DEKRA

EC CERTIFICATE

Number: 3812454CE01

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

(Devrces in Class lla, llb or Il and Devices in Class | in sterlle conditions and sterilised systems or procedure packs)

Manufacturer:

Boston Scientific Corporation
300 Boston Scientific Way

Marlborough, MA 01752

United States Of America

For the product category(ies)

1SR ’-/’C,’ JEEETLEE il
al,/endoscopy gastroenterolog

cardiovascular interventions), electrosurglcal"' snd
3C eripheral’ (|ncludmg,tper|pheralr
/

gynaecology, nephrology, neurology (mcludmg 'eurovascular)'
interventions) and urology procedures’ s /;

DEKRA grants the right to use the EC. Notlﬂed Body ldentlf catl
Marking of Conformity on the products concerned conformlng to the’ requued FI' echnlca ‘Documen atio

,,,,,,

the provisions of the EC- Dlrectrve whrch apply to them w7y

0344

Documents, that form the ba5|s of thrs certlf cate

Certification Notice 3812454CN mltlally dated 1‘July/2014’ /77
Addendum, initially, dated 1 July 2014 / /

DEKRA hereby declares that lhe above mentloned manufacturerfult‘ls the relevant prowsrons of

Dutch transposition of the Council Directive 93/42/EEC of June/ 14, ) cerningMe (
amendments, The manufacturer has implémented a_qualrtyIa§eurance'_sy/stern‘;for,.de,srgdn‘.‘_ anufa
covers the aspects of manufacture concerned with securing and'ma‘intaining‘ sterile ¢ o
category in accordance to the prowsrons of Annex 11 Council Drrectrve ’93l,42IEEC of June 14, 1993 and is subject to, penodlcal g
surveillance. Additionally, DEKRA hereby declares that'the, manufacturer fulfils the’ relevant provrsrons as specmed in Annex 1 of
Commission Regulation 722/2012 of 8 August 2012 concernmg medrcal devices manufactured utilising tnssue ofammal ongm FOI’r /4
placing on the market of Class 1ll devices an additional EC desrgn examlnatlon certificate accordig to Annex 1 (4)1s mandatory i
The necessary information related to the quality management s system ‘of the’ manufacturer including’ facrlltles and the reference’to the /

relevant documentation, of the products concerned and the assessments perfonned are stated in the Certrf catlo' Notlce which forms

an integrative part of this certificate. :

‘/,.,

Rewsed 21 December 201 8

t 14 December 2023
This certificate is valid un il Rerssued 14 Decem ber 201 8

Issued for the first time: 1 July 2014

DEKRA Certification B.V. '

B.T.M. Holtus
Managing Director

J A van Vugt
Certlﬁcatlon Manager

© Integral publication of this certificate and adjoming reports is allowed -

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

DEKRA Certification B.V. . Meander 1051, 6825 MJ Amhem ‘P, 0 Box 5185, 6802 ED Arnhem The Netheﬂands
T +31 88 96 83000 F +31'88 96 83100 WwWW, dekra—cemf‘ catlon com Company reglstratlon 09085396

Scanne‘d' by CamScanner
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ADDENDUM

Belonging to certificate: 3812454CE01

CE MARKING OF CONFORMITY
MEDICAL DEVICES

Medical Devices and Accessorres for Minimally Invasive biliary, cardlovascular (mcludmg
cardiovascular interventions), electrosurgical, endoscopic surgical, endoscopy, gastroenterology

gynaecology, nephrology, neurology (including neurovascular), perrpheral-(mcludmg penpheral‘
interventions) and urology procedures.

Issued to:

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

This certificate covers the followrng Iocatron(s

; /S

‘Location Code Company name’/ address

MAR2 Boston Scientific Corporatlon, iy,
300 Boston Screntrf ic Way' "y
Marlborough MA,01752 /

COR RV BAL /7y /7| e Saent

Model Farm Rd /f
Cork Ireland '/

cov Boston Scientific Corpor tlon KER /Boston Sciénti
8 Industrial Drive ; ’ ,

Coventry. RI. 02816 1

USA

European Centre of. Operatlons
Vestastraat6 6468 EX ;
Kerkrade The Netherlands

DEKRA Certification B.V.

B.T.M. Holtus
Managing Director

cation of this certlt' cate and adjornlng reporls is allowed

J A van Vugt

. T o
Certrf catron Manager

"ln:.u il

© Integral publi
DEKRA Certification B V.is Notlf'ed Body WIth lD no 0344

DEKRA Centification B.V. Meander 1051 6825 MJ Amhem P. O ‘Box 5185 6802 ED Amhem The Netherlands )
T+31.88.96 83000 F +31 88, 96 83100 www dekra—cemf catron com Company reg|slrat|on 09085396 Tl

Scanned by CamScanner



ADDENDUM

Belonging to certificate: 3812454CEQ1 : T 2]3

CE MARKING OF CONFORMITY
MEDICAL DEVICES

Medical Devices and Accessories for Minimally Invasive biliary, cardiovascular (mcludmg _
cardiovascular interventions), electrosurgical, endoscopic surgical, endoscopy, gastroenterology, :
gynaecology, nephrology, neurology (including neurovascular), perlpheral (lncludmg perlpheral
interventions) and urology procedures. i

Issued to:

Boston Scientific Corporatlon

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

This certificate covers the following |o¢atiqn(§): if s

Location Code | Company name / address

Location Code Company name / address

CR1 Boston Scientific Corporation - MAR ", | Boston Scientifi c'Corporaﬁ'o‘n 43
302 Parkway YT ds i ddi 717100 Boston Scientific Way fiHl 1
Global Park, Heredia J AMadborough MA 01752 Firif

_ Costa Rica ° v Vssitiiiveii USA Gl ;

MG2 Boston Scientific Corporation /| ['SJ2 /" /| Boston SCIentlﬁc Corporatlon i
Two Scimed Place . I iy ‘150 Baytech Drive; /770 )
Maple Grove, MN 55311 171/ j San Jose, CA 95134
USA NSSENSIISRy SRR Sl USA ' FELSE TGS

PL2 Boston Scientific Corporatjqn" fi | SPE A | Boston SaentlﬁcCOmor*c_mon Hlel
5905 NathanLane . .« /, f |/ 77/ 780 Brookside Drive i
Plymouth, MN 55442 i Spencer IN 47460
USA N USA 5 A

DEKRA Cettification B.V.

— <

B.T.M. Holtus
Managing Director

L JAvan Vugt
+ Certification Manager '

© Integral publication of this certificate and ad]oining reports is allowed x

DEKRA Cettification B.V. is Notifi ed Body w:th ID no 0344

DEKRA Certification B.V. Meander1051 6825 MJ Amhem P.0: Box 5185, 6802 ED Amhem, The Nelheriands i

T +31 8896 83000 F +31 88 96 8 00 W dekra-cenifcaﬂon com Company registration 09085396

Scanned by CahﬁSCahher




DEKRA

ADDENDUM

Belanging to certificate: 3812454CE01

CE MARKING OF CONFORMITY
MEDICAL DEVICES

Medical Devices and Accessories for Minimally Invasive biliary, cardiovascula

- Ty

r (including
cardiovascular interventions), electrosurgical, endoscopic surgical, eqdp"sgo'by; jastroenterolo
gynaecology, nephrology, neurology (including neurovascular), peripheral (includi

interventions) and urology procedures.

ng periphera

Issued to:

Boston Scientific Corporation
300 Boston Scientific Way 7
Marlborough, MA 01752

United States Of America

This certificate covers the following location(s): : iy ;'/,x/, /7711
SSCNSI NS, oy I,r'//') v _/',//,»"/.‘///'/// ,”//l/’/ /;"V';"'I,"ff"‘ f/77
Location Code . | Company name / address . SIS

Qui Boston Scientific Corporation”.”.”
Marina Bay, Customer; /
Fulfillment Center' //,

500 Commander Shea Bl (i
Quincy, MA 02171/ / /11117171
USAI ey,

Initial date: 1 July 2014 |

Revision date; 21 De'_cemb_er20'1',8‘","_f

DEKRA Certification B.V.

DA van Vgt s

B.T.M. Holtus O I P F
. Certification Manager -

Managing Director
© Integral publication of this certificate and_adquingfrépért_'s is allowed

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

DEKRA Certiication B.V. Meander 1051, 6825 MJ Arnhem P.0: Box 5185, 6802 ED - Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 8310 dekra:certification.com Company registration 09085396~ -~ .. .
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& i

3@@&@

Frat Desjess 4 K emadiy,
Prone brart 5 heast

sc Medical Devices & Diagnostics s.r.l.

Adresa: Drumul Valea Furcii nr 111C, sector 6, Bucuresti

Tel/fax: +4021 3148044, email: office@mdd.ro ; web: www.mdd.ro

CUI: RO25045148; Reg Com. J40/1487/2009; Cont::RO36BACX0000000331286000 Unicredit Bank

-

NR. MDD76/25.03.2019

SCRISOARE DE AUTORIZARE

. .‘?.
Catre:

Republica Moldova, Mun.Chisinéu, str.Tudor Strisca 30

Noi, MEDICAL DEVICES & DIAGNOSTICS s.r.l., cu sediul social in Bucuresti, Di‘umul
Valea Furcii, Nr.111C, Sector 6, J40/1247/2009, CUI RO25045148, in_calitate de unic

importator in Romama si_Republica Moldova al producatorilos Abbott Vascular si Merit
Medical, desemnam prin prezenta sometatea

SC LIFE MED SRL

IDNQO: 1014600035666

VAT: 0208964

Address: str.Tudor Strisca 30 Chisinau, Moldova

Ca reprezentant autorizat pe teritoriul Republicii Moldova, din numeleproducatorului Abbott
Vascular. '

o>
Cu stima, ,
Director Geneijglf:
Udrescu Liviu'GF
NP
g ,

~Pagelofl '
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sc Medical Devices & Diagnostics s.r.l.

Adresa: Drumul Valea Furcii nr 111C, sector 6, Bucuresti >

Tel/fax: +4021 3148044; email: office@mdd.ro ; web: www.mdd.ro

CUI: RO25045148; Reg Com, J40/1487/2009; Cont: RO36BACX0000000331286000 Unicredit Bank

NR. MDD 77/25.03.2019

SCRISOARE DE AUTORIZARE

Catre:

Republica MoldovStr. Tudor Strisca 30, Chisinau, MD-2043a, Mun.Chisinau, .

>~

Noi, MEDICAL DEVICES & DIAGNOSTICS s.r.l., cu sediul social in Bucuresti, Drumul
Valea Furcii, Nr.111C, Sector 6, 140/1247/2009, CUI RO25045148, in calitate de unic

importator in Romania si Regubllca Moldova al producatorilor Abbott Vascular si Merit
Medical, desemnam prin prezenta societatea: .

SC LIFE MED SRL
IDNO: 1014600035666

VAT: 0208964
; Address: str.Tudor Strisca 30 Chisinau, Moldova

Ca reprezentant autorizat pe teritoriul Republicii Moldova, din numele producatorului Merit

Medical.

‘ > “‘._‘“::"fn’:r:~
! Cu stima, o

Director General s
|
>
|
: Pagelofl
=
i i
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EC Certificate - Full Quality Assurance System

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

No. CE 510108

Issued To: Abbott Vascular
3200 Lakeside Drive
Santa Clara
California
95054
USA

In respect of:

The design, development and manufacture of coronary and peripheral dilation catheters,
stent systems, including covered stents, drug eluting stents, Bioresorbable Vascular Scaffold
(BVS) Systems, carotid and peripheral stent systems, embolic protection systems, arterial
vessel closure devices and the related instruments necessary for the deployment of the
closure devices, guidewires, mitral valve repair systems, and associated accessories.

Those aspects of Annex II related to securing and maintaining the sterility of guide wire
extensions, torque devices, hemostatic valves, introducers and flushing tools.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II 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 II section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):

L L

Frank Lee, EMEA Compliance & Risk Director =

First Issued: 01 August 2006 Date: 13 July 2016 Expiry Date: 16 October 2020

- ..making excellence a habit”
L e Page 1 of 1

Validity of this certificate is conditional on the quality systen’i beiﬁg maintained to the requirements of the Directive as dernonstrated through the required
surveilfanice activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSL . . :

This certificate, was issued electronically and is bound by the conditions of the contract.

. Information and Contact: BST, Kitemark Court, Davy;A\lénUé,'Khbwlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000

BSI Assurance UK Limited, registered in England und

: imber 7805321 at 389 Chiswick High Road, London W4 4AL, UK,
A member of BSI Group of Companies, BT s W

Scanned by CamScanner
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By Royal Charter

EC Certificate - Full Quallty 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 510108
Date: 13 July 2016
Issued To: Abbott Vascular

3200 Lakeside Drive
Santa Clara

California
95054
USA

Subcontractor: Service(s) supplied
Abbott Ireland ETO Sterilization
Ballytivhan
Sligo

- Ireland

Abbott Vascular International BVBA
Park Lane

Culliganlaan, 2B

1831 Diegem

Belgium

EU Representative

Abbott Vascular Netherlands B.V.

Distribution. .

Argonstraat 1 Labelling ; T
6422 PH Heerlen Packaging & o
Netherlands

Abbott Vascular Design

26531 Ynez Road Development

Temecula E beam Sterilization

California 92591 Manufacture

USA

Information and Contact: BSI, Kitemark Court Davy Avenue Knowlmli Mllton Keynes MK5 SPP Tol + 44 345 080 9000

...making excellence a habit”

Page 1 of 9

Scanned by CamScanner
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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 510108
Date: 13 July 2016
Issued To: Abbott Vascular

3200 Lakeside Drive
Santa Clara

California
95054
USA
Subcontractor: Service(s) supplied
Abbott Vascular Design -
3885 Bohannon Drive ' Development
Menlo Park Distribution
CA 94025 ' Manufacture
USA
Abbott Vascular ManufaCt_m‘e

52 Calle, 3, B31, Coyol Free Zone
El Coyol Alajuela N
Costa Rica ‘

Abbott Vascular ~ Manufacture
Building PR-17, Road #2 km. 58.0 :
Cruce Davila-

Barceloneta 00617
~ Puerto Rico

Abbott Vascular . . Manufacture:
Cashel Road R

Clonmel e i : v
Tipperary , TR e i, e '
Ireland S N ‘ £

_making excellence a habit”

s o) N\\\"
2 e
R TR

i ' Page20f9
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EC Certificate - Full Quality Assurance System

ENEeRive WAR/RRC on Madical Davices, Annex 1 excluding Gection 4

List of Significant Subcontractors

Rovnginsend as haing wvolved (i services relating (o the product covered fry:

Cetiticate Now CE R1010n8
Dates 13 July 2016
Asaniend T Abbott Vascular

A200 Lakesidea Drive
Santa Clara
California

05054

USA

Subcontractor:  « Service(s) supplied

Abbott West Distribution Center Distribution
42301 Zevo Drive Manufacture
Temecula '

California

892530

USA

Acme Monaco Manufacture
75 Winchell Drive

New Britain

CT 06052

USA

Ad)medes Schuessler GmbH ' ‘Manufacture
Rastatter Strasse 15 s

75179 Pforzheim

Gemany

i,
o Y,

. Pegedof®

Iefrtnation and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhil, Miton Keynes MKS 8P, Tet: ' 44 345 D80 2000

RS VRN

Bl Aesurance UK timited, registered in England under number 7805321 at 389 Chiswick High Ravd, Lo Wa 4L, U1

A memzer of BSL Group of Companies,

Scanhéd by CamScanhér
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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 510108
Date: 13 July 2016
Issued To: Abbott Vascular

3200 Lakeside Drive
Santa Clara

California

95054

USA
Subcontractor: , Service(s) supplied
Availmed S.A. de C.V. Manufacture

Av. Paseo Reforma No. 8950
Interior B1, C1, E1, E2, F2, G1
(Local A, B, C, G, H) La Mesa
Tijuana, 22116

Mexico

Availmed S.A. de C.V. Manufacture
C. Industrial Lt. 001 Mz.105 ;
No. 20905 Int. A

Col. Cd. Industrial

Tijuana

Baja California

22444

Mexico

LEONI Studer AG E beam Sterilization
Hogenweidstrasse 2+4 .

CH-4658 Daniken ' |
Switzerland gt C;;-_

st AV gy,
\\\\“‘“. iy,
W Ly )

™

. ~making excellence a habit’

Page 4 of 9

R Z{S“jf,‘;;fe“g,fij;ﬁgdngg;gg*;[g Cour, Davy Avence, Knowlhl, Miton Keynes MKS 8PP, Tel: + 443450800000
A mermber of BST Group of Companies. - UC! number 7805321 at 389 Chiswick High Road, London W4 4AL UK. -

Scannéd by CamScanner
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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 510108
Date: 13 July 2016
Issued To: Abbott Vascular

3200 Lakeside Drive
Santa Clara
California

95054

USsA

Subcontractor: Service(s) supplied
Nitinol Devices and Components, Inc. Manufacture

Costa Rica, S.R.L

Coyol Free Zone

Building B14 and B15

El Coyol, Alajuela

Costa Rica

Nitinol Devices and Components, Inc Manufacture
47533 Westinghouse Drive

Fremont

CA 94539

USA

Parter Sterilization Services LLC ETO Sterilization
17115 Kingsvew Ave

Carson

CA 90746

USA

e Page 5 of 9

: Ihforrnation and Contact: BSI, Kitemark Court, Da i
ontact; BST,  Davy Avenue, Knowlh
 BSI Assurance UK Limited, registered in England under numbar /780

Milton Keynes MKS 8PP, Tel: + 44'345 080 9000 .~
© A rmember of BS] Group of Comnpanies,

05321 at 389 Chiswick High Road, London W4 4AL, UK.

| .Scanned by CamScanner
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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 510108
Date: 13 July 2016
Issued To: Abbott Vascular

3200 Lakeside Drive
Santa.Clara
California

95054

USA

Subcontractor: Service(s) supplied

Sterigenics UK Limited ETO Sterilization

Cotes Park Estate
Somercotes
Alfreton DES5 4NJ
United Kingdom

Sterigenics US, LLC ETO Sterilization

2400 Airport Road
Santa Teresa

New Mexico
88008

USA

Sterigenics US, LLC ETO Sterilization -
4900 South Gifford Avenue

Los Angeles i AAEEEG ' o
- CA90058 - Y L
USA et e Do f

.making excellence a habit’

i,

e
o

Page 7 of 9

Knowlrill, Milten Keynes MKS 8PP Tel: “+'44 345 080 900" - .

Information and Contact: BST, Kitemark Court ;.
mber 7805321 at 389 Chiswick High Road, London W4 4AL UK, © "o

it E}Sl Assurance UK Limited, registered in England;

SN NSTREONS 3l | Tl S o VIVERPPR o SRR Ry
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2y Hoyal 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 510108
Date: 13 July 2016

Issued To: Abbott Vascular
- 3200 Lakeside Drive
Santa Clara

California

95054

USA
Subcontractor: Service(s) supplied
Sterigenics US, LLC . E beam Sterilization
7695 Formula Place i :
San Diego
California
92121
USA
Synergy Health AST, SRL E beam Sterilization

 B16, Street 4, Avenue 0
El Coyol Free Zone .
20102 El Coyol

Alajuela

Costa Rica ,

Synergy Health Ireland Ltd. ' ~ Ebeam Sterilization
IDA Business & Technology Park ~ ETO Sterilization

Sragh Industrial Estate : e _ _' - _
Tullamore, Co. Offaly : : 31 e,
Ireland R ‘ :

! “m:wwnn,,_
v Traitiry
D

e

s

Y _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 belng Involved In services relating to the product covered by:

Certificate No: CE 510108

Date: 13 July 2016

Abbott Vascular
3200 Lakeside Drive
Santa Clara
California

95054

USA

Issued To:

Service(s) supplied

Subcontractor:
Manufacture

Teleflex Medical OEM
50 Plantation Drive
Jaffrey

NH 03452

USA

C ==

..makihg excellence a habit”
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Information and Contact: BST, Kitemark Court, Davy Avénue, Knowlhil, Miton Keyries MK BPP. Tel: + 44 45080000 .~
BSI Assurance UK Limited, regictered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
£ memmber of B51 Group of Companies, TR St S T R R e L T TR S TR o
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