Addressing full spectrum of cardiovascular disease complexity
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Addressing full spectrum of cardiovascular disease complexity
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Product Summary wmw%%wmo

Advancing science for life™
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+ Polymer is gone when no longer needed,
shortly after completion of drug elution
at 3 months

Thin Abluminal
Coating
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« Applied to the abluminal side of the stent,
designed for optimal healing
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« Providing Suppression of neointimal growth

at the arterial wall & Promotion of healing
inside the lumen
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SYNERGY Stent

Abluminal PLGA Bioabsorbable Polymer

Promus PREMIER™ Stent

Conformal PVDF Permanent Polymer
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Everolimus-Eluting Platinum Chromium Coronary Stent System
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6444045000001

SYNERGY MONORAIL 20mm x 3.50mm

H7493926220350

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000004

SYNERGY MONORAIL 16 mm x 5.00 mm

7493926216500

BOSTON SCIENTIFIC LIMITED
(RELAND) Ballybrit Business Park
Galway IRL

£444045000005

SYNERGY MONORAIL 20mm x 2.50mm

H7493926220250

BOSTON SCIENTIFIC LIMITED
(IRELAMND) Ballybrit Business Park
Gatway IRL

6444045000007

SYMERGY MONCRAIL 12 mm x 4,50 imm

H7493926212450

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRl

6444045000009

SYMERGY MONORAIL 28 mm x 5.00 mm

H7493926228500

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000011

SYNERGY MONORAIL  Bmm x 2.75mm

H7493926208270

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000012

SYNERGY MONORAIL 12mm x 3.50mm

HT493926212350

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000013

SYNERGY MONORAIL 38mm x 3.50mm

H7193926238350

BOSTON SCIENTIFIC LIMITED
{IRELAND) Ballybrit Business Park
Galway IRL

6444045000015

SYNERGY MONORAIL 20mm x 2.75mm

H74939262202/0

BOSTON SCIENTIFIC LIMITED
{(IRELAND) Ballybrit Business Park
Galway IRL

6444045000017

SYNERGY MONORAIL 32 mm x 4.50 mm

HT493926232450

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000021

SYNERGY MONORAIL d48mm x 3.00mm

H7093926248300

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

5444045000022

SYNERGY MONORAIL 38mm x 2.75mm

HT493926238270

BOSTON SCIENTIFIC UMITED
(IRFLAND)} Ballybrit Business Park
Galway IR

6444045000023

SYNERGY MONORAIL 16mm x 2.25mm

HI893926216220

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway [RL

6444015000025

SYNERGY MONORAIL 8rmnm x 4.00mm

H1493926208400

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000027

SYNERGY MONORAIL 24rmm x 2.50mm

HT7193926220250

BOSTON SCIENTIFIC LIMITED
{IRELAND) Ballybrit Business Park

___Galway 1AL
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6444015000031

SYNERGY MONORAIL 12 mm x 5.00 rmm

H7493926212500

BOSTON SCIENTIFIC LIMITED
(IRELAND} Ballybrit Business Park
Galway IRL

6444045000032

SYNERGY MONORAIL 20 mrm x 4.50 mm

HT493926220450

BOSTON SCIENTIFIC LIMITED
{(IRELAND) Ballybrit Business Park
Galway IRL

6444065000033

SYMERGY MONORAIL 24mm x 3.50mm

H7493926224350

BOSTON SCIENTIFIC LIMITED
(IRELAND} Ballybrit Business Park
Galway IRL

6444045000036

SYNERGY MONORAIL 28 mm x 4.50 mm

H7493926228450

BOSTON SCIENTIFIC LIMITED
(IRCLAND) Ballybrit Business Park
Galway IRL

6444045000037

SYMERGY MOMORAIL 38mm x 2.25mm

H7493926238220

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway 1AL

6444045000038

SYNERGY MONORAIL 12mm x 2.75mm

7493926212270

BOSTON SCIENTIFIC LIMITED
(IRCLAND) Ballybiit Business Park
Galway IRL

£444045000042

SYNERGY MONORAIL 38mm x 4.00mm

H7493926238400

BOSTON SCIENTIFIC LIMITED
(IRELAND} Ballybrit Business Park
Galway IRL

6444045000045

SYNERGY MONORAIL 28mim x 3.50mm

H7493926228350

BOSTON SCIENTIFIC LIMITED
{IRELAND} Ballybrit Business Park
Galway IRL

6444045000046

SYNERGY MONORAIL 38mm x 2.50mm

HT7493926238250

BOSTON SCIENTIFIC LIMITED
(IRFLAND} HBallybrit Business Park
Galway IRL

6344045000047

SYMERGY MOMORAIL 16mm x 3.50mm

HT893926216350

BOSTON SCIENTIFIC LIMITED
(IRELAND} Ballybrit Business Park
Galway IRL

6444045000050

SYNERGY MONOAAIL 16mm x 2.50mm

H7493926216250

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000053

SYNERGY MONORAIL 28mim x 2.25mimn

HT7493926228220

BOSTON SCIENTIFIC LIMITED
(IRELAND} Ballybyit Business Park
Galway IRL

6444005000056

SYNERGY MONORAIL 32mm x 2.75mm

H7493926232270

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

£444045000059

SYNFAGY MONORAIL 48mm x 3.50mm

H7493926248350

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway I1RL

6444045000060

SYNERGY MONCOHRAIL Bmm x 2.50mm

H7493926208250

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway 1AL

6444045000064

SYNERGY MONORAIL 32mm x 2.50mm

H7493926232250

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000069

SYNERGY MONORAIL 2dmim x 2.75mm

HT893926224270

BOSTON SCIENTIFIC LIMITED
(IRELARD) Rallybrit Business Park
Galway IRL

6444045000070

SYNEAGY MONORAIL 32 mm x 5.00 mm

H1493926232500

BOSTON SCIENTIFIC LIMITED
{IRELAND) Ballybrit Business Park
Galway IRL

6444045000073

SYMERGY MONORAIL 12mm x 4.00mm

H7193926212000

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6144045000075

SYNERGY MONORAIL 16rnm x 3.00mm

H7493926216300

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL
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NEWCODE

Houdnfium

identifier

u?é’nguﬁn

6444045000078

SYNERGY MONORAIL 16rmrn x 4.00mm

H7493926216400

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000079

SYNFRGY MONORAIL 20mm x 2.25mm

H1493926220220

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6404045000081

SYNERGY MONORAIL 26mm x 4.00mm

HT493926220460

BOSTON SCIENTIFIC LIMITED
((RELAND) Ballybrit Business Park
Calway IRL

6444045000082

SYNERGY MONORAIL 32mm x 4.00mm

HT493926232400

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6404045000084

SYNERGY MOMORAL 28mm x 2.50mm

H7493926228250

BOSTOMN SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000087

SYNERGY MONCORANL 4Bmm x 4.00mm

H74939262484C0

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000089

SYNERGY MONORAIL 24 mm x 5.00 mm

7493926224500

BOSTON SCIENTIFIC LIMITED
(IRELAND) Hallybrit Business Park
Galway IRL

6444045000090

SYNERGY MONORAIL 32mm x 3.50mm

H7493926232350

BOSTON SCIENTIFIC LIMITED
(IRELAND} Ballybrit Business Park
Galway IRL

6444045000093

SYMERGY MONORAIL 16 rnm x 4.50 mm

H7493926216450

BOSTOM SCIENTIFIC LIMITED
(IRELAND)} Ballybrit Business Park
Galway IRL

6444045000095

SYMERGY MONORAIL 12rmm x 2.25mm

HT493926212220

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000096

SYNERGY MONORAIL 48mm x 2.50mm

H7493926248250

BOSTON SCIENTIFIC LIMITED
(IRELAND} Ballybrit Business Park
Galway IRL

6444045000097

SYNERGY MONORAIL 8mm x 3.50mm

HT493926208350

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000101

SYNERGY MONORAIL 24 mm x 4.50 mm

H7493926224450

6444045000102

SYNERGY MONORAIL 28mm x 3.00mm

H7493926228300

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybril Business Park

(IRELAND) Ballybrit Business Park
Galway IRL

6444045000106

SYNERGY MONORAIL 24mm x 3.C0mm

HT7893926224300

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

—

6444045000107

SYNERGY MONORAIL 24rmm x 4.00mm

H7493926224000

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrt Business Park
Galway IRL

6444045000108

SYNERGY MONORAIL 32mm x 2.25mm

H7193926232220

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway [RL

6444045000110

SYNERGY MONORAILL 8mm x 2.25mm

HT7493926208220

(IRELAND) Ballybrit Business Park
Galway IRL

6444045000111

SYNERGY MONORAIL 8mm x 3.00mm

HT493926208300

BOSTON SCIENTIFIC LIMITED
(RELAND) Ballybrit Business Park
Galway IRL

6444045000115

SYMERGY MONORAIL 38mm: x 3.00mm

H7493926238300

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

—ZaAA0aL000116  SYNERGY MONORAIL 12mm x 3.00rmm
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"ROSTON SCIENTIFIC LIMITED
(IRELAND) Ballybnt Business Park
Galway IRL

6444045000118

SYNERGY MONORAIL 20 mm x 5.00 mm

H1a93926220500

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway [RL

6444045000119

SYNERGY MONORAIL 2drmm x 2.25mm

HT7493926224220

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000121

SYNERGY MONORAIL 28mm x 2.75mm

H7493926228270

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRl

6444045000122

SYNERGY MONORAIL 12mm x 2.50mm

H7493926212250

BOSTON SCIENTIFIC LIMITED
{IRELAND} Ballybrit Business Park
Galway IRL

6444045000124

SYNERGY MONORAIL 32rmm x 3.00mm

H7493926232300

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000125

SYNFRGY MONORAIL d8mm x 2.75 rmn

H74939262a48270

BOSTON SCIENTIFIC LIMITED
{IRELAND} Ballybrit Business Park
Galway iRL

6444045000128

SYNERGY MONORAIL 16mm x 2.75mm

H7493926216210

BOSTON SCIENTIFIC LIMITED
(RELAND) Ballybrit Business Park
Galway IRL

6414015000129

SYNERGY MOMORAIL 20mm x 3.00mm

HT493926220300

BOSTON SCIENTIFIC LIMITED
(IRELAND) Ballybrit Business Park
Galway IRL

6444045000130

SYNERGY MONORAIL 2Bmm x 4.00mm

H7A93926228400

BOSTON SCIENTIFIC LIMITED
{IRELAND) Baltybrit Business Park
Galway IRL
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CERTIFICATE

Number: 3818536

The management system of:

Boston Scientific Corporation

300 Boston Scientific Way
Marlborough, MA 01752
United States Of America

Including the implementation meets the requirements of the standard:

Scope:
Design, development, manufacturing, including ethylene
distribution of medical devices for minimally mvaswa}i ;i 7
electrophysiology, electrosurgical, endosccplc surgl
neurology (including neuravascular), penpp al if g
adapters, atherectomy angioplasty sys ;:m ‘a }hﬁ (o) g
and delivery systems, bronchial thermoplds 4
connecting tubes, cuff kits, dramagay‘ j
equipment, electrosurgical instry
embolization coils, fiducial mark/e
entry needles, extension wire$ {f ep hc

generatars, guide cathelera’ gju

hydrogel polymer devlce 2
accessory devices, mlcro t r;, §g
power cords, radio lrequ 1126 éys
state medical laser sys g SIdrt

eleclrocautery tip, endoscop‘g:

Certificate expiry datL.i .
Certificate effective date° _

Certified since: 23 March 201 B

DEKRA Cetification B,

B.T.M. Holus J.A. van Vugt
Managing Director Certification Manager

® Integral publication of this certificate and adjoining reports is altowed
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DEKRA Cerlification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 06 83000 F +31 88 96 83100 www.dekra-certification.com Company registration 09085396
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B DEKRA

ADDENDUM 1/5

to Certificate: 3818536

Concemning the Management System of:

Boston Scientific Corporation

List of certified locations:

Location

Bada Company name / address

Scope

BHM ACURATE Industria e
Comeércio LTDA

BHM Site

(Belo Horizonte Site)
Avenida General David
Sarnoff, 3445

Lote 02 — Quadra 31A
Cidade Industrial
Contagem/MG — Brazil

y ///”///' / /

CHP ACURATE Industria e

Chapeca Site
Rua Apiuna, 520-D
Cristo Rei

Comércio LTDA A

7 /’
Chapect | SC - Bra;|f/,f, " ,f i

?ﬁ’ //// /%/ f

COR Boston Scientific, l,x o}tgd,

Business & Tachncl

Model Farm Rd, / /.ff« /11
o/

dy | Park’

1
//’ﬁ’f’f i

?(-.t}i;!; i‘}' i
el

=

cov Boston Scie Corpurauon
8 Industrial Drive | |/
Coventry, Rl 02816 USA

rEﬂ,s 519995{ #5}!

b il

DEKRA Certification BV. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Amhem, The Nelheriands

£
r.-,r. 3
i
F Ir;’g

T +31 88 96 83000 F +31 88 86 83100 www.dekra-certification.com Company registration 09085396
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ADDENDUM 2/5

to Certificate: 3818536

Concerning the Management System of:

Boston Scientific Corporation

List of certified locations: continued

B> DEKRA

l&%;ztton cqmgany name / address Scope .
ECU Symetis SA Design and Manufacture of Percuta

Chemin de la Venoge 11
1024 Ecublens
Switzerland

GAL Boston Scientific Limited
Ballybrit Business Park
Galway, Ireland

Delivery System, Introducers am‘jfs qj

KER | Boston Scientiic l,é';riahona i w' 4?, W Wmﬁﬁﬂ /
s zzﬁﬁz;a; // / // I

///
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!
Jii
f i1

/ , _.K,l;’!,.;f {

DEKRA Cerlification BV. Meander 1051, 6825 MJ Amhem P.O. Box 5185, 6802 ED Arnhem‘ 'lhe Nalhﬁrlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-cerlification.com Company registration 09085396
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B> DEKRA

ADDENDUM 3/5

to Certificate: 3818536

Concerning the Management System of:

Boston Scientific Corporation

List of certified locations: continued

Scope

A
Rl

Design, development and manufacluring of.med:
minimally invasive biliary, electrosurgical,” en
endoscopy, gastroenterology, gynae
urology procedures: balloon cathete
catheters and foolswilches, fibréoptig as
footswilches, ganerators.)_i,])g‘_r Aid:
haemostasis devices iydiogelps

and surgical meshes””> 7
Design ang,/ :

2
=

ign and

91’// // v
s

féfr‘ t?)r" ¢
s

|/ Desidn and dévelg
| /athgratonily ew?pég

felrsyal g

A7
nd
éﬂ

> 5 “. i Sy <
_“'\\ L "‘ ™ a - o

-‘ il
heliieprels aHi

b )/

nt # 5 &g
‘hﬁ stems; émboli
il

joier
i ;? Dipbranes

i
5 .I'r r(

ISR alFig, ey,
Celopmbnt ot llvasburid jitaaig systems
If ll., rr i ‘l .' .‘.

Location

Cade _Qumpa_ny name / -a_ddr.ess_

MAR Roston Scientific Corporation
100 Boston Scientific Way
Marlborough, MA 01752
USA

MG2 Boston Scientific Gorporatl
Two Scimed Place 7"/~
Maple Grove, MN 55311
USA L1

DEKRA Certification B.V.

Meander 1051, 6825 MJ Armhem P.0. Box 5185, 6802 ED Amhem, “fhé Nelher!aﬁds

T +31 88 06 83000 F +31 88 96 83100 www.dekra-certification.com Company registration ()_908539&
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5> DEKRA

ADDENDUM 4/5

to Certificate; 3818536

Concerning the Management System of: ;

Boston Scientific Corporation

List of certified locations: continued ¥

Location - :
Code Company name / address Scope
Qul Boston Scientific Corporation Manufacluring, Warehousing and Distribution
Marina Bay Customer (see scope listing on page 1)
Fulfilliment Center
500 Commander Shea Bivd
Quincy, MA 02171
USA
5J2 Boston Scientific Corporation Manufacturing, distributi

150 Baytech Drive
San Jose, CA 95134
USA

medacal dewocs for car;j

/
il
) /7} i
""éf héusmg‘,ia

asys!ams, 1
f1r77 L]

Tté é}é// s fn‘wZ/

1A I}, e ma f/yjl
i Maqufaﬁlyfjﬁﬁt disteiby
.heated dld hypért

IManufacﬁI r;g d;slr:buh
: _abiatiarfg nerators
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DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Amhem, The Netherlands
T+31 88 06 83000 F +31 88 96 83100 wavw.dekra-cerification.com Company registration 09085396
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B> DEKRA

ADDENDUM 5/5

to Certificate: 3818536

Concerning the Management System of:

Boston Scientific Corporation

Addendum expiry date: 23 March 2024
Addendum effective date: 22 September 2021

DEKRA Certification B.V. Meander 1051, 6825 MJ Armhem P.O. Box 5185, 6802 ED Amhem, The Netherlands
T +31 88 06 83000 F +31 88 96 83100 www.dekra-certification.com Company registration 09085396 i
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’ o = L P
1 gaurspsosilaunvg Cardiology

4 yaursieIeliounne Implants

L )
5 gauviaAIedileunneg Nephrology

. A = '
6 9gurBIAIolaunng Neurology

1] 4 - «
7 wauvlsAIadiiaunny Sursery

8 wauviuaIesileuwnng Urology
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~.Boston
Scientific
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way1adn Agumn 10500

Tnafind : 02032 1888

Turms : 020321899
www.bostonsclentific.com

139 veasu lweudila (lszmelne) $1dn

Boston Scientific {Th ailar_ld) Limited.

13 veaau lwmeuifa rzmelng) $1da

Boston Scientific (T) Limited.

Standard Chartered Bank, Bangkok Main Office Branch.
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