






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, femoral
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):

Stewart Brain, Head of Compliance & Risk -
Medical Devices

First Issued: 2006-08-01 Date: 2017-12-22 Expiry Date: 2020-10-16

Page 1 of 1

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance 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 BSI.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.



Abbott Ireland
Ballytivnan
Sligo
Ireland

ETO Sterilization

Abbott Vascular International BVBA
Park Lane
Culliganlaan, 2B
1831 Diegem
Belgium

EU Representative

Abbott Vascular Netherlands B.V.
Argonstraat 1
6422 PH Heerlen
The Netherlands

Distribution
Labelling
Packaging

Abbott Vascular
26531 Ynez Road
Temecula
California 92591
USA

Design
Development
E beam Sterilization
Manufacture
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Abbott Vascular
3885 Bohannon Drive
Menlo Park
CA 94025
USA

Design
Development
Distribution
Manufacture

Abbott Vascular
52 Calle, 3, B31, Coyol Free Zone
El Coyol Alajuela
Costa Rica

Manufacture

Abbott Vascular
Building PR-17, Road #2 km. 58.0
Cruce Davila
Barceloneta 00617
Puerto Rico

Manufacture

Abbott Vascular
Cashel Road
Clonmel
Tipperary
Ireland

Design
Development
Manufacture
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Abbott West Distribution Center
42301 Zevo Drive
Temecula
California
92590
USA

Distribution
Manufacture

Acme Monaco
75 Winchell Drive
New Britain
CT 06052
USA

Manufacture

Ad)medes Schuessler GmbH
Rastatter Strasse 15
75179 Pforzheim
Germany

Manufacture
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Availmed S.A. de C.V.
C. Industrial Lt. 001 Mz.105
No. 20905 Int. A
Col. Cd. Industrial
Tijuana
Baja California
22444
Mexico

Manufacture

Nitinol Devices and Components, Inc.
Costa Rica, S.R.L
Coyol Free Zone
Building B14 and B15
El Coyol, Alajuela
Costa Rica

Manufacture

Nitinol Devices and Components, Inc
47533 Westinghouse Drive
Fremont
CA 94539
USA

Manufacture
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Novartis Pharma AG
Lichtstrasse 35
Basel
CH-4056
Switzerland

Crucial Supplier

Parter Sterilization Services LLC
17115 Kingsview Ave
Carson
CA 90746
USA

ETO Sterilization

Rose Technologies
1440 Front Avenue NW
Grand Rapids
Michigan 49504
USA

Manufacture
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Sterigenics Costa Rica S.R.L.
Zona Franca PROPARK
Calle Principal, Edificio 10
El Coyol
Alajuela
Costa Rica

ETO Sterilization

Sterigenics Germany GmbH
Kasteler Strasse 45
65203 Wiesbaden
Germany

ETO Sterilization

Sterigenics UK Limited
Cotes Park Estate
Somercotes
Alfreton DE55 4NJ
United Kingdom

ETO Sterilization
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Sterigenics US, LLC
2400 Airport Road
Santa Teresa
New Mexico
88008
USA

ETO Sterilization

Sterigenics US, LLC
4900 South Gifford Avenue
Los Angeles
CA 90058
USA

ETO Sterilization

Sterigenics US, LLC
7695 Formula Place
San Diego
California
92121
USA

E beam Sterilization
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Synergy Health AST, SRL
B16, Street 4, Avenue 0
El Coyol Free Zone
20102 El Coyol
Alajuela
Costa Rica

E beam Sterilization

Synergy Health Ireland Ltd.
IDA Business & Technology Park
Sragh Industrial Estate
Tullamore, Co. Offaly
Ireland

E beam Sterilization
ETO Sterilization

Teleflex Medical OEM
50 Plantation Drive
Jaffrey
NH 03452
USA

Manufacture
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Certificate No: CE 510108
Date: 2017-12-22
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance 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 BSI.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.

Date Reference
Number Action

01 August 2006 4068482 First Issue based on CE 00946.
13 March 2007 4941821 Isotron Ireland, Ltd added to the list of significant subcontractors.

15 November 2007 7104034
Addition of Abbott Ireland (Galway) to the list of significant
subcontractors.  Addition of design and development of services
supplied by Temecula.

01 August 2008 7200338
Addition of Abbott Vascular, Murrieta and Abbott Vascular,
Barceloneta to list of significant subcontractors for manufacturing
activities.  Removal of Abbott Vascular, Dorado facility.

18 February 2009 7292729

Transfer of product families from Abbott Vascular, Vascular Solutions
FQA certificate CE 525963.
Remove Business Unit name (Cardiac Therapies) from the ‘issued to’
address and the Abbott Vascular, Murrieta facility address in the list
of subcontractors.
Addition of AD)MEDES Schuessler GmbH to list of significant
subcontractors for manufacturing activities.

20 April 2010 7510769
Addition of Creganna-Tactx Medical to list of significant
subcontractors for manufacturing activities and addition of Abbott
Vascular International BVBA as EU Authorized Representative.
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Date Reference
Number Action

12 October 2010 7581791

Renewal of certification
Removal of Sterigenics (Salt Lake City), Abbott Ireland (Galway) and
Isotron Ireland as significant subcontractors. Remove Abbott
Vascular Sterilization from Clonmel manufacturing site.
Addition of Sterigenics (New Mexico) as significant subcontractor.
Removal of atherctomy catheters and motor drive units from the
scope. Redefine stents as stent systems.
Addition of Abbott West Distribution Center and Abbott Vascular
Devices Holland B.V. as a significant subcontractor.

10 November 2011 7765633 Addition of LEONI Studer Hard AG to list of significant subcontractors
for E beam sterilization.

13 December 2011 7766500 Addition of the Abbott Vascular Manufacturing Site in Alajuela, Costa
Rica as a significant subcontractor.

31 May 2012 7804693
Addition of Synergy Health Ireland Ltd as a significant subcontractor
for e-beam sterilization.  Name of subcontractor Abbott Vascular
Devices Holland B.V. changed to Abbott Vascular Netherlands B.V.
and address updated.  Administrative changes on certificate.

19 September 2012 7903213
Addition of Accellent as significant subcontractor for TREK family.
Addition of Abbott Vascular Costa Rica Main Building as significant
subcontractor for manufacturing.
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Date Reference
Number Action

21 December 2012 7911227
Addition of Abbott (Nutritional) Ireland Sligo to the list of significant
subcontractors for the sterilization.
Scope updated to include “including covered stents”.

02 July 2013 7991114

Removal of Abbott Vascular - Alajuela Costa Rica, as a significant
subcontactor. Change name of subcontractor from LEONI Studer
Hard AG to LEONI Studer AG. Reclassify Funnel Introducer, Guide
Wire Introducer, Duostat Rotating Hemostatic Valve, Rotating
Hemostatic Valve, Guide Wire Introducer Accessory Kit and Guide
Wire Accessory Kit with CoPilot from Class IIa to Class I (Sterile).

May 28, 2014 8164752
Addition of NovoSci and Sterigenics in Wiesbaden for the service of
ETO sterilization, Synergy Health in Costa Rica for the service of E-
beam sterilization and Availmed S.A. de C.V. for service of
manufacturer due to several product transfers.

05 February 2015 8268209
Update to add Drug Eluting Stents to the scope. Addition of
significant subcontractors OK International, LTD and Sterigenics UK
Limited.

31 March 2015 8283470

Addition of Vessel Closure Devices to the scope of certification as
part of a transfer from the Abbott Vascular Redwood City facility. 
Addition of significant subcontractors Teleflex Medical and Acme
Monoco for manufacture and Synergy Health Ireland Ltd for EO
Sterilization.
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Date Reference
Number Action

13 April 2015 8296689 Addition of Bioresorbable Vascular Scaffold (BVS) Systems to the
scope of certification.

08 July 2015 8359594 Addition of Sterigenics Costa Rica S.R.L. as a significant
subcontractor for ETO sterilization.

07 September 2015 8411826
Renewal of certification. Removal of subcontractors: Accellent, Inc.,
Creganna, NovoSci Corp and OK International, LTD. Removal of
Abbott Vascular Murrieta site: facility closed down. Typo correction
(LEONI Studer AG address, Sterigenics names).

19 December 2015 8427566 Scope extension to include the MitraClip NT System under Abbott
Vascular’s Quality System.

13 July 2016 8558860
Removal of “coronary and peripheral guiding catheters” from scope
of certification and the addition of Availmed S.A. de C.V. Baja
California location as significant subcontractor.

Current 8863184

Scope change from “Arterial” to “Femoral” for vessel closure devices.
Removal of Availmed in La Mesa, Tijuana, Mexico for manufacturing
services, and LEONI  in Switzerland for Ebeam Sterilization. Addition
of NOVARTIS as a crucial supplier. Add design and development
services to Abbott in Clonmel, Ireland.  
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Place and Date: 
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The Certificate has been digitally signed. 
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This is to certify that the quality system of: 
 

Meril Life Sciences Private Limited 
Muktanand Marg, Chala, Vapi,  
Gujarat, 
India-396191 
 
 
 
For design, production and final product inspection/testing of:  
 

PTCA Balloon Dilatation Catheters 
 
 
 
Has been assessed with respect to:  
 

The conformity assessment procedure described in Article 11.1.a 
and Annex II (Module H1) of Council Directive 93/42/EEC on 
Medical Devices, as amended 
 
and found to comply. 
 
 
 
Further details of the product(s) and conditions for certification are given overleaf. 
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Jurisdiction 

Application of Council Directive 93/42/EEC of 14 June 1993, adopted as “Forskrift om 
Medisinsk Utstyr” by the Norwegian Ministry of Health and Care Services. 
 
 
Certificate history:

Revision Description Issue Date 

 

This certificate is traceable to the old certificate no. 
11067-2017-CE-IND-NA-PS Rev. 0.0 & 11128-2017-
CE-IND-NA-PS Rev. 0.0 and Reissued with 
Recertification 

2018-06-03 

 

Products covered by this Certificate: 

Product 
Description 

Product Name Class 

PTCA 
Balloon 
Dilatation 
Catheters 
 

• XpedientTM Rx PTCA Balloon Dilatation Catheter (Sterile and Non-Sterile) 
 
 

Catalogue Numbers 

Diameters 
(mm) 

Lengths (mm) 

6 9 12 14 15 17 20 25 30 33 38 41 45 49 

1.25 
XPD 
12506 

XPD 
12509 

XPD 
12512 

- 
XPD 
12515 

- - - - - - - - - 

1.50 - 
XPD 
15009 

XPD 
15012 

- 
XPD 
15015 

- - - - - - - - - 

2.00 - 
XPD 

20009 
XPD 

20012 
XPD 

20014 
XPD 
20015 

XPD 
20017 

XPD 
20020 

XPD 
20025 

XPD 
20030 

XPD 
20033 

XPD 
20038 

XPD 
20041 

XPD 
20045 

XPD 
20049 

2.25 - 
XPD 

22509 
-  

XPD 
22514 

-  
XPD 

22517 
XPD 

22520 
XPD 

22525 
XPD 

22530 
XPD 

22533 
XPD 

22538 
XPD 

22541 
XPD 

22545 
XPD 

22549 

2.50 - 
XPD 

25009 
-  

XPD 
25014 

-  
XPD 

25017 
XPD 

25020 
XPD 

25025 
XPD 

25030 
XPD 

25033 
XPD 

25038 
XPD 

25041 
XPD 

25045 
XPD 

25049 

2.75 - 
XPD 

27509 
-  

XPD 
27514 

-  
XPD 

27517 
XPD 

27520 
XPD 

27525 
XPD 

27530 
XPD 

27533 
XPD 

27538 
XPD 

27541 
XPD 

27545 
XPD 

27549 

3.00 - 
XPD 

30009 
-  

XPD 
30014 

-  
XPD 

30017 
XPD 

30020 
XPD 

30025 
XPD 

30030 
XPD 

30033 
XPD 

30038 
XPD 

30041 
XPD 

30045 
XPD 

30049 

3.50 - 
XPD 

35009 
-  

XPD 
35014 

-  
XPD 

35017 
XPD 

35020 
XPD 

35025 
XPD 

35030 
XPD 

35033 
XPD 

35038 
XPD 

35041 
XPD 

35045 
XPD 

35049 

4.00 - 
XPD 

40009 
-  

XPD 
40014 

-  
XPD 

40017 
XPD 

40020 
XPD 

40025 
XPD 

40030 
XPD 

40033 
XPD 

40038 
XPD 

40041 
XPD 

40045 
XPD 

40049 

4.50 - 
XPD 

45009 
-  

XPD 
45014 

-  
XPD 

45017 
XPD 

45020 
XPD 

45025 
XPD 

45030 
XPD 

45033 
XPD 

45038 
XPD 

45041 
XPD 

45045 
XPD 

45049 

 
 
 
 

III* 
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• MozecTM – Rx PTCA Balloon Dilatation Catheter (Sterile and Non-Sterile) 
(Second brand name of XpedientTM – Rx PTCA Balloon Dilatation Catheter) 
 

Catalogue Numbers 

Diameters 
(mm) 

Lengths (mm) 

6 9 12 14 15 17 20 25 30 33 38 41 45 49 

1.25 
MOZ 

12506 
MOZ 

12509 
MOZ 

12512 
- 

MOZ 
12515 

- - - - - - - - - 

1.50 - 
MOZ 

15009 
MOZ 

15012 
- 

MOZ 
15015 

- - - - - - - - - 

2.00 - 
MOZ 

20009 
MOZ 

20012 
MOZ 

20014 
MOZ 

20015 
MOZ 

20017 
MOZ 

20020 
MOZ 

20025 
MOZ 

20030 
MOZ 

20033 
MOZ 

20038 
MOZ 

20041 
MOZ 

20045 
MOZ 

20049 

2.25 - 
MOZ 

22509 
-  

MOZ 
22514 

-  
MOZ 

22517 
MOZ 

22520 
MOZ 

22525 
MOZ 

22530 
MOZ 

22533 
MOZ 

22538 
MOZ 

22541 
MOZ 

22545 
MOZ 

22549 

2.50 - 
MOZ 

25009 
-  

MOZ 
25014 

-  
MOZ 

25017 
MOZ 

25020 
MOZ 

25025 
MOZ 

25030 
MOZ 

25033 
MOZ 

25038 
MOZ 

25041 
MOZ 

25045 
MOZ 

25049 

2.75 - 
MOZ 

27509 
-  

MOZ 
27514 

-  
MOZ 

27517 
MOZ 

27520 
MOZ 

27525 
MOZ 

27530 
MOZ 

27533 
MOZ 

27538 
MOZ 

27541 
MOZ 

27545 
MOZ 

27549 

3.00 - 
MOZ 

30009 
-  

MOZ 
30014 

-  
MOZ 

30017 
MOZ 

30020 
MOZ 

30025 
MOZ 

30030 
MOZ 

30033 
MOZ 

30038 
MOZ 

30041 
MOZ 

30045 
MOZ 

30049 

3.50 - 
MOZ 

35009 
-  

MOZ 
35014 

-  
MOZ 

35017 
MOZ 

35020 
MOZ 

35025 
MOZ 

35030 
MOZ 

35033 
MOZ 

35038 
MOZ 

35041 
MOZ 

35045 
MOZ 

35049 

4.00 - 
MOZ 

40009 
-  

MOZ 
40014 

-  
MOZ 

40017 
MOZ 

40020 
MOZ 

40025 
MOZ 

40030 
MOZ 

40033 
MOZ 

40038 
MOZ 

40041 
MOZ 

40045 
MOZ 

40049 

4.50 - 
MOZ 

45009 
-  

MOZ 
45014 

-  
MOZ 

45017 
MOZ 

45020 
MOZ 

45025 
MOZ 

45030 
MOZ 

45033 
MOZ 

45038 
MOZ 

45041 
MOZ 

45045 
MOZ 

45049 

  

 
 * Design assessment is covered by a separate EC-Design Examination Certificate No.: 261408-
2018-CE-IND-NA-PS 

 
   The complete list of devices is filed with the Notified Body 

 

Sites covered by this certificate  

 Meril Life Sciences Pvt. Ltd. Muktanand Marg, Chala, Vapi, Gujarat, India-396191 

EU Representative  

Obelis S.A. Brussels, Belgium 
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Terms and conditions 

The certificate is subject to the following terms and conditions: 
▪ Any producer (see 2001/95/EC for a precise definition) is liable for damage caused by a 

defect in his product(s), in accordance with directive 85/374/EEC, as amended, 
concerning liability of defective products. 

▪ The certificate is only valid for the products and/or manufacturing premises listed above. 
▪ The Manufacturer shall fulfil the obligations arising out of the quality system as approved 

and uphold it so that it remains adequate and efficient. 
▪ The Manufacturer shall inform Presafe of any intended updating of the quality system 

and Presafe will assess the changes and decide if the certificate remains valid. 
▪ Periodical audits will be held, in order to verify that the Manufacturer maintains and 

applies the quality system. Presafe reserves the right, on a spot basis or based on 
suspicion, to pay unannounced visits. 
 

The following may render this Certificate invalid: 
▪ Changes in the quality system affecting production. 
▪ Periodical audits not held within the allowed time window. 

Conformity declaration and marking of product 

When meeting with the terms and conditions above, the producer may draw up an EC 
declaration of conformity and legally affix the CE mark followed by the Notified Body 
identification number of Presafe. 

 
 

 
End of Certificate  

 

 



















DEKRA Certification B.V. 

j
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-certification.com  Company registration 09085396

EC CERTIFICATE

Number: 3812454CE01

Full Quality Assurance System
Directive 93/42/EEC on Medical devices, Annex II excluding (4) 
(Devices in Class IIa, IIb or III and Devices in Class I in sterile 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)

Medical Devices and Accessories for Minimally Invasive biliary, cardiovascular (including 
cardiovascular interventions), electrosurgical, endoscopic surgical, endoscopy, gastroenterology, 
gynaecology, nephrology, neurology (including neurovascular), peripheral (including peripheral 
interventions) and urology procedures.

DEKRA grants the right to use the EC Notified Body Identification Number illustrated below to accompany the CE 
Marking of Conformity on the products concerned conforming to the required Technical Documentation and meeting 
the provisions of the EC-Directive which apply to them:

0344
Documents, that form the basis of this certificate:

Certification Notice 3812454CN, initially dated 1 July 2014
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 II 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 I 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 III devices an additional EC design examination certificate according to Annex II (4) is mandatory.
The necessary information related to the quality management system of the manufacturer, including facilities and the reference to the 
relevant documentation, of the products concerned and the assessments performed, are stated in the Certification Notice which forms 
an integrative part of this certificate.

This certificate is valid until: 14 December 2023 Revised: 21 December 2018
Issued for the first time: 1 July 2014 Reissued: 14 December 2018



ADDENDUM

Belonging to certificate: 3812454CE01 1/3

CE MARKING OF CONFORMITY
MEDICAL DEVICES

Medical Devices and Accessories for Minimally Invasive biliary, cardiovascular (including 
cardiovascular interventions), electrosurgical, endoscopic surgical, endoscopy, gastroenterology, 
gynaecology, nephrology, neurology (including neurovascular), peripheral (including peripheral 
interventions) and urology procedures.

Issued to:

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

DEKRA Certification B.V. 

j
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
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This certificate covers the following location(s):

Location Code Company name / address Location Code Company name / address

MAR2 Boston Scientific Corporation

300 Boston Scientific Way

Marlborough, MA 01752

USA

CR2 Boston Scientific Corporation

2546 First Street, Propark

El Coyol Alajuela

Costa Rica

COR Boston Scientific Limited

Business & Technology Park

Model Farm Rd

Cork, Ireland

GAL Boston Scientific Limited

Ballybrit Business Park

Galway, Ireland

COV Boston Scientific Corporation

8 Industrial Drive

Coventry, RI 02816

USA

KER Boston Scientific 

International BV

European Centre of Operations

Vestastraat 6, 6468 EX 

Kerkrade, The Netherlands



ADDENDUM

Belonging to certificate: 3812454CE01 2/3

CE MARKING OF CONFORMITY
MEDICAL DEVICES

Medical Devices and Accessories for Minimally Invasive biliary, cardiovascular (including 
cardiovascular interventions), electrosurgical, endoscopic surgical, endoscopy, gastroenterology, 
gynaecology, nephrology, neurology (including neurovascular), peripheral (including peripheral 
interventions) and urology procedures.

Issued to:

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

DEKRA Certification B.V. 

j
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
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This certificate covers the following location(s):

Location Code Company name / address Location Code Company name / address

CR1 Boston Scientific Corporation

302 Parkway

Global Park, Heredia

Costa Rica

MAR Boston Scientific Corporation

100 Boston Scientific Way

Marlborough, MA 01752

USA

MG2 Boston Scientific Corporation

Two Scimed Place

Maple Grove, MN  55311

USA

SJ2 Boston Scientific Corporation

150 Baytech Drive

San Jose, CA 95134

USA

PL2 Boston Scientific Corporation

5905 Nathan Lane

Plymouth, MN  55442

USA

SPE Boston Scientific Corporation

780 Brookside Drive

Spencer, IN 47460

USA



ADDENDUM

Belonging to certificate: 3812454CE01 3/3

CE MARKING OF CONFORMITY
MEDICAL DEVICES

Medical Devices and Accessories for Minimally Invasive biliary, cardiovascular (including 
cardiovascular interventions), electrosurgical, endoscopic surgical, endoscopy, gastroenterology, 
gynaecology, nephrology, neurology (including neurovascular), peripheral (including peripheral 
interventions) and urology procedures.

Issued to:

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

DEKRA Certification B.V. 

j
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
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This certificate covers the following location(s):

Location Code Company name / address

QUI Boston Scientific Corporation

Marina Bay Customer 

Fulfillment Center

500 Commander Shea Blvd

Quincy, MA 02171 

USA

Initial date: 1 July 2014
Revision date: 21 December 2018
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 Certif icate No.: Project No.:  Initial Certif ication Date:  Valid Until: 

242566-2017-AQ-IND-NA-PS Rev. 2.0 PRJC-517914-2015-MSL-IND  17 July 2008 17 July 2020 

 

 
Place and Date: 

 
MSYS 018 

 

For: 

Høvik, 20 June 2019 DNV GL PRESAFE AS 
 

  
 

 Bjørg Synnøve Nesgård 
 

 

The Certificate has been digitally signed. 

See www.presafe.com/digital_signatur es for more info 

Notice: The Certificate is subject to terms and conditions as set out in the Certification Agreement. Failure to comply may render this Certificate invalid. 
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This is to certify that the management system of: 
 

Meril Life Sciences Private Limited 
 

Muktanand Marg, Chala, Vapi - 396191 
Gujarat, India 

 

 
Complies with the requirements of:  

 

ISO 13485:2016 / NS-EN ISO 13485:2016 
 

 
The Certificate is valid for the following scope:  

 
Design and Development, Manufacture, Distribution, Storage, Sales and Supply of Sterile 

and Non Sterile Drug Eluting and Bare Metal Vascular Stents and Stents Systems, 
Inflation Device, PTCA & PTA Balloon Dilatation Catheters, PTCA and PTA Guide Wires, 
Aspiration Catheters, Sinuplasty System, Occluder and Delivery Systems, Angiokit, Drug 

Eluting PTCA and PTA Balloon Dilatation Catheters, Drug Eluting Bioresorbable Vascular 
Scaffold System, Intra Aortic Balloon Catheters, Liquid Embolic System, Vascular 

Closure Device, Bare Metal and Drug Eluting Self Expanding Peripheral Stent System 
and Transcatheter and Surgical Heart Valve Systems. 



Certificate of Registration
QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

This is to certify that: Merit Medical Systems, Inc.
1600 West Merit Parkway
South Jordan
Utah
84095
USA

Holds Certificate No: FM 534441
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the
following scope:

Please see scope page.

For and on behalf of BSI:
Stewart Brain, Head of Compliance & Risk - Medical Devices

Original Registration Date: 2008-09-05 Effective Date: 2017-12-21
Latest Revision Date: 2018-12-20 Expiry Date: 2020-12-20

Page: 1 of 4

This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+534441&ReIssueDate=20%2f12%2f2018&Template=inc


The design, development, manufacture, packaging and distribution of sterile medical devices (and
associated accessories) including angiographic, angioplasty and other procedure kits/packs, angiographic
catheters, vascular catheters, peripheral catheters, guiding catheters, guidewires (coated and uncoated),
occluding guidewires, guidewire insertion tools, introducer needles, trocars, hemodialysis catheters,
obturators, sharps holders, kits, introducer devices, insertion devices, torque devices, waste disposal
systems, flush devices, fluid administration/handling devices (including high and low pressure – tubing,
manifolds, stopcocks, valves) and kits, dilators, hemostasis valves, pressure monitors and transducers
(including electronic), drainage devices, contrast management devices (systems and kits), embolectomy
devices, snare devices and accessories, inflation device (analog and digital), infusion devices, angiographic
needles, compression devices, scalpels, syringes, tracheobronchial and esophageal stent systems (and
accessories), biliary stent systems, endoscopic guidewires, balloon catheters, bipolar coagulation probes,
stent positioning system intended for coronary or renal interventional procedures, peritoneal dialysis
catheters, accessories kits, embolization particles, biopsy instruments and accessories, vascular grafts and
graft accessory component kits, orthopedic bone cement, bone cement delivery devices/accessories,
orthopedic surgical instruments, inflatable balloon tamps, endovascular stent grafts, RF tumor ablation
systems for orthopedic applications and non-sterile customer specified components for minimally invasive
medical devices.

Certificate No: FM 534441

Registered Scope:

Original Registration Date: 2008-09-05 Effective Date: 2017-12-21
Latest Revision Date: 2018-12-20 Expiry Date: 2020-12-20

Page: 2 of 4
This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+534441&ReIssueDate=20%2f12%2f2018&Template=inc


Merit Medical Systems, Inc.
1600 West Merit Parkway
South Jordan
Utah
84095
USA

The design, development, manufacture, packaging and
distribution of sterile medical devices (and associated
accessories) including angiographic, angioplasty and other
procedure kits/packs, angiographic catheters, vascular
catheters, peripheral catheters, guiding catheters, guidewires
(coated and uncoated), introducer needles, angiographic
needles, trocars, hemodialysis catheters, introducer devices,
dilators, transducers, drainage devices, contrast management
devices, embolectomy devices, inflation systems (analog and
digital), scalpels, torque devices, tubing, manifolds/stopcocks,
valves, syringes, waste disposal, tracheobronchial and
esophageal stent systems (and accessories), biliary stent
systems, balloon catheters, bipolar coagulation probes and all
related accessories, stent positioning system intended for
coronary or renal interventional procedures, peritoneal
dialysis catheters, accessories and kits, embolization
particles, biopsy instruments and accessories, vascular grafts
and graft accessory component kits, and orthopedic surgical
instruments , inflatable balloon tamps, endovascular stent
grafts, and RF tumor ablation systems for orthopedic
applications.

Merit Medical Ireland Ltd
Parkmore Business Park West
Galway
Ireland

The design, development, manufacture, packaging and
distribution of sterile medical devices (and associated
accessories) for infusion, drainage angiography needles,
analog inflation devices, occluding guidewires, guide wires
(coated and uncoated), tubing, stopcocks, manifolds
(including high pressure), angioplasty procedure packs
containing guidewire insertion tools, hemostasis valves and
torque devices, disposal depots, disposal pressure
transducers, fluid administration and contrast management
sets (with or without adaptors), insertion devices, torque
devices, introducer needles, angiographic needles,
obturators, temporary sharps holders, waste disposal basins,
fluid administration, scalpels, flush devices, endovascular
snare devices and accessories, peripheral catheters,
orthopedic bone cement, bone cement delivery
devices/accessories, biopsy Instruments and accessories,
inflatable balloon tamps and RF tumor ablation systems for
orthopedic applications and non-sterile customer specified
components for minimally invasive medical devices.

Certificate No: FM 534441

Location Registered Activities

Original Registration Date: 2008-09-05 Effective Date: 2017-12-21
Latest Revision Date: 2018-12-20 Expiry Date: 2020-12-20

Page: 3 of 4
This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+534441&ReIssueDate=20%2f12%2f2018&Template=inc


Merit Medical Systems, Inc.
1375 West 8040 South
West Jordan
Utah
84088
USA

The manufacture and packaging of sterile medical devices
including balloon catheters and compression devices.

Merit Holdings, Inc.
Amerikalaan 42
6199 AE Maastricht-Airport
The Netherlands

Customer service, labeling and distribution.

Merit Medical Systems, Inc.
14646 Kirby Drive
Houston
Texas
77047
USA

Design, development, manufacture, packaging, and
distribution of sterile medical devices including catheters and
guide catheters (braided and non-braided), (single and
multipack), introducers (vascular and non-vascular), dilators
(vascular and non-vascular), tracheobronchial and
esophageal stent systems (and accessories), biliary stent
systems and associated kits (single and multipack) for
angiography, drainage, coronary and peripheral applications.

Merit Maquiladora México,
S. DE R.L. DE C.V.
Avenida Sor Juana Inés de la Cruz
19970 interior B, Edificio 2
Parque Industrial Frontera
Tijuana, Baja California
C.P. 22630
Mexico

The design, development, manufacture, packaging and
distribution of sterile medical devices including infusion
devices, catheter and guide catheters, fixation devices,
vascular & non-vascular Introducers and dilators, scalpels,
biopsy instruments and accessories, Waste disposal Systems,
Sharps Holders, Fluid Administration/Handling devices
(including High and Low Pressure ? Tubing, Manifolds,
Compression Devices and Contrast Management devices
(Systems and Kits).

Certificate No: FM 534441

Location Registered Activities

Original Registration Date: 2008-09-05 Effective Date: 2017-12-21
Latest Revision Date: 2018-12-20 Expiry Date: 2020-12-20

Page: 4 of 4
This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+534441&ReIssueDate=20%2f12%2f2018&Template=inc


Certificate of Registration
QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

This is to certify that: Abbott Informatics Corporation
4000 Hollywood Blvd
Suite 333 South
Hollywood
Florida
33021
USA

Holds Certificate No: FM 636367
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the
following scope:

Design, manufacture, distribution, installation and servicing of Laboratory Information
Management Systems software for the medical device industry.

For and on behalf of BSI:
Chief Operating Officer Assurance - Americas

Original Registration Date: 2016-05-20 Effective Date: 2018-06-26
Latest Revision Date: 2018-06-26 Expiry Date: 2021-06-25

Page: 1 of 1

This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+636367&ReIssueDate=26%2f06%2f2018&Template=inc
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