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This is to certify that: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
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Holds Certificate Number: MD 670368

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:
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Certificate No: MD 670368

Registered Scope:

The design, development, manufacture and distribution of devices in the areas of Cardiovascular (including
Cardiovascular Interventions), Peripheral (including Peripheral Interventions), Electrosurgical Applications
(including Electrophysiology), Gastroenterology, Nephrology, Neurology (including Neurovascular),
Gynecology, Urology, Radiology, Endoscopy, Biliary, General Surgery (including Minimally Invasive Surgical
Procedures), and Embolic Protection. Manufacture activities associated with radio frequency and cryo
ablation devices and accessories. Products include: Biliary stents, cardiovascular stents, ureteral stents,
pancreatic stents; balloon catheters, angiographic catheters, microcatheters, drainage catheters,
introducer catheters, urological catheters, percutaneous catheters, ablation catheters, and guide catheters;
biliary devices, surgical mesh, electrosurgical instruments and generators, software for generators,
retrieval devices, feeding devices, cannulas, electrodes, endoscopes, examination gloves,
irrigation/drainage devices and sets, Fluid circulations pumps, fluid administration, filling and infusion
devices, inflators, ligators, dilators, connecting tubes, access sheaths, tubing sets; adaptors; left atrial
appendage (LAA) closure devices and accessory devices; percutaneous access needles, aspiration needles,
injection needles, introducer needles, endotherapy electrode system, fiber optic laser delivery devices;
radiofrequency and cryo ablation system, systems and accessory devices; sutures and suturing devices,
syringes, vascular introducers, nephrostomy devices, guidewires, biopsy devices, polypectomy devices,
hemostasis devices, torque devices, cuff kits, endoscopic valves, endoscope channel support kits, biopsy
caps, locking devices, bladder evacuators, sphincterotomes, embolic protection systems, and embolization
coils, ultrasound imaging catheters, retrieval sheaths, diagnostic software and recording systems,
diagnostic mapping, pacing and recording catheters inclusive of accessory devices, pericardiocentesis kits;
cables. Minimally invasive tissue and thrombus removal devices, atherectomy angioplasty devices,
electrophysiology recording and mapping systems, including refurbishment, and software inclusive of
accessory devices. Ultrasound Imaging Systems.

External instrumentation for implantable cardiac monitors, implantable cardiac pulse generators and
implantable cardioverter defibrillators including implantable cardiac pacing and defibrillation leads. Design,
development, manufacture, and sterilization of penile prosthesis and associated accessories, implants for
incontinence and associated accessories and surgical tools. Manufacture of medical laser systems and
accessories.

Manufacture and service of medical device electronic systems associated with diagnostics, monitoring and
therapy.

The installation of peripheral intervention systems (including minimally invasive tissue and thrombus
removal devices) and ultrasound imaging systems and service (software upgrades and updates) of capital
equipment.

Manufacture medical device components and subassemblies for gastrointestinal, endoscopy and biliary
medical devices.
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Certificate No: MD 670368

Location

Registered Activities

Boston Scientific Corporation
302 Parkway

Global Park

Heredia

Costa Rica

Design, development, manufacture of devices in the areas of
Cardiovascular (including Cardiovascular Interventions),
Peripheral (including Peripheral Interventions), Electrosurgical
Applications (including Electrophysiology), Gastroenterology,
Nephrology, Neurology (Including Neurovascular),
Gynecology, Urology, Endoscopy, Biliary and General Surgery
(including Minimally Invasive Surgical Procedures). These
products include Guidewires, Diagnostic mapping, pacing and
recording catheters inclusive of accessory devices, and
embolic protection systems.

Manufacture of cardiac diagnosis, mapping and ablation
catheters, guidewires, torque devices for use with
atherectomy and minimally invasive tissue and thrombus
removal devices; pericardiocentesis kits. Design and
development of inflators, hemostasis devices, torque devices,
introducer needles, and embolization coils.

The Design and development of balloon catheters,
Angiographic Catheters, Microcatheters, Ureteral Stents,
Drainage Catheters, Urological Catheters, Connecting Tubes,
and Introducer Needles

Boston Scientific Corporation
2546 First Street, Propark

El Coyol, Alajuela

Costa Rica

Manufacture of devices in the areas of Peripheral (including
Peripheral Interventions), Cardiovascular (including
Cardiovascular Interventions), Electrosurgical Applications
(including Electrophysiology), Gastroenterology, Nephrology,
Gynecology, Urology, Endoscopy, Biliary, General Surgery
(including Minimally Invasive Surgical Procedures) and
Embolic Protection. Manufacture activities associated with
radio frequency ablation devices and accessories. Products
include: biliary stents, ureteral stents, drainage catheters,
introducer catheters, urological catheters, percutaneous
catheters, biliary devices, ligators, adaptors, percutaneous
access needles, injection needles, sutures and suturing
devices, nephrostomy devices, guidewires, biopsy devices,
polypectomy devices, hemostasis devices, torque devices,
sphincterotomes, embolic protection systems, fluid filling
devices, ultrasound imaging catheters, electrodes, cannulas,
retrieval devices, retrieval sheaths, and endoscopes.
Manufacture of intravascular recanalization systems.

Boston Scientific Corporation
300 Boston Scientific Way
Marlborough

Massachusetts

01752

USA

Original Registration Date: 2017-05-08
Latest Revision Date: 2023-08-29

Administrative Activities.

Effective Date: 2023-09-02
Expiry Date: 2026-09-01
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Certificate No: MD 670368

Location

Registered Activities

Boston Scientific Corporation
780 Brookside Drive
Spencer

Indiana

47460

USA

Original Registration Date: 2017-05-08

Latest Revision Date: 2023-08-29

Manufacture of devices in the areas of Peripheral (including
Peripheral Interventions), Electrosurgical Applications
(including Electrophysiology), Gastroenterology, Nephrology,
Gynecology, Urology, Radiology, Endoscopy, Biliary, General
Surgery (including Minimally Invasive Surgical Procedures).
These products include: Surgical meshes, biliary stents,
ureteral stents, pancreatic stents; drainage catheters,
introducer catheters, urological catheters, percutaneous
catheters and guide catheters; biliary devices, retrieval
devices, feeding devices, cannulas, endoscopes, examination
gloves, irrigation/drainage devices and sets, fluid
administration and infusion devices, inflators, ligators,
dilators, connecting tubes, access sheaths adaptors;
percutaneous access needles, aspiration needles, injection
needles, introducer needles, endotherapy electrode system;
syringes, vascular introducers, nephrostomy devices,
guidewires, biopsy devices, polypectomy devices, hemostasis
devices, torque devices, cuff kits, biopsy caps, locking
devices, bladder evacuators and sphincterotomes. The
manufacture of medical device accessories for use with
implantable cardioverter defibrillators, including implantable
cardiac defibrillation leads.

Effective Date: 2023-09-02
Expiry Date: 2026-09-01
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Certificate No:

Location

MD 670368

Registered Activities

Boston Scientific Ltd.

The manufacture (labeling) and distribution of devices in the

2 Paget Rd areas of cardiovascular (including Cardiovascular

Unit #2 Interventions), Peripheral (including Peripheral

Brampton Interventions), Electrosurgical Applications (including

Ontario Electrophysiology), Gastroenterology, Nephrology, Neurology
(including Neurovascular), Gynecology, Urology, Radiology,

IC.:(;';aS dGa3 Endoscopy, Biliary, General Surgery (including Minimally

Original Registration Date: 2017-05-08

Latest Revision Date: 2023-08-29

Invasive Surgical Procedures), and Embolic Protection. These
products include: Biliary stents, cardiovascular stents,
ureteral stents, pancreatic stents, angiographic catheters,
drainage catheters, introducer catheters, urological catheters,
percutaneous catheters, ablation catheters, and guide
catheters, biliary devices, electrosurgical instruments and
generators, software for generators, retrieval devices, feeding
devices, cannulas, endoscopes, examination gloves,
irrigation/drainage devices and sets, Fluid circulations pumps,
fluid administration, filling and infusion devices, inflators,
ligators, dilators, connecting tubes, access sheaths, tubing
sets, adaptors, left atrial appendage (LAA) closure devices
and accessory devices, percutaneous access needles,
aspiration needles, injection needles, introducer needles,
endotherapy electrode system, radiofrequency ablation
system, systems and accessory devices, surgical meshes,
sutures and suturing devices, syringes, vascular introducers,
nephrostomy devices, guidewires, biopsy devices,
polypectomy devices, hemostasis devices, torque devices,
endoscopic valves, endoscope channel support kits, cuff kits,
biopsy caps, locking devices, bladder evacuators,
sphincterotomes, embolic protection systems, ultrasound
imaging catheters, retrieval sheaths, diagnostic software and
recording systems, diagnostic mapping, pacing and recording
catheters inclusive of accessory devices, pericardiocentesis
kits, cables and minimally invasive tissue and thrombus
removal devices, electrophysiology recording and mapping
systems, including refurbishment, and software inclusive of
accessory devices.

Distribution of penile prosthesis, implants for continence,
accessories, and surgical tools, fiber optic laser delivery
devices. Distribution of medical laser systems.

The installation of peripheral intervention systems (including
minimally invasive tissue and thrombus removal devices) and
ultrasound imaging systems and service (software upgrades
and updates) of capital equipment.

Effective Date: 2023-09-02
Expiry Date: 2026-09-01
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Certificate No: MD 670368

Location

Registered Activities

Boston Scientific Corporation
100 Boston Scientific Way
Marlborough

Massachusetts

01752

USA

Original Registration Date: 2017-05-08

Latest Revision Date: 2023-08-29

Design and development of devices in the areas of
Gastroenterology, Nephrology, Gynecology, Urology,
Endoscopy, Biliary and General Surgery (including Minimally
Invasive Surgical Procedures). These products include: biliary
stents, ureteral stents, pancreatic stents, drainage catheters,
introducer catheters, urological catheters, percutaneous
catheters and guide catheters, biliary devices, retrieval
devices, feeding devices, cannulas, endoscopes,
irrigation/drainage devices and sets, fluid administration and
infusion devices, inflators, ligators, dilators, connecting tubes,
adaptors, access sheaths, percutaneous access needles,
aspiration needles, injection needles, endotherapy electrode
systems, fiber optic laser delivery devices, sutures and
suturing devices, nephrostomy devices, guidewires, biopsy
devices, surgical mesh, polypectomy devices, hemostasis
devices, torque devices, endoscopic valves, endoscope
channel support kits, biopsy caps, locking devices, bladder
evacuators and sphincterotomes, penile prosthesis implants
for continence, accessories and surgical tools, medical laser
systems and accessories.

Effective Date: 2023-09-02
Expiry Date: 2026-09-01
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Certificate No: MD 670368

Location Registered Activities

Boston Scientific Corporation Design and development of medical devices in the areas of
4100 Hamline Ave. N. Electrosurgical Applications (including Electrophysiology,

St. Paul Urology), cardiovascular and minimally invasive surgical and
Minnesota inter\(entional procec_lures. These prgducts include: cardiac_
55112 ablation catheters, diagnostic mapping, pacing and recording

catheters, generator equipment, cables, fluid filling devices,
USA electrosurgical instruments and generators pericardiocentesis
kits, tubing sets, fluid circulation pumps, and diagnostic
software and recording systems inclusive of accessory
devices. Design, manufacture, distribution, service and
refurbishment of electrophysiology recording and mapping
systems and software inclusive of accessory devices.
Manufacture of electrosurgical instruments and generators.
Manufacture, distribution and service of cardiac ablation
systems inclusive of accessory devices. Distribution of
urological devices such as generators and software for
generators. Manufacture and service of medical laser systems
and accessories. Manufacture and sterilization of penile
prosthesis and associated accessories and surgical tools,
implants for incontinence and associated accessories and
surgical tools. Manufacture, installation, service and
distribution of atherectomy angioplasty devices systems and
accessories and minimally invasive tissue and thrombus
removal devices. Manufacture, distribution, service and
installation of ultrasound imaging systems inclusive of
accessory devices. Manufacture and service of medical device
electronic systems associated with diagnostics, monitoring,
and therapy. Manufacture, service and distribution of
Endoscope systems and accessories.

Boston Scientific Technology & The design and development of devices in the areas of

Engineering Services Pvt. Ltd. Cardiovascular (including Cardiovascular Interventions),

3rd Floor, Bestech Business Tower Peripheral (including Peripheral Interventions), Gynecology,

Sector 48 Urology and Engjoscopy,_ Ne_urology (inc_Iuding Neurova_scular)

Sohna Road and electrosurgical applications (including Electrophysiology)
Radiology, Biliary. These products include Introducer sheath

Gurgaon and kits, Vascular access catheter, microcatheters, Guide

Haryana wires, Hemostasis devices, Thrombus catheter devices,

122 018 Percutaneous access needles, Biopsy Cap and Locking

India Devices, Micro and Angled Support Catheters, Electrosurgical

instruments & generators and device software. Design and
development of external instrumentation for implantable
cardiac monitors, implantable cardiac pulse generators and
implantable cardioverter defibrillators including implantable
cardiac pacing and defibrillation leads.
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Certificate No: MD 670368

Location

Registered Activities

Boston Scientific Medical Device
(Malaysia) SDN BHD

PMT 741, Persiaran Cassia Selatan 1,
Taman Perindustrian Batu Kawan,
14110 Bandar Cassia,

Pulau Pinang

Malaysia

Manufacture and distribution of Sterile Biopsy forceps,
balloon catheters and fiber optic laser delivery devices.

BSC Medical Device Technology
(Shanghai) Co., Ltd.

Unit 3005, Hong Kong Prosperity Tower
No. 763 Mengzi Road

Huangpu District

Shanghai

China

Design and development of medical devices in the areas of
Cardiovascular (including Cardiovascular Interventions),
Electrosurgical Applications (including Electrophysiology),
Urology, Endoscopy and Cardiac Rhythm Management. These
products include Diagnostic software and recording system,
Diagnostic mapping, thrombus removal devices, Laser
system, endotherapy electrode system, tachy device, multi
sensor for heart failure, brady device, insertable cardiac
monitor, next generation programmer, MICS (Medical Implant
Communication Service) dongle, 3G USB dongle,
Electrocardiograph, leadless pacer communication interface
pacing system analyzer, Lead-less pacer, monitor with
consulting, monitor, cardiac monitor and Cardiac
Resynchronization Therapy device.

Boston Scientific Corporation
10700 Bren Road West
Minnetonka

Minnesota

55343

USA

Manufacture of components for penile prostheses,
components for implants for incontinence, and associated
accessories.

Boston Scientific Limited
Cashel Road

Clonmel

Co.Tipperary

Ireland

Design development and manufacture of penile prosthesis.
Service of medical device electronic systems associated with
diagnostics, monitoring and therapy.

Boston Scientific Corporation
11810 Wills Road

Alpharetta

Georgia

30009

USA

Original Registration Date: 2017-05-08
Latest Revision Date: 2023-08-29

Manufacture and distribution of endoscope accessories and
endoscopic procedure kits.

Effective Date: 2023-09-02
Expiry Date: 2026-09-01
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Certificate No: MD 670368

Location

Registered Activities

Boston Scientific Technology &
Engineering Services Pvt. Ltd.
Cummins India Office Campus

5th Floor, Tower-B,

Survey No. 21, Baner Balewadi Road
Balewadi

Pune

Maharashtra

411045

India

The design and development of devices in the areas of
Cardiovascular (including Cardiovascular Interventions),
Peripheral (including Peripheral Interventions), Gynecology,
Urology and Endoscopy, Neurology (including Neurovascular)
and electrosurgical applications (including Electrophysiology)
Radiology, Biliary. These products include Introducer sheath
and kits, Vascular access catheter, microcatheters, Guide
wires, Hemostasis devices, Thrombus catheter devices,
Percutaneous access needles, Biopsy Cap and Locking
Devices, Micro and Angled Support Catheters.

Guidant Puerto Rico B.V.

a wholly owned subsidiary

of Boston Scientific Corporation
No. 12, Road 698

Dorado

00646-3311

Puerto Rico

Manufacture of guide catheters. Manufacture of medical
device components and subassemblies for gastroenterology,
endoscopy and biliary medical devices. Manufacture of
minimally invasive tissue and thrombus removal devices.

Boston Scientific International Sdn. Bhd
PMT 741

Persiaran Cassia Selatan 1

Taman Perindustrian Batu Kawan
Bandar Cassia

Pulau Pinang

14110

Malaysia

The distribution of devices in the areas of cardiovascular
(including Cardiovascular Interventions), implantable cardiac
pulse generators and implantable cardioverter defibrillators
including implantable cardiac pacing and defibrillation leads,
Peripheral (including Peripheral Interventions), Electrosurgical
Applications (including Electrophysiology), Gastroenterology,
Nephrology, Neurology (including Neurovascular),
Gynecology, Urology, Radiology, Endoscopy, Biliary, General
Surgery (including Minimally Invasive Surgical Procedures),
and Embolic Protection.

Boston Scientific Corporation
309 Waverley Oaks Rd
Waltham

Massachusetts

02452

USA

Original Registration Date: 2017-05-08
Latest Revision Date: 2023-08-29

Design of pacing and recording catheters and recording and
mapping systems and accessories.

Effective Date: 2023-09-02
Expiry Date: 2026-09-01
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Siuo patvirtinama, kad: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
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Turi sertifikatg, kurio numeris: MD 670368

ir taiko kokybés vadybos sistema, atitinkancig ISO 13485:2016 ir EN ISO
13485:2016 reikalavimus Siai taikymo sriciai:
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Sertifikatas nr.: MD 670368

Registruota apimtis:

Sirdies ir kraujagysliy (jskaitant Sirdies ir kraujagysliy intervencijas), periferiniy (jskaitant periferines
intervencijas), elektrochirurgijos (jskaitant elektrofiziologijg), gastroenterologijos, nefrologijos, neurologijos
(iskaitant neurovaskuline), ginekologijos, urologijos, radiologijos, endoskopijos, tulzies, bendrosios
chirurgijos (jskaitant minimaliai invazines chirurgines procedtras) ir apsaugos nuo embolijos prietaisy
projektavimas, kirimas, gamyba ir platinimas. Gamybos veikla, susijusi su radijo bangy ir krioabliacijos
prietaisais bei priedais. Gaminiai: TulZies stentai, Sirdies ir kraujagysliy stentai, Slapimtakiy stentai, kasos
stentai; balioniniai kateteriai, angiografiniai kateteriai, mikrokateteriai, drenazo kateteriai,

Introdiuseriai, urologiniai kateteriai, perkutaniniai kateteriai, abliacijos kateteriai ir kreipiamieji kateteriai;
tulzies jtaisai, chirurginis tinklelis, elektrochirurginiai instrumentai ir generatoriai, generatoriy programiné
jranga, paémimo prietaisai, padavimo prietaisai, kaniulés, elektrodai, endoskopai, tyrimo pirstinés,
drékinimo / drenavimo prietaisai ir rinkiniai, skysciy cirkuliacijos siurbliai, skysciy administravimo,
uzpildymo ir infuzijos prietaisai, pripitimo jrenginiai, ligatoriai, dilatatoriai, jungiamieji vamzdeliai, prieigos
apvalkalai, vamzdeliy rinkiniai; adapteriai; kairiojo priesirdZio priedo (LAA) uzdarymo jtaisai ir priedai;
perkutaninés prieigos adatos, aspiracinés adatos, injekcinés adatos, jvedimo adatos, endoterapijos
elektrody sistema, Sviesolaidinio lazerio tiekimo prietaisai; radijo bangy ir krioabliacijos sistema, sistemos ir
priedai; sitlai ir siuvimo prietaisai, Svirkstai, kraujagysliy jvedimo jtaisai, nefrostomijos prietaisai, vieliniai
kreiptuvai, biopsijos prietaisai, polipektomijos prietaisai, hemostazés prietaisai, sukimo momento prietaisai,
rankogaliy rinkiniai, endoskopiniai voztuvai, endoskopo kanaly palaikymo rinkiniai, biopsijos dangteliai,
fiksavimo jtaisai, Slapimo puslés evakuatoriai, sfinkterotomos, apsaugos sistemos ir embolizacijos rités,
ultragarso vaizdo kateteriai, paémimo apvalkalai, diagnostikos programiné jranga ir jraSymo sistemos,
diagnostikos kartografavimo, stimuliavimo ir jraSymo kateteriai, jskaitant priedus, perikardiocentezés
rinkiniai; kabeliai. Minimaliai invaziniai audiniy ir tromby Salinimo prietaisai, aterektomijos angioplastikos
prietaisai, elektrofiziologinés registravimo ir kartografavimo sistemos, jskaitant atnaujinima, ir programiné
jranga, jskaitant priedus. Ultragarsinio tyrimo sistemos.

ISoriniai implantuojamy Sirdies monitoriy, implantuojamy Sirdies impulsy generatoriy ir implantuojamy
kardioverteriy defibriliatoriy prietaisai, jskaitant implantuojamus Sirdies stimuliavimo ir defibriliacijos
laidus. Varpos protezy ir susijusiy priedy, Slapimo nelaikymo implanty ir susijusiy priedy bei chirurginiy
jrankiy projektavimas, kurimas, gamyba ir sterilizavimas. Medicininiy lazeriniy sistemy ir priedy gamyba.
Medicinos prietaisy elektroniniy sistemy, susijusiy su diagnostika, stebéjimu ir terapija, gamyba ir
aptarnavimas.

Periferiniy intervenciniy sistemy (jskaitant minimaliai invazinius audiniy ir tromby Salinimo prietaisus) ir
ultragarso tyrimo sistemy jrengimas ir kapitalinés jrangos aptarnavimas (programinés jrangos
atnaujinimas ir versijos keitimas).

Medicinos prietaisy komponenty ir mazgy, skirty virskinimo trakto, endoskopijos ir tulZies medicinos
prietaisams, gamyba.

Pradiné registracijos data: 2017-05-08 Isigaliojimo data: 2023-09-02
Naujausios revizijos data: 2023-08-29 Galiojimo pabaigos data: 2026-09-01
Lapas: 215 9
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Sertifikatas nr.: MD 670368

Vieta

302 Parkway
Global Park
Heredia
Kosta Rika

Boston Scientific Corporation

Reglstruotos velklos

intervencijas), periferiniy (lskaltant periferines intervencijas),
elektrochirurgijos (jskaitant elektrofiziologijg),
gastroenterologijos, nefrologijos, neurologijos (jskaitant
neurovaskulines)

ginekologijos, urologijos, endoskopijos, tulZies ir bendrosios
chirurgijos (jskaitant minimaliai invazines chirurgines
proceduras) prietaisy projektavimas, kiirimas, gamyba. Sie
gaminiai apima vielinius kreiptuvus, dlagnostlnlus Zemélapius,
stimuliavimo ir jraSymo kateterius, jskaitant priedus, ir
apsaugos nuo embolijos sistemas.

Sirdies diagnostikos, kartografavimo ir abliacijos kateteriy,
vieliniy kreiptuvy, sukimo momento prietaisy, skirty naudoti
su aterektomija, ir minimaliai invaziniy audiniy bei tromby
Salinimo prietaisy gamyba; perikardiocentezés rinkiniai.
Infliatoriy, hemostazés prietaisy, sukimo momento prietaisy,
jvedimo adaty ir embolizacijos spiraliy projektavimas ir
tobulinimas.

Balioniniy kateteriy, angiografiniy kateteriy, mikrokateteriy,
Slapimtakiy stenty, drenazo kateteriy, urologiniy kateteriy,
jungiamuyjy vamzdeliy ir jvedimo adaty projektavimas ir
tobulinimas.

2546 First Street, Propark
El Coyol, Alajuela
Kosta Rika

Boston Scientific Corporation

Prietaisy gamyba periferinés (jskaitant periferines
intervencijas), Sirdies ir kraujagysliy (jskaitant Sirdies ir
kraujagysliy intervencijas), elektrochirurgijos (jskaitant
elektrofiziologijg), gastroenterologijos, nefrologijos,
ginekologijos, urologijos, endoskopijos, tulzZies, bendrosios
chirurgijos ir minimaliai invazinés chirurgijos (jskaitant
minimaliai invazine chirurgija) srityse ir apsauga nuo
embolijos. Gamybos veikla, susijusi su radijo bangy ir
abliacijos prietaisais bei priedais. Produktai: tulzies stentai,
Slapimtakiy stentai, drenazo kateteriai, jvedimo kateteriai,
urologiniai kateteriai, perkutaniniai kateteriai, tulzies jtaisai,
ligatoriai, adapteriai, perkutaninés prieigos adatos,
injekcinés adatos, siulai ir siuvimo prietaisai, nefrostomijos
prietaisai, vieliniai kreiptuvai, biopsijos prietaisai, polipai
Salinimo prietaisai, hemostazés prietaisai, sukimo momento
jtaisai, sfinkterotomos, apsaugos nuo embolijos sistemos,
skysciy uzpildymo prietaisai, ultragarso vaizdo kateteriai,
elektrodai, kaniulés, paémimo jtaisai, paémimo apvalkalai ir
endoskopai. Intravaskuliniy rekanalizavimo sistemy gamyba.

300 Boston Scientific way
Marlborough
Massachusetts

01752

JAV

Pradiné registracijos data: 2017-05-08
Naujausios revizijos data: 2023-08-29
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Sertifikatas nr.: MD 670368

Vieta Registruotos veiklos

780 Brookside Drive intervencijas), elektrochirurgijos (jskaitant
Spencer elektrofiziologija), gastroenterologijos, nefrologijos,
Indiana ginekologijos, urologijos, endoskopijos, tulZies, bendrosios
47460 chirurgijos ir minimaliai invazinés chirurgijos (iskaitant
JAV minimaliai invazing chirurgija) srityse ir apsauga nuo
embolijos. Gaminiai: Chirurginiai tinkleliai, tulzies stentai,
Slapimtakiy stentai, kasos stentai; drenazo kateteriai,
ivedimo kateteriai, urologiniai kateteriai, perkutaniniai
kateteriai ir nukreipiamieji kateteriai; tulzies jtaisai,
paémimo prietaisai, maitinimo jtaisai, kaniulés, endoskopai,
tyrimo pirstinés, drékinimo ir (arba) drenazo prietaisai ir
rinkiniai, skysciy jvedimo ir infuzijos prietaisai, pripitimo
jtaisai, ligatoriai, dilatatoriai, jungiamieji vamzdeliai,
prieigos apvalkaly adapteriai; perkutaninés prieigos adatos,
aspiracinés adatos, injekcinés adatos, jvedimo adatos,
endoterapijos elektrody sistema; Svirkstai, kraujagysliy
jvedimo jtaisai, nefrostomijos prietaisai, kreipiamieji laidai,
biopsijos prietaisai, polipektomijos prietaisai, hemostazés
prietaisai, sukimo momento prietaisai, rankogaliy rinkiniai,
biopsijos dangteliai, fiksavimo jtaisai, Slapimo ptslés
evakuatoriai ir sfinkterotomos. Medicinos prietaisy priedy,
skirty naudoti su implantuojamaisiais kardioverterio
defibriliatoriais, jskaitant implantuojamus Sirdies
defibriliacijos laidus, gamyba.

Pradiné registracijos data: 2017-05-08 Isigaliojimo data: 2023-09-02

Naujausios revizijos data: 2023-08-29 Galiojimo pabaigos data: 2026-09-01
Lapas: 415 9

Sis sertifikatas iéduotas elektroniniu budu, lieka BSI nuosavybe ir yra saistomas sutarties sglygy. Elektroninio

sertifikato galiojimas gali biti patvirtintas internetu.
Spausdintos kopijos gali bati validuojamos adresu-www.bsigroup.com/ClientDirectory

Informacija ir kontaktai: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel.: + 44 345 080 9000
BSI Group Assurance Limited, registruota Anglijoje numeriu 7805321 adresu 389 Chiswick High Road, Londonas, W4 4AL,
JK. BSI jmoniy grupés narys.



Sertifikatas nr.: MD 670368

Vieta Registruotos veiklos
Boaston Scientific | td Prietaisy gamyba (Zenklinimas) ir platinimas Sirdies ir

2 Paget Rd kraujagysliy (jskaitant Sirdies ir kraujagysliy intervencijas),

Unit #2 periferinius (jskaitant periferines intervencijas),

Brampton eIektrochirurgijo__s (jskaitant e_I_ektrofizioIogijq), o

Ontario gastroenterologijos, nefrologijos, neurologijos (jskaitant
neurovaskulines), ginekologijos, urologijos, radiologijos,

L6T 5G3 Endoskopija, tulZies taky, bendroji chirurgija (jskaitant

Kanada minimaliai
invazines chirurgines procediiras) ir apsaugos nuo embolijos
srityse. Gaminiai: TulZies stentai, Sirdies ir kraujagysliy
stentai,
Slapimtakio stentai, kasos stentai, angiografiniai kateteriai,
drenaZo kateteriai, jvedimo kateteriai, urologiniai kateteriai,
perkutaniniai kateteriai, abliacijos kateteriai ir kreipiamieji
kateteriai, tulZies kanalai, elektrochirurginiai instrumentai ir
generatoriai, generatoriy programiné jranga, paémimo
prietaisai, maitinimo jtaisai, kaniulés, apZitiros pirstinés,
drékinimo/drenaZo prietaisai ir rinkiniai, skysciy cirkuliaciniai
siurbliai, skysCiy administravimo, uzpildymo ir infuzijos
prietaisai, priputimo jtaisai, ligatoriai, dilatatoriai, jungiamieji
vamzdeliai, prieigos apvalkalai, vamzdeliy rinkiniai, adapteriai,
kairiojo priesirdZio priedo (LAA) uzdarymo jtaisai
ir pagalbiniai prietaisai, perkutaninés prieigos adatos,
aspiracinés adatos, injekcinés adatos, jvedimo adatos,
endoterapijos elektrody sistema, radijo bangy abliacijos
sistema, sistemos ir priedai, chirurginiai tinkleliai, sitlai ir
siuvimo jtaisai, Svirkstai, kraujagysliy jvedikliai, nefrostomijos
prietaisai, kreipikliai, biopsijos prietaisai , polipektomijos
prietaisai, hemostazés prietaisai, sukimo momento prietaisai,
endoskopiniai voZtuvai, endoskopo kanaly palaikymo
rinkiniai, manzeciy rinkiniai, biopsijos dangteliai, fiksavimo
jtaisai, Slapimo puslés evakuatoriai, sfinkterotomos, apsaugos
nuo embolijos sistemos, ultragarso vaizdo kateteriai,
paémimo apvalkalai, diagnostikos programiné jranga ir
jraSymo sistemos, diagnostikos kartografavimo, stimuliavimo
ir registravimo kateteriai, jskaitant priedus,
perikardiocentezés rinkinius, kabelius ir minimaliai invazinius
audiniy bei tromby Salinimo prietaisus, elektrofiziologines
registravimo ir kartografavimo sistemas, jskaitant
atnaujinimg, ir programine jranga, jskaitant priedus.
Varpos protezy, sulaikymui skirty implanty, priedy ir
chirurginiy jrankiy, Sviesolaidiniy lazeriniy jvedimo
prietaisy platinimas. Medicininiy lazeriniy sistemy ir
priedy platinimas.
Periferiniy intervenciniy sistemy (jskaitant minimaliai
invazinius audiniy ir tromby Salinimo prietaisus) ir ultragarso
tyrimo sistemy jrengimas ir kapitalinés jrangos aptarnavimas
(programinés jrangos atnaujinimas ir versijos keitimas).

Pradiné registracijos data: 2017-05-08 Isigaliojimo data: 2023-09-02

Naujausios revizijos data: 2023-08-29 Galiojimo pabaigos data: 2026-09-01
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Sertifikatas nr.: MD 670368

Vieta Registruotos veiklos
ientifi i Prietai rojektavim ini roen ij

100 Boston Scientific Way nefrologijos, ginekologijos, urologijos, endoskopijos, tulzies ir

Marlborough bendrosios chirurgijos srityse (jskaitant minimavlliai invazines

Massachusetts (v:hirl_Jrgine_s proced_uras). Sie produktai yra: tulzies stentai,

01752 slapimtakiy stentai, kasos stentai, drenazo kateteriai, jvedimo
kateteriai, urologiniai kateteriai, perkutaniniai kateteriai ir

JAV kreipiamieji kateteriai, tulZies jtaisai, paémimo prietaisai,
maitinimo prietaisai, kaniulés, endoskopai, drékinimo /
drenaZo prietaisai ir rinkiniai, skysciy jvedimo ir infuzijos
prietaisai, infliatoriai, ligatoriai, plétikliai, jungiamieji
vamzdeliai, adapteriai, prieigos apvalkalai, perkutaninés
prieigos adatos, aspiracinés adatos, injekcinés adatos,
endoterapijos elektrody sistemos, optinio pluosto lazerio
tiekimo prietaisai, sidlai ir siuvimo prietaisai, nefrostomijos
prietaisai, kreipiamieji laidai, biopsijos prietaisai , chirurginis
tinklelis, polipektomijos prietaisai, hemostazés prietaisai,
sukimo momento prietaisai, endoskopiniai voztuvai,
endoskopo kanaly atramos rinkiniai, biopsijos dangteliai,
fiksavimo jtaisai, Slapimo paslés evakuatoriai ir
sfinkterotomos, varpos protezy implantai, skirti sulaikymui,
priedai ir chirurginiai jrankiai, medicininés lazerinés sistemos ir
priedai.
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Sertifikatas nr.: MD 670368

Vieta Registruotos veiklos

roj ir linim
4100 Hamline Ave. N. elektrochirurginiy pritaikymy (jskaitant elektrofiziologija,
St. Paul urologija), Sirdies ir kraujagysliy bei minimaliaj invaziniy
Minnesota chiruvrginiq ir intervenciniy procediry srityse. Sie produktai
55112 yra: Sirdies abliacijos kateteriai, diagnostikos kartografavimo,

stimuliavimo ir jraSymo kateteriai, generatoriaus jranga,
kabeliai, skysciy pildymo jtaisai, elektrochirurginiai
instrumentai ir generatoriai perikardocentezeés rinkiniai,
vamzdeliy rinkiniai, skysciy cirkuliacijos siurbliai ir
diagnostikos programiné jranga bei jraSymo sistemos,
jskaitant priedus. Elektrofiziologijos registravimo ir
kartografavimo sistemy ir programinés jrangos, jskaitant
priedus, projektavimas, gamyba, platinimas, aptarnavimas ir
atnaujinimas. Elektrochirurginiy instrumenty ir generatoriy
gamyba. Sirdies abliacijos sistemy, jskaitant priedus,
gamyba, platinimas ir aptarnavimas. Urologiniy prietaisy,
tokiy kaip generatoriai ir programiné jranga, platinimas

. Medicininiy lazeriniy sistemy ir priedy gamyba ir
aptarnavimas. Varpos protezy ir susijusiy priedy bei
chirurginiy jrankiy, Slapimo nelaikymo implanty ir susijusiy
priedy bei chirurginiy jrankiy gamyba ir sterilizavimas.
Aterektomijos angioplastikos prietaisy sistemy ir priedy bei
minimaliai invaziniy audiniy ir tromby Salinimo prietaisy
gamyba, montavimas, aptarnavimas ir platinimas. Ultragarso
tyrimo sistemy, jskaitant priedus, gamyba, platinimas,
aptarnavimas ir montavimas. Medicinos prietaisy elektroniniy
sistemy, susijusiy su diagnostika, stebé&jimu ir terapija,
gamyba ir aptarnavimas. Endoskopy sistemy ir priedy
gamyba, aptarnavimas ir platinimas.

Sirdies ir kraujagysliy (jskaitant Sirdies ir kraujagysliy
Boston Scientific Technology & iqteryenci_jas), perifer!niq_ (jskaitant p_griferines inte:(vencijas),
Engineering Services Pvt. Ltd. gimnexi ’ C > S, IEUroiogio:
3rd Floor, Bestech Business Tower (jskaitant neurovaskulines) ir elektvrochlrurgljos (jskaitant
Sector 48 eIeIgtrofizi_oIogij_a), rad!ol_ogijos¢_tulzies_Ii_gL_; prietaisy
Sohna Road projektavimas ir tobulinimas. Sie gaminiai apima jvedimo
apvalkalg ir rinkinius, kraujagysliy prieigos kateterius,
Gurgaon mikrokateterius, vielinius kreiptuvus, hemostazes prietaisus,
Haryana tromby kateterio prietaisus, perkutaninés prieigos adatas,
122 018 biopsijos dangtel; ir fiksavimo jtaisus, mikro ir kampinius
Indija atraminius kateterius, elektrochirurginius instrumentus ir
generatorius bei jrenginiy programine jranga.
Implantuojamuyjy Sirdies monitoriy, implantuojamy Sirdies
impulsy generatoriy ir implantuojamyjy kardioverteriy
defibriliatoriy, jskaitant implantuojamus Sirdies stimuliavimo
ir defibriliacijos laidus, projektavimas ir tobulinimas.

JAV
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Vieta

Registruotos veiklos

Boston Scientific Medical Device
(Malaizija) SDN BHD

PMT 741, Persiaran Cassia Selatan 1,
Taman Perindustrian Batu Kawan,
14110 Bandar Cassia,

Pulau Pinang

Malaizija

Steriliy biopsijos Znypliy, balioniniy kateteriy ir
Sviesolaidiniy lazeriniy tiekimo prietaisy gamyba ir
platinimas.

BSC Medical Device Technology
(Shanghai) Co., Ltd.

Unit 3005, Hong Kong Prosperity Tower
No. 763 Mengzi Road

Huangpu District

Shanghai

Kinija

Medicinos prietaisy kiirimas ir kiirimas Sirdies ir kraujagysliy
sistemos (jskaitant Sirdies ir kraujagysliy intervencijas),
elektrochirurgijos (jskaitant elektrofiziologija), urologijos,
endoskopijos ir Sirdies ritmo valdymo srityse. Sie gaminiai
apima diagnostikos programine jrangg ir jraSymo sistemg,
diagnostinj kartografavima, tromby Salinimo prietaisus,
lazeriy

sistemas, endoterapijos elektrody sistemas, tachikardijos
prietaisus, Sirdies nepakankamumo multisensorius, Brady
prietaisus, jkiSamus sirdies monitorius, naujos kartos
programatorius, MICS (Medical Implant Communication
Service) raktus, 3G USB raktus, elektrokardiografus,
besvinius Sirdies stimuliatoriaus rysio sasajos stimuliavimo
sistemos analizatorius, stimuliatorius, monitorius su
konsultacija, monitoriumi, Sirdies monitoriumi ir Sirdies

Boston Scientific Corporation
10700 Bren Road West
Minnetonka

Minnesota

55343

JAV

Varpos protezy komponenty, Slapimo nelaikymo implanty
komponenty ir susijusiy priedy gamyba.

Boston Scientific Limited
Cashel Road

Clonmel

Co.Tipperary

Ireland

Varpos protezo konstrukcijos kirimas ir gamyba. Medicinos
prietaisy elektroniniy sistemy, susijusiy su diagnostika,
stebéjimu ir terapija aptarnavimas.

Boston Scientific Corporation
11810 Wills Road

Alpharetta

Georgia

30009

JAV

Pradiné registracijos data: 2017-05-08
Naujausios revizijos data: 2023-08-29
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Vieta Registruotos veiklos
jentifi Sirdies ir krauj i

Engineering Services Pvt. Ltd. intervencijas), periferiniy (jskaitant periferines intervencijas),
Cummins India Office Campus ginekologijos, urologijos ir endoskopijos, neurologijos
5th Floor, Tower-B (jskaitant neurovaskulines) ir elektrochirurgijos (jskaitant

4 4

elektrofiziologija), radiologijos, tulZies ligy prietaisy

Survey No. 21, Baner Balewadi Road ) : ! o . M PURLADY
projektavimas ir tobulinimas. Sie gaminiai apima jvedimo

Balewadi apvalkalg ir rinkinius, kraujagysliy prieigos kateterius,

Pune i ius. vielini i 55 prietai
mikrokateterius, vielinius kreiptuvus, hemostazés prietaisus,

Maharashtra tromby kateterio prietaisus, perkutaninés prieigos adatas,

411045 biopsijos dangtelj ir fiksavimo jtaisus, mikro ir kampinius

Indija atraminius kateterius.

Guidant Puerto Rico B.V.

visiskai Kreipiamyju kateteriggamyba—Medicmos prietaisy

boston Scientific Corporation komponenty ir mazgy, skirty virskinimo trakto, endoskopijos

priklausanti dukteriné jmoné ir tulZies medicinos prietaiseims, gamyba. Minimaliai

No. 12, Road 698 invaziniy audiniy ir tromby Salinimo prietaisy gamyba.

Dorado

00646-3311

Puerto Rico

PMT 741 kraujagysliy intervencijas), implantuojamy Sirdies impulsy

Persiaran Cassia Selatan 1 generatoriy ir implantuojamy kardioverteriy defibriliatoriy,

Taman Perindustrian Batu Kawan jskaitant implantuojamus Sirdies stimuliavimo ir defibriliacijos

Bandar Cassia laidus, periferiniy (jskaitant periferines intervencijas),

Pulau Pinang elektrochirurgijos taikymo (jskaitant elektrofiziologija),

14110 gastroenterologijos, neurologijos, neurologijos (jskaitant

neurovaskulines),

Malaizija ginekologijos, urologijos, endoskopijos, tulzies ir bendrosios
chirurgijos (jskaitant minimaliai invazines chirurgines

309 Waverley Oaks Rd Stimuliacijos ir registravimo kateteriy ir registravimo bel

Waltham kartografavimo sistemy ir priedy projektavimas.

Massachusetts

02452

JAV
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