B> DEKRA

EC CERTIFICATE

Number: 3812454CE01

Full Quality Assurance System
Directive 93/42/EEC on Medical devices, Annex Il excluding (4)

#

(Devices in Class lla, lIb or Il and Devices in Class | in sterile conditions and sterilised syétém
procedure packs) Vi

Manufacturer:

Boston Scientific Corporation
300 Boston Scientific Way

Marlborough, MA 01752

United States Of America

For the product category(ies)

Medical Devices and Accessories for Minimally Invasive
cardiovascular interventions), electrosurgical, endosc
gastroenterology, gynaecology, nephrology, neurology (inc!
peripheral (including peripheral intgrventions)fanq'ur'Q'Ib/gy

DEKRA grants the right to use the EC Notified Body,/ lentificatio Nom
the CE Marking of Conformity on the products concerned«
Documentation and meeting the provisions of the EC-Dir

0344

Documents, that form the basis of this certificate:

Certification Notice 3812454CN, initially dated 1 July 201_4
Addendum, initially dated 1 July 2014 '

DEKRA hereby declares that the above mentioned manufacturer fulfils the relevant provisions of 'Besluit Medische -
Hulpmiddelen', the Dutch transposition of the Council Directive 93/42/EEC of June 14, 1993 concerning Medical =
devices, including all subsequent amendments. The manufacturer has implemented a quality assurance system for
design, manufacture and final inspection, that covers the aspects of manufacture concerned with securing and’’ /
maintaining sterile conditions, for the above mentioned product category in accordance to the provisions of Annex Il
Council Directive 93/42/EEC of June 14, 1993 and is subject to periodical surveillance. Additionally, DEKRA hereby
declares that the manufacturer fulfils the relevant provisions as specified in Annex | of Commission Regulation
722/2012 of 8 August, 2012 concerning medical devices manufactured utilising tissue of animal origin. For placing on
the market of Class Il devices an additional EC design examination certificate according to Annex Il (4) is mandatory.

DEKRA Certification B.V.
ik
VIV VAR VA )

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

© Integral publication of this certificate and adjoining reports is allowed
DEKRA Certification B.V. is Notified Body with ID no 0344

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-product-safety.com Company registration 09085396



The necessary information related to the quality management system of the manufacturer, m
reference to the relevant documentation, of the products concerned and the assessments perf

Certification Notice which forms an integrative part of this certificate.

This certificate is valid until: 14 December 2023
Issued for the first time: 1 July 2014

Revised: 21 December 2018
Reissued: 14 December 2018




> DEKRA

ADDENDUM

Belonging to certificate: 3812454CE01

CE MARKING OF CONFORMITY
MEDICAL DEVICES

4 ) A
Medical Devices and Accessories for Minimally Invasive biliary;"ca"rdiovasc,ula_lj

cardiovascular interventions), electrosurgical, endoscopic surgical, endoscopy,
gastroenterology, gynaecology, nephrology, neurology (including neur: ular),

peripheral (including peripheral interventions) and uroldgy',pyro‘c,edtu‘res.

Issued to:

Boston Scientific Corporation
300 Boston Scientific Way A
Marlborough, MA 01752 95
United States Of America

This certificate covers the following location(s):

/7S

IS SN NS

Location Code Company name / address Location Code | Company name / addres

MAR?2 Boston Scientific Corporation OR2////////; BostorﬁSmentlﬁcCorpcratlon
300 Boston Scientific Way U1 ) 2e4e FistStreet, Propark.
Marlborough, MA 01752 L)) EY Coyel Alajuela
USA 711111/ Y oI /] [

COR Boston Scientific Limited GAL Boston Scientific Limited
Business & Technology Park | Ballybrit Business Pk /[ F ]
Model Farm Rd Galway, Ireland y
Cork, Ireland

Ccov Boston Scientific Corporation KER Boston Scientific
8 Industrial Drive International BV ;
Coventry, R102816 European Centre of Operations
USA Vestastraat 6, 6468 EX

Kerkrade, The Netherlands

DEKRA Certification B.V.

\ by
B.T.M. Holtus J.A. van vugt
Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports is allowed
DEKRA Certification B.V. is Notified Body with ID no 0344

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-product-safety.com Company registration 09085396



> DEKRA

ADDENDUM

Belonging to certificate: 3812454CE01

CE MARKING OF CONFORMITY

MEDICAL DEVICES

Medical Devices and Accessorie
cardiovascular interventions), electrosurgica
gastroenterology, gynaecology,
peripheral (including peripheral

Issued to:

Boston Scientific Corporation -

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

This certificate covers the following location(s):

nephrology, ne

/7

s for Minimally Invasive biliary; cardiovascular (inc
I, endoscopic surgical, endoscopy,
urology (including neurovasculal
interventions) and urology procedures. /|

Location Code | Company name / address Location Code
CR1 Boston Scientific Corporation MAR///// 17/,
302 Parkway 111, 100 Boston Scientific Way
Global Park, Heredia | Mariborough, MA 01752
Costa Rica USK// 1111111 [
MG2 Boston Scientific Corporation SJ2 Boston Scientific Corporation / * /
Two Scimed Place ‘450 Baytech Drive /' /'
Maple Grove, MN 55311 San Jose, CA 95134 ‘
USA USA A4
PL2 Boston Scientific Corporation SPE Boston Scientific Corporation
5905 Nathan Lane 780 Brookside Drive
Plymouth, MN 55442 Spencer, IN 47460
USA USA
DEKRA Certification B.V.
) A / / i
\ ‘WL
— v
B.T.M. Holtus J.A. van Vugt

Managing Director

Certification Manager

© Integral publication of this certificate and adjoining reports is allowed

DEKRA Certification B.V. is Notified Body with ID no 0344

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

T +31 88 96 83000 F +31 88 96 83100

www.dekra-product-safety.com Company registration 09085396




B DEKRA

ADDENDUM

Belonging to certificate: 3812454CE01

CE MARKING OF CONFORMITY
MEDICAL DEVICES

{

Medical Devices and Accessories for Minimally Invasive biliary, cardiovascular (inc

cardiovascular interventions), electrosurgical, endoscopic surgical, endoscopy, ‘
gastroenterology, gynaecology, nephrology, neurology (including neurovascular)
peripheral (including peripheral interventions) and urology proc,edu,fes‘."“ i

Issued to:

Boston Scientific Corporation
300 Boston Scientific Way

Marlborough, MA 01752

United States Of America

This certificate covers the following location(s): £/ /
Location Code | Company name / address Location Code

Qul Boston Scientific Corporation ECQU///, / 1111
Marina Bay Customer // ///// /Y Chémin de'laVenoge
Fulfillment Center /1117117711  Noeakcpiens'/ | i
500 Commander Shea Blvd /1717117 Y Swiénand/ /[ /] EEET
Quincy, MA 02171 ; & (LT ]
USA

PEN Boston Scientific Medical Device Sdn. Bhd.
PMT 741, Persiaran Cassia Selatan 1
Taman Perindustrian Batu Kawan

14110 Bandar Cassia,

Pulau Penang,

Malaysia

Initial date: 1 July 2014
Revision date: 13 January 2020

DEKRA Certification B.V.

l LN TE i
Ly
Lo N e V4
B.T.M. Holtus J.A. van Vugt
Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports Is allowed
DEKRA Certification B.V. is Notified Body with ID no 0344

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Amhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-product-safety.com Company registration 09085396



> DEKRA

EB SERTIFIKATAS

Nr. 3812454CEOQ1

Visi§ko kokybés uztikrinimo sistema

Medicinos prietaisy direktyva 93/42/EEB, Il priedas, i§skyrus (4) punkta
(lla, llb arba lll klases prietaisai bei | klases prietaisai, laikomi steriliomis sglygomis, ir sterilizuoto
sistemos arba procediry paketai) | /

Gamintojas:

,Boston Scientific Corporation®

300 Boston Scientific Way
Marlborough, MA 01752,
Jungtinés Amerikos Valstijos

Skirtas produkty kategorijai (-joms): : 7 /

medicinos prietaisai ir priedai minimaliai invazinems tulzies, Sirdies ,ir,kraujaggysi;ifq,»’ il
(iskaitant Sirdies ir kraujagysliy intervencijas), elektrochirurginéms, endoskopinéms.
chirurginéms, endoskopinéms, gastroenterologinems, ginekologinéms, nefrol ginéms,
neurologinéms (jskaitant neurovaskulines), periferinéms/'(is’k/aitah,,t’pe’riferingg‘ T
intervencijas) ir urologinéms proceduroms. ./ ./ /, 1111111711111111111] NI

/11
/1 I{

'DEKRA" suteikia teisg naudoti EB notifikuotosios istaigos toliéﬁfbéieiK,t}a’,,ide’ynj:iﬁkavmﬁé,hi;‘hi{e;y[{éﬁh
CE atitikties zenklu ant produkty, kurie atitinka reikiama technine/dokument,a,cij’airjiems’t'a"}k,qmb?EB /
direktyvos nuostatus: 17/7/7111/11/117/1111/11111] ] (et i

0344

&io sertifikato pagrinda sudaro dokumentai:

Sertifikavimo pranesimas Nr. 3812454CN, pradiné data: 2014 m. liepos 1 d.
Priedas, pradiné data: 2014 m. liepos 1 d. '

_DEKRA" parei$kia, kad minétasis gamintojas laikosi atitinkamy | Nyderlandus perkeltos 1993 m. birzelio 14 d.
Tarybos Direktyvos 93/42/EEB ,Besluit Medische Hulpmiddelen® nuostaty del medicinos prietaisy, jskaitant visus
velesnius pakeitimus. Gamintojas jdiege projektavimo, gamybos ir galutinés patikros kokybés uztikrinimo sistema,
kuri apima gamybos aspektus, susijusius su pirmiau minety produkty kategorijy steriliy salygy uztikrinimu ir
palaikymu pagal 1993 m. birzelio 14 d. Tarybos direktyvos 93/42/EEB || priedo nuostatus, ir ji yra nuolat prizidrima.
Be to, ,DEKRA" pareiskia, kad gamintojas laikosi atitinkamy nuostaty, pateikty 2012 m. rugpjucio 8 d. Komisijos
reglamento 722/2012 | priede dél medicinos prietaisy, pagaminty naudojant gyvanines kilmes audinius. Kad lIl klases
prietaisus bty galima pateikti rinkai, privalomas papildomas EB projekty tyrimo sertifikatas pagal |l priedo (4) punkta.

DEKRA Certification B.V."

/Parasas/ /Parasas/
B.T.M. Holtus J.A. van Vugt
Generalinis direktorius Sertifikavimo direktorius

© §j sertifikata ir jam priklausancias ataskaitas leidziama publikuoti kaip visuma.

 DEKRA Certification B.V.“ yra notifikuotoji jstaiga, kurios ID Nr. 0344

DEKRA Certification B.V." Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, Nyderlandai
Tel. +31 88 96 83000 Faks. +31 88 96 83100 www.dekra-product-safety.com Bendroves registracijos Nr. 09085396



cc
35X
£ o
=
B3
o
c o
G €<
..h.m.
€
.mwo
= £
a.|
% ©
-nlal-—.k"
gt
59
..ls
@0 ©
n £
(o]
£x
L
T3
v -
o .0
Q©
>80
< c
Co
~
o E
9. 5
2%
£o
mq
SE
s 15—
wt
.&W
2
=3
2%
. ®
S
Qo
c >
£
235
E£p
s c
=
£5
L=
.|.-N
Q5
X »

ifikato dalj.

rt

Sio se

° ©TO
< m4
-~ _ -—
2l o00
N

T oDD
O O 0O
Upmm
S0
D= OD
EEEE
™ <+ 0 ©
N e
[eNoNoNe]
NN NN
© s ..
—_ 1]
s 8
© O m
o S -
20 2
T O T
X £ O C
E 0 p =
£x Lo
o w2t
SEBS
L ow®
N OO0

vaaa &G




B> DEKRA

PRIEDAS

Priklauso sertifikatui: 3812454CE01 1/3

CE atitikties zenklas
MEDICINOS PRIETAISAI

Medicinos prietaisai ir priedai minimaliai invazinéms tulZies, Sirdies ir kraujagysfl,i’y'
(iskaitant Sirdies ir kraujagysliu intervencijas), elektrochirurginems, endoskopiném
chirurginéms, endoskopinéms, gastroenterologinems, ginekologinéms, nefr'oldéih‘
neurologinéms (jskaitant neurovaskulines), periferinéms (jskaitant periferines Hee
intervencijas) ir urologinéms procediroms. i

|Sduota:

,Boston Scientific Corporation® ~
300 Boston Scientific Way

Marlborough, MA 01752,

Jungtinés Amerikos Valstijos

Sis sertifikatas isduotas Siai vietovei (-ems):

Vietovés kodas | Bendrovés pavadinimas / Vietovés kodas | Bendroves pavadinimas /

adresas adresas

MAR2 'Boston Scientific Corporation® CR2 '/ /| /. Boston’ Scientific Corporation®/ | '/
300 Boston Scientific Way o546 First Street, Propark /|1
Marlborough, MA 01752 JAV // | /ELCoyol Alajuela /111

Kosta Rika g

COR ,Boston Scientific Limited" GAL .Boston Scientific Limited*
Business & Technology Park Ballybrit Business Park’
Model Farm Rd Galway, Airija’
Cork, Airija

CcCoVv ,Boston Scientific Corporation® KER Boston Scientific International BV*
8 Industrial Drive Europos operacijy centras
Coventry, RI 02816 \estastraat 6, 6468 EX
JAV Kerkrade, Nyderlandai

_DEKRA Certification B.V.“

/Parasas/ /Parasas/
B.T.M. Holtus Jin st NGOGt
Generalinis direktorius Sertifikavimo direktorius

© $j sertifikatg ir jam priklausangias ataskaitas leidziama publikuoti kaip visuma.

 DEKRA Certification B.V.“ yra notifikuotoji jstaiga, kurios ID Nr. 0344

_DEKRA Certification B.V." Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, Nyderlandai
Tel. +31 88 96 83000 Faks. +31 88 96 83100 www.dekra-product-safety.com Bendroves registracijos Nr. 09085396



D DEKRA

PRIEDAS

Priklauso sertifikatui: 3812454CEQ1 2/3

CE atitikties zenklas
MEDICINOS PRIETAISAI

>

Medicinos prietaisai ir priedai minimaliai invazinéms tulzies, Sirdies ir kraujagysfli,ii,; i
(jskaitant Sirdies ir kraujagysliy intervencijas), elektrochirurginéms, endoskopi’f”é' sj
chirurginéms, endoskopinéms, gastroenterologinéms, ginekologinéms, nefrold‘é;ii",’éf '
neurologinéms (jskaitant neurovaskulines), periferinéms (iskaitant periferines |
intervencijas) ir urologinéms procediroms. e l"igf,f

|ISduota:

,Boston Scientific Corporation® =~ Y,
300 Boston Scientific Way / 1
Marlborough, MA 01752,
Jungtinés Amerikos Valstijos

Sis sertifikatas isduotas $iai vietovei (-éms):

§ i

Vietovés kodas | Bendrovés pavadinimas / Vietovés kodas | Bendrovés pavadinimas /

adresas adresas
CR1 _Boston Scientific Corporation® VAR 7/ /| Boston Scientific Corporation® '/
302 Parkway /71100 Boston Scientific Way, '/
Global Park, Heredia Marlborough, MA 01752 JAV. /|
Kosta Rika ' ‘ EELITEL R T
MG2 ,Boston Scientific Corporation* SJ2 ‘Boston Scientific Corporation®
Two Scimed Place 150 Baytech Drive
Maple Grove, MN 55311 SanJose, CA 95134
JAV JAV
PL2 ,Boston Scientific Corporation* SPE ,Boston Scientific Corporation*
5905 Nathan Lane 780 Brookside Drive
Plymouth, MN 55442 Spencer, IN 47460
JAV JAV

_DEKRA Certification B.V.

/Parasas/ /Para3as/
B.T.M. Holtus J.A. van Vugt
Generalinis direktorius Sertifikavimo direktorius

© $; sertifikatg ir jam priklausancias ataskaitas leidziama publikuoti kaip visuma.

,DEKRA Certification B.V.“ yra notifikuotoji jstaiga, kurios ID Nr. 0344

,DEKRA Certification B.V.“ Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, Nyderlandai
Tel. +31 88 96 83000 Faks. +31 88 96 83100 www.dekra-product-safety.com Bendroves registracijos Nr. 09085396



B> DEKRA

PRIEDAS

Priklauso sertifikatui: 3812454CEQ1 3/3

CE atitikties zenklas
MEDICINOS PRIETAISAI v e

Medicinos prietaisai ir priedai minimaliai invazinéms tulzies, Sirdies ir kraujagysl,iq
(iskaitant Sirdies ir kraujagysliy intervencijas), elektrochirurginéms, endoskopiﬁéin
chirurginéms, endoskopinéms, gastroenterologinéms, ginekologinéms, nefroldqghgms
neurologinéms (jskaitant neurovaskulines), periferinéms (isykaita’ht periferines i

intervencijas) ir urologinéms procedlroms. 2 "

ISduota:
,Boston Scientific Corporation® i
300 Boston Scientific Way y 71111/,

Marlborough, MA 01752,
Jungtinés Amerikos Valstijos

Sis sertifikatas iduotas $iai vietovei (-ems):

Vietoves kodas | Bendrovés pavadinimas / Vietoves kodas | Bendrovés pavadinimas /
adresas adresas

QuI _Boston Scientific Corporation” ECU |/ /Symetis SA", [H
Marina Bay Customer / |/ Chémin dé/aVenoge 11’ ' ]
Fulfillment Center 1024 Ecublens A sy

500 Commander Shea Blvd Sveicarija

Quincy, MA 02171 /
JAV

PEN ,Boston Scientific Medical Device Sdn. Bhd.*
PMT 741, Persiaran Cassia Selatan 1 Taman
Perindustrian Batu Kawan

14110 Bandar Cassia,

Pulau Penang,

Malaizija

Pradine data: 2014 m. liepos 1 d.
Perziaros data: 2020 m. sausio 13 d.

_DEKRA Certification B.V." / ' o~ .

// | VERTIMASTIKRAS

/Para$as/ /Para$as/
B.T.M. Holtus J.A. van Vugt {
Generalinis direktorius Sertifikavimo direktorius :

© Sj sertifikata ir jam priklausancias ataskaitas leidziama publikuoti kaip visuma.
_DEKRA Certification B.V." yra notifikuotoji jstaiga, kurios ID Nr. 0344

_DEKRA Certification B.V." Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, Nyderlandai
Tel. +31 88 96 83000 Faks. +31 88 96 83100 www.dekra-product-safety.com Bendroves registracijos Nr. 09085396



bsi.

By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 616288

Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Massachusetts
01752
USA

In respect of:

See certificate scope page.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex 11 excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex 11 section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

Gary E Slack, Senior Vice President Medical Devices

First Issued: 2014-06-30 Date: 2019-10-02 Expiry Date: 2021-09-25

..making excellence a habit’
Page 1 of 2

requirements of the Directive as demonstrated through the required
and/or manufactured by a third party on behalf of the company

3 ¢
ertificate was issued electronically and 15 bou the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keyn plein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netheriands B.V. 1 ered in The Netherlands under 33264284.
A member of BSI Group of Con 5




bsi.

Certificate No: CE 616288

PRI L

By Royal Charter

Certificate Scope:

Design, Development, and Manufacturing of Guidewires, Angiographic Catheters,
Microcatheters, Guide Catheters, Radio Frequency Ablation Catheters, Medical Laser Systems
and single-use and reusable Fiber Optic Laser Delivery Devices, Diagnostic Mapping, Pacing,
and Recording Catheters, Mapping Systems, Electrosurgical Electrodes, and Generators,
Recording and Amplifier Systems, Including Software, Percutaneous Catheters, Stents,
Needles, Dilators, Accessories, Introducer Catheter, Drainage and Urological Catheters,
Urological Irrigation, Surgical Meshes, Biliary Devices, Biopsy Devices, Retrieval Devices,
Nephrostomy Devices, Feeding Devices, Ligators, Polypectomy Devices, Hemostasis Devices,
Sphinctertomes, Suturing Devices, Endoscopes, Endoscopic Drainage Stents, Delivery
Systems and Endoscopic Access Devices, endoscopic irrigation, endoscope channel support
kits, endotherapy electrode systems, Atrial Appendage Closure Devices and Sterile Delivery
Systems, and minimally invasive tissue and thrombus removal devices.

Design, development, manufacturing, and sterilization of penile prostheses with and without
antibacterial treatment and associated accessories, implants for continence with and without
antibacterial treatment and associated accessories and sterile surgical tools.

Those aspects of Annex II related to securing and maintaining the sterility in the
manufacture of the ACUITY LDS Accessories, Cannulas, Fluid Administration Devices,
Exhcange Devices, Umbilical Cables, Cables and Accessories, Retrieval devices, endoscopic
valves, endoscope channel support kits, biopsy devices. Those aspects of Annex 11 related to
maintaining the metrology function of inflators and accessory devices.

First Issued: 2014-06-30 Date: 2019-10-02 Expiry Date: 2021-09-25

..making excellence a habit’
Page 2 of 2

ements of the Directive as demonstrated through the required
1/or manufactured by a third party on behalf of the company

20 346 0780



HUT Y

EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 616288
Date: 2019-10-02
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Massachusetts
01752
USA
f Reference :
Date Number Action
30 June 2014 8181988 First issue with Boston Scientific Corporation, 300 Boston Scientific
Way, Marlborough, Massachusetts 01752, USA as Legal

Manufacturer. Mirror certificate to CE 552701.

15 October 2014 8198968 Addition of Synergy Health in Costa Rica as significant
subcontractor for ETO sterilization.

21 January 2015 8246376 Notified Body transfer of various families of devices primarily in the
endoscopic and urological areas associated with the Spencer, IN
and the Coyol, Costa Rica facilities. Update to the certificate scope
to add these device families. Addition of various significant
subcontractors involved in the manufacturing and sterilization.

27 March 2015 8296210 Addition of Endoscopes, Biliary Devices, and Inflation Devices to the
scope of the certification. Addition of Sterigenics in Queensbury, NY
and updates to the services supplied by Sterigenics in Charlotte, NC
and the Boston Scientific Heredia facility.

08 May 2015 8321233 "Manufacture" to Maple Grove location; remove activity "Design"
from Plymouth location. Add Bard Electrophysiology, Lowell, as
subcontractor for Design. Add Creation Technologies as
subcontractor for Manufacture. Add Dedicated Computing as Crucial
Supplier. Add "Recording & Amplifier Systems, Including Software"
to certification scope.

..making excellence a habit”
Page 1 of 5

strated through the required
on behalf of the company




bsi.

UT Y

By Royal Charter

EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 616288
Date: 2019-10-02
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Massachusetts
01752
USA
Reference .
Date Number Action

25 June 2015 8359186 Notified Body Transfer of Entry Needles, Torque Vise, and Vascular
Dilators into BSI as part of existing certificate scope.

23 July 2015 8365588 Addition of tissue and thrombus removal devices to the certification
scope for the Bayer devices as part of the quality system
integration. Addition of significant subcontractor Minnetronix for the
manufacture of consoles.

27 August 2015 8411080 Extension to scope to add Diagnostic Mapping, Pacing, and
Recording Catheters and Umbilical Cable and the related significant
subcontractors

8419835 Update to scope to remove ‘Magnetic’ to include other types of

ﬁ)7 October 2015

Exchange Devices. Addition of significant subcontractor FMD. Co,,
Ltd. for the services of design and manufacture.

11 November 2015 8426230 Addition of Boston Scientific location in Galway, Ireland as a
significant subcontractor for manufacturing.

27 November 2015 8431360 Addition of BSC Minneapolis sites for Design and Manufacture as
part of quality system integration of tissue and thrombus removal
devices.

22 January 2016 8373818 Update to scope to add ‘Cables’ as part of Legal Manufacturing

change for the Bard EP integration. Addition of significant
subcontractor TechDevice Costa Rica for the services of
manufacture.

The Net
A member of BSI Group ¢

.making excellence a habit”
Page 2 of 5
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it VT

By Royal Charter

EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 616288
Date: 2019-10-02
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Massachusetts
01752
USA
Reference .
Date Number Action

08 April 2016 8482253 Addition of subcontractor Availmed S.A. de C.V, Col. Cd. Industrial
(Otay) for the manufacture of Expo and Impulse angiographic
catheters.

22 April 2016 8520699 Removal of ATEK Medical from list of subcontractors, name change
of subcontractor from Accellent to Venusa de Mexico, and the
addition of Boston Scientific Limited for the services of manufacture
and labeling.

01 June 2016 8373832 Addition of Bard Glens Falls Operation as subcontractor for
Manufacture.

03 August 2016 8555778 Extension to Scope to include Mapping Systems, and addition of

subcontractors BSC St. Paul for Design and Manufacture and
Creation Technologies for Manufacture.

05 September 2016 8591247 Addition of endoscopic drainage stents, delivery systems and
endoscopic access devices to the scope to include the AXIOS
devices.
22 September 2016 8590168 Certificate Renewal. Remove Boston Scientific 8880 & 9055

Evergreen Blvd. locations from listed subcontractors. Added the
following subcontractors for Manufacture:

Brivant Ltd., Galway, Ireland; Lake Region Medical, New Ross,
Ireland; and, Lake Region Medical, Penang, Malaysia. J

Validity of th

sriands B.
or of BSI Group of Co

351, Say Building, John M. Keynesple

d in The Netherlands

V. registe

mpanies.

1w
ally and is bound by the conditions of the contract.

.making excellence a habit”
Page 3 of 5

> the requirements of the Directive as demonstrated through the required
esigned and/or manufactured by a third party on behalf of the company

The Netherlands Tel: + 31 20 346 0780
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By Royal Charter

EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 616288
Date: 2019-10-02
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Massachusetts
01752
USA
Reference .
r Date Number Action
17 March 2017 8693310 Transfer of Advance XP, Auriga XL, and Vela XL and updates to
significant subcontractors.
25 July 2017 8743945 Addition of subcontractor ELECT! RON BEAM SDN. BHD (Malaysia)
8752585 for the service of E Beam sterilization for the Radial Jaw 4 Biopsy

Forceps. Extension of scope to include fiber optic laser delivery
devices and addition of related subcontractors (Light Guide Optics,
Latvia and Medicoplast, Germany).

22 December 2017 8871846 Remove Sterigenics Queensbury NY. Add subcontractor Boston
Scientific, Gurgaon, for the service of Design. Add subcontractor
Boston Scientific, Pulau Pinang, for the service of Manufacture.

07 February 2018 8727903 Sterilization optimization changes:

Synergy Health Chamber 3 Costa Rica, Chamber 8 and 9 Tullamore,
Chamber 1, 2, 3,5,6,7, 8,9 and 10 Coventry.

Use of new PCD in Teleflex TFX cycle at Synergy Health Tullamore.
Corrected text error in Light Guide Optics address, name change
Vanusa de Mexico and removal of Creation technologies North
Fraser Way, Burnaby subcontractors.
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By Royal Charter

EC Certificate - Full Quality Assurance System
Certificate History

Certificate No:
Date:
Issued To:

CE 616288
2019-10-02

Boston Scientific Corporation
300 Boston Scientific Way

Marlborough

Massachusetts

01752
USA

Date

Reference
Number

Action

06 June 2018

8940301

Remove Synergy Health AST, Venlo and remove Boston Scientific,
Plymouth MN location; correct typo in Venusa De Mexico S. de R.L.
de C.V. address; replace Steris Isomedix Services name with
Isomedix Operations, Inc. for all locations; correct Synergy Health
AST, SRL address; and, update FMD. Co., Ltd. Address

17 December 2018

9659112

Extension of scope to include penile prostheses, implants for
continence, endoscopic irrigation, endoscope channel support kits.
Extension to scope of Annex II section to add retrieval devices,
endoscopic valves, endoscope channel support kits. Add Biomerics
for service of Manufacture. Add EirMed for service of Manufacture.
Add Jiangsu Jianyu for service of Manufacture. Add Goals
sterilization for service of ETO sterilization.

5 March 2019

8250540

Traceable to NB 0086.

Current

9769496

Update scope to include endotherpahy electrode system and
microcatheters; Add Statice and BSC Bren Road subcontractors;
change Biomerics, LLC address; Add Biopsy Devices to ... securing
and maintaining sterility... section. Removal of BSC Fremont,
Brivant, Medicoplast, and Dedicated Computing LLC as
subcontractors/crucial suppliers. J
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 616288
Date: 2019-10-02
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Massachusetts
01752
USA
Subcontractor: Service(s) supplied
Availmed S.A. de C.V. Manufacture

C. Industrial Lt. 001 Mz. 105
No 20905 Int. A

Col Cd. Industrial

Tijuana

Baja California

C.P. 22444

Mexico

Availmed S.A. de C.V. Manufacture
Av. Paseo Reforma No. 8950

Interior B1,C1, E1, E2, F2, Gl

(Local A,B,C,G/H) La Mesa

Tijuana

C.P. 22116

Mexico

Bard Glens Falls Operation Manufacture
289 Bay Road

Queensbury

New York 12804

USA

..making excellence a habit”
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 616288
Date: 2019-10-02
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Massachusetts
01752
USA
Subcontractor: Service(s) supplied
Biomerics, LLC Manufacture
6030 W Harold Gatty Drive
Salt Lake City
uT
84116
USA
Boston Scientific Corporation Design
100 Boston Scientific Way
Marlborough
MA 01752
USA
Boston Scientific Corporation Design
125 Cambridgepark Drive
Cambridge
MA 02140
USA
..making excellence a habit”
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 616288
Date: 2019-10-02
Issued To: Boston Scientific Corporation

300 Boston Scientific Way

Marlborough

Massachusetts

01752

USA
Subcontractor: Service(s) supplied
Boston Scientific Corporation Labelling
150 Baytech Drive Manufacture
San Jose Packaging
CA 95134
USA
Boston Scientific Corporation Design
10700 Bren Road W Development
Minnetonka Manufacture
MN
55343
USA
Boston Scientific Corporation Manufacture

2546 First Street
Propark, El Coyol, Alajuela
Costa Rica

_.making excellence a habit’
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 616288
Date: 2019-10-02
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Massachusetts
01752
USA
Subcontractor: service(s) supplied
Boston Scientific Corporation Design
302 Parkway Manufacture
Global Park
Heredia
Costa Rica
Boston Scientific Corporation Design
4100 Hamline Avenue North Manufacture
St. Paul
MN 55112-5798
USA
Boston Scientific Corporation Manufacture
780 Brookside Drive
Spencer
Indiana
47460
USA

..making excellence a habit”
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 616288
Date: 2019-10-02
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Massachusetts
01752
USA
Subcontractor: Service(s) supplied
Boston Scientific Corporation Design
Two Scimed Place Manufacture
Maple Grove
Minnesota
55311
USA
Boston Scientific Limited EU Representative
Ballybrit Business Park Manufacture
Galway
Ireland
Boston Scientific Limited Manufacture

Business and Technology Park
Model Farm Road

Cork
Ireland

..making excellence a habit”
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By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 616288
Date: 2019-10-02
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Massachusetts
01752
USA
Subcontractor: service(s) supplied
Boston Scientific Limited Labelling
Cashel Road Manufacture
Clonmel
Co. Tipperary
Ireland
Boston Scientific Medical Device Manufacture

(Malaysia) SDN BHD

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

Pulau Pinang

Malaysia

..making excellence a habit”
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Information and Contact: BSI, Say ¢
BSI Group The Nethe 5 B.V.
A member of BSI Group of Comg
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 616288
Date: 2019-10-02
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Massachusetts
01752
USA
Subcontractor: service(s) supplied
Boston Scientific Technology & Design

Engineering Services Pvt, Ltd.
3rd Floor, Bestech Business Tower
Sector 48

Sohna Road

Gurgaon

Haryana

122018

India

BSC Coventry ETO Sterilization
8 Industrial Drive

Coventry

Rhode Island

02816

USA

..making excellence a habit?
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John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780




AN SR P e

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 616288
Date: 2019-10-02
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Massachusetts
01752
USA
Subcontractor: Service(s) supplied
Creation Technologies LP Manufacture
8977-8999 Fraserton Court
Burnaby
British Columbia
V5] 5H8
Canada
EirMed Manufacture
5120 Eagle Point Road
Menomonie
WI 54751
USA
Electron Beam SDN. BHD. E Beam Sterilization

Lot 7 Jalan Sungai Pinang 4/3
Taman Perindustrian

Pulau Indah (FASA 2)

42920 Port Klang Selangor
Malaysia

_.making excellence a habit.
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex 11 excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 616288
Date: 2019-10-02
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Massachusetts
01752
USA
Subcontractor: Service(s) supplied
FMD. Co., Ltd. Design
1-166 Shimo-obari-nakashima Manufacture
Komaki-shi
Aichi 485-0051
Japan
Goals Sterilization Co., Ltd. ETO Sterilization

East of Renkangtang

South of 07 provincial road, Xinfeng Town
Nanhu District

314005 Jiaxing, Zhejiang

China

Isomedix Operations, Inc. Gamma Sterilization
North Facility

1880 Industrial Drive

Libertyville

1llinois

60048

USA

..making excellence a habit”
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 616288
Date: 2019-10-02
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Massachusetts
01752
USA
Subcontractor: Service(s) supplied
Isomedix Operations, Inc. ETO Sterilization
7685 Saint Andrews Avenue
San Diego
California
92154
USA
Isomedix Operations, Inc. ETO Sterilization

3459 South Clinton Avenue
South Plainfield

New Jersey

07080

USA

Isomedix Operations, Inc. ETO Sterilization
380 90th Avenue NW

Minneapolis

MN 55433

USA

.making excellence a habit’
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 616288
Date: 2019-10-02
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Massachusetts
01752
USA
Subcontractor: Service(s) supplied
Jiangsu JianYu Health Manufacture

Medical Co., Ltd.

Zhixi Town Industry Zone
Jintan City, Jiangsu Province
213251

China

Lake Region Medical Control of Sterilization
340 Lake Hazeltine Drive Manufacture

Chaska

Minnesota 55318

USA

Lake Region Medical Limited Manufacture
Butlersland

New Ross

Co. Wexford

Ireland

..making excellence a habit’
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 616288
Date: 2019-10-02
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Massachusetts
01752
USA
Subcontractor: Service(s) supplied
Lake Region Medical Sdn. Bhd Manufacture

91- B Lebuhraya Kampung Jawa
11900 Bayan Lepas

Penang

Malaysia

Light Guide Optics International Manufacture
Celtniecibas iela 8 Packaging
Livani

LV-5316

Latvia

Merit Medical Systems, Inc. Manufacture
65 Great Valley Parkway
Malvern

PA 19355
USA

..making excellence a habit”
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 616288
Date: 2019-10-02
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Massachusetts
01752
USA
Subcontractor: , Service(s) supplied
Minnetronix, Inc. Manufacture
1635 Energy Park Drive Testing
St Paul
Minnesota
55108
USA
Navilyst Medical, Inc. Manufacture
10 Glens Falls Technical Park
Glens Falls
NY 12801
USA
Northern Digital, Inc. (NDI) Manufacture
103 Randall Drive
Waterloo
Ontario N2V 1C5
Canada

..making excellence a habit”
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 616288
Date: 2019-10-02
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Massachusetts
01752
USA
Subcontractor: Service(s) supplied
Statice Manufacture

2.1 des Tilleroyes

9 rue Thomas Edison
25000 Besancon
France

Stellartech Research Corporation Manufacture
560 Cottonwood Drive

Milpitas

California 95035

USA

Sterigenics Gamma Sterilization
10811 Withers Cove Park Drive

Charlotte

North Carolina

28278

USA

..making excellence a habit”
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By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 616288
Date: 2019-10-02
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Massachusetts
01752
USA
Subcontractor: Service(s) supplied
Sterigenics U.S. Inc. ETO Sterilization
7775 South Quincy Street
Willowbrook
Illinois 60527
USA
SurModics, Inc Manufacture
9924 W. 74th Street
Eden Prairie
Minnesota
55344-3523
USA
Synergy Health Americas E Beam Sterilization
500 West 4th Street
Lima
Ohio 45804
USA

..making excellence a habit’
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By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 616288
Date: 2019-10-02
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Massachusetts
01752
USA
Subcontractor: Service(s) supplied
Synergy Health AST E Beam Sterilization
9020 Activity Road, Suite D
San Diego
California 92126
USA
Synergy Health AST SRL ETO Sterilization

B13.1 Street 4, Avenue 1
El Coyol Free Zone
20102 El Coyol

Alajuela

Costa Rica

Synergy Health AST, SRL E Beam Sterilization
B16 Street 4; Avenue O

El Coyol Free Zone

El Coyol

Alajuela

20102

Costa Rica

..making excellence a habit”
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Information and Contact:
BS S

A memoe

8S1, Say Building, John lein 9, 1066 ¢
3 is B.V. registered in The Netherlan under 33
of BSI Group of Companies.
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By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 616288
Date: 2019-10-02
Issued To: Boston Scientific Corporation

300 Boston Scientific Way
Marlborough

Massachusetts
01752
USA
Subcontractor: Service(s) supplied
Synergy Health Ireland Ltd ETO Sterilization
(Synergy Health - AST - Ireland) Gamma Irradiation

IDA Business & Technology Park
Tullamore Co. Offaly
Ireland

Synergy Health Westport Ltd Gamma Sterilization
Lodge Road

Westport

County Mayo

Ireland

TechDevice Costa Rica Limitada Manufacture
400m East Holcim, Zona Industrial

FlexiPark, Bodega G6

San Rafael

Costa Rica

..making excellence a habit’
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 616288
Date: 2019-10-02
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Massachusetts
01752
USA
Subcontractor: Service(s) supplied
Teleflex Medical Manufacture
Unit7, 8, &9
Annacotty Business Park
Annacotty
Limerick
Ireland
Venusa de Mexico S. de R.L. de C.\. Manufacture

a Lake Region Medical Company

Calle Hertz 1525

Parque Industrial Antonio J. Bermudez
Chihuahua

32470 Ciudad Juarez

Mexico

..making excellence a habit’
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EB sertifikatas — visiSka kokybés uztikrinimo
sistema

Direktyva 93/42/EEB dél medicinos prietaisy, II priedas, iSskyrus 4 skirsnj

Nr. CE 616288

I8duota (kam): Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Masaciusetsas
01752
JAV

Dél:
7r. sertifikato taikymo lapa.

remiantis kokybeés uztikrinimo sistemos patikrinimu pagal Tarybos direktyvos 93/42/EEB II priedo reikalavimus,
igskyrus 4 skirsnj. Kokybeés uztikrinimo sistema atitinka direktyvos reikalavimus. Norint pateikti j rinka I1I klasés
produktus, reikalingas 11 priedo 4 skirsnio sertifikatas.

,BSI" vardu minétos direktyvos notifikuotoji jstaiga (notifikuotosios jstaigos numeris 2797):.

/parasas/

Gary E Slack, vyresnysis viceprezidentas, Medicinos prietaisai

I8duota pirma karta: 2014-06-30 Data: 2019-10-02 Galioja iki: 2021-09-25

__meistriékuma paverciame jprociu
Puslapis 1 i5 2

&io sertifikato galiojimas priklauso nuo to, ar kokybes sistema bus palaikoma atsizvelgiant i direktyvos reikalavimus, 0 tai bus jrodoma atliekant bitinus
f istaigos prieZiliros veiks Sis patvirtinimas netaikom s produktams, kuriuos suprojektavo ir (arba) pagamino trecioji Salis
OVESs, N ytos Siame sertifikate, Eskyrus atvejus, kai jaliai sutarta su ,,BSI".
sertifikatas isduotas elektroniniu biidu ir yra saistomas sutarties sa

Informacija ir kontaktai: BSI, Say Building, John M. Keynesplein g, 1066 EP Amsterdamas, Nyderlandai Tel. Nr.: + 31 20 346
0780 ,BSI* grupe Nyderlandai B.V. Registruota Nyderlanduose pagal Nr. 33264284.
LBSI® bendroviy grupes narys.
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Sertifikato Nr.: CE 616288

Sertifikato taikymo sritis:

Istimimo jtaisy, angiografiniy kateteriy, mikrokateteriy, jstimimo kateteriy, radijo daznio
abliacijos kateteriy, medicininiy lazeriy sistemy ir vienkartiniy bei daugkartinio naudojimo
skaiduliniy optiniy lazeriy tiekimo prietaisy, diagnostinio planavimo, dirdies ritmo nustatymo
ir matavimo kateteriy, planavimo sistemy, elektrochirurginiy elektrody ir generatoriy,
jraSymo ir stiprintuvo sistemuy, jskaitant programing jranga, perkutaniniy kateteriy, stentuy,
adaty, pleciamyjy medziagy, priedy, jvadiniy kateteriy, drenaziniy ir urologiniy kateteriy,
urologinio drékinimo, chirurginiy tinkleliy, tulzies prietaisy, biopsijos prietaisy, salinimo
prietaisy, nefrostomijos prietaisy, maitinimo prietaisy, ligatoriy, polipektomijos prietaisy,
hemostazés prietaisy, sfinkteriy, siuvimo prietaisy, endoskopy, endoskopiniy drenaziniy
stenty, tiekimo sistemy ir endoskopinés prieigos prietaisuy, endoskopinio drékinimo,
endoskopiniy kanaly palaikymo rinkiniy, endoterapijos elektrody sistemuy, priesirdziy
apendiksy uzdarymo sistemy ir sterilumo sistemy bei minimaliai invaziniy audiniy ir tromby
galinimo prietaisy projektavimas, karimas ir gamyba.

Varpos protezy su antibakteriniu gydymu ar be jo bei susijusiy priedy, sulaikyma skatinanciy
implanty su antibakteriniu gydymu ar be jo, susijusiy priedy ir steriliy chirurginiy jrankiy
projektavimas, kurimas, gamyba ir sterilizavimas.

Tie II priedo aspektai, kurie susije su sterilumo uztikrinimu ir palaikymu gaminant +ACUITY
LDS" priedus, kaniules, skysCiy administravimo prietaisus, iStraukiamuosius prietaisus,
jungiamuosius kabelius ir priedus, $alinimo prietaisus, endoskopinius voztuvus,
endoskopiniy kanaly palaikymo rinkinius, biopsijos prietaisus. Tie II priedo aspektai, kurie
susije su pripuciamujy prietaisy ir priedy metrologinés funkcijos palaikymu.

1&duota pirma karta: 2014-06-30 Data: 2019-10-02 Galioja iki: 2021-09-25

__meistriékuma paverCiame jproCiu
Puslapis 2 i3 2

os reikalavimus, o tai bus jrodoma atliekant btinus
[iuos suprojektavo ir (arba) pagamino treioji alis

sterdamas, Nyderlandai Tel. Nr.: + 31 20 346

BSI" bendroviy grupes narys.
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EB sertifikatas — visiSka kokybés uztikrinimo
sistema

Direktyva 93/42/EEB dél medicinos prietaisy, II priedas, iSskyrus 4 skirsnj

Svarbiy subrangovy sarasas

Pripazinty dalyvaujant teikiant paslaugas, susijusias su produktu, kuriam taikomas:

Sertifikato Nr.: CE 616288
Data: 2019-10-02
I&duota (kam): Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Masaciusetsas
01752
JAV
Subrangovas: Teikiama (-os) paslauga (-os)
Availmed S.A. de C.V. Gamyba

C. Industrial Lt. 001 Mz. 105
No 20905 Int. A

Col Cd. Industrial

Tichuana

Zemutine Kalifornija

Paéto kodas 22444

Meksika

Availmed S.A. de C.V. Gamyba
Av. Paseo Reforma No. 8950

Interior B1,C1, E1, E2, F2, G1

(Local A, B, C, G, H) La Mesa

Tichuana

Paéto kodas 22116

Meksika

Bard Glens Falls Operation Gamyba
289 Bay Road

Queensbury

Niujorkas 12804

JAV

__meistrigkumg paverCiame jproCiu
Puslapis 1 i5 18

informacija ir kontaktai: 85I, Say Building, John M. Keynesplein S, 1066 EP Amsterdamas, Nyderlandai Tel. Nr.: + 31 20 346
0780 ,BSI" grupé Nyderlandai B.V. Registruota Nyderianduose pagal Nr. 33264284.
BSI™ bendroviy grupes narys.
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EB sertifikatas — visiska kokybés uztikrinimo
sistema

Direktyva 93/42/EEB dél medicinos prietaisy, II priedas, iSskyrus 4 skirsnj

Svarbiy subrangovy sgrasas

PripaZinty dalyvaujant teikiant paslaugas, susijusias su produktu, kuriam taikomas:

Sertifikato Nr.: CE 616288
Data: 2019-10-02
I&duota (kam): Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Masaciusetsas
01752
JAV
Subrangovas: Teikiama (-os) paslauga (-0s)
Biomerics, LLC Gamyba
6030 W Harold Gatty Drive
Solt Leik Sitis
uT
84116
JAV
Boston Scientific Corporation Projektavimas
100 Boston Scientific Way
Marlborough
MA 01752
JAV
Boston Scientific Corporation Projektavimas
125 Cambridgepark Drive
Kembridzas
MA 02140
JAV
__meistri¢kuma paverCiame jproCiu
Puslapis 2 i5 18
Informacija ir kontaktai: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdamas, Nyderlandai Tel. Nr.: + 31 20 346

0780 ,BSIT grup: Nyderlandai B.V. Registruota Nyderlanduose pagal Nr 33264284.
_BSI® bendroviy grupes narys.
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EB sertifikatas — visiska kokybés uztikrinimo
sistema

Direktyva 93/42/EEB dél medicinos prietaisy, II priedas, isskyrus 4 skirsnj

Svarbiy subrangovy sarasas

Pripazinty dalyvaujant teikiant paslaugas, susijusias su produktu, kuriam taikomas:

Sertifikato Nr.: CE 616288
Data: 2019-10-02
I&duota (kam): Boston Scientific Corporation

300 Boston Scientific Way

Marlborough

Masaciusetsas

01752

JAV
Subrangovas: Teikiama (-os) paslauga (-os)
Boston Scientific Corporation Etiketés
150 Baytech Drive Gamyba
San Chozé Pakavimas
CA 95134
USA
Boston Scientific Corporation Projektavimas
10700 Bren Road W Plétojimas
Minetonka Gamyba
MN
55343
JAV
Boston Scientific Corporation Gamyba

2546 First Street
Propark, El Coyol, Alachuela
Kosta Rika

__meistriékuma paverciame jprociu
Puslapis 3 i5 18

Informacija ir kontaktai: BSL, Say Building, John M. Keynespiein 9
0780 ,BST grupé Nyderlandai B.V. Registruota Nyderlanduc
BSIY bendroviy grupes narys.

1066 EP Amsterdamas, Nyderiandai Tel, Nr.: + 31 20 346
| Nr. 33264284.




[ | /Vertimas i$ angly kalbos/
S I Pagal Karalidkajj akta
[ |

EB sertifikatas — visiSka kokybes uztikrinimo
sistema

Direktyva 93/42/EEB dél medicinos prietaisy, II priedas, iSskyrus 4 skirsnj

Svarbiy subrangovy sgrasas

Pripazinty dalyvaujant teikiant paslaugas, susijusias su produktu, kuriam taikomas:

Sertifikato Nr.: CE 616288
Data: 2019-10-02
I8duota (kam): Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Masaciusetsas
01752
JAV
Subrangovas: Teikiama (-os) paslauga (-os)
Boston Scientific Corporation Projektavimas
302 Parkway Gamyba
Global Park
Heredija
Kosta Rika
Boston Scientific Corporation Projektavimas
4100 Hamline Avenue North Gamyba
Sent Polis
MN 55112-5798
JAV
Boston Scientific Corporation Gamyba
780 Brookside Drive
Spenseris
Indiana
47460
JAV

__meistrigkuma paverciame jproCiu
Puslapis 4 i5 18

. John M. Keynesplein 9, 1066 EP Amsterdamas, Nyderlandai Tel, Nr.: + 31 20 346

, Say Buildi
i ruota Nyderlanduose pagal Nr. 33264284.

fai B.V. Reg




[ | /Vertimas i§ angly kalbos/
s I Pagal Karali$kajj akta
| |

EB sertifikatas — visiSka kokybés uztikrinimo
sistema

Direktyva 93/42/EEB déel medicinos prietaisy, II priedas, isskyrus 4 skirsnj

Svarbiy subrangovy sarasas

Pripazinty dalyvaujant teikiant paslaugas, susijusias su produktu, kuriam taikomas:

Sertifikato Nr.: CE 616288
Data: 2019-10-02
I&duota (kam): Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Masaciusetsas
01752
JAV
Subrangovas: Teikiama (-os) paslauga (-0s)
Boston Scientific Corporation Projektavimas
Two Scimed Place Gamyba
Meipl Grovas
Minesota
55311
JAV
Boston Scientific Limited Atstovai ES
Ballybrit Business Park Gamyba
Golvéjus
Airija
Boston Scientific Limited Gamyba

Business and Technology
Park Model Farm Road
Korkas

Airija

...meistriskuma paver¢iame jprociu
Puslapis 5 i5 18

e ), 1066 EP Amsterdamas, Nyderlandai Tel, Nr.: + 31 20 346
struota Nyderia igal Nr. 33264284,



| | /Vertimas i$ angly kalbos/
s I Pagal Karaliskajj akta
[ |

EB sertifikatas — visiSka kokybes uztikrinimo
sistema

Direktyva 93/42/EEB del medicinos prietaisy, II priedas, igskyrus 4 skirsnj

Svarbiy subrangovy sarasas

Pripazinty dalyvaujant teikiant paslaugas, susijusias su produktu, kuriam taikomas:

Sertifikato Nr.: CE 616288
Data: 2019-10-02
I&duota (kam): Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Masaciusetsas
01752
JAV
Subrangovas: Teikiama (-os) paslauga (-o0s)
Boston Scientific Limited Etiketés
Cashel Road Gamyba
Klonmelis
Tipererio grafyste
Airija
Boston Scientific Medical Device Gamyba

(Malaizija) SDN BHD

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

Penangas

Malaizija

_..meistriskumg paverciame jproCiu
Puslapis 6 i5 18
ja ir kontaktai: BSI, Say Building, John M. K

0780 ,BSI" grupé Ny ai B.V. Registruota Nyc
LBSI® bendroviy grupeés narys

srdamas, Nyderlandai Tel. Nr.: + 31 20 346




[ | /Vertimas i§ angly kalbos/
s | Pagal Karali3kajj akta
|

EB sertifikatas — visiSka kokybes uztikrinimo
sistema

Direktyva 93/42/EEB del medicinos prietaisy, II priedas, igskyrus 4 skirsnj

Svarbiy subrangovy sgrasas

Pripazinty dalyvaujant teikiant paslaugas, susijusias su produktu, kuriam taikomas:

Sertifikato Nr.: CE 616288
Data: 2019-10-02
I&duota (kam): Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Masaciusetsas
01752
JAV
Subrangovas: Teikiama (-os) paslauga (-os)
Boston Scientific Technology & Projektavimas

Engineering Services Pvt., Ltd.
3rd Floor, Bestech Business
Tower Sector 48

Sohna Road

Gurgaunas

Harijana

122018

Indija

BSC Coventry ETO sterilizavimas
8 Industrial Drive

Koventris

Rod Ailandas

02816

JAV

__meistrikuma paverciame jprociu
Puslapis 7 i 18

Informacija ir kontaktai: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdamas, Nyderlandai Tel. Nr.: + 31 20 346
0780 ,BSI® grupé Nyderlandai B.V. Registruota Nyderlanduose pagal Nr. 33264284.
BSI bendroviy grupés narys.



[ | /Vertimas is angly kalbos/
S | Pagal Karalidkajj akta
[ |

EB sertifikatas — visiska kokybés uztikrinimo
sistema

Direktyva 93/42/EEB dél medicinos prietaisy, II priedas, iskyrus 4 skirsnj

Svarbiy subrangovy sarasas

Pripazinty dalyvaujant teikiant paslaugas, susijusias su produktu, kuriam taikomas:

Sertifikato Nr.: CE 616288
Data: 2019-10-02
18duota (kam): Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Masaciusetsas
01752
JAV
Subrangovas: Teikiama (-os) paslauga (-0s)
Creation Technologies LP Gamyba
8977-8999 Fraserton Court
Bernabis
Brity Kolumbija
V5] 5H8
Kanada
EirMed Gamyba
5120 Eagle Point Road
Menomonis
WI 54751
USA
Electron Beam SDN. BHD. Elektrony pluosto sterilizavimas

Lot 7 Jalan Sungai Pinang 4/3
Taman Perindustrian

Pulau Indah (FASA 2)

42920 Port Klang Selangoras
Malaizija

_..meistri¢kuma paver¢iame jprociu
Puslapis 8 i5 18

Informacija ir kontaktai: BSI, Say BL
0780 ,BSI® grupé Nyderl 3
,BSI* bendroviy grupes narys.

ohn M. Keynes
ruota Nyderlandt

9, 1066 EP Amsterdamas, Nydertandai Tel. Nr.: + 3120 346
agal Nr. 33264284.




[ | /Vertimas i$ angly kalbos/
s | Pagal Karaliskajj akta
[ |

EB sertifikatas — visiSka kokybes uztikrinimo
sistema

Direktyva 93/42/EEB deél medicinos prietaisy, 11 priedas, iSskyrus 4 skirsnj

Svarbiy subrangovy sgrasas

Pripazinty dalyvaujant teikiant paslaugas, susijusias su produktu, kuriam taikomas:

Sertifikato Nr.: CE 616288
Data: 2019-10-02
I&duota (kam): Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Masaciusetsas
01752
JAV
Subrangovas: Teikiama (-os) paslauga (-os)
FMD. Co., Ltd. Projektavimas
1-166 Shimo-obari-nakashima Gamyba
Komaki-shi
Aidis 485-0051
Japonija
Goals Sterilization Co., Ltd. ETO sterilizavimas
East of Renkangtang

South of 07 provincial road, Xinfeng miestas
Nanhu rajonas

314005 Dziasingas, Dzedziangas

Kinija

Isomedix Operations, Gama sterilizavimas
Inc. North Facility

1880 Industrial Drive

Libertivilis

Ilinojus

60048

JAV

__meistri¢kuma paverciame jproCiu
Puslapis 9 i5 18

Iding, John M. Keynesplein 9, 1066 EP Amsterdamas, Nyderlandai Tel. Nr.: + 31 20 346
struota Nyderlanduose pagal Nr. 33264284,



[ | /Vertimas is angly kalbos/
S I Pagal Karalitkajj akta
|

EB sertifikatas — visiska kokybés uztikrinimo
sistema

Direktyva 93/42/EEB dél medicinos prietaisy, II priedas, iSskyrus 4 skirsnj

Svarbiy subrangovy sarasas

PripaZinty dalyvaujant teikiant paslaugas, susijusias su produktu, kuriam taikomas:

Sertifikato Nr.: CE 616288
Data: 2019-10-02
18duota (kam): Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Masaciusetsas
01752
JAV
Subrangovas: Teikiama (-os) paslauga (-0s)
Isomedix Operations, Inc. ETO sterilizavimas
7685 Saint Andrews Avenue
San Diegas
Kalifornija
92154
JAV
Isomedix Operations, Inc. ETO sterilizavimas
3459 South Clinton Avenue
Saut Pleinfildas
Niu DZersis
07080
JAV
Isomedix Operations, Inc. ETO sterilizavimas
380 90th Avenue NW
Mineapolis
MN 55433
JAV

__meistri¢kuma pavercéiame jprociu
Puslapis 10 i$ 18

Informacija i
0780 ,BSI® @ Y
LBSI bendroviy grupes narys.

n 9, 1066 EP Amsterdamas, Nyderlandai Tel. Nr.: + 31 20 346
pagat Nr. 33264284.

Say Building, John M. Ke
B.V. Regis Nyderi




hsl.

/Vertimas i$ angly kalbos/
Pagal Karaliskajj akta

EB sertifikatas — visiSka kokybes uztikrinimo

sistema

Direktyva 93/42/EEB del medicinos prietaisy, II priedas, igskyrus 4 skirsnj

Svarbiy subrangov

Pripazinty dalyvaujant teikiant paslaugas, susijusias su

Sertifikato Nr.: CE 616288
Data: 2019-10-02

1&duota (kam): Boston Scientific Corporation
300 Boston Scientific Way

Marlborough
Masaciusetsas
01752

JAV

Subrangovas:

y sgrasas

produktu, kuriam taikomas:

Teikiama (-os) paslauga (-os)

Jiangsu JianYu Health Medical
Co.; Ltd,

Zhixi miesto pramoneés zona,
Dzintanas, Dziangsu provincija
213251

Kinija

Lake Region Medical

340 Lake Hazeltine Drive

Caska

Minesota 55318

JAV

Lake Region Medical Limited
Butlersland

Niu Rosas

veksfordo grafysté

Airija

Informacija ir kontakt

0780 ,BSI" grupé Ny«
L BSI® bendroviy grup

Gamyba

Sterilizavimo kontrolé
Gamyba

Gamyba

_ meistrigkuma pavergiame jprociu
Puslapis 11 i5 18

9 1066 EP Amsterdamas, Nyderiandai Tel. Nr.: + 31 20 346
| 33264284.



[ | /Vertimas i$ angly kalbos/
S I Pagal Karali$kajj akta
|

EB sertifikatas — visiska kokybés uztikrinimo
sistema

Direktyva 93/42/EEB dél medicinos prietaisy, II priedas, isskyrus 4 skirsnj

Svarbiy subrangovy sarasas

Pripazinty dalyvaujant teikiant paslaugas, susijusias su produktu, kuriam taikomas:

Sertifikato Nr.: CE 616288
Data: 2019-10-02
I&duota (kam): Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Masaciusetsas
01752
JAV
Subrangovas: Teikiama (-os) paslauga (-os)
Lake Region Medical Sdn. Bhd Gamyba

91- B Lebuhraya Kampung Jawa
11900 Bajan Lepasas

Penangas

Malaizija

Light Guide Optics International Gamyba
Celtniecibas iela 8 Pakavimas
Livani

LV-5316

Latvija

Merit Medical Systems, Inc. Gamyba
65 Great Valley Parkway

Malvernas

PA 19355

JAV

__meistrig¢kuma paverCiame jproCiu
Puslapis 12 i5 18

1066 EP Amsterdamas, Nyderlandai Tel. Nr.: + 31 20 346

al Nr. 33264284.



[ | /Vertimas i$ angly kalbos/
s I Pagal Karali3kajj akta
3

EB sertifikatas — visiSka kokybes uztikrinimo
sistema

Direktyva 93/42/EEB del medicinos prietaisy, 11 priedas, iSskyrus 4 skirsnj

Svarbiy subrangovy sgrasas

Pripazinty dalyvaujant teikiant paslaugas, susijusias su produktu, kuriam taikomas:

Sertifikato Nr.: CE 616288
Data: 2019-10-02
Iéduota (kam): Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Masaciusetsas
01752
JAV
Subrangovas: Teikiama (-os) paslauga (-o0s)
Minnetronix, Inc. Gamyba
1635 Energy Park Drive Bandymai
Sent Polas
Minesota
55108
JAV
Navilyst Medical, Inc. Gamyba
10 Glens Falls Technical Park
Glens Folsas
NY 12801
JAV
Northern Digital, Inc. (NDI) Gamyba
103 Randall Drive
Voterlu
Ontarijas N2V 1C5
Kanada

__meistri¢kumg paverciame jproCiu
Puslapis 13 i3 18

srdamas, Nyderfandai Tel. Nr.: + 31 20 346



[ | /Vertimas i§ angly kalbos/
s I Pagal Karalidkajj akta
B

EB sertifikatas — visiska kokybés uztikrinimo
sistema

Direktyva 93/42/EEB del medicinos prietaisy, II priedas, iSskyrus 4 skirsnj

Svarbiy subrangovy sgrasas

Pripazinty dalyvaujant teikiant paslaugas, susijusias su produktu, kuriam taikomas:

Sertifikato Nr.: CE 616288
Data: 2019-10-02
I8duota (kam): Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Masaciusetsas
01752
JAV
Subrangovas: Teikiama (-os) paslauga (-os)
Statice Gamyba

Z.1 des Tilleroyes

9 rue Thomas Edison
25000 Bezansonas
Prancizija

Stellartech Research Corporation Gamyba
560 Cottonwood Drive

Milpitasas

Kalifornija

95035 JAV

Sterigenics Gama sterilizavimas
10811 Withers Cove Park Drive

Sarloteé

jaurés Karolina

28278

JAV

__meistriékuma paverciame jprociu
Puslapis 14 i3 18

aciia ir kontaktai: BSI, Say Building, John M. Keynes
* grupé Nyderlandai B.V. Registruota Nyderiar

endroviy grupes narys.




[ | /Vertimas i$ angly kalbos/
S I Pagal Karali3kajj akta
[ |

EB sertifikatas — visiska kokybés uztikrinimo
sistema

Direktyva 93/42/EEB dél medicinos prietaisy, II priedas, iSskyrus 4 skirsnj

Svarbiy subrangovy sarasas

PripaZinty dalyvaujant teikiant paslaugas, susijusias su produktu, kuriam taikomas:

Sertifikato Nr.: CE 616288
Data: 2019-10-02
1&duota (kam): Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Masaciusetsas
01752
JAV
Subrangovas: Teikiama (-os) paslauga (-o0s)
Sterigenics U.S. Inc. ETO sterilizavimas
7775 South Quincy Street
Willowbrook
Tlinojus 60527
JAV
SurModics, Inc Gamyba
9924 W. 74th
Street Eden Prairie
Minesota
55344-3523
JAV
Synergy Health Elektrony pluosto sterilizacija
Americas 500 West 4th
Street
Lima
Ohajus 45804
JAV

__meistrigékuma paverdiame jprociu
Puslapis 15 i3 18

Informacija ir kontaktai:
0780 ,BSI" grupe Nyd
BSI bendroviy grupes narys.

Amsterdamas, Nyderlandai Tel. Nr.: + 31 20 346
64284,



[ | /Vertimas i§ angly kalbos/
S I Pagal Karali3kajj akta
[ |

EB sertifikatas — visiska kokybés uztikrinimo
sistema

Direktyva 93/42/EEB dél medicinos prietaisy, II priedas, iSskyrus 4 skirsnj

Svarbiy subrangovy sarasas

Pripazinty dalyvaujant teikiant paslaugas, susijusias su produktu, kuriam taikomas:

Sertifikato Nr.: CE 616288
Data: 2019-10-02
I&duota (kam): Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Masaciusetsas
01752
JAV
Subrangovas: Teikiama (-os) paslauga (-os)
Synergy Health AST Elektrony pluosto sterilizacija
9020 Activity Road, Suite D
San Diegas
Kalifornija
92126 JAV
Synergy Health AST SRL ETO sterilizavimas

B13.1 Street 4, Avenue 1
El Coyol laisvoji zona
20102 El Coyol
Alachuela

Kosta Rika

Synergy Health AST, SRL Elektrony pluosto sterilizacija
B16 Street 4; Avenue O

El Coyol laisvoji zona

El Coyol

Alachuela

20102
Kosta Rika

__meistri¢kuma paverciame jprociu
Puslapis 16 i3 18

y, 1066 EP Amsterdamas, Nyderlandai Tel. Nr.: + 31 20 346
Nr. 33264284.



[ | /Vertimas i$ angly kalbos/
s I Pagal Karalidkajj akta
i

EB sertifikatas — visiska kokybés uztikrinimo
sistema

Direktyva 93/42/EEB dél medicinos prietaisy, II priedas, iSskyrus 4 skirsnj

Svarbiy subrangovy sarasas

Pripazinty dalyvaujant teikiant paslaugas, susijusias su produktu, kuriam taikomas:

Sertifikato Nr.: CE 616288
Data: 2019-10-02
I8duota (kam): Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Masaciusetsas
01752
JAV
Subrangovas: Teikiama (-os) paslauga (-o0s)

Synergy Health Ireland Ltd
(Synergy Health - AST - Airija)
IDA Business & Technology Park
Talamoras Ofalio grafyste

Airija

Synergy Health Westport
Ltd Lodge Road
Vestporto grafysté

Méjas

Airija

TechDevice Costa Rica Limitada
400m East Holcim, Zona Industrial
FlexiPark, Bodega G6

San Rafaelis

Kosta Rika

ETO sterilizavimas
Gama spinduliuoté

Gama sterilizavimas

Gamyba

. meistrigkumg paver¢iame jproCiu
Puslapis 17 i3 18

Informacija ir amas, Nyderiandai Tel. Nr.. + 31 20 346



| /Vertimas i$ angly kalbos/
S I Pagal Karali$kajj akta
[ |

EB sertifikatas — visiSka kokybes uztikrinimo
sistema

Direktyva 93/42/EEB deél medicinos prietaisy, 11 priedas, iSskyrus 4 skirsnj

Svarbiy subrangovy sgrasas

Pripazinty dalyvaujant teikiant paslaugas, susijusias su produktu, kuriam taikomas:

Sertifikato Nr.: CE 616288
Data: 2019-10-02
1&duota (kam): Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Masaciusetsas
01752
JAV
Subrangovas: Teikiama (-os) paslauga (-os)
Teleflex Medical Gamyba
Unit 7, 8, &9
Annacotty Business Park
Annacotty
Limerikas
Airija
Venusa de Mexico S. de R.L. de C.V. Gamyba

a Lake Region Medical Company
Calle Hertz 1525
Parque Industrial Antonio J. Bermudez

Chihuahua
32470 Siudad Chuaresas
Meksikas
__meistrigkumg paverCiame jproCiu
Puslapis 18 i5 18
Informacija ir kontaktai: BSI, Say Build amas, Nyderfandai Tel. Nr.o + 31 20 346

=%

780 ,BST" grupé
BSI* bendroviy grupe

B.V. Reg 3



[ | /Vertimas i$ angly kalbos/
S I Pagal Karaliskajj akta
[ |

EB sertifikatas — visiSko kokybes uztikrinimo
sistemos sertifikato istorija

Sertifikato Nr.: CE 616288

Data: 2019-10-02

I&duota (kam): Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Masaciusetsas

01752
JAV

Data Nuorod¢_>s Veiksmas
numeris

2014 m. birzelio 30 d.| 8181988 Pirmakart isduotas ,Boston Scientific Corporation®, 300 Boston
Scientific Way, Marlborough, Masaciusetsas 01752, JAV, kaip
teisetam gamintojui. Atitinka sertifikatg CE 552701.

,Synergy Health" Kosta Rikoje jtraukiamas svarbiy
subrangovy sarasa ETO sterilizavimo srityje.

2014 m. spalio 15 d. 8198968

2015 m. sausio 21 d. 8246376 Jvairiy prietaisy, daugiausia endoskopiniy ir urologiniy,
notifikuotosios jstaigos perkélimas, susijgs su Spenserio, IN, ir

Coyol, Kosta Rika, subrangovais. Atnaujinta sertifikato taikymo
sritis, pridedant &juos prietaisy tipus. Jvairiy reikSmingy
subrangovy, susijusiy su gamyba ir sterilizavimu, jtraukimas |
sgrasg.

2015 m. kovo 27 d. | 8296210 Endoskopu, tulzies ir pripuiamuyjy prietaisy jtraukimas | sertifikato
taikymo sritj. Itrauktas ,Sterigenics", Queensbury, NY, ir atnaujintos
,Sterigenics", Sarlotéje, NC, ir Boston  Scientific® Heredijoje
teikiamos paslaugos.

2015 m. geguzés 8 d. 8321233 ,Gamyba" pridedama prie Meipl Grovo; Projektavimas”
iébraukiamas i$ Plimuto. Pridedamas ,Bard Electrophysiology",
Louelis, kaip subrangovas projektavimo srityje. Pridedamas
,Creation Technologies" kaip subrangovas gamybos srityje.
Pridedamas ,Dedicated Computing" kaip esminis tiekéjas.
Pridedamos ,JraSymo ir stiprintuvo sistemos, jskaitant programing
jrangg" | sertifikato taikymo sritj.

__meistriékumg paverCiame jprociu
Puslapis 1 i85

nt j direktyvos reikalavimus, O tai bus jrodoma atliekant bitinus
ms, kuriuos suprojektavo ir (arba) pagamino trecioji Salis
LBST.

ir yra sa

Informacija ir kontaktai: 8SI, Say Building, John M. Key \in 9, 1066 EP Amsterdamas, Nyderlandai Tel. Nr.: + 31 20 346
0780 ,BSI* grupe Nyderlan B.V. Registruota Nyderlanduose agal Nr. 33264284.
BSI" bendroviy grupes narys.



[ | /Vertimas i$ angly kalbos/
s I Pagal Karali¥kajj akta
[ |

EB sertifikatas — visiSko kokybes uztikrinimo
sistemos sertifikato istorija

Sertifikato Nr.: CE 616288
Data: 2019-10-02

1&duota (kam): Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Masaciusetsas
01752
JAV

Nuorodos
numeris

2015 m. birzelio 25 d.| 8359186

Veiksmas

Ivedimo adaty, sukimo spaustuvy ir kraujagysliy plétikliy, kaip
galiojancio sertifikato taikymo srities, notifikuotosios jstaigos
rerkelimas j ,BST".

Audiniy ir tromby Salinimo prietaisy jtraukimas j ,Bayer" prietaisy
sertifikato taikymo sritj kaip kokybés sistemos integracijos dalis.
Svarbaus subrangovo Minnetronix" jtraukimas j subrangovy sgrasa
konsoliy gamybos srityje.

2015 m. liepos 23 d. | 8365588

8411080 Diagnostikos planavimo sudarymo, Sirdies ritmo nustatymo bei
matavimo kateteriy, jungiamujy kabeliy ir susijusiy reikSmingy

subrangovy jtraukimas.

Atnaujinta taikymo sritis: iSbrauktas ,magnetinis", norint jtraukti
kity tipy iétraukiamuosius prietaisus. Svarbaus subrangovo ,FMD

2015 m. rugpjtcio 27
d.

2015 m. spalio 7 d. | 8419835

Co., Ltd." jtraukimas projektavimo ir gamybos srityje.
2015 m. lapkricio 11 8426230 Boston Scientific®, Golvéjuje, Airijoje, jtraukimas kaip
d. svarbaus rangovo gamybos srityje. 4{
2015 m. lapkricio 27 | 8431360 ,BSC Minneapolis" jtraukimas projektavimo ir gamybos srityse

d. kaip audiniy ir tromby Zalinimo prietaisy kokybes uztikrinimo

integracijos sistemos dalis.

2016 m. sausio 22 d. | 8373818 Taikymo srities atnaujinimas: pridedami Kabeliai* kaip
teisetos gamybos pasikeitimy dalis dél ,Bard EP" integracijos.
Svarbaus subrangovo ,TechDevice" Kosta Rikoje jtraukimas

gamybos paslaugy srityje.

__meistrigékuma paver&iame jprociu
Puslapis 2 i5 5

atsizvelgiant | direktyvos reikalavimus, o tai bus jrodoma atliekant bitinus
s produktams, kuriuos suprojektavo ir (arba) pagamina tredioji Salis
sutarta su ,BSI"

Say Building, John M. Keynesplein 9, 1066 EP Amsterdamas, Nyderfandai Tel. Nr.: + 31 20 346
3.V. Registruota Nyderlanduose pagal Nr. 33264284



[ | /Vertimas i$ angly kalbos/
s I Pagal Karaliskajj akta
|

EB sertifikatas — visisko kokybés uztikrinimo
sistemos sertifikato istorija

Sertifikato Nr.: CE 616288
Data: 2019-10-02

I8duota (kam): Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Masaciusetsas
01752
JAV

Nuorodos 5
{ Data numeris | Veiksmas

2016 m. balandzio 8 | 8482253 Subrangovo ,Availmed S.A. de C.V., Col. Cd. Industrial (Otay)"
d. jtraukimas ,Expo” ir Impulse" angiografiniy kateteriy gamybos

srityje.
2016 m. balandZio 22 | 8520699 ,ATEK Medical" iSbraukimas i€ subrangovy sarao, ,Accellent”
d. pavadinimo pakeitimas j ,Venusa de Mexico" ir ,Boston Scientific

Limited" jtraukimas gamybos ir etikeciy paslaugy srityse.

2016 m. birzelio 1 d. 8373832 Subrangovo ,Bard Glens Falls Operation" jtraukimas
gamybos srityje.
2016 m. rugpjucio 3 8555778 Taikymo srities praplétimas apimant planavimo sistemas ir
d. subrangovo ,BSC" Sent Polyje jtraukimas projektavimo ir
gamybos bei gamybos technologijy srityse. J
8591247 Endoskopiniy drenaZiniy stenty, tiekimo sistemy ir
endoskopinés  prieigos prietaisy jtraukimas i ~AXIOS"
&rietaisq taikymo sritj.
2016 m. rugséjo 22 d.| 8590168 Sertifikato atnaujinimas. ,Boston Scientific", 8880 ir 9055
Evergreen Blvd., iSbraukimas i subrangovy saraso. Prideti Sie
subrangovai gamybos srityje:
Brivant Ltd.", Golvéjus, Airija; ,Lake Region Medical®, Niu
Rosas, Airija; ir ,Lake Region Medical", Penangas, Malaizija.

2016 m. rugséjo 5 d.

__meistriékuma paver&iame jprociu
Puslapis 3 i5 5

Fvelgiant | direktyvos reikalavimus, o tai bus jrodoma atliekant bltinus
roduktams, kuriuos suprojektavo ir (arba) pagamino trecioji Salis
tarta su ,BSI".

h 9, 1066 EP Amsterdamas, Nyderlandai Tel. Nr.: + 31 20 346
pagal Nr. 33264284.

Informacija ir kontaktai: 85I, Say Building, John M. Keynesy
0780 ,BSI" grupé Nyderlandai B.V. Registruota Nyderlandu
BSI" hendroviy grupes narys.




bsl.

EB sertifikatas —

/Vertimas i§ angly kalbos/
Pagal Karalikajj aktg

visiko kokybés uztikrinimo

sistemos sertifikato istorija

Sertifikato Nr.: CE 616288
Data: 2019-10-02

I8duota (kam): Boston Scientific Corporation
300 Boston Scientific Way

Marlborough
Masacdiusetsas
01752

JAV

r Data Nuorodc_:s
numeris

Veiksmas

2017 m. kovo 17 d. | 8693310

,Advance XP", ,Auriga XL ir ,Vela XL perkeélimas ir svarbiy
subrangovy atnaujinimai.

-

2017 m. liepos 25 d. | 8743945
8752585

Subrangovo ,ELECTRON BEAM SDN. BHD" (Malaizija) jtraukimas
Radial Jaw 4" biopsiniy Znypliy elektrony pluosto sterilizavimo
srityje. Ispleciama taikymo sritis jtraukiant skaiduliniy optiniy
lazeriy tiekimo prietaisus ir susijusius subrangovus (,Light Guide
Optics", Latvija, ir Medicoplast", Vokietija).

2017 m. gruodzio 22 | 8871846
d.

Pagalinamas ,Sterigenics”, Queensbury, NY. Pridedamas
subrangovas ,Boston Scientific*, Gurgaunas, projektavimo
paslaugy srityje. Pridedamas subrangovas ,Boston Scientific",
Penangas, gamybos paslaugy srityje.

2018 m. vasario 7 d. 8727903

Sterilizavimo optimizacijos pokyciai:

,Synergy Health" 3 kamera Kosta Rikoje, 8 ir 9 kameros Talamore,
1,2,3,56,7,89ir 10 kameros Koventryje.

,Synergy Health" Talamore naujo PCD panaudojimas Teleflex
TEX" cikle. Pataisyta klaida ,Light Guide Optics" adrese, ,Vanusa
de Mexico" pavadinimo pakeitimas ir rangovy ,Creation
technologies", North Fraser Way, Bernabis, isbraukimas.

_.meistri¢kuma paverciame jprociu
Puslapis 4 i8 5

direktyvos reikalavimus, o tai bus jrodoma atliekant bitinus
s, kuriuos suprojektavo ir (arba) pagamino treCioji Salis

i- BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdamas, Nyderlandai Tel. Nr.: + 31 20 346

ai B.V. Registruota Nyderianduose pagal Nr. 33264284.




[ | /Vertimas i$ angly kalbos/
s I Pagal Karali$kajj akta
[ |

EB sertifikatas — visiSko kokybes uztikrinimo
sistemos sertifikato istorija

Sertifikato Nr.: CE 616288

Data: 2019-10-02

1&duota (kam): Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Masaciusetsas

01752
JAV

Nuorodos .
. Veiksmas
numeris

2018 m. birzelio 6 d. 8940301 IZbrauktas ,Synergy Health AST", Venlas, ir iSbrauktas ,Boston
Scientific®, Plimutas, MN; pataisyta klaida ,Venusa De Mexico S. de
R.L. de C.V." adrese; ,Steris Isomedix Services" pavadinimas
pakeistas | Isomedix Operations, Inc."; pataisytas ,Synergy

Health AST, SRL" adresas; ir atnaujintas ,FMD. Co., Ltd." adresas.

2018 m. gruodzio 17 9659112 Taikymo srities igpletimas jtraukiant varpos protezus, implantus
d. sulaikymui skatinti, endoskopinj drekinima, endoskopo kanalo
palaikymo rinkinius. I3plec¢iama II priedo skyriaus taikymo sritis,
jtraukiant i&traukimo jtaisus, endoskopinius vVozZtuvus,
endoskopiniy kanaly palaikymo rinkinius. Pridedamas Biomerics"

gamybos srityje. Pridedamas ,EirMed" gamybos srityje.
Pridedamas ,Jiangsu Jianyu" gamybos srityje. Pridedamas ,Goals
sterilization" ETO sterilizavimy paslaugy srityje.

2019 m. kovo 5 d. 8250540 Atsekama prie NB 0086.

Siuo metu 9769496 Atnaujinama taikymo sritis jtraukiant endoterapijos elektrody
sistema ir mikrokateterius; pridedami subrangovai ,Statice ir ,BSC
Bren Road"; keiCiamas Biomerics, LLC", adresas; pridedami
biopsijos prietaisai prie ...sterilumo uztikrinimo ir palaikymo...
skyrelio. ,BSC Fremont", ,Brivant®, Medicoplast", ir ,Dedicated
Computing LLC" i€raukimas i§ subrangovy / esminiy tiekejy
sgraso.

= .

o e - 1 N
i \ __meistri¢kuma paver&iame jprociu
IMASTIKRAS Puslapis 5 i& 5

direktyvos reikalavimus, O tai Dus jrodoma atliekant blitinus
om ctams, kuriuos suprojektavo ir (arba) pagamino trecioji Salis

fkateszwardy, |

A budu ir yra sa

acija ir kontaktal: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdamas, Nyderlandai Tel. Nr.2 -+ 31 20 346
Y, BSI" grupe Nyd jai B.V. Registruota Nvderianduose pagal Nr. 33264284.
BSI® bendroviy grupes narys.
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