a procedure
di cateterismo diagnostico e/o interventistico: =

Per siti d’accesso nell’arteria femorale comune con introduttori da 5F a 21F. Per introduttori di
dimensioni maggiori di 8F, sono necessari almeno due dispositivi e la tecnica di pre-chiusura.

Per siti d’accesso nella vena femorale comune con introduttori da 5F a 24F. Per introduttori di
dimensioni maggiori di 8F, sono necessari almeno un dispositivo € la techica di pre-chiusura.
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Scheda Tecnica

Abbott

Perclose™ ProStyle™
Sistema di chiusura e riparazione mediante sutura

DESCRIZIONE DEL PRODOTTO

Il sistema di chiusura e riparazione mediante sutura (SMCR) Perclose™ ProStyle™ ¢& un dispositivo
medico progettato per rilasciare una sutura monofilamento in polipropilene per chiudere i siti di
puntura del vaso femorale a seguito di procedure di cateterizzazione diagnostica e/o interventistica.

Il sistema Perclose™ ProStyle™ ¢ costituito da tre diversi prodotti inclusi nella stessa confezione:

- Un dispositivo Perclose™ ProStyle™;
- Una taglierina per suture Perclose™ ProStyle™;
- Uno spinginodo ad ansa Perclose™,

11 dispositivo Perclose™ ProStyle™ si compone di stelo, manipoli, stantuffo e catetere rastremato.
Perclose™ ProStyle™ avanza su un filo guida standard da 0,038 (0,97 mm) (o di calibro inferiore).
Una valvola per lemostasi restringe il flusso sanguigno attraverso la guaina con o senza il filo guida
in posizione.

Lo stelo ospita i due aghi, uno anteriore e uno posteriore, € i piedini con le cuffie e controlla con
precisione il posizionamento degli aghi attorno al sito di puntura. L'impugnatura viene utilizzata per
stabilizzare il dispositivo durante l'uso. Lo stantuffo fa avanzare gli aghi e recupera la sutura.
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All'interno dello stelo & contenuto il marker lumen, la cui porta intraluminale (Marker Port) &
posizionata all'estremita distale dello stelo. Sulla parte prossimale dello stelo sono presenti dei
marker di riferimento della profondita, i quali forniscono una stima della profondita del tratto di
tessuto e possono essere utilizzati, in combinazione con i marker di riferimento della profondita
corrispondenti sulla taglierina per suture Perclose™ ProStyle™. All'interno dello stelo & contenuto
un marker lumen, la cui marker port ¢ posizionata all’estremita”distale dello stelo, mentre in
posizione prossimale esso fuoriesce dal corpo del dispositivo. Il marker lumen crea un percorso di
ritorno ematico dal vaso femorale, allo scopo di garantire il corretto posizionamento del dispositivo.
La taglierina per suture Perclose™ ProStyle™ e lo spinginodo ad ansa Perclose™ sono stati
progettati per posizionare il nodo di sutura pre-annodato sulla parte superiore del sito di accesso.
La taglierina per suture Perclose™ ProStyle™ ¢ stata inoltre studiata per rifilare i lembi anteriori
della sutura sottocute. '

INDICAZIONI PER ’USO

Il sistema SMCR Perclose™ ProStyle™ ¢ indicato per il rilascio percutaneo di suture per la chiusura
di siti di accesso all'arteria e alla vena femorale comune, in pazienti che si sottopongono a procedure
di cateterismo diagnostico e/o interventistico:

¢ Per siti d’accesso nell’arteria femorale comune con introduttori da 5F a 21F. Per introduttori
di dimensioni maggiori di 8F, sono necessari almeno due dispositivi e la tecnica di pre-
chiusura. ' -

* Per siti d’accesso nella vena femorale comune con introduttori da 5F a 24F. Per introduttori
di dimensioni maggiori di 8F, sono necessari almeno un dispositivo e la tecnica di pre-
chiusura. '

COMPONENTI E SPECIFICHE DEL. MATERIALE

-

Impugnatara

Stantuffo
_,_,-"_‘-.

P

Logo Abbott

Marker Ll,unenh_‘\

— <

Corpo

Marker di riferimen to profondita

Levaw
Stelo prossimale -
QuickCut™

[ Marker Port /
| ’

Porta di uscita del ﬁlQ guida
S

.,

“Stelo distale

Catetere rastremato
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Componente . | Materiale

Sutura Monofilamento di polipropilene
Aghi Acciaio inossidabile 300
Catetere rastremato Polietere ammide a blocchi
Impugnatura PC (Policarbonato)

Marker Lumen PEBAX=

Piedini i PPA (Poliaftalammidé)
Stantuffo/Leva ABS -

Impugnatura ' ABS

Stelo Acciao inossidabile 304

Punta PAA IXEF#

Corpo _ Nylon66/Fibra di Carbonio
Ansa : Filo in Acciao inossidabile 304
Linguetta Ansa PC (Policarbonato)

DIMENSIONI E SPECIFICHE TECNICHE

Descrizione Specifiche tecniche

Sutura Diametro: 0,0088 + 0.0010”
Lunghezza: 20,0” minimo

Aghi Diametro: 0,021 + 0,0015”

Catetere rastremato ~ | Diametro: 0,113” >
Lunghezza: 8,8 + 0,5”

Compatibilita filo guida: fino a 0,038”

DATI TECNICI

; - =
! Codice Unita per confezione
;

12773-02 10
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ALTRE INFORMAZIONI
Anno di commercializzazione 2021 -
Dispositivo Monouso Si
Dispositivo Sterile Si

Metodo di Sterilizzazione

Ossido di etilene

Periodo massimo di utilizzo/Scadenza

2 anni =

Dichiarazione Lattice

Latex Free

Imballaggio

Il dispositivo & confezionato singolarmente
con gli accessori in un vassoio in PETG ed un
coperchio in Tyvek ed ulteriormente sigillato in
una busta in Tyvek. La busta esterna ¢
considerato la barr_ipra sterile.

Modalita di Conservazione

Conservare in luogo asciutto

Modalita di Smaltimento

Rifiuti ospedalieri nel rispetto delle normative
vigenti. ‘

ATTENZIONE: Questo prodotto ¢ destinato per I'utilizzo da o sotto la direzione di un medico. Prima dell'uso leggere attentamente le

Istruzioni per I'Uso inserite nella confezione (se presenti) o disponibili su vascular.eifu.abbott o medical.abbott/manuals per

informazioni dettagliate in merito a Indicazioni, Controindicazioni, Avvertenze, Precauzion ed Eventi Avversi.

Questo materiale & inteso per essere utilizzato solo da Operatori Sanitari.

Le informazioni qui contenute sono per la SOLA DISTRIBUZIONE in Italia. .

Le illustrazioni sono solo rappresentazioni dell’artista e non devono essere considerate come disegni ingegneristici o fotografie.

- Test condotti da Abbott e dati su file di Abbott.
™ Indica un trademark delle societd del Gruppo Abbott.

# Indica un trademark di terze parti di proprieta dei rispettivi proprietari.

www.cardiovascular.abbott
© 2021 Abbott. Tutti i diritti riservati. MAT-2104188 v2.0
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Abbott Medical Italia S.r.1.
Sede Legale:

Viale Thomas Alva Edison, 110
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~ ADDENDUM ALLA SCHEDA TECNICA DI PERCLOSETM PROSTYLE™

In tabella sono indicati alcuni dati utili dei dispositivi oggetto della scheda tecnica:

Abbott Medical
FABBRICANTE 5050 Nathan Lane North
Plymouth, MN 55442, USA
: Abbott Medical Italia S.r.1.
DISTRIBUTORE Viale Thomas Alva Edison, 110

20099 Sesto San Giovanni (MI)

DIRETTIVA DI RIFERIMENTO 93/42/CEE

CLASSE DI APPARTENENZA Classe II B

CLASSIFICAZIONE CND C90010303
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Abbott Medical Italia S.r.l.
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ADDENDUM ALLA SCHEDA TECNICA DI PERCLOSE™ PROSTYLE™

In tabella sono indicati alcuni dati utili dei dispositivi oggetto della scheda tecnica:

~Abbott Medical :
FABBRICANTE 5050 Nathan Lane North
Plymouth, MN 55442, USA
Abbott Medical Italia S.r.1.
DISTRIBUTORE Viale Thomas Alva Edison, 110

20099 Sesto San Giovanni (MI)

DIRETTIVA DI RIFERIMENTO

93/42/CEE

CLASSE DI APPARTENENZA

Classe II B

CLASSIFICAZIONE CND

C90010303
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DECLARATION O CONFORMITY

Manufacturer:

Address:

Manufacturing Site(s):

Device Name:
Device Classification:
GMDN Code:

Classification Rationale:

Authorized European
Representative:

Model Numbers:

Abbott Vascular

3200 Lakeside Drive =
Santa Clara, California 85054
USA

Abbott Vascular
Cashel Road
Clonmel, Tipperary
Ireland

Perclose ProStyle Suture-Mediated Closure and Repair System
Iib =

52747, Femoral vessel suture implantation set

* The Perclose ProStyle Suture-Mediated Closure and Repair System mests

the definition in Rule 8 in that the device is an implantable device. It is not
intended to be placed in the teeth, does not have a biological effect, Is not
absorbed and does not undergo chemical change in the body. In addition,
the suture is not in direct contact with the centeral circulatory system
according to Definition 1.7. The device does not meet the exceptions fisted
in Rule 8 and is, therefore, Class il

Abbott Vascular International BVBA 85
Park Lane, Culliganlaan 2B
1831 Diegem, Belgium

12773-02

I, the undersigned, hereby declare that the medical devices specified above conform with the applicable
Essential Requirements listed in Annex | and Annex |I (except Part 4) of EC Council Directive 83M42/EEC.

Directive 2006/42/£C on Machinery and diréctive 83/686/EEC on Personal Protective Equipment do not

apply.

This declaration is supported by an EC quality system certification listed below

Supporting Certificates:

EC Quality Management System, 1ISO 134852016
Certificate Number, FM 72377
Arnex |l Certificate Number CE 510108

Perclose ProStyle Suture-Mediated Closure ond Repoir System Page 1 of 2
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i B Abb Ott Abbolt Vasestar
‘ 320G Laveside Dy

. : Senta Clara, DA 55054

Tel +1 408 845 2000
Fax: +1 408 845 2333

Notified Body: BSi Group The Netherlands (2797) =
Say Building
John M. Keynesplein 9
1066 EP Amsterdam
Netherlands

This Declaration of Conformity is valid until its revision, or with the obsolescence of the supporting Annex
Il certificate listed above,

This Declaration of onformity is issued under the sole responsibility of the manufacturer.

Prepared By: e ' Date: _/(z Ma by 202

Suzanre Redman, Regu ory Affairs Project Manager

Authorized Signatory: _©Zeidt L ﬁ&wé&,{ Date:_JF Adaf i Q@;{{

Pauiine Hanley, Senior/Director Quality Operations and Cofnpliance

Place of issue: &{ vilee (:/@L.ff&« Bate of issuer {1 /’(’g/:}IV"(A L’Q@(
Effective Date: { 7 /i L{C_:_L{/?_@L 202 ¢

Perclose ProStyle Suture-Mediated Closurs and Repair System Page 2 of 2
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By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex IT excluding Section 4

No. CE 510108

Issued To: Abbott Vascular i
3200 Lakeside Drive
Santa Clara
California
95054
USA

In respect of:

The Design, Development and Manufacture of Sterile Coronary and Peripheral Dilatation
‘Catheters, Stent Systems including Covered Stents, Drug Eluting Stents, Coronary Stents,
Carotid Stents, and Peripheral Stents, Embolic Protection Systems, Femoral Vessel Closure
Systems, Guidewires, Mitral and Tricuspid Valve Repair Systems, Inflation Devices, and
Inflation Accessories.

Those aspects of Annex II related to securing and maintaining the sterility of Guide Wire
Extensions, Guide Wire Introducers, Torque Devices, Hemostatic and Control Valves, and
Guidewire Accessories. s

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive, For
the placing on the market of class III products an Annex II section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

C(cuvu\ NG ol

Gary E Slack, Senior Vice President Medical Devices

First Issued: 2006-08-01 Date: 2021-02-05 Expiry Date: 2024-05-26

™

..making excellence a habit.
Page 1 of 7

it the quality systam being maintained to the requirements of the Directive as demonstrated through the required
. This apprwar excludes 2l products designed and/or manufactured by a third party on behalf of the company
i\

18 of the contract,

n M, Heynesplein 9, 1066 EP Amsterdam, The Netherlands Tel + 31 20 346 0780
BQI Gmup 1! h_ t The Netherland or 33264284,

A member of BSI Group of (m‘;p
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EC Certificate - Full Quality Assurance System

Supplementary Information to CE 510108

Issued To: Abbott Vascular
3200 Lakeside Drive
Santa Clara
California
95054
USA

Number ’ Device Name Intended purpose per IFU
Class II1 '

- i HI-TORQUE Guide Wires — Including AllStar, Extra See CE 01497
S’port, Balance, Balance Middleweight,
Intermediate, Standard, Extra S'port, Floppy II,
Floppy II Extra Support, Traverse, Iron Man, and
Wiggle

- HI-TORQUE Guide Wires with Hydrocoat See CE 01753
Hydrophilic Coating and HI-TORQUE Guide Wires
with Hydrophilic Coating ~ Including Cross-IT XT,
Flexi Wire, Floppy II, Floppy II Extra Support,
Standard, Intermediate, Traverse, Balance, Balance -
Middleweight, Whisper, Balance Heavyweight, and
Balance Middleweight Universal

- : Multi-Link RX Ultra Coronary Stent System See CE 01834

- Multi-Link Vision RX and Multi-Link Mini-Vision RX See CE 71619
Coronary Stent System

- HI-TORQUE Pilot Guide Wire with Hydrophilic See CE 73066
Coating ’

-

First Issued: 2006-08-01 Date: 2021-02-05 Expiry Date: 2024-05-26

..making excellence a habit”
Page 2 of 7

irements of the Directive as demonstrated through the required
wdfor manufactured by a third party on behalf of the company
!

: udes all p
ly agreed with BSL
and is bound by the conditions of the contract,

Information and Contact: BSI, Say Bullding, John M. Keyriesplein 9, 1066 EP Amsterdam, The Netherands Tel: + 31 20 346 0780
BSI Group The Metherlands B.V. registered In The Netherlands under 33264284,
A member of BSI Group of Companies. !
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EC Certificate - Full Quality Assurance System

Supplementary Information to CE 510108

Issued To: Abbott Vascular
: 3200 Lakeside Drive ]
Santa Clara =
California
95054
USA
Number [ Device Name Intended purpose per IFU
Class III

- X.ACT Carotid Stent System

- Emboshield NAV 6 Embolic Protection System and
BareWire Filter Delivery Wires

- RX Accunet Embolic Protection System

See CE 503252
See CE 504490

See CE 518026

RX Acculink Carotid Stent System

SeeLE 518027

HI-TORQUE Guide Wires — Including SpartaCore,
SteelCore 18, SteelCore 18 LT, and SupraCore

See CE 518028

HI-TORQUE Balance Middleweight Universal II
Guide Wire

See CE 534263

HI-TORQUE Advance & HT Advance Lite Guide
Wire

| See CE 546723

HI-TORQUE Progress Guide Wire

See CE 553292

Trek and Mini Trek RX, TREK OTW and Mini TREK
IT OTW Coronary Dilatation Catheters

See CE 561260

HI-TORQUE Winn Guide Wire

See CE 564179

NC TREK RX Coronary Dilatation Catheter

See CE 565938

First Issued: 2006-08-01 Date: 2021-02-05 Expiry Date: 2024-05-26

™

..making excellence a habit.
: ' Page 3 of 7
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Information and Contact: BS, Say Building, John M, Keynesplein 9, 1066 EP Amsterdam, The Netherands Teb + 31 20 346 0780
BST Group The Netherlands B.\. registered in The Netherdands under 33264284,
A member of BSI Group of Companigs.
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EC Certificate - Full Quality Asvsurance System

-

Supplementary Information to CE 510108

Issued To: Abbott Vascular

3200 Lakeside Drive

Santa Clara

California

95054

USA
Number ’ Device Name [ Intended purpose per IFU
Class III

-—- HI-TORQUE Balance Middleweight Elite Guide
Wire

See CE 568482

- HI-TORQUE Powerturn Guide Wires

See CE 581813

NC TREK OTW Coronary Dilatation Catheter

See CE 584431

HI-TORQUE JET Guide Wires

See CE 591655

Graftmaster RX Coronary Stent Graft System

See CE 592549

- TRAVELER RX Coronary Dilatation Catheter See CE 602426
== NC TRAVELER Coronary Dilatation Catheter See CE 609165
- HI-TORQUE VersaTurn Guide Wire See CE 615774

Everolimus Eluting Coronary Stent System
XIENCE V

See CE 629247

Everolimus Eluting Coronary Stent System

| XIENCE PRIME SV, XIENCE PRIME, XIENCE PRIME

LL

See CE 629248

Everolimus Eluting Peripheral Stent System
XIENCE PRIME BTK ‘ '

See CE 629249

-

First Issued: 2006-08-01

Date: 2021-02-05

Expiry Date: 2024-05-26

..making excellence a habit
Page 4 of 7

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
survailiance activities of the Notified Body. This approval excltdes all products designed and/or manufactured Ly a third party on behalf of the company
named on this certificate, unless specifically agreed with BSL

This certificate was issued alectronically and is bound by the cenditions of the contract.

A member of BSI Group of Companias,
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EC Certificate - Full Quality Assurance System

Supplementary Information to CE 510108
Issued To: Abbott Vascular

3200 Lakeside Drive
Santa Clara

California
95054
USA
Number Device Name Intended purpose per IFU
Class IIT
--- MULTI-LINK 8 Coronary Stent System See CE 629250
--- ) XIENCE Xpedition Everolimus Eluting Coronary See CE 632826
Stent System
--- XIENCE Pro Everolimus Eluting Coronary and See CE 632827
Peripheral Stent Systems '
--- XIENCE Alpine Everolimus Eluting Coronary Stent | See CE 632828
Systems i
- MitraClip NT/NTR/XTR Delivery System and See CE 643983
Steerable Guide Catheter ‘ -
--- HI-TORQUE TurnTrac Guide Wire See CE 679931
--- XIENCE Sierra Everolimus Eluting Coronary Stent | See CE 680375
System
--- TriClip Delivery System and Steerable Guide See CE 712450
Catheter
First Issued: 2006-08-01 Date: 2021-02-05 Expiry Date: 2024-05-26

"

..making excellence a habit!
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
survelliance activities of the Notified Body. This approval excludes all products designed and/or manufactured Ly a third paity on behalf of the company
named an this certificate, unlass spacifically agreed with BSL

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 246 0780
BSI Group The Netherlands BV ¢ red in The Netherdands under 33264284,
A mermbaer of BSI Group of Cor
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EC Certificate - Full Quality Assurance System

Supplementary Infdrmation to CE 510108

Issued To: : Abbott Vascular
) 3200 Lakeside Drive &
Santa Clara
California
95054
USA
Number Device Name Intended purpose per IFU
Class IIb
47932 Stent Systems Stent Systems are implants intended to improve

luminal diameter of peripheral vasculature and
biliary strictures.

52747 Vessel Closure Devices Vessel Closure Devices are intended to
; percutaneously deliver sutures to close femoral
vessel access sites.

63255 Vessel Closure Devices Vessel Closure Devices are intended to
percutaneously deliver clips to close femoral vessel
access sites.

Class Ila
MD 0106 Inflation Devices N/A
MD 0106 Inflation Device Accessory Kits | N/A :
MD 0106 Percutaneous Transluminal N/A ot
Angioplasty (PTA) Catheters
MD 0106 Guidewires N/A
First Issued: 2006-08-01 Date: 2021-02-05 Expiry Date: 2024-05-26

™

..making excellence a habit
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EC Certificate - Full Quality Assurance System

Supplementary Information to CE 510108
Issued To: Abbott Vascular
3200 Lakeside Drive
Santa Clara
California
95054
USA
Number Device Name ‘ Intended purpose per IFU
Class Is
MDS 7006 Torque Device ’ N/A=
MDS 7006 COPILOT Bleedback Control Valve N/A
MDS 7006 DOC Guide Wire Extension N/A
MDS 7006 Rotating Hemostatic Valve .096 and .115 N/A
MDS 7006 Guide Wire Introducer N/A
MDS 7006 Guide Wire Accessory kit N/A
MDS 7006 Guide Wire Accessory kit with COPILOT Bleedback | N/A
Control Valve ' -
MDS 7006 LOC .035 Guide Wire Extension ' N/A
First Issued: 2006-08-01 Date: 2021-02-05 Expiry Date: 2024-05-26

™

~.making excellence a habit
Page 7 of 7

Validity of this cartificate is conditional on the quality system belrig maintained to the requirements of the Directive as demonstrated through the required
survailance activities of the Notified Body. This approval excludes all produsts designed and/or manufactured By a third party on behalf of the Company
his certificate, unless specifically agreed with BSL

! ectronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Bulkding, John M. Keynesplein 9, 1065 £P Amsterdam, The Nethadands Tel: + 31 20 346 0780
BSI Group The Netherlands B.W, reglstered in The Netherlands under 33264284,
A member of BSI Group of Companies. :



EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors-

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 510108
Date: - 2021-02-05
Issued To: Abbott Vascular

3200 Lakeside Drive
Santa Clara

California
95054
USA

Subcontractor: Service(s) supplied
Abbott Vascular Designh

26531 Ynez Road Development i
Temecula Manufacture

California 92591 Radiation (E Beam Sterilization)
USA

Abbott Vascular Design

3885 Bohannon Drive Development

Menlo Park Manufacture

CA 94025

USA

Abbott Vascular Manufacture

52 Calle, 3, B31, Coyol Free Zone

El Coyol Alajuela

Costa Rica

Abbott Vascular Manufacture

Building PR-17, Road #2 km. 58.0

Cruce Davila

Barceloneta 00617

Puerto Rico

Information and Contact: BSI, Say Bulldin
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John M, Keynespleln 9, 1066 EP Amsterdam, The Netherlands Tek + 31 20 346 0780

BSI Group The Netherlands B\, I'f_'g'_-._l—er_T in The Netherlands under 33264284,

A member of BSI Group of Companies,
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By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 510108 :
Date: 2021-02-05 _
Issued To: Abbott Vascular

3200 Lakeside Drive
Santa Clara
California

95054

USA

Subcontractor: Service(s) supplied

Abbott Vascular Design
" Cashel Road Development
Clonmel Manufacture

Tipperary
Ireland

Abbott Vascular International BVBA EU Representative ~
Park Lane

Culliganlaan, 2B

1831 Diegem

Belgium

Abbott Vascular Netherlands B.V. Labelling
Argonstraat 1 Packaging
6422 PH Heerlen

The Netherlands

Abbott West Distribution Center Manufacture
42301 Zevo Drive

Temecula

CA 92590

USA

..making excellence a habit”

Page 2 of 6

Information and Contact: BSI, Say Building, John M. Keynesplein
BSI Group The Netherlands B registerad in The Netherlands un
A member of BSI Group of Companies,

9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
der 33264284, '



EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors-

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 510108
Date: 2021-02-05
Issued To: Abbott Vascular

3200 Lakeside Drive
Santa Clara

California ' e
95054
USA
Subcontractor: Service(s) supplied
ADMEDES GmbH . Manufacture >
Rastatter Str, 15
75179 Pforzheim
Germany
Availmed S.A. de C.V. ' Manufacture

C. Industrial Lt. 001 Mz.105

No. 20905 Int. A

Col. Cd. Industrial

Tijuana

Baja California

22444 o
Mexico

Novartis Pharma AG Crucial Supplier
Lichstrasse 35

Basel

CH-4056

Switzerland

™
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John M, Keynesplein 9, 1066 EP Amsterdam, The Netherlands Teb + 31 20 346 0780
n The Netherlands under 33264284,
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List of Signifi

Recognised as being involved in

By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

cant Subcontractors

services relating to the product covered by:

Certificate No: CE 510108 ’ S
Date: 2021-02-05
Issued To: Abbott Vascular

3200 Lakeside Drive
Santa Clara

Californ
95054
USA

Subcontractor:

ia

Service(s) supplied

Parter Sterilization Services LLC
17115 Kingsview Ave

Carson

CA 90746

USA

ETO Sterilization

Sterigenics Costa Rica S.R.L.
Zona Franca PROPARK

Calle Principal, Edificio 10 .
El Coyol

Alajuela

Costa Rica

ETO Sterilization

Sterigenics Germany GmbH
Kasteler Strasse 45
Wiesbaden

65203

Germany

Information an
BSI Group Tt
A maraber of BS

ETO Sterilization

™
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John M, Keynesplein 9, 1066 £P Amsterdam, The Netherlangs Telr + 31 20 346 0780

add in The Netherlands under 33264284,
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By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors”

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 510108
Date: 2021-02-05
Issued To: Abbott Vascular

3200 Lakeside Drive
Santa Clara ’
California

95054

USA

Subcontractor: Service(s) supplied

Sterigenics Radiation Technologies, LLC Radiation (E Beam Stetilization)
7695 Formula Place -

San Diego

California

92121

USA

Sterigenics UK Limited ETO Sterilization
Cotes Park Estate

Somercotes

Alfreton

DES5 4NJ

United Kingdom

Sterigenics US, LLC ETO Sterilization
4900 Gifford Avenue

Los Angeles

California

90058

USA

..making excellence a habit!
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Information and Contact: BSI, Say Building, John M, Keynesplein 9, 1066 EP Amsterdaim, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlards BV, registered iy The Netherlands under 33264284, -
A membar of BSI Group of Companies,
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By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 3

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 510108 =
Date: 2021-02-05
Issued To: Abbott Vascular

3200 Lakeside Drive
Santa Clara

California
95054
USA
Subcontractor: Servicé(s) supplied
Synergy Health AST, SRL Radiation (E Beam Sterilization)

B16, Street 4, Avenue 0
20102 El Coyol

Alajuela

Costa Rica

Synergy Health Ireland Ltd. ‘ ETO Sterilization

IDA Business & Technology Park Radiation (E Beam Sterilization)

Sragh Industrial Estate
Tullamore, Co. Offaly
Ireland

o

..making excellence a habit
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By Royal Charter

EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 510108
Date: ; 2021-02-05
Issued To: Abbott Vascular

3200 Lakeside Drive
Santa Clara

California
95054
USA
Reference : -
Date Number Action
01 August 2006 4068482 First Issue based on CE 00946.
13 March 2007 4941821 Isotron Ireland, Ltd added to the list of significant subcontractors.

15 November 2007 | 7104034 Addition of Abbott Ireland (Galway) to the list of significant
subcontractors. Addition of design and development of services
supplied by Temecula.

01 August 2008 7200338 Addition of Abbott Vascular, Murrieta and Abbott Vascular,
: Barceloneta to list of significant subcontractors for manufacturing
activities. Removal of Abbott Vascular, Dorado facility.

18 February 2009 7292729 Transfer of product families from Abbott Vascular, Vascular Solutions
FQA certificate CE 525963.

Remove Business Unit name (Cardiac Therapies) from the ‘issued to’
address and the Abbott Vascular, Murrieta facility address in the list
of subcontractors,

Addition of AD)MEDES Schuessler GmbH to list of significant
subcontractors for manufacturing activities. '

20 April 2010 7510769 Addition of Creganna-Tactx Medical to list of significant
: subcontractors for manufacturing activities and addition of Abbott
Vascular International BVBA as EU Authorized Representative.

-

..making excellence a habit”

Page 1 of 7

Validity of this certificate Is conditional o the quality system beéing malntained to the requirements of the Directive as demonstrated through the required
survelllance activities of the Notifled Body. This approval excludes all products designed and/or manufactured by a third parly on behalf of the company
named on this certificate, unless specifically agreed with BSL.

This cartificate was issued elactronically and is bound by, the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel:_+ 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284,
A member of BSI Group of Compe
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By Royal Charter

EC Certificate - Full Quallty Assurance System
Certificate History

Certificate No: CE 510108
Date: 2021-02-05

Issued To: Abbott Vascular
3200 Lakeside Drive : b
Santa Clara
California
95054
USA

Reference

Number Action

Date

12 October 2010 7581791 Renewal of certification

Removal of Sterigenics (Salt Lake Cit;/), Abbott Ireland (Galway) and
Isotron Ireland as significant subcontractors. Remove Abbott
Vascular Sterilization from Clonmel manufacturing site.

Addition of Sterigenics (New Mexico) as significant subcontractor.
Removal of atherctomy catheters and motor drive units from the
scope. Redefine stents as stent systems.

Addition of Abbott West Distribution Center and Abbott Vascular
Devices Holland B.V. as a significant subcontractor.

10 November 2011 | 7765633 Addition of LEONI Studer Hard AG to- list of significant subcontractors
for E beam sterilization.

13 December 2011 | 7766500 Addition of the Abbott Vascular Manufacturing Site in Alajuela, Costa
Rica as a significant subcontractor.

31 May 2012 7804693 Addition of Synergy Health Ireland Ltd as a significant subcontractor
for e-beam sterilization. Name of subcontractor Abbott Vascular
Devices Holland B.V. changed to Abbott Vascular Netherlands B.V.
and address updated. Administrative changes on certificate,

19 September 2012 | 7903213 Addition of Accellent as significant subcontractor for TREK family.
Addition of Abbott Vascular Costa Rica Main Building as significant

subcontractor for manufacturing.

..making excellence a habit”
Page 2 of 7

onstrated throu
iy on behalf of the

ments of the Directive as de
or manufactured by a third ¢

Validity of this cartificate is conditional on the quality system being maintained to th
survaillance activities of the Notified Body, This approval excludes all producs desigr
named on this certificate, unlass spacifically agreed with BSL

This certificate was Issued slectronlcally and is bound by the conditions of the contract.

Information and Contact: BSE, Ssy Building, John M, Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284,
A member of BSI Group of Companies.
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By Royal Charter

EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 510108
Date: 2021-02-05
Issued To: Abbott Vascular

3200 Lakeside Drive
Santa Clara ‘
California

95054

USA

-

Date Reference ' Action
Number

21 December 2012 | 7911227 Addition of Abbott (Nutritional) Ireland Sligo to the list of significant
: subcontractors for the sterilization.

Scope updated to include “including covered stents”.

02 July 2013 7991114 Removal of Abbott Vascular - Alajuela Costa Rica, as a significant
subcontactor. Change name of subcontractor from LEONI Studer
Hard AG to LEONI Studer AG. Reclassify Funnel Introducer, Guide
Wire Introducer, Duostat Rotating Hemostatic Valve, Rotating

Hemostatic Valve, Guide Wire Introducer Accessory Kit and Guide
Wire Accessory Kit with CoPilot from Class Ila to Class I (Sterile).

May 28, 2014 8164752 Addition of NovoSci and Sterigenics in Wiesbaden for the service of
ETO sterilization, Synergy Health in Costa Rica for the service of E-
beam sterilization and Availmed S.A. de C.V. for service of
manufacturer due to several product transfers.

05 February 2015 8268209 Update to add Drug Eluting Stents te-the scope. Addition of
; significant subcontractors OK International, LTD and Sterigenics UK
Limited.

31 March 2015 8283470 Addition of Vessel Closure Devices to the scope of certification as

’ part of a transfer from the Abbott Vascular Redwood City facility.
Addition of significant subcontractors Teleflex Medical and Acme
Monoco for manufacture and Synergy Health Ireland Ltd for EO
Sterilization.

..making excellence a habit”
‘ Page 3 of 7

ate s
ies of the
certificats, u
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on behalf of the company

% md is bound by the conditions of the contract.

: BSI, Say Building, John M. Keynesplain 9, I{}GG EP Amsterdam, The Netherands Tel=+ 31 20 346 0780
oup The Ne B.V. registered in The Netherlands under 33264284,
A mamber of BSI Group of Companies.
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By Royal Charter

EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 510108
Date: 2021-02-05
Issued To: Abbott Vascular

3200 Lakeside Drive
Santa Clara

- California
95054
USA
Reference oyl
Date Number Action
13 April 2015 8296689 Addition of Bioresorbable Vascular Scaffold (BVS) Systems to the
scope of certification.
08 July 2015 8359594 Addition of Sterigenics Costa Rica S.R.L. as a significant
subcontractor for ETO sterilization.
07 September 2015 | 8411826 Renewal of certification. Removal of subcontractors: Accellent, Inc,,

| Creganna, NovoSci Corp and OK International, LTD. Removal of
Abbott Vascular Murrieta site: facility closed down. Typo correction
(LEONI Studer AG address, Sterigenics names).

19 December 2015 | 8427566 Scope extension to include the MitraClip NT System under Abbott
Vascular's Quality System.

13 July 2016 8558860 Removal of “corohary and peripheral guiding catheters” from scope
of certification and the addition of Availmed S.A. de C.V. Baja
California location as significant subcontractor.

22 December 2017 | 8863184 Scope change from “Arterial” to “Femoral” for vessel closure devices.
Removal of Availmed in La Mesa, Tijuana, Mexico for manufacturing
services, and LEONI in Switzerland for Ebeam Sterilization. Addition
of NOVARTIS as a crucial supplier. Add design and development
services to Abbott in Clonmel, Ireland.

27 February 2019 7780598 Traceable to NB 0086.

..making excellence a habit”
Page 4 of 7

Vallgity of this certificate is conditional on the quality system being maintained
lance aLL of the Motified Body. This approval excludes all products ce
nar“ed cri this cartificate, unless spacifically agreed with BSI,

This certificate was issued slectronically and |s bound by the conditlons of the contract.

tact: ?sz Say Building, John M, Keynesplein 9, 1066 EP Amsterdam, The Netherands Tels 31 20 346 0780

red in The Netherlands under 33264284,

Information and Cont
BSI Group The Nel
A member of BSI Group of €
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By Royal Charter

EC Certificate - Full Quallty Assurance System
Certificate History

Certificate No: CE 510108
Date: 2021-02-05

Issued To: - Abbott Vascular
3200 Lakeside Drive -
Santa Clara
California
95054
USA

Reference

Number Actlon

Date

12 February 2020 3042205 Remove “Bioresorbable Vascular Scaffold (BVS) Systems” from the
scope. Remove subcontractors “Abbott Ireland” Ballytivnan location
and “Sterigenics US, LLC” New Mexico location. Update address for
Sterigenics US, LLC in Los Angeles.

™

..making excellence a habit!
Page 5of 7

-

ments of the Directive as demonstrated through the required

Validity of this certificate is conditional on the quality system baing malntained to the re ]
dfor manufactured by a third party on behalf of the company

survaillance activitiss of the Notified Body, This approval excludes all products designed
named on this certificate, unless specifically agreed with BSL
This certificate was issued slactronically and is bound by the conditions of the contract,

Informa fon and Contact: FSY S>>av Bui ng, John M, Kemmpiﬂ 1 9, 1066 £P Amsterdam, The Netherlands Telt + 31 20 346 0780
ed in The Netherlands under 33264284,
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By Royal Charter

EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 510108
Date: 2021-02-05
Issued To: Abbott Vascular

3200 Lakeside Drive
Santa Clara
California

95054

USA

-

Reference

Number Action

Date

02 June 2020 9718057 | Certificate Renewal.

Scope rewrite for clarity. Clearly denoting what devices are sterile in
scope, changing “dilation” to “dilatation”, listing inflation devices and
inflation accessories (Class IIa) in the first paragraph, noting that
“systems” applies to all stent types, noting specific device categories
as Class Is in the second paragraph,-noting femoral vessel closure
devices are systems, and corrected capitalization of proper names
throughout,

Scope change to add the word “tricuspid” to “mitral valve repair
“systems” to cover new device TriClip NT/XT CE 712450.

Added Product Table.

Removed Subcontractors: Nitinol Devices and Components, Fremont,
CA and Costa Rica locations, Rose Technologies, Grand Rapids, MI,
Acme Monaco, New Britain, CT and Teleflex, Jaffrey, NH.

Update Subcontractor Name and Addresses to match ISO certificate
— ADMEDES GmbH, Rastatter Str. 15, 75179 Pforzheim, Germany
and Synergy Health AST, SRL, B16 Street 4, Avenue 0, 20102 El
Coyol Alajuela, Costa Rica.

Remove "Distribution” service supplied for subcontractors Abbott
Vascular (Menlo Park), Abbott Vascular Netherlands B.V., and Abbott
West Distribution Center.

»

..making excellence a habit’
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its of the Directive as demo
nufactured by a third pas

tional on the quallty system being mainzined to the requ
surveillance activities of the Notified Body, This approval excludes all produdts desig
riamed on this cartificate, uniless ically agreed with BSL,
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By Royal Charter

EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 510108

Date: ' 2021-02-05
Issued To: Abbott Vascular

3200 Lakeside Drive
Santa Clara

California
95054
USA
Reference .
Date Number Action
Current : 3369562 Administrative update to product tab_[e:
‘ : o clarification to the intended purpose statement for Class IIb

Stent Systems
o separation between suture and clip for the Vessel Closure
devices. Addition of the GMDN 63255
Update the name of the critical subcontractor Sterigenics US, LLC
(San Diego - California) with the name Sterigenics Radiation
Technologies, LLC (San Diego - California).

™

..making excellence a habit!
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Validity of this certificate s conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
survelllance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI. .

This certificate was Issued alectronically and is bound by the conditions of the contract.

say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Nethedands Tel: + 31 20 246 0780
istered n The Netherlands under 33264284,
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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 G

By Roval Charter

This is to certify that: Abbott Vascular
- 3200 Lakeside Drive
Santa Clara
California
95054
USA

Holds Certificate No: FM 72377

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the
following scope:

Design and Development, Manufacture and Distribution of: Everolimus-eluting coronary
scaffolding/stent and delivery systems (absorbable/non-absorbable); coronary and peripheral
stent and delivery systems; coronary covered stent systems; coronary and peripheral dilation
catheters; carotid stent and delivery systems; embolic protection systems; femoral vessel
closure devices and the related deployment instruments; mitral and tricuspid valve repair
systems including clip and delivery systems, steerable guide catheters and accessories;
diagnostic guidewires, guidewires and related cardiovascular accessories.

QCUW\ C_aclc

For and on behalf of BSI:
) Gary E Slack, Senior Vice President - Medical Devices

Original Registration Date: 2002-12-27 Effective Date: 2021-01-08
Latest Revision Date: 2021-03-24 . - Expiry Date: 2024-01-07

K; Page: 1 of 3

™

~..making excellence a habit’

This certificate remains the property of BSI and shall be returned immediately upon raquast. -
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Armericas Headguarters: BSI Group Am

nc., 12550 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Mamber of the BSI Group of Companies, .



Certificate No: FM 72377

Location Registered Activities

- Abbott Vascular . Design and development, manufacture and distribution of
Cashel Road : Everolimus-eluting coronary scaffolding systems (incuding
Clonmel delivery systems). Manufacture and distribution of coronary
Tipperary and peripheral stents and delivery system, including covered

stents, dilatation catheters, femoral vessel closure devices

Ireland and the related instruments necessary for the deployment of
the closure devices, guide wires, and accessories,

Abbott Vascular ' Design and Development, Manufacture and Distribution of:

3200 Lakeside Drive Everolimus-eluting coronary scaffolding/stent and delivery

Santa Clara systems (absorbable/non-absorbable); coronary and

California peripheral stent and delivery systems; coronary covered stent

95054 systems; coronary and peripheral dilation catheters; carotid

USA stent and delivery systems; embolic protection systems;

’ femoral vessel closure devices and the related deployment
instruments; mitral and tricuspid valve repair systems
including clip and delivery systems, steerable guide catheters
and accessories; diagnostic guidewires, guidewires and
related cardiovascular accessories.

Abbott Vascular - Design, Development-and Manufacture of stent delivery
26531 Ynez Road : catheters and systems, dilation catheters and guide wires,
Temecula sterilization by Electron Beam Processor for medical devices.

Development of cardiovascular accessories. Design,

gglslgolrnla devg!oprpent and maqufacture _(including radiation .

US A sterilization) of Everolimus-eluting coronary scaffolding
systems. :

Abbott Vascular Design, development and manufacture of sterile mitral and

3885 Bohannon Drive tricuspid valve repair systems and associated accessories.

Menlo Park

California : »

94025 =

USA

Abbott Vascular Manufacture of dilatation catheters and diagnostic

52 Calle 3, B31 Coyol Free Zone guidewires.

El Coyol

Alajuela

20102

Costa Rica

Original Registration Date: 2002-12-27 : EffecEive Date: 2021-01-08

Latest Revision Date: 2021-03-24 Expiry Date: 2024-01-07

Page: 2 of 3
BS1 and shail De returned
4 online, Printed ¢
e above or the attacha

Don request,
at www, bisigroup.com/ClientDirectory

Americas Headquarters: BSI Group America Inc, 12950 Worldgate
A Member of the BSI Group of Companies.



Certificate No: FM 72377

Location Registered Activities

Abbott Vascular Warehousing and shipping of finished product. Secondary-
Storage and distribution center level packaging of drug-eluting stent systems; application of
country-specific labeling; repackaging and labeling for

42301 Zevo Drive : !
Temecula product branding, identification and shelf life updates.
California
92590

USA

Original Registration Date: 2002-12-27 Effective Date: 2021-01-08

Latest Revision Date: 2021-03-24 Expiry Date: 2024-01-07

Page: 3 of 3

This certificate remains the property of BSI and shall be retumed immediately upon requast.
An electronic certificate can be authenticated online. Printed coples can be validated at www.bsigroup.cony/CligntDirectory
To be read in conjunciion with the scope above ar the attached appendix,

A s Headquarters: BSI Group America Inc, 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
e BST Group of Companies.



