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: _

Design, development, manufacturing, including ethylene oxide sterilization; installation; servicing, warehousing and
distribution of medical devices for minimally invasive biliary, cardiovascular (including cardiovascular/interventions),
electrophysiology, electrosurgical, endoscopic surgical, endoscopy, gastroenterology, gynaecology, /mephrology,
neurology (including neurovascular), peripheral (including peripheral interventions) and/urology/procedures:

adapters, atherectomy angioplasty systems; atherotomy devices, balloon catheters, biologic'heart valve replacements
and delivery systems, bronchial thermoplasty catheters-and footswitches;, cables,'Cardiac'abIatiQn catheters, catheters,
connecting tubes, cuff kits, drainage catheters, drug eluting stents.and delivery catheter systems, electrophysiology,
equipment, electrosurgical instruments and generatots, embolic protection systems, embbolization/devices;
embolization coils, fiducial markers, endoscopic instruments, enddscope’systéms, ehdothéerapy/electrode system,
entry needles, extension wires, fibreoptic laser-delivery unit; fluid circulation pumps, fluid filling devices, footswitches),
generators, guide catheters, guidewires, heated fluid’ hyperthermia systems/accessories, haemostasis devices,
hydrogel polymer devices, inflation devices, introducer catheters; left/atrial’appendage’ (LAA) closure' devices and
accessory devices, microcatheters, nephrostomy /devices, pacingandrecording catheters/ pericardiocentesis kits,
power cords, radio frequency ablation system, retrieval sheaths, rotating h-aer"nt)stat-i’(_: valves/ shaping mandrels, /solid
state medical laser systems, stents and delivery catheter systems; stents’ and delivery catheter systems including
electrocautery tip, endoscopic valves, endoscope’ channel/support Kits, stopcock,/'submucosal lift agent, 'surgical
meshes, tissue and thrombus removal devices, torque devices; tubing’sets,/ultrasound imaging systems, vascular
dilators, terminal liquid sterilization services, laboratory testing of biological indicators;

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

DEKRA Certification B.V.

© 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:

I(_:z(c:’aetlon Company name / address Scope
BHM ACURATE Industria e Manufacture and Sterilization of porcine-percutaneous aortic

Comércio LTDA valve assembled on stent, and laboratory testing

BHM Site

(Belo Horizonte Site)

Avenida General David

Sarnoff, 3445

Lote 02 — Quadra 31A

Cidade Industrial

Contagem/MG — Brazil

CHP ACURATE Industria e Tissue processing for porcine aortic valve’ production

Comércio LTDA /

Chapecb Site

Rua Apiuna, 520-D

Cristo Rei

Chapecd6 / SC — Brazil Y Il Yy

COR Boston Scientific Limited Manufacturing of medical devices forminimally/invasive biliary,

Business & Technology Park cardiovascular/(including/cardiovascular interventions), /|

Model Farm Rd electrosurgical; endoscopic,surgical/ endoscopy,/ /

Cork, Ireland gastroenterology, nephrolagy; neurology (including/
neurcvascular), peripheral (including peripheral interventions) and
urology procedures;/adapters,/atherectomy angioplasty system,
balloon catheters; bronchial thermoplasty/catheters and
footswitches, embolization coils, fiducial markers, embolization
devices, extension/wires, fibreoptic/laser/ delivery devices,
guidewires, hydrogel polymer devices,/inflation/devices,
microcatheters, renal denervation /catheters; rotating haemostatic
valves, shaping mandrels, endoscopic'valves, endoscope
channel support kits,'stopcock and submucosal lifting agent.

cov Boston Scientific Corporation Laboratory testing of Biological Indicators. /Ethylene Oxide

8 Industrial Drive
Coventry, Rl 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

I(_:z(c:’aetlon 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
Switzerland
GAL Boston Scientific Limited Design, development.and manufacturing of medical devices for.
Ballybrit Business Park minimally invasive biliary, cardiovascular (including
Galway, Ireland cardiovascularinterventions), endoscopy, gastroenterology,
nephrology, peripheral (including peripheral interventions) and
urology procedures;-atherotomy devices, balloon catheters,
biologic-heart valve replacements and delivery/ systems,
catheters; drug eluting stents’and/delivery catheter systems, left
atrial appendage (LAA) closure devices/and/accessory devices
and stents and delivery cathieter systems including
electrocautery tip: Ethylene OX|de Sterlllzatlon of NMedical
Devices.
KER Boston Scientific International BV

Vestastraat 6, 6468 EX
Kerkrade, the Netherlands

Manufacture; Installation and Serwcmg, Warehousmg and
Distribution / /
(see’scope listing/onh page 1)
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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/unit,
footswitches, generators, heated fluid hyperthermia systems,
haemostasis devices, -hydrogel polymer devices, power/cords,
and surgical meshes:

Design and development of solid state medical/laser systems.
Design and development of fiber opticlaser delivery /devices!
Design and development of inflation’ devices, stents and delivery
catheter systems-including electrocautery tip’and stopcock:
Design-and-development of fiducial markers/and submucosal lift
agent: / /i '

MG2

Boston Scientific Corporation
Two Scimed Place

Maple Grove, MN 55311
USA

Design; development-and’'manufacturing of medical devices for.
minimally invasive biliary, cardiovascular (including
cardiovascularinterventions), neurology/ (including
neurovascular), peripheral (including peripheral interyentions)
and urology, procedures: adapters,/balloony catheters, catheters,
drainage/catheters,/drug eluting/stents/and delivery catheten
systems;, electrosurgical instruments and, generators,
endotherapy electrode’system, entry needles| guide catheters,
guidewires/introducer cathieters; left atrial appendage (LAA)
closure’ devices and accessory devices, radiofrequency,/ablation
system, retrieval sheaths/ stents’and delivery catheter systems;
tissue and thrombus, remoyal devices, torque devices and
vascular/dilators:

Component'manufacturing/for minimally invasive biologic 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 Bivd
Quincy, MA 02171
USA
SJ2 Boston Scientific Corporation Manufacturing, distribution, warehousing, and servicing of

150 Baytech Drive
San Jose, CA 95134
USA

medical devices for cardiovascular (including cardiovascular
interventions, and peripheral (including peripheral interventions)
procedures. Manufacturing; distribution; installation,/servicing
and warehousing of medical devices for electrophysiology
procedures. .

Manufacturing; distribution; warehousing Installation/and
servicing of Ultrasound imaging systems '

Manufacturing, Distributiony warehousmg and serwcmg of fluid
circulation pumps.” ' /

Manufacturing, distribution, warehousmg, and serwcmg of
atherectomy, angjoplasty systems///

Manufacturing, distribution, |nstallat1on warehousmg and
semwicing.of minimally'i |nvaS|ve tISSUS and thrombus removal
devices:! ! /

Manufacturing, distribGtion, warénousing,/installation and
servicing of endoscope’systems.

Installation and servicing for/ cryoablation’systems, Servicing of
thrombosis ultrasonic systems

Manufacturing, distribution, warehousing, /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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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 jgyvendinima, atitinka Sio standarto reikalavimus:

EN ISO 13485:2016

Taikymo sritis:

Medicinos priemoniy, skirty minimaliai invazinéms tulzies, Sirdies ir kraujagysliy (jskaitant/sirdies/ir kraujagysliy
intervencijas), elektrofiziologinéms, elektrochirurgijos; endoskopinés chirurgijos; endoskopinéms;
gastroenterologinéms, ginekologinéms, nefrologinéms, neurologinéms’ (jskaitant’ neurovaskulines), periferinems
(jskaitant periferines intervencijas) ir urologinéms-procedadroms:-adapteriy; aterekiomijos angioplastikos sistemu;,
aterektomijos prietaisy, balioniniy kateteriu, biologiniy Sirdies voztuvy keitimo'ir/jvedimo sistemu, bronchy
termoplastikos kateteriy ir kojiniy jungikliy, kabeliy, Sirdies abliacijos kateteriy, kateteriu,/ jungiamyju vamzdeliy,
manzeciy komplekty, nutekinimo kateteriy, vaisty €liuavimo stenty/ir jvedimo’kateteriy/sistemy,/ elekirofiziologines
jrangos, elektrochirurgijos instrumenty ir generatoriy, apsaugos nuo ,embolijos’ prietaisy; embolizacijos jtaisu,
embolizacijos spiraliy, atskaitos Zymekliy, endoskopiniy instrumenty; endoskopijos’ sistemy,/endoterapijos
elektrody sistemy, jvedimo adaty, prailginimo‘laidy, Sviesolaidiniolazerio’ jvedimo jrenginiy, /skysciy/cirkuliacijos
siurbliy, skysc¢iy uzpildymo jtaisy, kojiniy jungikliy, generatoriy; kreipiamujy Katéeteriy,/kreipiamujy laidy; kaitinamo
skysc€io hipertermijos sistemy priedu, hemostazés jrenginiy, hidrogelio’polimery/irenginiyy, pripttimo’ prietaisy,
jvedimo kateteriy, kairiojo prieSirdzio ausytés (KPA) uzdarymo jtaisy,ir’'pagalbinity prietaisy,/ mikrokateteriy,
nefrostomijos prietaisy, endokardinés stimuliacijos ir'stebejimo kateteriy, perikardiocentezés rinkiniy, maitinimo
laidy, radijo daznio abliacijos sistemu, iStraukimo sistemy,/pasukamuyjy hemostatiniy yoztuvy, formavimo jtvary,
kietosios blsenos lazeriy sistemuy, stenty ir/jvedimo kateteriy/sistemy,/stenty/ir' jivedimo kateteriy sistemu su
elektrokauterio antgaliais, endoskopiniy voztuvy, endoskopo kanaly prieZidros/rinkiniy,/uzdaromuyjy ciaupu,
gleiviniy pakélimo medziagy, chirurginiy tinkleliy, audiniy/ir tromby Salinimo jtaisy; pasukimo'jtaisu, vamzdeliy
rinkiniy, ultragarsinio vaizdo gavimo sistemy, kraujagysliy plétikliy’'~ projektavimas, karimas,/ gamyba (jskaitant
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.

Generalinis direktorius Produkty sertifikavimo skyriaus vadovas

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

Boston Scientific Corporation

vadybos sistemos

sertifikato: 3818536

PRIEDAS

Sertifikuoty viety saradas:

1/5

VIEIEE) Jmonés pavadinimas / Taikymo sritis
kodas
adresas
BHM ACURATE Industria e
Comércio LTDA
BHM Site
(Belo Horizonte Site)
Avenida General David
Sarnoff, 3445
Lote 02 — Quadra 31A Cidade
Industrial Contagem/MG —
Brazilija
CHP ACURATE Industria e
Comércio LTDA
Chapecb Site
Rua Apiuna, 520-D
Cristo Rei
Chapecé / SC - Brazilija
COR Boston Scientific Limited Medicinos priemoniy,/skirty minimaliai’ invazinéms/tulzies; Sirdies
Business & Technology Park ir kraujagysliy (jskaitant Sirdies jir’kravjagysliy intervencijas),
Model Farm Rd elektrochirurgijos, endoskopines/chirurgijos; endoskopinems,
Cork, Airija gastroenterologinéms, ginekologinéms, nefrologinéms;
neurologinéms’ (jskaitant nedrovaskulines), periferinéms/ (iskaitant
periferines intervencijas) ir/urologinéms’/procediroms; adapteriy,
aterektomijos angioplastikos' sistemuy;, balioniniy Kateteriy, bronchy
termoplastikos'kateteriy'ir kajiniy jungikliy,/kabeliy, embolizacijos
spiraliy, atskaitos zymekliy; embolizacijos prietaisy, prailginimo
laidy, Sviesolaidinio’lazerio/jvedimo jrenginiy, kreipiamujy laidy,
hidrogelio polimery jrenginiy; pripttimo’prietaisuy, mikrokateteriy,
inksty arterijos denervacijos kateteriy, pasukamuyjy hemostatiniy
voztuvy, formavimo/jtvary, endoskopiniy voztuvy, endoskopo
kanaly priezitros rinkiniy, uzdaromujy ¢iaupy ir gleiviniy pakelimo
medZiagy — gamyba.
cov Boston Scientific Corporation Laboratoriniai biologiniy rodikliy tyrimai. Medicinos prietaisy
8 Industrial Drive sterilizacija etileno oksidu ir laboratoriniai biologiniy rodikliy
Coventry, RI 02816 JAV tyrimai.
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D DEKRA

Boston Scientific Corporation

vadybos sistemos

sertifikato: 3818536

PRIEDAS 2/5

Sertifikuoty viety sagrasas: tesinys

\k/(l)%tgss Imonés 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
GAL Boston Scientific Limited Medicinos priemoniy, skirty minimaliai invazinéms tulzies,
Ballybrit Business Park Sirdies ir kraujagysliy (jskaitant Sirdies’ir kraujagysliy
Galway, Airija intervencijas), endoskopinéms, gastroenterologinéms;
nefrologinéms; neurologinems (jskaitant neurovaskulines),
periferinéms (jskaitant periferines intervencijas)/ir/urologinéms
procediroms: aterektomijos prietaisy; balioniniu/Kateteriu,
biologiniy Sirdies voztuvy keitimo/ir jvedimo sistemu/ kateteriy,
vaisty eliuavimo stenty ir jvedimo kateteriy/sistemu; kairiojo
priesirdzio-ausytés (KPA) Uzdarymo jtaisu,ir pagalbiniy
prietaisy, stentyir jvedimo katetefiy sistemy su glekirokauterio
antgaliais < projektavimas; karimas ir/gamyba./NMedicinos
prietaisy sterilizacija etilenao oksidu.
KER Boston Scientific International BV | Gamyba, jrengimas/ir aptarnavimas,/sandeliayimasir

Vestastraat 6, 6468 EX
Kerkrade, Nyderlandai

platinimas (Zr/ taikymo’ srities’dalj A/puslapyije).
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D DEKRA

Boston Scientific Corporation

vadybos sistemos

sertifikato: 3818536

PRIEDAS 3/5

Sertifikuoty viety sgradas: tesinys

Vietos
kodas

|monés pavadinimas /
adresas

Taikymo sritis

MAR

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

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

kateteriy, bronchy termoplastikos Kateteriy ir kojiniy jungikliy,
kabeliy, Sviesolaidinio lazerio jvedimo jrenginiy, Kojiniu/jungikliu,
generatoriy, kaitinamo skysc€io hipertermijos sistemy priedu,
hemostazés jrenginiy; hidrogelio’polimery/jrenginiu,/ maitinimo
laidy ir chirurginiy tinkleliy "= gamyba;

Kietosios busenos lazeriy sistemy projektavimas/ir’karimas.;
Sviesolaidiniolazerio’jvedimo jrenginiy projektavimas/ir karimas.
Pripatimo prietaisy, stenty ir jvedimo’Kateteriy sistemu/su
elektrokauterio antgaliv ir uzdaromgju/ciaupy,/projektavimas ir
kdrimas.

Atskaitos zymeKliy it gleiviniy pakélime,medziagy projektavimas ir
karimas:

MG2

Boston Scientific Corporation
Two Scimed Place

Maple Grove, MN 55311
JAV

Medicinos priemoniy; skirt’ minimaliai inyazinems tulzies,
Sirdies’ir kraujagysliy (jsKaitant Sirdies' i kravjagysliy
intervencijas), neurologinéms/(jskaitant neuroyaskulines),
periferinéms (iskaitant/pefiferines/intervencijas)/ir urologinems
proceduroms: adapteriy,/balioniniy Kateteriy, kateteriu,
nutekinimo kateteriy, vaisty/elivavimo’ stenty ir/ivedimo kateteriy
sistemu; elektrochirurgijos/instrumenty/ir generatoriy,
endoterapijos elektrody sistemy; jvedimo adaty, kreipiamujy
kateteriy, kreipiamyju/laidy,/jvedimo kateteriy, Kairiojo
prieSirdzio ausytés/(KPA) uzdarymo/jtaisy/ir pagalbiniy
prietaisy, radijo,daznio abliacijos’sistemuy;, iStraukimo sistemuy,
stenty irjvedimo kateteriy sistemy, audiniy jr tromby Salinimo
jtaisy, pasukimo jtaisy'ir Kraujagysliy plétikliy ~/projektavimas,
kdrimas irgamyba.

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

aterektomijos angioplastikos sistemuy, aterektomijos prietaisuy,
apsaugos nuo embolijos prietaisy, embolizacijos prietaisy,
prailginimo laidy, pripatimo prietaisy, mikrokateteriy ir uzdaromujy
Ciaupy projektavimas ir kGirimas.

Ultragarsinio vaizdo gavimo sistemy projektavimas ir kiirimas.
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D DEKRA

Boston Scientific Corporation

vadybos sistemos

sertifikato: 3818536

PRIEDAS 4/5

Sertifikuoty viety sagrasas: tesinys

Vietos
kodas

|monés pavadinimas /
adresas

Taikymo sritis

QuI

Boston Scientific Corporation
Marina Bay Customer
Fulfillment 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 (jskaitant Sirdies ir kraujagysliy
intervencijas) ir periferinems (jskaitant periferines’ intervencijas)
procedlroms gamyba; platinimas; sandeliavimasir
aptarnavimas; Elekirofiziologinéms procediaroms’skirty
medicinos prietaisy gamyba, platinimas; jrengimas;
aptarnavimas it sandéliavimas,

Ultragarsinio vaizdogayimo’sistemy ,gamyba, platinimas,
sandéliavimas. Ultragarsinio’vaizdo/gavimo’sistemuy
jrengimas/ir aptarhavimas,

Skysdiy siurbliy,gamyba,/platinimas; sandéliavimas ir
aptarnavimas.

Aterektomijos/angioplastikos/sistemy/gamyba, platinimas;
sandéliavimas ir aptarnavimas.

Minimaliai invazinioaudiniy/ir fromby/salinimo jtaisy gamyba,
platinimas, sand¢liavimas/ir aptarnavimas.

Endoskopijos sistemy/gamyba, platinimas, sandeliavimas,
jrengimas/ir aptarnavimas.

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

Kietosios busenos 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.
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Boston Scientific Corporation

vadybos sistemos

sertifikato: 3818536

PRIEDAS 5/5

Priedo galiojimo pabaigos data: 2024 m. kovo 23 d.
Priedo jsigaliojimo data: 2021 m. rugséjo 220
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