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Classification: Class III
Device Group: C0502 - CARDIOVASCULAR INTRODUCER SHEATHS, VALVED
Intended Purpose: -

Classification: Class III
Device Group: C02010499 - ARRHYTHMOLOGY MULTIPOLAR LEADS - 

OTHER
Intended Purpose: -

Classification: Class III
Device Group: C020302 - ARRHYTHMOGENIC FOCI CRYOENERGY 

ABLATION LEADS
Intended Purpose: -

Classification: Class III
Device Group: C020303 - ARRHYTHMOGENIC FOCI ABLATION LEADS VIA 

OTHER ENERGY SOURCES
Intended Purpose: -

Classification: Class III
Device Group: C020301 - ARRHYTHMOGENIC FOCI RADIOFREQUENCY 

ABLATION LEADS
Intended Purpose: -

Classification: Class III
Device Group: C020599 - CARDIAC DIAGNOSTIC DEVICES - OTHER
Intended Purpose: -

The validity of this certificate 
depends on conditions and/or 
is limited to the following:

-

Revision History:

Rev. Dated Report Description        
 00 2022-03-28 72172299 -   
 01 2023-11-15 72194519 Supplemented: Device(s)/group of 

device(s) added
  

 02 2024-02-12 72193584 Supplemented: Device(s)/group of 
device(s) added
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Classification: III
Device Group: C02010499 - ARRHYTHMOLOGY MULTIPOLAR LEADS - 

OTHER
Basic UDI-DI: 0763000B000040072
Intended Purpose: To collect intracardiac electrograms from multiple electrodes for 

evaluation on an electrophysiology (EP) recording system and to 
use for cardiac stimulation during electrophysiology studies. 
The mapping catheter is compatible for use with, and may be used 
to support and position, all catheters in the Medtronic Arctic Front 
family of cardiac cryoablation catheters.

Device(s): Achieve 
Article/Model Numbers 
- 990063-015 
- 990063-020 

Achieve Advance 
Article/Model Numbers 
- 2ACH15 
- 2ACH20 
- 2ACH25

The validity of this certificate 
depends on conditions and/or 
is limited to the following:

./.

-
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EU MDR Declaration of Conformity (DoC)
Manufacturer: Medtronic, Inc.

710 Medtronic Parkway
Minneapolis MN 55432 USA

Manufacturer SRN: US-MF-000019977

Authorized Representative: Medtronic B.V.
Earl Bakkenstraat 10
6422 PJ Heerlen
The Netherlands

Authorized Representative SRN: NL-AR-000006050

Notified Body: TÜV SÜD Product Service GmbH 
Ridlerstraße 65 
80339 Munich, Germany 
Notified Body number: 0123

Conformity Assessment Certificate(s): Design Examination Certification: G70 0397091384
Quality Management Certification: G12 039709 1406

Conformity Assessment Procedure: Annex IX chapter II

Risk Class: Class III

Classification Rule: Rule 7

Intended Purpose: The intended purpose of the Achieve/Achieve Advance mapping 
catheter is to collect intracardiac electrograms from multiple 
electrodes for evaluation on an electrophysiology (EP) recording 
system and to use for cardiac stimulation during electrophysiology 
studies.

The mapping catheter is compatible for use with, and may be 
used to support and position, all catheters in the Medtronic 
Arctic Front family of cardiac cryoablation catheters.
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Statement: 

We, Medtronic, Inc., hereby declare under our sole responsibility that the product(s) specified herein conform to 

EU Medical Device Regulation 2017/745 and relevant Union Legislation that provides for the issuing of an EU 

Declaration of Conformity.

Other Union Legislation(s):

Union Legislation
Applicable Declaration 

of Conformity 
Document Number

RoHS 3 Directive 2011/65/EU on the restriction of the use of certain 

hazardous substances in electrical and electronic equipment
D00275956
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Place: Minneapolis, MN

Name: Refer to electronic signature

Title: Refer to electronic signature

Signature: Refer to electronic signature

Date: Refer to electronic signature 
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Products Covered

Product Name
Medtronic Product Identifier

Basic UDI-DI
CFN

Achieve™ 990063-015, 990063-020
0763000B000040072

Achieve Advance™ 2ACH15, 2ACH20, 2ACH25
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Common Specification(s)
Not Applicable

Revision History

Revision Date Effective Description of Change

A TBD Initial release of document
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Document Title: DoC-6215 Document Number: BL0003803

EC DECLARATION OF CONFORMITY Model 6215 Attain Venogram Balloon Catheter

Revision/History description Revision level Impl. Date
Attain Venogram Balloon Catheter, Model 6215 - 29-AUG-2001

Update to implement new EC Rep Address, editorial changes, new CE mark 
certificate

A 25-MAR-2004

Update to align CE mark following update of CE mark from OEM, editorial 
changes

4.0 13-FEB-2008

Updated to support MD Directive 93/42/EEC: Amendment 2007 and New 
Template. Corrected Issue Date.

5.0 27-APR-2010

Updated Standards, New  DoC Template Rev 7.0 6.0 19-JUN-2012

Updated to add new design certificate number due to CE Renewal; update to 
latest revision of DoC template 8.0

7.0 23-JAN-2013

Updated to add new quality system certificate 
G1 13 02 39709 857 which replaces G1 12 02 39709 781

8.0 26 June 2013

Added EN ISO 14971:2012 9.0 25 July 2013

Updated to add new Quality System Certificate number 10.0 27 Mar 2015

Updated approver to Stacey Pivovar
Updated referenced Standards for EN ISO 11135, EN ISO 10555, EN ISO 
11607, 
Added EN 62366:2008 to referenced standards
Updated titles for EN ISO 11135, EN ISO 10555
Updated Compliance for EN ISO 10993-1: 2009/AC:2010 and EN ISO 
14971: 2012

11.0 17 Oct 2016

Update revision of standards EN ISO 11135, EN ISO 10555
Updated approver to Kiran Kuppuswamy

12.0 06-Apr-2017

Updated to latest revision of DoC template.
Updated to reflect new EC certificate number.  New certificate (G7 17 08 
39709 01118) replaces certificate (G7 13 01 39709 856) and becomes 
effective February 3, 2018.  As such, validity date updated to reflect 
February 3, 2018.

13.0 11-Dec-2017

Corrected Directive listing to 93/42/EEC. 14.0 22-Feb-2018
Updated referenced Standards for ISO 11135:2014, and EN 62366-1:2015 15.0 08-Mar-2018

Updated footnote (4 Full compliance only for the design changes made to 
released product) removed to reflect Full Compliance to standard EN 
62366-1:2015.

16.0 15-Mar-2018

Updated to reflect new EC Quality System certificate number.  New 
certificate (G1 18 02 39709 01144) replaces certificate (G1 15 02 39709 
975).

17.0 26-Apr-2018

Updated to reflect BL0016436 Rev 15.0 standards changes: 
 From EN 980:2008 to EN ISO 15223 -1:2016 
 From EN 1041:2008 to EN 1041:2008/A1:2013 

18.0 15-Jan-2019

Updated from EN ISO 10993-1:2009/AC:2010 to ISO 10993-1:2018
Updated EC Quality System Certificate number

19.0 21-Oct-2019

Updated to match Agile MAP revision numbering convention 
Added referral to change record for signatures and approval date
Updated EN ISO 11607-1:2009+A1:2014 to EN ISO 11607-1:2020
Added Amendment 1:2018 to EN ISO 11135:2014

AA 01-Apr-2020

Updated EN ISO 11135:2014+A1:2018 to EN ISO 11135:2014+A1:2019 AB 12-Oct-2020

Updated EN ISO 14971 revision from 2012 to 2019
Updated ISO 10993-7 revision from 2008/AC:2009 to 2008 + Amd1:2019
Added standards ISO 14708-1 and ISO 14708-2

AC 10-Sep-2021
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Updated ISO 10993-1:2018 to EN ISO 10993-1:2020

This revision is to update the AIMDD Declaration of Conformity to include 
requirements of amended Regulation (EU) 2023/607
Updated to current revision of document template.
Updated implementation date of last revision.
Updated approver name and title.

AD Upon Approval
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EC Declaration of Conformity
Manufacturer: Medtronic Inc.

710 Medtronic Parkway 
Minneapolis MN 55432 USA

EC Representative: Medtronic B.V.
Earl Bakkenstraat 10
6422 PJ Heerlen 
The Netherlands

Description of device concerned : Attain Venogram Balloon Catheter
Model number: 6215
Variants: Not applicable

GMDN Code and Description 10688, Angiographic catheter, single-use

Classification, rule Class III, Rule 6

Conformity Assessment 
Route:

Annex 2.3 with Annex 2.4

EC Certificate number: G7 17 08 39709 01118

EC Quality System Certificate: G1 039709 1144

Name & Address of Notified Body: TÜV SÜD Product Service GmbH
Ridlerstrasse 65
80339 Munich
Germany

Identification Number Notified Body: 0123              

Conformity with the following standard(s) 
or other normative document(s)

See Attachment 1

Statement:

We, Medtronic, hereby declare under our sole responsibility that the Medical Device(s) categories specified above and 
provided with the CE marking, meet the provisions of the EC Directive 93/42/EEC1 which apply to them. In addition, 
Medtronic declares compliance to Article 120 of the Regulation (EU) 2017/745 and the Regulation (EU) 2023/607, 
amending Regulations (EU) 2017/745 and (EU) 2017/746 as regards to the transitional provisions for certain medical 
devices and in vitro diagnostic medical devices.

This declaration is supported by the Certificate(s) according to the provisions of relevant Annex(es) of above Directive 
and the evidence of compliance to the conditions presented under Article 1 Paragraph 3c of the amended Regulation 
(EU) 2023/607. This declaration applies to all devices specified above distributed from the signature date through the 
amended Regulation extension date of 31 December 2027. The validity of the certificates listed on this DoC are valid 
through 31 December 2027.

Validity DoC from date: Refer to document 
approval date in the change record

         Place: Minneapolis Date: Refer to document approval 
date in the change record

Name: Luke Ranta Signature: Refer to change record for electronic signature 
Title: Engineering Manager Available upon request: Non-electronic Date and Signature
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Attachment 1:

Title and/or number and date of issue of the Standard(s) or other normative document(s) (if applicable) following the 
Essential Requirements of the applicable EC Directive.

The below mentioned Standard(s) apply to the model(s) included under the scope of this DoC.

Number Date of issue Title

EN 1041 2008 + 
A1:2013

Information supplied by the manufacturer with medical devices

EN ISO 10555-1 2013 Cor 2014 Sterile, Single-Use Intravascular Catheters - Part 1: General Requirements

EN ISO 10993-1 2020
Biological Evaluation Of Medical Devices – Part 1: Evaluation And Testing 
within a Risk Management Process

ISO 10993-7 2008 + 
Amd1:2019

Biological evaluation of medical devices – Part 7: Ethylene Oxide 
sterilization residuals

ISO 11135 2014
+A1:2019

Sterilization of health-care products - Ethylene Oxide – Requirements for 
the development, validation, and routine control of a sterilization process 
for medical devices

EN ISO 11607-1 2020
Packaging for terminally sterilized medical devices – Part 1: Requirements 
for materials, sterile barrier systems and packaging systems

EN ISO 14971 2019 Medical devices – Application of risk management to medical devices

EN ISO 15223-1 2016

Medical devices - Symbols to be used with medical device labels, labelling 
and information to be supplied - Part 1: General requirements (ISO 15223-
1:2016, Corrected version 2017-03)

EN 62366-1 2015
Medical devices – Part 1: Application of usability engineering to medical 
devices

ISO 14708-1 2014

Implants for surgery - Active implantable medical devices - Part 1: 
General requirements for safety, marking and information to be provided 
by the manufacturer

ISO 14708-2 2019

Implants for surgery - Active implantable medical devices - Part 2: 
Particular requirements for active implantable medical devices intended 
to treat bradyarrhythmia (cardiac pacemakers) – Second edition





(Logotipas)       Ceracarta S.p.A. 

 

 

 

 

 

 

Atitikimo Europos Sąjungos taisyklėms deklaracija 

 

Kompanija Ceracarta, esanti adresu Via secindo Casadei 14, Forli, Italija, gaminanti šiuos 

produktus:  „Geliai ir kremai“, „EKG. EEG ir TENS elektrodai“, „Kandikliai“, „Neutralūs 

elektrochirurginiai elektrodai“, „Spekulės“ it „Kiti priedai“ atsakingai patvirtina , kad šie gaminiai 

gaminami pagal Europos Sąjungos Medicinos Prietaisų Direktyvos 93/42/EEC reikalavimus  

 

 

 

 

 

(Spaudas) 

(Parašas) 

 

 

 

 

 

 

Vertimas tikras: 

 

Rolanas Širmonaitis 

2007 m. gruodžio 3 d. 

 

 






