




 

EC Design-Examination Certificate

Supplementary Information to CE 69002

Issued To: Cordis Corporation
14201 North West 60th Avenue
Miami Lakes
Florida
33014
USA

First Issued: 2002-08-19 Date: 2017-07-31 Expiry Date: 2022-08-18
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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 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.

EC Design-Examination Certificate
Directive 93/42/EEC on Medical Devices, Annex II Section 4

No. CE 69002
Issued To: Cordis Corporation

14201 North West 60th Avenue
Miami Lakes
Florida
33014
USA

In respect of:

Cordis 6F 0.070” Vista Brite Tip® Guiding Catheters

BSI has performed a design examination on the above devices in accordance with the Council Directive 93/42/EEC,
Annex II Section 4. The design conforms to the requirements of this directive. For marketing of these products an
additional Annex II excluding 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: 2002-08-19 Date: 2017-07-31 Expiry Date: 2022-08-18
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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 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.
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A member of BSI Group of Companies.

Product:
General Designation: 670-XXX-XX
XXX – XXX – XXX
123     456      789

Number / Designation Limitation
1        Outer Diameter (last digit of French Size) Will always be 6 French
2,3     Lumen Size (last 2 digits in thousandths of an inch) 0.065-0.075 inches
4,5,6  Configuration
          000-299 Standard (subassembly) design
          300-599 Design variation 1
          600-899 Design variation 2
          900-999 Design variation 3 / Overflow

Odd numbers contain a side hole
Even numbers do not contain a side
hole

7,8     Length (last 2 digits in cm) 50-125 cm
          In addition digits 8 or 9 may contain a single letter
code.
          For example,
          E – Econopack
          L – Long Bright Tip
          N – Guiding catheter with an introducer

Modified Standards: SMXXXX and SMXXXXX
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Certificate History

Date Reference
Number Action

19 August 2002 EQ 10040583 First issue.
Change of format of the Certificate product listing.

09 December 2003 EQ 10052521 The addition of Roden, The Netherlands to the list of
Sterilization companies used.  New format for the presentation of
the catalogue numbers.

23 August 2004 EQ 10059974 Shelf Life extension to 3 years and revision of history to remove
items prior to first issue under CE 69002.

31 March 2006 EQ 10078108 Changes to wildcards.
08 June 2007 EQ 10088941 Change in pouch heat seal coating from CR 27 (ex. Perfecseal)

and 703 HSC (ex. Mangar) to PTH 025 (ex. Mangar).
01 August 2007 EQ 10089895 Add pouch with RLE004 PET/PE film PTH 034 heat seal coating,

and Tyvek 1073B.
31 August 2007 EQ 10089893 Certificate renewal.
16 August 2012 10136333 Certificate renewal

Modified Standards: SMXXXX and SMXXXXX added as they were
inadvertently omitted when CE 69002 was split from CE 01110
under EQ 10040583.
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Certificate History

Date Reference
Number Action

04 February 2016 10160465 Change affecting DuPont Tyvek 1073B packaging material – all
product codes are affected.

Current 8763074 Certificate Renewal. Removed Envoy® Guiding Catheter from
certificate scope and product catalogue.



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

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: 2017-12-22
Issued To: Abbott Vascular

3200 Lakeside Drive
Santa Clara
California
95054
USA

Subcontractor: Service(s) supplied
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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 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

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:
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Santa Clara
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95054
USA
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Page 2 of 8

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 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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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.



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

EC Certificate - Full Quality Assurance System
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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

EC Certificate - Full Quality Assurance System
Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4
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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

EC Certificate - Full Quality Assurance System
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EC Certificate - Full Quality Assurance System
 

Certificate History

Certificate No: CE 510108
Date: 2017-12-22
Issued To: Abbott Vascular

3200 Lakeside Drive
Santa Clara
California
95054
USA

Page 1 of 4

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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Certificate History

Certificate No: CE 510108
Date: 2017-12-22
Issued To: Abbott Vascular

3200 Lakeside Drive
Santa Clara
California
95054
USA
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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

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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Certificate History

Certificate No: CE 510108
Date: 2017-12-22
Issued To: Abbott Vascular

3200 Lakeside Drive
Santa Clara
California
95054
USA

Page 3 of 4

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

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.



 

EC Certificate - Full Quality Assurance System
 

Certificate History

Certificate No: CE 510108
Date: 2017-12-22
Issued To: Abbott Vascular

3200 Lakeside Drive
Santa Clara
California
95054
USA

Page 4 of 4

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

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.  



gereklerine göre tetkik edilmiş ve belgelendirilmiştir

onaylanmış Kuruluş Numarası: 1783

Belge Veriliş Tarihi: |7.05.2019

Geçerlilik Tarihi: n.052024
GMDN Kodu: 5$04
Sınıflandırma: Sınıf III
AT Tasarım inceleme Belgesi Numarası: l783-MDD-l 19

İnceleme Rapor Numarası: l542-MDD-0ggl2ol8-01

Belge Değişiklik Tarihi / Nedeni:

Tıbbi Cihaz Yönetmeliği Ek II Bölüm 3'e göre Katite Sisteminin Teknik Düzenleme / Uyumlaştırılmış Standard gereklerini karşıladığlnı gösteren, işbu belge ile
Kuruluş; tetkiki yapılan kalite sistemi kapsamında, CE Uygunluk işaretini, aşağıda gösterildiği şekilde iliştiıme ve onaylanmış Kuruluş numaraslnı kullanmaya
yetkilidiı. onaylanmış Kuruluş Tıbbi Cihaz Yönetmeliğinin EK II, 5. bölüınüne istinaden gerekli gözetimleri yapına hakkına sahiptir.
Bu belge kapsamında bulunan Sınıf III ürün(ler)ün CE işaretlemesi için, Tıbbi Cihaz Yönetmeliği EK-II, 4. Bölümüne göre düzeııIenen Tasarım inceleme Belgesi de
gerekmektedir.
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TAM KALİTE
GtIVENCE BELGESİ

MERIL LIFE SCIENCES PVT. LTD.

fırması

MUKTANAND MARG, CHALA, VAPI-396191. GUJARAT, HiNDİSTAN

adresinde

sİnoı,ivıus SALINIMLI BiYoEMiı,rsiLİn VAsKüLER sCAFFoLD sİsTEMİ
( MERESI00TM LINEAGE)

kapsamı için

93/42lAT - Tıbbi Cihaz Yönetmeliği
Tam Kalite Güvence Sistemİ EK-II (Bölüm 4 Hariç)

Belge No: 1783 -MDD- 118

SEZAi DOĞAN
Direktifler Müdürü

ANKARA Rev 00, 17 l05l2ol9
Kuıuluş Nuınaıası l783 ınühıü ile geçerlidir.

www.tse.org.tr / Necatibey Cad. No: 112 Bakanlıklar - ANKARA l +90 3|2 416 62 00
Bu belge lıiçbir sııretle tahıifedilemez, kısııeıı veya okunııasııı zcırlaştııacak şekilde çoğaltılanıaz',kaz.ınİı ı'e silinti yapılaııaz.

This cer1ificate caıııot be alterecl, partial1y dublioated or eı'üjased for n-ıisun<lerstıı'ıdiııg.

C€

Bu belge
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CERTIFICATE OF
FULL QUALITY ASSURANCE

MERIL LIFE SCIENCES PVT LTD

located at the address
MUKTANAND MARG CHALA VAPI-396I91 GUJARAT INDIA

for the scope of

SIROLIMUS ELUTING BIORESORBABLE VASCULAR SCAFFOLD SYSTEM
(MERESI00rM LINEAGE)

has been examined and certified to the requirementş of

93/42|EEC - Medical Device Directive
Full Quality Assurance System Annex II (Excluding Section 4)

Notified Body Number:

Date of lssue:

Valid Until:

GMDN Code:

Classification:

EC Design Examination Certificate Number:

Inspection Report Number:

Date / Reason of the Certificate Revision:

1783

17.05.2019

17.05.2024

56304

Class III

1783-MDD-119

1542-MDD-099/2018-0t

This ce(ificate remarks that quality system meets requirements of the technical regulations / harmonized standards according to Medical Device Directive Annex II
Section 3 and with this certificate the company is authorized to affix CE Mark, as shown below, and Notified Body Number on the products in the scope of the examined
quality system. Notified Body has the right to caüy out fequired surveillance audits according to Medical Device Directive Annex II Section 5.

For the CE ınarking ofClass III product(s) in the scope ofthis ceııificate, EC Design Examination Certificate issued according to Medical Device Directive Annex II
Section 4-

C€
Certificate Number: 1783 - MDD - 118

SEZAİ DOĞAN
Director of Directives

ANKARA Rev 00, 1710512019

Tlıis ceıtificate is valid only with the TSE Notified Body Nuınber l783 seal.

www.tse.org.tr / Necatibey Cad. No: 112 Bakanlıklar - ANKARA l +90 3l2 416 62 00
lJu belge lıiçbir slııetle tahı'il'edilemez, klsıneıı veya okunııasrııı zorlaştuacak şekilde çoğaltılanıaz, kazıntı ve s'iliııli yapılaııaz.

Tlıis certificate caııııot be altereci, pa*iali1, dublicaıed or ercased for nıisunderstııırdirrg.
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AT TASARIM İxcrcr,rcME BELcrcsİ
(EC DE SI GN EXAMINATION CERTI FICATE)

BELGE NO (CERTIFICATE NO):1783 - MDD- 119

Aşağıda adı ve adresi yazılı üreticinin tasartml;

(de s i gn of ı he manufac ture r)

MERIL LIFE SCIENCES PVT LTD
MUKTANAND MARG, CHALA, VAPI-396191 GUJARAT INDIA (Merkez Adres/Head Ofice)

MUKTANAND MARG, CHALA, VAPI_396ı9I GUJARAT INDIA (Üretim AdıesilManufacıurer Address)

93/42/AT -Tıbbi Cihaz Yönetmeliği (EK-II pötÜu +y gereklerine göre incelaımiş ve belgelendirilmiştir.

Has been examined and certified according to 93/42/EEC Medical Device Directive (ANNEX II (Article 4)

SiRoLiMUS sALINIMLI BİYoEMiı,rsiLin VASKüLER SCAFFoLD sisrnıni
SIROLIMUS ELUTING BIORESORBABLE VASCULAR SCAFFOLD SYSTEM

(MERESI00rM LINEAGE)

Onaylanmış Kuruluş No Notified Body Number:

Belge Veriliş Tarihi Date of Issue:

Belge Geçerlilik Tarihi Valid Until:

Proje Kayıt No Project Registration Number:

GMDN Kodu GMDN Code:

Tam Kalite Güvence Belgesi No:

Full Quality Assurance Certificate Number:

Tasarım Dosyası Değerlendirme Rapor No:

Destgn Dossier Review Report Number:

Belge Değişiklik Tarihi / Nedeni:

Date / Reason of the Certificate Revision

t783

ı7.05.20l9

17.05.2024

I 5 42 -18 I 12817, I 5 43 -18 I 12823

56304

1783-MDD-118

1542-MDD-099t2019-02

Bu belge ekleriyle birlikte geçerlidir. Ekleriyle birlikte 4 sayfadır. (This certificate is valid only ııith attached annex, if any 4 pages including this page)

AT Tasarıın inceleme Sertifikası, Sınıf III ürünler için, Tam Kalite Güvence (EK-II Bölüm 4 Hariç) belgesinin bir parçasıdır.

For Class III producıs EC Design'Examination Certificate iS part of the FulI Quality Assurance Certificate (MDD Annex II Article 4 Excluded)

sEzAı DoGAN
Direktifler Müdürü

Director of Directives
Ankara Rev00, 17 IOS|2019

Bu belge ancak TSE_ onaylanınış Kuıuluş Nuınaızsı 1783 ınührü ile geçerlidir.
This cerıificale is only volid if sealedy,ith "TSE- European Notıfied Body Number l783''

www.tse.org.tr / Necatibey Cad. No: 112 Bakanlıklar - ANKARA l +90 372 4|6 62 00
}Jrı bclge hiçbiı'sıretlc tahrilcdjlenıez. kısırıcıı ve.va okıiı'lı-ııısını zoriaştıracak şeki1de çoğahılaıııız,kazıııtı. ı,e silinti yapılaıııaz.

Tlris çertificırıc eıııınot l-ıe altercd, partiıılly dublicıtcd or ereııseıi liır ıııisıuıclors{anding.
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AT TASARIIı iNcnı,rrvın snıcnsi nri
ANNEX TO THE EC DESIGN EruMINATION CERTIFICATE

BELGE NO TE :1783-MDD-119

ll9, 17.05.2019, Rev.00
www.tse.org.tr / Necatibey Cad. No: l12 Bakanlıklar - ANKARA l +90 3l2 4|6 62 00

Tl'ıis ccrtillcaıc cııınol lıe altcıcıl. parıia1ly ıitıbliçaıçd oı creııscıl fiıı nıisıııtlcı'sianrling.

Urünün Kullanım Amacı (IntendeıI Use of the ProducQ

MeReslO0TM Lineage BRS perkiitan transluminal koroner anjiyoplasti ve scaffold prosedürlerine elverişli
hastaların nativ koroner arterlerinde de novo Ve Stent için restenotik lezyonlara bağlı semptomatik iskemik
hastalık gelişmesi durumda koroner luminal çapın geliştirilmesi için endikedir.
MeResI)|I'M Lineage BıRS ıs indicated for improving the coronary lumİnal diameter in patients with
symptomatic ischemic disease due to de novo and in-stent restenotic lesions in native coronary arteries in
patients eligiblefor percutaneous transluminal coronqry angioplasty (PTCQ and scaffolding procedure.

rün Tipi (Product Type) :

MeRes1 00TM Lineage BRS aşağıdakilerden oluşmaktadır-
. Poli-L-Laktid (PLLA) polimerinden oluşan balonla genişleyebilen scaffold.
ı Anit-proliferatif ilaç ve polimer karışımlndan oluşan scaffold kaplaması:

o Anti-proliferatif ilaç - Sirolimus (Rapamisin olarak da bilinir)
o ilaç rezenuarl ve ilaç salım platformu olarak davranan biyouyumlu, biyobozunur

(yardımcı madde) Poli-Dl-Lactid (PDLLA) polimer kaplaması.
ı Altı çift platinum işaretleyici
ı Rapid-exchange scaffold taşiyıcl PTCA balon kateter

Me Res I 00'tM Lineage B RS c ompris es of follow ing components-
ı A balloon-expandable scaffold madefrom polymer Poly-L-Lactide (PLLA).
ı A scaffold coating that consists ofa blend ofanti-proliferative drug and polymer:

o Anti-proliferative drug - Sirolimus (also known as Rapamycin)
o Bio-compatible, bio-degradable polymer (Excipient) Poly-DL-Lactide (PDLLA) coating

which acts as drug reservoir and drug release platfurm.
o Six pairs of platinum markers
. A rapid-exchange scaffold delivery PTCA balloon catheter

Katalog Sayıları/Catalague Numbers

Mevcut Scaffold
Çapı / Avoİlable

Scuffold Dİumeıer
(mm)-

2.2s

Mevcut Scaffold Uzunluğu l Avaİlable Scııffold Length (mm)

ı3 ı6 19 24 29 ı' ı7 '40
MRL22532 MRL22537 MRL22540

MRL25032 MRL25037 MRL25040

MRL225 I 3, MRL225 I 6 MRL225 I 9

MRL250 I 3 MRL250 16 MRL250 I 9 MRr,25024 MRL25029
2.50

MRL27513 MRL27516
2.75

MRL300l3 MRL300l6
3.00

MRL325l3 MRL32516
3.25

3.50
MRL350l3 MRL350t6

MRL4OOI3 MRL4OO
T

l/3
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Marka (Trademark):

MeResl00rM Lineage

Urünün Tanımı ve lşIevinin Açıklaması
(IdentİJİcalİon of ıhe Producı and descrİplİon of İls funclİonİng)

MeResl00TM Biyoemilebilir Scaffold sistemi balonla genişleyebilen poli-l-laktid (PLLA) biyoemilebilir
vaskiiler scaffold, scaffoldu kaplayan polimer ve sirolimus kanşımı kaplaması, sçaffold üzerine yerleştirilmiş 6

çift radyopak platinyum işaretleyici ve rapid exchange PTCA balon kataterinden oluşmaktadır. Scaffold balon
katater üzerine oturtulmuş ve iki platinyum-iridyum işaretleyici araslna sabitlenmiştir.
PTCA balon kateter, scaffoldu hedefbölgeye taşıyan Ve yerleştiren bir taşıyıcı sistem görevi görür. Balon, salin
ile kontrast madde kanşımı kullanılarak hidrolik basınç uygulaması ile şişirilir. Monte edilmiş scaffold, balonun
şişmesi nedeniyle genişler ve hedef bölgeye yerleşir. Balon söndükten sorıra stent genişlemiş halde kalr.
Taşıycı sistem çıkarılır ve sscaffold, hedef bölgeye kalıcı olarak implante edilir; böylece luminal çapta iyileşme
ve kan akışının restorasyonu sağlanmış olur. Bu genişleyebilen biyoemilebilir sçaffoldlar daralmış arterleri
fiziksel olarak destekler ve iskemik arter hastalığının semptom|anıı aza|tır. Scaffold Zaman içerisinde
bozunarak vaskiiler fizyolojinin restorasyonu sağlarur' Scaffoldun üzerine kaplanmış olan ilaç (yani sirolimus),
füli bir etki mekanizmaslna sahiptir. Enflamatuar hüçre fonksiyonunu modüle eder ve düz kas hücresi
proliferasyonunu bloke eder. Sirolimus ilacı scaffold üzerine, ilaç rezervuarı ile ilaç salım platformu görevi
gören, biyobozunur özellikte olan ve iyi bilinen bir polimer kombinasyonu ile birlikte kaplanır. Polimer, ilaç ile
neredeyse eşzamanlı olarak salınır ve böylece polimere eğilim minimuma indirilmiş olur.

MeResl00rM Lineage BRS comprises of a balloon expandable bioresorbable PLLA scaffuld, a scaffold coating
that consists of a blend of sirolimus drug and polymer, six pairs of platinum markers and a rapid exchange Rx
balloon dilatation catheter. Scaffold is mounted on a rapid exchange balloon dilatation catheter between two
platinum iridium radiopaque markers bands placed on the inner lumen within the balloon Segmenı.
The Rx balloon catheter serves as the scaffold delivery system that delivers and deploys the scaffold to the target
site. The bqlloon is inflated by hydraulic pressurization using mix of saline qnd contrast medium. The mounted
scaffold expands due to inflation of balloon and is deployed to the target site. The scaffold remains expanded
after deflation of the balloon. The delivery system is removed and the scaffold is implanted at the target site
resulting in improving luminal diameter andrestoration of bloodflow. These expandable bioresorbable scaffold
devices physically Support narrowed arteries to alleviate Symptoms of İschemic artery disease. The
bioresorbable scaffuld degrades with time leading to the restorqtion of vascular physiologı. The drug coated
on the scaffold i.e. Sirolimus has dual mechanism of action. It modulates inflammatory cellfunction and blocJ<ş
smooth muscle cell proliferation. Sirolimus drug is coated on stent with a well-known bio-compatible, bio-
degradable polymer coatİngwhich acts as drug reservoir and drug release platfurm. The polymer elutes almost
simultaneously as the drug, thus minimizing the propensity for a polymer.

1 783-MDD-l 19, 17 .05.2019, Rev.00
www.tse.org.tr / Necatibey Cad. No: 1l2 Bakanlıklar - ANKARA l +90 3I2 416 62 00

This ccı1iilcaıc caı'ınot Lıç alıcretl, partially ıltıblicaıed ııı cıeııscd l'br ıııisııır1crstan<ling.

2/3
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AT Tasarım incelemesine Konu olan Cihaz Tipi İçin Temin Edilen Teknik Doküman Listesi
(Lİsı of ıhe ıechnİcal documentalİon provİdedfor the applİance ıype relatİng to EC Desİng Exımİnatİon)

Bu belge ancak TSE_ onaylanmış Kuruluş Numarası 1783 miihrti ile geçerlidir.
This certificate is onlyvalid if sealedwith "TSE- European Notified Body Number 1783"

1 783-MDD- l 19, 17 .05.2019, Rev.00
www.tse.org.tr / Necatibey Cad. No: 112 Bakanlıklar - ANKARA l +90 3I2 416 62 00

Brı bclge hiçbir sureı1e tahıifedilenıez. kısnıen veya okırıırr-ıasırıl zoılaştıracak şekilde çoğaltılaııaz.kazıııtı ve silinti yapılamaz.
This ceıtiticate caııno{ bo alteıed, partial1y dııb1icaled or ereıısecl foı ııisııııcleıstanding.

EkIi Teknik Doküman Listesi
(Lİsı ofthe ıechnİcal documentaİİon annexed)

Teknik Doküman Referansı
(Reference of the tech nİcal docu menlalİo n)

Klinik Değerlendirme Soru Listesi ve Raporu
(Clİnİcal Evaluatİon Check Lİsı and Reporı)
1542-MDD-099/2019-01

Teknİk Dosyasında (In Technİcal Fİle)

Tasarım Dosyası Değerlendirme Raporu
Desİgn Dossİeı Revİew Report
ı542-MDD-099l20l9-02

Teknİk Dosyasında (In Technİcal Fİle)

Inceleme Raporu
(Inspectİon Reporı)
1542-MDD-099/2018-01

Teknİk Dosyasında (In Technİcal Fİle)

3t3















DEKRA Certification B.V. 

2
drs. G.J. Zoetbrood

e
ing. A.A.M. Laan

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: 2116857CE01

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

Manufacturer:

Biosensors Europe SA
Rue de Lausanne 29
1110  Morges
Switzerland

For the product category(ies)

Drug Eluting Stent System for Coronary Use

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 2116857CN, initially dated 15 July 2008
Addendum, initially dated 15 July 2008

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 for the above mentioned product category in accordance to the provisions of 
Annex II of Council Directive 93/42/EEC of June 14, 1993 and is subject to periodical surveillance. 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: 15 July 2022
Issued for the first time: 15 July 2008
Reissued: 17 July 2017



ADDENDUM

Belonging to certificate: 2116857CE01 1/2

CE MARKING OF CONFORMITY
MEDICAL DEVICES

Drug Eluting Stent System for Coronary Use

Issued to:

Biosensors Europe SA
Rue de Lausanne 29
1110  Morges
Switzerland

DEKRA Certification B.V. 

2
drs. G.J. Zoetbrood

e
ing. A.A.M. Laan

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

This certificate covers the following product(s):

BioMatrix Flex™ - Drug Eluting Coronary Stent System

BioMatrix NeoFlex™ - Drug Eluting Coronary Stent System

Initial date: 15 July 2008
Revision date:  17 July 2017
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CE MARKING OF CONFORMITY
MEDICAL DEVICES

Drug Eluting Stent System for Coronary Use

Issued to:

Biosensors Europe SA
Rue de Lausanne 29
1110  Morges
Switzerland

DEKRA Certification B.V. 

2
drs. G.J. Zoetbrood

e
ing. A.A.M. Laan

Managing Director Certification Manager
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This certificate covers the following product(s):

LUMENO™ Flex - Drug Eluting Coronary Stent System

Initial date: 6 July 2016























DEKRA Certification B.V. 
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B.T.M. Holtus

¦
J.A. van Vugt

Managing Director Certification Manager
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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
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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
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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
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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
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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
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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
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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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