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Filt“e.tWire EZ™

Embotic Protection System

H74920105 1900

Frlteife EZ™190 ¢cm

32700827107

43/0.056/1.42

c1ents

H74920105 3000 FilterWire EZ™ 300 am E 32700427101 ©43/70.056/1.42 35-55mm
H74950100 1500 - _ Bent Tip Re_trievaf Sheath ) ; 40/0.053/133 4.070.053 ." 133 N/A
o 27 1 Trooper™ Patriot™ (AddWire™) Extension Wire | e
- Hraszase 010 001" (036 mm) 5cm |
Ordering Information - 91 Boston
Peripheral Interventions S ﬁﬂ







FilterWire

Embotic Protection System

Homijcran-pore polyurethane filter Cathater (o
Mosgrone ~ Spdnner wbe : 7
S i /A IR j\\ e jﬁ;ﬁf [R— EPES bi*/’zfﬂ IO
Radiopaquespring coil tip e %/ g FTEE comted wire 0.014"
% Radiopague ;E;téﬂﬁ% oy Duspansion arm

Product Information /
6F Guide Catheter Compatibie ,o_’ i

H749 20105 1360 FilterWire EZ System,%cm P 32F{1.1mm, 0.@42") o _4.3/(_).056/1.42 _ _ 3.8mm-B.5mm _
H749 26105 3000 FilterWire EZ Systern ,300cm ." 3.2F (1.1 mm, 0.0429 . 4.3/0,056/1.42 35 mm-_-S.Smm' '

H749 50100 1500 EZ Bent Tip Retrieval Sheath 4.0F (1.3mm, 0.052% 4.0/0.063/1.33 NA

*Compatible with AddWire™ Extension Wire, Flve-pack order code N740 22150 416,

Hoston
Scientific

Advancing science for life™

. . wiww.bostanscientifie.au
f\il vited iredemezks ara the property of their raspective u:vnars. CAUTION: The faw restricts {hasa davices 1o sale by or on the order of a physician.
nilications, contraindications, warsings and Instructions for use can be found 1n the product labefing supplied with each device. Information for the PP .
use only in countries with applicable health puthority producs registrations. This matarial Is nat approved for use or distribution in France. @ 2016 Boston Scientific Corporation
or its affillatas, Al rights reserved,

PI-433701-AA OCT2016 Printed in Germany by medicaliisian, DINPER4TOTEA



Number: 3830129CE01

EU Quality Management System Certifica

Conformity Assessment Regulation 2017/745 on Medical devices, Annex [X Chapte

Manufacturer:

Boston Scientific Corporation

300 Boston Scientific Way
Marlborough

MA 01752

USA

SRN ID.: US-MF-000004702

DEKRA grants the right to use the EC Notified Body Identification:
Marking of Conformity on the products concerned conformlngt
the provisions of the EU- Regulation which apply ‘to them:

0344

Supplement to certificate: 381';'22{5&CN

J M. McKenzie -

B.T.M. Holtus ot e :
Managing Director g B Pnnmpal Certification’ Manager ot
First lssued: 26 October 2022~ © . Date: 12 February 2024~ . Expiry date: 25 October 2027

© Integral publication of this certificate and ad;olmng reports is a!lowed '.
DEKRA Certification BV, is Nofified Body with 1D no 0344

DEKRA Gertification BV, Meander 1051, 6825 MJ Armmhem P.O. Box 5185 6802 ED Amhem The Nether!ands
T +31 88 96 83000 www.dekra.nl Company registration 08085396 E Lkl S 2
" Page 1of4 *



Number: 3830129CE01

EU Quality Management System Certifica

Conformity Assessment Regulation 2017/745 on Medical devices, Annex IX Chapte

This certificate covers the following device(s) / groups of device(s):

Non-active non-implantable guide catheters, balloon catheters, guidewires, introducer
tools (MDN1203, Class Is)
Sterilization method: Gamma lrradiation

Device Name: ACURATE neo?2 Loading Kit

Non-active non-implantable guide catheters, balloon catheters, guidewiréé’
tools (MDN1203, Class Is)
Sterilization method: EtO

Device Name: wireClip Torquer

General non-active non-implantable device used |"- '.
{MDN1213, Class Is) :
Sterilization method: Gamma Irradiation .

Device Name: Disposable Puliback Sled. for Motordnve

General non-active non-lmplantable dewces used i
devices (MDN1214, Class Is} - ;
Sterilization method: E-Beam Irradlatlon

Device Name: MDUS Plus Sterilé: Bag
Device Name: Permanent Sled Bag

Device Name: AVVIGO Gmdance System Il
Device Name: AWIGO+ Gutdance System

Non-active nonqmp!antable gu:de catheters, halloon catheters, gurdewires, mtroducers,‘: _ { _
tools (MDN1203, Class lla) 4 ; s i

Device Name: iSL.LEEVE Introducer Set

First Issued: 25 October 2022 '.':__'-_."-D'afe: 12 F_éb_rﬁafy ‘2'024 ar .Eip:iry date:_ 25 chébet 20_2_7"-_' "_.;: nfee O

@ Integral publication of this certificate and édjéining répong-is a’ll'c_nwe_d'_;'_ o .

DEKRA Certification B.V. is Notified Body wnth D no 0344

DEKRA Certification B.V. .Meander 1051, 6825 MJ Arnhem P. O Box 5185 6802 ED Amhem The Netherlands ’

T +31 88 96 83000 www.dekra.nl Company reg;strahon 09085396 = e e
; Page 2 of 4




Number: 3830129CE01

EU Quality Management System Certificate

Conformity Assessment Regulation 2017/745 on Medical devices, Annex IX Chapter | and

Class Il

Device Name: ACURATE neo2 Aortic Valve

Device Name: ACURATE neo2 Transfemoral Delivery System

Device Name: SYNERGY XD Everolimus-Eluting Platinum Chromium Coronary Stent
Device Name: SYNERGY MEGATRON Everolimus-Eluting Platinum Chromium
Device Name: SYNERGY SHIELD Everolimus-Eluting Platinum Chromium Coro
Device Name: Maverick2 Monorail PTCA Dilatation Catheter
Device Name: ROTAWIRE Drive and wireClip Torquer
Device Name: Guidezilla Il Guide Extension Catheter
Device Name: Guidezilla I LONG Guide Extension Cathet
Device Name: SENTINEL Cerebral Protection Syste '
Device Name:
Device Name:
Device Name:
Device Name:

Device Name
Dewce Name:

Device Name
Device Name:

Device Name: OpttCross HD Coronary Imagm'g'Catheter
Device Name: OpttCross 6 HD Coronary Imagmg Catheter :
Device Name: Wolvering Coronary Cuttmg Batloon MONORA!LMlcrosurg}cal ,Dﬂatailon Devzce
Device Name: MAMBA. Mlcrocatheter .
Device Name: MAMBA Flex Mlcrocatheter

Device Name: Agent MONORA!L Pachtaxel-Coated PTCA Balloon Catheter

First Issued: 25 October 2022 Date: 12 February 2024 - Expiry date: 25 October 2027 *
© Integral publication of this certificate and: ad}ommg reports is allowed . . : - - ‘

DEKRA Certification B.V. is Notified Bedy W|th ID no 0344

DEKRA Certification B.V. Meander 1051, 6825 MJ. Arnhem P.0. Box 5185 6802 ED Amhem The Netherlands i
T +31 88 86 83000 www.dekra.nl Company registrationy 09085396 - 2 Lt
vPage3ofd .

AR



Number: 3830129CEC1

EU Quality Management System Certificate

Conformity Assessment Regulation 2017/745 on Medical devices, Annex IX Chapte

Conditions for or limitations to the validity of this certificate:

s« For Class Is devices, the Notified Body conformity assessment is limited to the aspects
establishing, securing and maintaining sterile conditions

Certificate History

inciuding facifities.

BE Certif_ ication Noti¢
.»Referenc

Revision | Date of Issue certificate

35 October 2022 7| 3812454CN700

14 November 2022 ... .. | 3812454CN101

30 November 2022 - . . | 3812454CN101

14 December 2022 - - . .~ o 1.3812454CN101

20 March 2023 - . .. | 3812454CN102

3IMay 2023 . ., -, ¢ .. . s | 3812454CNT02
16 May 2023 ) 3B12454CN102

5 June 2023 3812454CN103

D~ B AW N = O

TERNe 2023 1 57 77 | 3812454CNT05.

«©

25 August 2023 .., . . ¢ .| 3812454CN103 -

iy
o

77 September 2023 - ... . .| 3812454CN04

—
—

TNovember 2023 . .. .~ .| 3812454CN104 < .

T2 January 2024 ... ' | B812454CN105

-
[

Revised

79 January 2024 .10 /| 3812454CN105 ", 7,

e
(4]

-
s

[ "Revised

12 February 2024 - ... .| 3612454CN106 - .

First Issued: 25 October 2022 - - Date: 12 February 2024 :.".Ekpiry' date:'_25f0b_tdﬁ_§f_'2&??-' e

® Integral publication of this certificate aﬂd adjoln;ng reports is allowed .
DEKRA Certification B.V. is Notified Body with 1D no 0344 ; o _ ;
DEKRA Ceriification B.V. Meander1051 6825 MJ Amhem P 0 Box 5185, 6802 ED Amhem The Netheriands N s

T +31 88 96 83000 www.dekra.nf Company reglstranon 09085396 e S e
. Page-4 of4 .




Numeris: 3830129CEQ1

ES kokybés vadybos sistemos sertifika'tas-,

Atitikties vertinimo reglamento 2017/745 dél medicinos priemoniy IX priedo | ir i sky

Gamintojas:

Boston Scientific Corporation
300 Boston Scientific Way

Marlborough

MA 01752

JAV

SRN ID.: US-MF-000004702

DEKRA suteikia teise naudoti foliau pateiktg EB nofifi kuotosios  jstal
Zenklu ant atitinkamy produkty, atitinkang&iy reikiama techningd
nuostatas:

0344

Sertifikato priedas: 3812454CN '_j i

Papildomas sertifikatas: 3830129TDO1 2253731TDO

taikoma pericdiné stebesena kalp re:kaiaUJama athekant taikytma atltlkties vemmma agai régla

DEKRA Certification BV £ KA

B.T.M. Holtus i j‘_" J M, 'MCKe'_r;Jzi_é'-' i S

Vykdomasis direktorius e _.Vyriausiéé,is 'se'rtiﬁkévimozz,vadybin'iﬁkaé"3f:_f;.'..'- i

Pimma kart iSduota: 2022 m. spalio 25d. . Datai 2024 m. vasario 12d. ... Galicja iki: 2027 m. spalio 25d.

© LeidZiama skelbti 5] sertifikata ir susijusias ataskaltas . B P e et
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Numeris: 3830129CE01

ES kokybés vadybos sistemos sertifikatas

Atitikties vertinimo reglamento 2017/745 dél medicinos priemoniy IX priedo 1 ir Il Sky:j_l :

Sis sertifikatas taikomas 3iai (-ioms) priemonei (-éms) ir (arba) priemoniy grupéms:

Neaktyviis neimplantuojami kreipiamieji kateteriai, balioniniai kateteriai, kreipiamosios v
ir susijusios priemonés (MDN1203, Is klasé)
Sterilizacijos metodas: gama spindufiuoté

Priemonés pavadinimas: ACURATE neo2 jierpimo rinkinys

Neaktyvils neimplantucjami kreipiamieji kateteriai, balioniniai kateterial;
ir susijusios priemonés (MDN1203, Is klasé) .
Sterilizacijos metodas: etileno oksidu (EtO)

Priemones pavadinimas: wireClip sukiklis

Bendrojo naudojimo neaktyvios netmplantuo;amos_ nemor_le
neaktyvios neimplantucjamos priemonés (MDN1213 1s kiasé)
Sterilizacijos metodas: gama spinduliudte .~

Priemonés pavadinimas: vienkartinis slankomasis laikiklis variklinef pavarai

Bendrojo naudojimo neaktyvios néimpléﬁtﬁojéfnbs prieimion
neaktyvios neimplantucjamaos pnemones (MDN1214 As'kldsé
Sterilization method: 3vitinimas E spindullals

Priemonés pavadinimas: MDU5 Plus sterilus mélsells

Priemonés pavad:mmas, daugkamnlo naudoymn slankomolo Ialklk]so maigel

Aktyvios nelmplantuqamos valzdo gav;mo pr!emones naud . fahcws nejo zuo anclauq s
MDAO0202, lla klasé) ‘ S

Priemonés pavadinimas: AWIGO onentawmo SJStema H
Priemonés pavadmlmas AWIGO+ onentav:mo snstema

Neaktyviis nelmplantuqaml krelplatmejf kateter:al bailommal kateterlal krelplamosms vielos, wadal, :Itrar
ir susijusios priemonés (MDN1263, lla klase} ) Tk i .

Priemonés pavadinimas: iSLEEVE jvady nnkmys

Pirma kartg i§ducta: 2022 m. spalio25d. '~ Data: 2024 m; vasario 12 d.’ ) '_".'Géﬁojé'ikE:-202"'i'=_rri,.'3':sba.[;"c::o 254,
© Leidziama skelbti §] sertifikata ir susijusias ataskaitas . . s : i :
DEKRA Certification B.V. yra notifikuotoji gstalga kunos ID Nr. 0344 o
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Numeris: 3830129CE01

ES kokybés vadybos sistemos sertifikata:

Atitikties vertinimo reglamento 2017/745 dél medicinos priemoniy IX priedo | irll's

1l klasé

Priemonés pavadinimas:
Priemonés pavadinimas:
Priemonés pavadinimas:
Priemonés pavadinimas:

sistema

Priemonés pavadinimas:
Priemonés pavadinimas:
Priemonés pavadinimas:
Priemonés pavadinimas: Guidezilla [l kreipiamasis praligmtas katetens
Priemonés pavadinimas:
Priemonés pavadinimas:
Priemones pavadinimas:
Priemonés pavadinimas:
Priemonés pavadinimas:
Priemonés pavadinimas:
Priemonés pavadinimas:
Priemonés pavadinimas: N
Priemonés pavadinimas:_
Priemonés pavadinimas:'

sisterma

Priemonés pavadmlmas

Priemonés pavad:mmas. OptiCross 6 vamlklmq artenju valzdo ga\nmo katetens :

Priemonés pavadmlmaS' Opthross B HD valnlklnlq arteruu valzdo gav:mo kateteris
Priemonés pavadmlmas Wotvenne Coronary Cuttlng Bauoon MONORA!L mlkrochirurglnés dit

Priemones pavadlmmaS' MAMBA mikrokatetens
Priemonés pavadlmmas MAMBA Flex mlkrokatetens

ACURATE neoZ aortos voziuvas

ACURATE nea2 transfemoraling perdavimo sistema
SYNERGY XD Everolimus iSskirianti vainikiniy arterijy plati
SYNERGY MEGATRON Everolimus i$skirianti vainikini '

SYNERGY SHIELD Everolimus i§skirianti vainikini
Maverick2 Monorail PTCA dilatacijos katetefi
ROTAWIRE pavara ir wireClip sukikiis:

Guidezilla Il LONG krelplamams praalgmtas Kateteris

0pt|Cross vamlklmq arteruq valzdo=g=a'wmo katetens

Priemonés pavadmlmas Agent MONORAIL paklltaksehu dengtas PTCA balronlms kateterls _

Pirmg kartg iSduota: 2022 m. spalio"‘25"d. 1

© LeidZiama skelbti §j sertifikatg ir susijusias ataskaltas

Data 2024 m. vasario 12 d. :;_Géibjéi_ki_ﬁ 2027 m _'sf:’aiiq'gs LHy
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Numeris: 3830129CE01

ES kokybes vadybos sistemos sertifikatas

Atitikties vertinimo reglamento 2017/745 dél medicinos priemoniy IX priedo I ir lli s

Sio sertifikato galicjimo salygos arba apribojimai:

= is klasés priemoniy atitikties vertinimas, kur] atlieka notifikuotoji jstaiga, yra susijes tik st
sglygy sudarymu, uZtikrinimu ir palaikymu.

Sertifikato istorija

Techninivose dokumeniuose ir atlikto audito vertinimuose nurodoma, kokiy berrdrwq spe
galima rasti DEKRA Certification B.V. sertifikavimo pranedime. Sertifikavim
su gamintojo kokybés vadybos sistema, jskaitant garmybines patalpas.

Perzitira | Sertifikato i§davimo data _;;Ser‘tlf ikavi o' ranesum
0 2022 m. spalio 25 d.

1 2022 'm. lapkritio 14 d.

2 2022 m. lapkri&io 30 d. ' @3124.54__(;_[,\!

3 2022 m. gruodZio 14d. . . "3812454CNAI

4 2023 m. kovo 20d, - T | 3812454CN102,
5 2023 m. geguZés 3d. - 3812454CN102

6 2023 m. geguZés 16 d. ,-*3812454CN'102:

7 2023 m. birzelio 5 d. 7| 3812454CN103

8 2023 m. birZelio 16.4. P ',‘--,381245401\1103-‘
9 2023 m. rugpjiitio 25 4. R &

70 2023 m. rugsejo21d. ..o i) ,
11 2023 m. fapkricio 1d. - .,-,.._-_‘331245401\1104,
12 2024 m.sausio 12d. .. | 8812454CN105,
13 2024 m. sausic 19d. 77| 3812454CNT05
14 2024 m. vasario 12 d.. S 2_454C_N__196“'_

Pirma karta isduota: 2022 m. spaii’o 25 d.- '

© Lelelama skelbti §f serlifikatg ir susuusms ataskaltas

Data 2024 m. vasario 12 d.

DEKRA Certification B.V, yra notifi kuotop-lstalga kurios ID Nr. 0344

- Galioja iki: 2027 m. spalic 25 d.
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