D DEKRA

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:

EN ISO 13485:2016

Scope

and dellvery systems, bronchial thermoplasty catheters-and fo,otswntches cable,
connectlng tubes, cuff klts dralnage catheters, drug elutlng stents and dell(zery G

ctrode system, |
ces, foofsmtches
; ure'devices and
accessory devices, mlcrocatheters nephrostomy dewces pacmg and ’recordmg daf 1éters| pe cardlocente5|s kits,
power cords, radio frequency ablation system, retrieval sheaths, rotatlng haer‘nostatlc alves/ shaping mandrels, solid
state medical laser systems, stents and delivery catheter systems) stents’ anq dehv catheter, systems/ lncludlng
electrocautery tip, endoscopic valves, endoscope’channel/’support kltS stopcock ubm'ucosal Iift agent, surgical/ |/
meshes, tissue and thrombus removal devices, torque devices; tublng sets, ultrasound |mag|ng syStems vascular
dilators, terminal liquid sterilization services, laboratory testing of blologlcal mdncators I/ .

Certificate expiry date: = 23 March 2024
Certificate effective date: 22 September 2021
Certified since: 23 March 2018

DEKRA Certification B.V.

Vi

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

© Integral publication of this certificate and adjoining reports is allowed
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D DEKRA

ADDENDUM 1/5

to Certificate: 3818536

Concerning the Management System of:

Boston Scientific Corporation

List of certified locations:

(Lzzc(:iaetlon Company name / address Scope
BHM ACURATE Industria e Manufacture and Sterilization of porcinepercutaneous aortlc |
Comércio LTDA valve assembled on stent, and laboratory testlng
BHM Site I
(Belo Horizonte Site) I
Avenida General David 1
Sarnoff, 3445 // [y
Lote02 —Quadra31A | |
Cidade Industrial
Contagem/MG — Brazil - /
CHP ACURATE Industria e Tissue processing for porciné ;'_a\o__
Comércio LTDA ’ LI
Chapeco Site
Rua Apiuna, 520-D
Cristo Rei
Chapecé / SC — Brazil
COR Boston Scientific Limited
Business & Technology Park
Model Farm Rd i a’ ¢
Cork, Ireland gastroenterology, nephro1ogy,,h(=7uro1og (includ
neurovascular), peripheral (including, heral mterventlons) and
urology procedures:adapters, /athe rectomy angloplasty system, /|
balloon catheters; bronchial thermdp ty.catheters and/ fil
footswitches, emboalization’ ¢oils, fiducial markers, embollzatlon /
devices, extension wires, fiorédptic/laser/delivery devices, / / //
guidewires, hydrogel polymer devices,/inflation/devices,
microcatheters, renal denervation catheters, rotating haemostatic
valves, shaping mandrels, endoscopic'valves, endoscope
channel supportkits,'stopcock and submucosal lifting agent.
Ccov Boston Scientific Corporation Laboratory testing of Biological Indicators: /Ethylene Oxide

8 Industrial Drive
Coventry, R1 02816 USA

Sterilization of Medical Devices and Laboratory Testing of
Biological Indicators.
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D DEKRA

ADDENDUM 2/5

to Certificate: 3818536

Concerning the Management System of:

Boston Scientific Corporation

List of certified locations: continued

Location

Code Company name / address Scope
ECU Symetis SA Design and Manufacture of Percutaneous Aortic Valve and
Chemin de la Venoge 11 Delivery System, Introducers and Surgical Instruments /||
1024 Ecublens ' 7, (1
Switzerland N
GAL Boston Scientific Limited Design, development.and manufactunng of’ medlcal devnces for
Ballybrit Business Park m|n|maIIy |nvaS|ve blhary, cardlovascular (lncludlng I ' ’. _" _
Galway, Ireland
catheters; drug elutlng stents and deJ ery ca '._a" _-J |
~atrial appendage (LAA) closure devfces nd/ i
electrocautery tlp Ethylen OXxid rilize of e ical//(////] / ' |
Devices.////// ; iy [
KER Boston Scientific International BV Manufacture Instaﬂ t’ on an
Vestastraat 6, 6468 EX Dlstnbutlon

Kerkrade, the Netherlands
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T +31 88 96 83000 F +31 88 96 83100 www.dekra-certification.com Company registration 09085396




D DEKRA

ADDENDUM 3/5

to Certificate: 3818536

Concerning the Management System of:

Boston Scientific Corporation

List of certified locations: continued

Location
Code

Company name / address

Scope

MAR

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

Design, development and manufacturing of medical devices for
minimally invasive biliary, electrosurgical,” endoscopic surgical,
endoscopy, gastroenterology, gynaecology, nephrology/and |
urology procedures: balloon catheters, bronchial thermoplasty
catheters and footswitches, fibreoptic laser delivery umit;
footswitches, generators, heated fluid hyperthermia systems
haemostasis devices, hydrogel polymer deVIces power cords?
and surglcal meshes:

MG2

Boston Scientific Corporation
Two Scimed Place

Maple Grove, MN 55311
USA

endotherapy electrode systém /1
guidewires, mtroducer ca’thete

tissue and thrombus remOvaI dev;ces tOrque dewces and /
vascular/dilators:

Component’'manufacturing for mlnlmally invasive, blOlOgIC heart
valve replacements’and/delivery systems!

Design and development of atherectomy angioplasty system,
atherotomy devices, embolic/protection systems, embolization
devices, extension wires, inflation devices, microcatheters,
stopcock.

Design and development of ultrasound imaging systems:.
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D 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
QUI Boston Scientific Corporation Manufacturing, Warehousing and Distribution

Marina Bay Customer (see scope listing on page 1)

Fulfillment Center

500 Commander Shea Blvd

Quincy, MA 02171

USA / L
SJ2 Boston Scientific Corporation Manufacturing, distribution, warehousing, and servicing of | It -

150 Baytech Drive
San Jose, CA 95134
USA

medical devices for cardiovascular (including cardiovascular /|
interventions, and penpheral (mcludmg perrpheral mterventlon's)

devices:

Manufacturlng, dlstnbutlon f
servicing of endoscope systems

Installation and serwcmg for cryoablatlon systems Serwcmg of '
thrombosis ultrasonic systems ; .

Manufacturing, distribution, warehousmg, and/servicing of solid
state medical laser systems

Manufacturing, distribution; warehousing, and servicing of
heated fluid hyperthermia systems

Manufacturing, distribution, warehousing, and servicing of RF
ablation generators
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DDEKRA

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
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D DEKRA

SERTIFIKATAS

Numeris: 3818536

Boston Scientific Corporation

300 Boston Scientific Way
Marlborough, MA 01752
Jungtinés Amerikos Valstijos

vadybos sistema,

jskaitant jgyvendinimag, atitinka Sio standarto reikalavimus:

EN ISO 13485:2016

Taikymo sritis: (T
Medicinos priemoniy, skirty minimaliai invazinéms tulzies, Sirdies ir kraujagysliy (jskaitant SlrdleS in krau;agysllq [
intervencijas), elektrofiziologinéms, elektrochirurgijos, endoskopinés chirurgijos, endoskopingms; il
gastroenterologinems, ginekologinéms, nefrologinéms; neurologinéms (jskaitant neurovaskulines), penfehne;rhs
(iskaitant periferines intervencijas) ir urologinems-procedaroms - adapteriy; aterekiomijos angloplastlkqs S|éten'1q9
aterektomijos prietaisy, balioniniy kateteriy, biologiniy Sirdies voztuvq keitimo'ir/ jwedimo sistemy, bronehy
termoplastikos kateteriy ir kojiniy jungikliy, kabeliy, Sirdies abliacijos kateteriy; kateterlq jungiamyjy vamzdellq,‘
manzeciy komplekty, nutekinimo kateteriy, vaisty eliuavimo’stenty/ir jvedimo/katéteriy/sistemy, elektroﬁznoiogmes
jrangos, elektrochirurgijos instrumenty ir generatoriy; apsaugos nuo embolijos’ prietaisy/, embohzaouos jtalsu //
embolizacijos spiraliy, atskaitos Zymekliy, endoskopiniy instrumenta; endoskopijos Slstemq endoterapuos
elektrody sistemy, jvedimo adaty, prailginimo laidy, $vieselaidinio’lazerio’ jvedimo jrenginiy, skyscm cn‘kuhacuOs
siurbliy, skyséiy uzpildymo jtaisy, kojiniy jungikliy, genératorily, kreipiamuyijy kateterrq krelplamtuq Ialdq, kaitinamo |
skyscio hipertermijos sistemy priedy, hemostazeés jrenginiy, hidrogelio’ pollmerq 1reng|n|q pnputnmo prletalsq,
jvedimo kateteriy, kairiojo prieSirdzZio ausytés (KPA) uzdarymo jtaisy,ir’ pagalblnlq prietaisy, mlkrokatetenq '
nefrostomijos prietaisy, endokardinés stimuliacijos ir'stebejimo /kateteriy, perlkardlocentezes rinkiniy, maitinimo
laidy, radijo daZnio abliacijos sistemu; iStraukimo sistemy,/pasukamuyjy hemoStatmlq Voztuv(, formayimo 1tvarq,
kietosios blsenos lazeriy sistemy, stenty irjvedimo kateteriy sistemy,/stenty/ir jvedimo kateterlq sistemuy su
elektrokauterio antgaliais, endoskopiniy voztuvy, endoskopo kanaly prieZidros/rinkiniy,/uZdaromuyjy, ciaupy,
gleiviniy pakélimo medziagy, chirurginiy tinkleliy, audiniy/ir tromby Salinimo jtaisu; pasukimo'jtaisu, vamzdeliy
rinkiniy, ultragarsinio vaizdo gavimo sistemu, kraujagysliy pléetikliy'~ projektavimas, kurimas, /gamyba (ijskaitant
sterilizacijg etileno oksidu) jrengimas, aptarnavimas, sandéliavimas/ir platinimas, galutinés'sterilizacijos paslaugos,
biologiniy rodikliy laboratoriniai tyrimai.

/

Sertifikato galiojimo pabaigos data: 2024 m. kovo 23 d.
Sertifikato jsigaliojimo data: 2021 m.rugseéjo 22 d.
Pirmojo sertifikavimo ciklo pradzios data: 2018 m. kovo 23 d.

DEKRA Certification B.V.

/Parasas/ /Parasas/
B.T.M. Holtus J.A. van Vugt
Generalinis direktorius Produkty sertifikavimo skyriaus vadovas

© Skelbti leidZziama tik visg sertifikatg su visomis susijusiomis ataskaitomis.
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D DEKRA

Boston Scientific Corporation

vadybos sistemos

sertifikato: 3818536

PRIEDAS

Sertifikuoty viety sgrasas:

1/5

Llletos |monés pavadinimas / Taikymo sritis
odas
adresas
BHM ACURATE Industria e
Comeércio LTDA
BHM Site
(Belo Horizonte Site)
Avenida General David
Sarnoff, 3445
Lote 02 — Quadra 31A Cidade
Industrial Contagem/MG —
Brazilija
CHP ACURATE Industria e
Comeércio LTDA
Chapecé Site
Rua Apiuna, 520-D /)
Cristo Rei //
Chapecd / SC — Brazilija 7////,
COR Boston Scientific Limited Medicinos priemoniy, sklrtq mlnlmahal lnvazmems tuIZ|e,s« SIrdles /
Business & Technology Park ir kraujagysliy (jskaitant Sirdies ir krap}agyshq 'ntervencuas),, ey ‘/‘ ‘
Model Farm Rd elektrochirurgijos, endoskopmes/ chlrurguos endoskoplnems; iy,
Cork, Airija gastroenterologinéms, glnekologin’e’ms' 'n'efrologmems ,
neurologinems’ (jskaitant neurovaskulmes) petiferinems’ (1ska|tant f
periferines intervencijas) ir, urologmems procediaroms: adapteriy, |
aterektomijos’ angioplastikes'sistemy;, balisriniy Kateteriy, bronchy
termoplastikos’kateteriy'ir kojiniy jungikliy, kabeliu, embolizacijos |
spiraliy, atskaitos zymekliy;, embolizacijos prietaisy; prailginimo
laidy, Sviesolaidinio’lazerio/jvedimo jrenginiy, kreipiamuyju laidy,
hidrogelio polimery jrenginiu; priputimo’prietaisu, mikrokateteriy,
inksty arterijos denervacijos kateteriy, pasukamuyjy hemostatiniy
voztuvy, formavimo'jtvary, endoskopiniy/ voztuvy, endoskopo
kanaly prieziaros rinkiniy, uzdaromujy ¢iaupy ir gleiviniy pakélimo
medZiagy — gamyba.
cov Boston Scientific Corporation Laboratoriniai biologiniy rodikliy tyrimai.' Medicinos prietaisy

8 Industrial Drive
Coventry, RI 02816 JAV

sterilizacija etileno oksidu ir laboratoriniai biologiniy rodikliy
tyrimai.

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, Nyderlandai T +31 88 96 83000 F +31 88 96 83100
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D DEKRA

Boston Scientific Corporation

vadybos sistemos

sertifikato: 3818536

PRIEDAS 2/5

Sertifikuoty viety sgrasas: tesinys

:(,:)Zt:: |monés pavadinimas / adresas | Taikymo sritis
ECU Symetis SA Perkutaninés aortos voztuvo implantavimo ir jvedimo
Chemin de la Venoge 11 sistemos, adaty, vamzdeliy ir chirurginiy instrumenty
1024 Ecublens projektavimas ir gamyba.
Switzerland LT
GAL Boston Scientific Limited Medicinos priemoniy, skirty minimaliai invazinems tulzies, ' | /| ||
Ballybrit Business Park Sirdies ir kraujagysliy (jskaitant Sirdies’ir kraujagysliu T
Galway, Airija intervencijas), endoskopinéms, gastroenterologinéms; "‘,“."‘j
nefrologinéms; neurologinéms (jskaitant neurovaskulines), /| ,* (I
periferinéms (jskaitant periferines intervencijas)/ir; urologlngn‘lé i ‘,5 “
procediroms: aterektomijos prietaisy; balioniniy, katetenq,,, 1]
biologiniy Sirdies voztuvq keitimo/ir jvedimo’ sistemy; katetér'lq,, f ,'
vaisty eliuavimo stentyir jvedimo katetenq sistemuy, kalrJOJo, / “/ (I
priesirdZio-ausytés (KPA) Uzdatyma jtaisy ir pagalbiniy/// /| ,,’,‘A,H 1
prietaisy, stenty'ir jvedimo kateterlq S|stemq Su elektrokaute‘,’lq ]
antgaliais = projektavimas; karimas it/ gamyba Medlcinps / [f /“‘ ,
prietaisy stenhzacua et}leno OKSldt,l ///]/ L]
KER Boston Scientific International BV

Vestastraat 6, 6468 EX
Kerkrade, Nyderlandai

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, Nyderlandai T +31 88 96 83000 F +31 88 96 83100
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D DEKRA

Boston Scientific Corporation

vadybos sistemos

sertifikato:

3818536

PRIEDAS 3/5

Sertifikuoty

viety sgrasas: tesinys

Vietos
kodas

Jmonés pavadinimas /
adresas

Taikymo sritis

MAR

Boston Scientific Corporation
100 Boston Scientific Way
Marlborough, MA 01752 JAV

Medicinos priemoniy, skirty minimaliai invazinéms tulzies,
elektrochirurgijos, endoskopinés chirurgijos; endoskopinems,
gastroenterologinéms, ginekologinéms, nefrologinéms,
neurologinéms ir urologinéms proceddroms: balioniniy

kateteriy, bronchy termoplastikos Kateteriy ir kojiniy jungikliy,
kabeliy, Sviesolaidinio lazerio jvedimo jrenginiy, kojiniy/jungikliy, |
generatoriy, kaitinamo skyscio hipertermijos sistemy priedu, ' /|
hemostazés jrenginiy, hidrogelio polimery/jrenginiu; maltlnlmo

laidy ir chirurginiy-tinkleliy - gamyba; ]

i

Kietosios basenos lazeriy sistemy projektayvimas/ir kurlmaé

Sviesolaidiniolazerio jvedima jrenginiy projektavimas/ir kCrnmasu [ |

Pripttimo prietaisy, stenty ir jvedimo Kateteriy sistemy su 4', / " |

elektrokauterio antgaliuir uzdaromqlq CIaupq prOJektawmas Ar
kdrimas. I111]]

Atskaitos zymeKliy'i, glelvmlq pakellmo medmagq prO)ektéMhﬁas |r i

Karimas: I «‘«

MG2

Boston Scientific Corporation
Two Scimed Place

Maple Grove, MN 55311
JAV

Medicinos/priemoniy;, sklrtq m«nlmahai mvazmems tu|2|és,, /| I / / I

Sirdies’ir kraujagysliy (Iskaltant &rdles if; krau;agyshq / // ’
intervencijas), neurologinéms (1skaltantn rdvaskulines), ,"g
perifefinéms (jskaitant perlfermes mterv,en

nutekinimo kateterig, vaisty/eliuayimo’ stentq ir/ lvedlmo kateterlq
sistem(; elektrochirurdijos mstrumentq ir' géngratoriy, / , /
endoterapijos elektrody sistemiy; !vedlmo adaty, krelplamqlq
Katetériy, kreipiamuyjg/laidy, lvedimo/kateteriy, Kairiojo /

priesirdzio ausytés/(KPA) uzdarymo/jtaisly/ir pagalbiniy

prietaisy, radijo,daznio abliacijos sistemy;, iStraukimo sistemu,
stenty irjvedimo kateteriy sistemy, audiniy jr tromby Salinimo
jtaisy, pasukimo'jtaisy/ir Kraujagysliy plétikliy ~/projektavimas,
kdrimas ir'gamyba.

Komponenty;, skirty minimaliai invazinéms biologiniy Sirdies
voztuvy keitimo ir jvedimo’ sistemoms, gamyba.

aterektomijos angioplastikos sistemu;, aterektomijos prietaisu,
apsaugos nuo embolijos prietaisy, embolizacijos prietaisy,
prailginimo laidy, pripatimo prietaisy, mikrokateteriy ir uzdaromujy
Ciaupy projektavimas ir kiirimas.

Ultragarsinio vaizdo gavimo sistemy projektavimas ir kiirimas.

jas)ir urojogmémsf‘"; I
procediroms: adapteriy,, bahommq katetenq katetenq,, 1T
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D DEKRA

Boston Scientific Corporation

vadybos sistemos

sertifikato: 3818536

PRIEDAS 4/5

Sertifikuoty viety sgrasas: tesinys

Vietos
kodas

Jmonés pavadinimas /
adresas

Taikymo sritis

QuUI

Boston Scientific Corporation
Marina Bay Customer
Fulfilment Center

500 Commander Shea Blvd
Quincy, MA 02171

JAV

Gamyba, sandéliavimas ir platinimas (Zr.
taikymo srities dalj 1 puslapyje).

SJ2

Boston Scientific Corporation
150 Baytech Drive

San Jose, CA 95134

JAV

Medicinos priemoniy, skirty minimaliai'invazinems tulZies,‘[" ‘
Sirdies ir kraujagysliy (iskaitant Sirdies ir kratjagysliy///// /111111
intervencijas) ir periferinems (jskaitant periferines untervencljas)

f

procediroms gamyba, platinimas; sandegliavimasir//// il /]l I

aptaravimas. Elekfrofiziologinems proceddroms/skirty / ’/ i [/
medicinos prietaisy gamyba, platinimas; lrengrmas /, ,,",

aptarnavimas it sandéliavimas,/ 1111111111/ ”/w,,’,/‘»‘/

/ 111l | |
(1]
Ultragarsinio vaizdo/gavimo SIstemq gamyba plahmﬁ‘léé” N

sandéliavimas.-Ultragarsinio valzdo gavnmo snstemq /] / "/ 11/ ‘,‘
jrengimas/ir aptarnavnmas ' ‘

aptarnavimas.

Aterektomijos angloplast(kos sistemq gamyba,
sandéliavimas ir aptarnavnmas / /

/"".

Minimaliai invazinio audlnlu ir tfombq sallnlmo gtalsq gamyba
platinimas, 'sandéliavimas /iy aptarnavimas.

Endoskopijos sistemy/gamyba, platinimas, sandélia\/imas‘,
jrengimas/ir aptarnavimas,

Krioabliacijos sistemy jrengimas'ir aptarnavimas. /Trombozes
ultragarsinio tyrimo sistemy aptarnavimas:

Kietosios bisenos lazeriy sistemy gamyba, platinimas,
sandéliavimas ir aptarnavimas.

kaitinamo skys¢io hipertermijos sistemy gamyba, platinimas,
sandéliavimas ir aptarnavimas.

Radijo daznio abliacijos generatoriy gamyba, platinimas,
sandéliavimas ir aptarnavimas.

il

plé‘ti‘n‘i’r’ﬁéé,".’ I
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Viedyjy pirkimy specialiste
Olga Kapustina

VERTIMAS

Boston Scientific Corporation

vadybos sistemos

sertifikato: 3818536

Priedo galiojimo pabaigos data: 2024 m. kovo 23 d
0

Priedo jsigaliojimo data: 2021 m. rugséjo

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, Nyderlandai T +31 88 96 83000 F +31 88 96 83100
www.dekra-certification.com Jmonés kodas: 09085396




