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This certificate covers the following device(s) / groups of device(s):  
 

Non-active non-implantable guide catheters, balloon catheters, guidewires, introducers, filters, and related 

tools (MDN1203, class Is) 

Sterilization method: gamma irradiation 

Group of Devices:  

Model 6248VAL adjustable valve 

Model 6230UNI Universal II slitter 

Model 6232ADJ Adjustable slitter 

 

Class III 

Device Name: 6719 - DF-1 Pin Plug Kit 

Device Name: 6937 TRANSVENE™ 

Device Name: Model 6996SQ 

Device Name: Epsila EV™ EAZ101 

Device Name: Epsila EV™ EAZ201 

Device Name: Attesta MRI SureScan™ 

Device Name: Sphera MRI SureScan™ 

Device Name: Attesta™ and Sphera™ Programmer SW Application (external), SW043, For Programmers 2090 

and 29901  

Device Name: CapSure Sense MRI SureScan  

Device Name: CapSureFix Novus 

Device Name: CapSureFix Novus MRI SureScan  

Device Name: Sprint Quattro Secure S 

Device Name: Sprint Quattro Secure S MRI SureScan  

Device Name: Sprint Quattro 

Device Name: Sprint Quattro MRI SureScan 

Device Name: Sprint Quattro Secure 

Device Name: Sprint Quattro Secure MRI SureScan 

Device Name: Attain StabilityTM Quad MRI SureScanTM 

Device Name: CapSure™ EPI Lead 

Device Name: HV Splitter/Adaptor Kit (model 5019) 

Device Name: MicraTM Introducer 

Device Name: Stylet Kit 6093 

Device Name: Rotation Tool Kit, Model 6056 

Device Name: Wrench Kit, Model 5873W 

Device Name: CapSure® VDD-2 Leads 

Device Name: Myocardial Screw-In 5071 Pacing Lead 

Device Name: SelectSecure (model 3830) 

Device Name: SelectSecure MRI SureScan (model 3830) 

Device Name: Lead Introducer Kits 
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Class III 

Device Name: Attain Ability MRI SureScan 

Device Name: Attain Ability Plus MRI SureScan 

Device Name: Attain Ability Straight MRI SureScan 

Device Name: Attain PERFORMA™ MRI SURESCAN™ 

Device Name: Attain PERFORMA™ STRAIGHT MRI SURESCAN™ 

Device Name: Attain PERFORMA™ S MRI SURESCAN™ 

Device Name: Lead accessory kit, Model 6056M 

Device Name: Tunneling Tool 

Device Name: Lead Anchoring Sleeve Kit 
Device Name: Lead stylet kit 

Device Name: Attain Select II + SureValve Delivery System 
Device Name: Attain Command + SureValve Delivery System  
Device Name: Attain Command + SureValve Delivery System Kits 
Device Name: Attain 6227DEF Deflectable Catheter Delivery System 
Device Name: SelectSite C304 Deflectable Catheter System 
Device Name: SelectSite C304-HIS Deflectable Catheter System 
Device Name: C315 Delivery System 

Device Name: Lead End Cap Kit  
Device Name: Service Kit 
Device Name: Pin-Plug Kit  

 

Conditions for or limitations to the validity of this certificate:  

· For Class Is devices, the Notified Body conformity assessment is limited to the aspects relating to 

establishing, securing and maintaining sterile conditions  
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Certificate History 

 

Identification of the Common Specifications and Harmonized Standards complied with are documented within the technical 

documentation and audit assessments carried out. These are traceable through the DEKRA Certification B.V. Certification Notice. The 

Certification Notice also identifies the necessary information related to the quality management system of the manufacturer, including 

facilities.  
 

Revision  Date of Issue certificate Certification Notice Reference Action  

0 15-12-2021 2007841CN107 First Issue 

1 21-03-2022 2007841CN108 Revised 

2 08-04-2022 2007841CN109 Revised 

3 19-07-2022 2007841CN110 Revised 

4 29-07-2022 2007841CN111 Revised 

5 24-08-2022 2007841CN112 Revised 

6 25-11-2022 2007841CN113 Revised 

7 02-02-2023 2007841CN113 Revised 

8 27-02-2023 2007841CN113 Revised 

9 27-05-2023 2007841CN115 Revised 

10 12-06-2023 2007841CN116 Revised 

11 16-06-2023 2007841CN117 Revised 

12 03-07-2023 2007841CN118 Revised 

13 21-12-2023 2007841CN122 Revised 

14 11-01-2024 2007841CN122 Revised 

15 18-01-2024 2007841CN122 Revised 

16 07-05-2024 2007841CN129 Revised 

17 22-10-2024 2007841CN133 Revised 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 













EU Quality Management System Certificate (MDR)
Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters I and III 
(Class I Devices in sterile condition, with measuring function or reusable surgical instruments)

No. G11 065652 0014 Rev. 00

Page 2 of 2

TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123
TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Classification: Class I
Device Group: C020280 - TEMPORARY CARDIAC ELECTRICAL STIMULATION 

DEVICES - ACCESSORIES
Device Properties: MDS 1005.1 - Ethylene Oxide sterilization

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

-none-

Revision History:

Rev. Dated Report Description        

 00 2024-10-18 GZ2412902 Initial issuance
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Attachment to Certificate 253.100 dated 12 June 2002

This Certificate covers 34 model(s)

File Ref Model 
Reference

Detail

253.100.03
253.100.13
253.100.19
253.100.21
253.100.35

C304-S59 SelectSite™ C304-S59 Deflectable Catheter System

253.100.34

253.100.35
C304-HIS SelectSite™ C304-HIS Deflectable Catheter system

253.100.03
253.100.13
253.100.19
253.100.21
253.100.35

C304-L69 SelectSite™ C304-L69 Deflectable Catheter System

253.100.13
253.100.19
253.100.21
253.100.35

C304-XL74 SelectSite™ C304-XL74 Deflectable Catheter System

253.100.13
253.100.19
253.100.35

6227DEF
Attain® 6227DEF Deflectable Catheter Delivery 
System

253.100.23
253.100.26
253.100.33
253.100.35

C315S4 C315S4 Delivery Catheter

253.100.23
253.100.26
253.100.33
253.100.35

C315S5 C315S5 Delivery Catheter

253.100.23
253.100.26
253.100.33
253.100.35

C315S10 C315S10 Delivery Catheter



Page 2 of 4
Last Amended Date: 3 March 2021

Date of Printing: 3 March 2021

Attachment to Certificate 253.100 dated 12 June 2002

This Certificate covers 34 model(s)

253.100.23
253.100.26
253.100.33
253.100.35

C315J C315J Delivery Catheter

253.100.23
253.100.26
253.100.33
253.100.35

C315HIS C315HIS Delivery Catheter

253.100.23
253.100.26
253.100.33
253.100.35

C315H20 C315H20 Delivery Catheter

253.100.23
253.100.26
253.100.33
253.100.35

C315H40 C315H40 Delivery Catheter

253.100.27
253.100.33
253.100.35

6250VIS Attain Command™ + SureValve™ 6250VIS Left-
Heart Delivery System

253.100.27
253.100.33
253.100.35

6250VIC Attain Command™ + SureValve™ 6250VIC Left-
Heart Delivery System

253.100.27
253.100.33
253.100.35

6250VI-MB2 Attain Command™ + SureValve™ 6250VI-MB2 Guide 
Catheter for Left-Heart Delivery

253.100.27
253.100.33
253.100.35

6250VI-EH Attain Command™ + SureValve™ 6250VI-EH Guide 
Catheter for Left-Heart Delivery

253.100.27
253.100.33
253.100.35

6250VI-EHXL Attain Command™ + SureValve™ 6250VI-EHXL 
Guide Catheter for Left-Heart Delivery
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253.100.27
253.100.33
253.100.35

6250VI-MPR Attain Command™ + SureValve™ 6250VI-MPR 
Guide Catheter for Left-Heart Delivery

253.100.27
253.100.33
253.100.35

6250VI-MP Attain Command™ + SureValve™ 6250VI-MP Guide 
Catheter for Left-Heart Delivery

253.100.27
253.100.33
253.100.35

6250VI-AM Attain Command™ + SureValve™ 6250VI-AM Guide 
Catheter for Left Heart Delivery

253.100.27
253.100.33
253.100.35

6250VI-MB2X Attain Command™ + SureValve™ 6250VI-MB2X 
Guide Catheter for Left-Heart Delivery

253.100.27
253.100.33
253.100.35

6250VI-45S Attain Command™ + SureValve™ 6250VI-45S Guide 
Catheter for Left-Heart Delivery

253.100.27
253.100.33
253.100.35

6250VI-50S Attain Command™ + SureValve™ 6250VI-50S Guide 
Catheter for Left-Heart Delivery

253.100.27
253.100.33
253.100.35

6250VI-57S Attain Command™ + SureValve™ 6250VI-57S Guide 
Catheter for Left-Heart Delivery

253.100.27
253.100.33
253.100.35

6250VI-MPX Attain Command™ + SureValve™ 6250VI-MPX 
Guide Catheter for Left-Heart Delivery

253.100.27
253.100.33
253.100.35

6250VI-3D Attain Command™ + SureValve™ 6250VI-3D Guide 
Catheter for Left-Heart Delivery
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253.100.27
253.100.35
253.100.36

6248VI-90 Attain Select™ II + SureValve™ 6248VI-90 Delivery 
Catheter System

253.100.27
253.100.35
253.100.36

6248VI-90S Attain Select™ II + SureValve™ 6248VI-90S Delivery 
Catheter System

253.100.27
253.100.35
253.100.36

6248VI-90L Attain Select™ II + SureValve™ 6248VI-90L Delivery 
Catheter System

253.100.27
253.100.35
253.100.36

6248VI-130 Attain Select™ II + SureValve™ 6248VI-130 Delivery 
Catheter System

253.100.27
253.100.35
253.100.36

6248VI-130L Attain Select™ II + SureValve™ 6248VI-130L 
Delivery Catheter System

253.100.27
253.100.35
253.100.36

6248VI-90P Attain Select™ II + SureValve™ 6248VI-90P Delivery 
Catheter System

253.100.27
253.100.35
253.100.36

6248VI-90SP Attain Select™ II + SureValve™ 6248VI-90SP 
Delivery Catheter System

253.100.27
253.100.35
253.100.36

6248VI-130P Attain Select™ II + SureValve™ 6248VI-130P 
Delivery Catheter System



 

NSAI (logotipas) 
CE sertifikatas 

 
CE prietaiso tikrinimo sertifikatas 

Pagal 90/385/EEC Aktyvių implantuojamų med. prietaisų direktyvą  
 

Airijos nacionalinė standartų tarnyba yra tinkamai paskirta Notifikuotoji įstaiga (identifikavimo numeris 0050), 

skirta Europos Bendrijoms (Medicinos prietaisų) nuostatai (S.I. Nr. 253, 1994) 

 

Pateikė: 
Gamintojas:  Medtronic Inc. 

710 Medtronic Parkway 

 Mineapolis MN 55432 

 Jungtinės Amerikos Valstijos 

 

 

 

Dėl produktų grupės: 
Širdies terapijos įvedimo sistemos 

 

GMDN kodas: 17846 

TYRIMO IŠVADA: 
Atitinka Direktyvos 90/385 / EEB dėl aktyvių implantuojamų medicinos prietaisų II priedo 4 dalies 

reikalavimus 

 

Registracijos numeris: 253.100 

 

Originalus patvirtinimas: 2002 m. Birželio 12 d 

 

Paskutinį kartą pakeista: 2021 m. Kovo 3 d 

 

Galioja iki: 2024 m. Gegužės 26 d 

 

 

 

Pasirašė: 
Daktarė Caroline Dore Geraghty  Daktarė Elaine Darcy 

Direktorius, medicinos prietaisai  Europos medicinos prietaisų operacijų vadybininkas 

 

 

 

GALIOJIMO SĄLYGOS: 
Šis sertifikatas lieka galioti su sąlyga, kad patvirtinta kokybės sistema bus palaikoma tinkamai ir 
veiksmingai. 

Patvirtinti modelio numeriai yra įtraukti į susietą priedą 

Negalioja be galiojančio II priedo 3 skirsnio pažymėjimo 

Pastaba: Pakeitimai, kurie gali turėti įtakos atitikčiai esminiams Direktyvos 90/385 / EEB reikalavimams arba 

sąlygoms, naudoti produktą, turi gauti tolesnį NSAI patvirtinimą. 

Nacionalinė Airijos standartų tarnyba, 1 Swift aikštė, Northwood, Santry, Dublin 9, Airija. 
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Manufacturer’s Declaration 

in relation to Regulation (EU) 2023/607 amending Regulations (EU) 2017/745 and (EU) 2017/746 as 

regards the transitional provisions for certain medical devices and in vitro diagnostic medical devices, in 

particular with respect to 

the validity of certificates issued under Council Directive 90/385/EEC on Active Implantable Medical 

Devices (AIMDD) or Council Directive 93/42/EEC on Medical Devices (MDD) (Directive 

Certificates) and/or1

the compliance of the devices and us as their manufacturer with the conditions for the continued 

placing on the market and putting into service

Manufacturer name Medtronic, Inc.

Manufacturer address and contact details

710 Medtronic Parkway 

Minneapolis, MN 55432 

USA

Tel: 1.763.514.4000

www.medtronic.com

Single Registration Number (SRN) (if available) US-MF-000019977

Authorised Representative name (if applicable) Medtronic B.V.

Authorised Representative address and contact details

Earl Bakkenstraat 10

6422 PJ Heerlen

The Netherlands

Single Registration Number (SRN) (if available) NL-AR-000006050

Notified body name (if applicable)
See attached schedule

1
The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did not 

require the involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which 
the conformity assessment procedure pursuant to this Regulation requires the involvement of a notified body.
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Notified body number (if applicable)
See attached schedule

Directive Certificate number(s)

to which this confirmation is made (if applicable) See attached schedule

Original expiry date as indicated on the Directive 
Certificate prior to the extension of the validity (if 
applicable) See attached schedule

End date of extended validity/transition period
See attached schedule

We, as the manufacturer declare under our sole responsibility:

for the above listed Directive Certificate (or see attached schedule, if multiple certificates) the 

conditions for the legal extension of validity as required in Article 120.2 of the MDR are met and/or2

the listed device(s) in the attached schedule and we as their manufacturer are in compliance with 

the conditions listed in Article 120.3c of the MDR for continued placing on the market and putting 

into service,

namely by fulfilling the following conditions:

Directive Certificate(s) as listed above or in the attached schedule

Directive Certificate(s) covering the listed device(s) was/were issued after 25 May 2017, was/were

valid on 26 May 2021 and have not been withdrawn afterwards.

Choose applicable statements:

Expired before 20 March 2023:

Before the original date of expiry as indicated on the Directive Certificate(s), we and the 

notified body have signed written agreement(s) in accordance with Section 4.3, second 

subparagraph of Annex VII to this Regulation for the conformity assessment(s) in respect of 

the device(s) covered by the expired certificate(s) or in respect of a device(s) intended to 

substitute that/those device(s), or

A Competent Authority has granted a derogation from the applicable conformity assessment 

procedure in accordance with Article 59(1) MDR (may be provided upon request), or

2
The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did not 

require the involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which 
the conformity assessment procedure pursuant to this Regulation requires the involvement of a notified body
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A Competent Authority has required the manufacturer, in accordance with Article 97(1) MDR, 

to carry out the applicable conformity assessment procedure (may be provided upon request)

Choose one of the following statements only if a derogation per Article 59(1) or a requirement per 

Article 97(1) has been granted by a Competent Authority:

Formal application(s) to the notified body in accordance with Section 4.3, first subparagraph 

of Annex VII MDR for conformity assessment has/have been made or will be made/submitted 

by us to a notified body no later than 26 May 2024 for the device(s) listed in the attached 

schedule or its/their substitute(s) and signed written agreement(s) is/will be in place in 

accordance with Section 4.3, second subparagraph of Annex VII MDR before 26 September 

2024. 

We do not intent to lodge an application for conformity assessment by 26 May 2024, there-

fore the transition period will end on 26 May 2024.

Expired/expires after 20 March 2023:

Choose one applicable statement:

Formal application(s) to the notified body in accordance with Section 4.3, first subparagraph

of Annex VII MDR for conformity assessment have been made/submitted by us to a notified 

body no later than 26 May 2024 for the device(s) listed in the attached schedule or its/their

substitute(s) and signed written agreement(s) will be in place in accordance with Section 4.3, 

second subparagraph of Annex VII MDR before 26 September 2024. 

We do not intent to lodge an application for conformity assessment by 26 May 2024, there-

fore the transition period will end on 26 May 2024.

Upclassified devices

In case of devices for which the conformity assessment procedure pursuant to MDD did not require the 

involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 

2021 and for which the conformity assessment procedure pursuant to this Regulation requires the 

involvement of a notified body:

Choose one applicable statement: 

Formal application(s) to the notified body in accordance with Section 4.3, first subparagraph of 

Annex VII MDR for conformity assessment has/have been made by us to a notified body no later 

than 26 May 2024 for the device(s) listed in the attached schedule or its/their substitutes and signed 

written agreement(s) will be in place in accordance with Section 4.3, second subparagraph of 

Annex VII MDR before 26 September 2024. 

We do not intent to lodge an application for conformity assessment by 26 May 2024, therefore 

the transition period will end on 26 May 2024.

Quality Management System (QMS)
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BSI 
 

 

CE SERTIFIKATAS - Visiškas Kokybės Užtikrinimas 
 

Europos Tarybos Direktyva 93/42/EEC, Priedas II, Dalis 4 

 

Nr. CE 01906 

 

Kam išduota: 
 

FIAB SpA  

Via P. Costoli, 4 

Vicchio 

Firenze 

50039 

Italija 

 

Dėl: 
Kūrimo, projektavimo ir gamybos sterilių zondų perstempliniams širdies stebėjimams, 

stimuliacijai ir defibriliacijai; prietaisų elektrofiziologiniams tyrimams ir ekstrinei širdies 
stimuliacijai; sterilių ir nesterilių kaniulių, kaukių, rinkiniams ir priemonių deguonies 

terapijai, sterilių ir nesterilių elektrochirurginių rankenų antgaliai, elektrodai ir susijusių 

priemonių, sterilių vienkartinių neurostimuliatorių ir elektrokauterių 

 

Remiantis mūsų atliktais patikrinimais pagal Europos Tarybos Direktyvą 93/42/EEC, 
Priedą II, Dalį 4. 

 

Britų Standartų Institutas -  įgaliota ir Notifikuotoji įstaiga aukščiau minėtai Direktyvai 
(Notifikuotos įstaigos numeris 0086): 

 

(parašas) 
_________________________________________________________ 

Stewart Brain, Kokybės vadovas 

 

Pirmoji sertifikavimo data: 1998 gegužės 11d. 
 

Šio sertifikato data: 2018 gegužės 10 d. 

 

Galioja iki: 2023 gegužės 10d. 
 

 

 

 

 

(rekvizitai) 

 

 

 



 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
  
 
  
 
 
 
 
 
 
 
 
 
 

���������������	

���
��������������������������
����������������
�������� ����!�"���#��� ������
���$������!�%�"�
&���'��������(���
�����  �����!�%���"�)���
���������*� � �����!�+,�

��������������������������-����.���
		,"�/��������0�.���
		,"�/�/����111�2��3����
��������������������������(�� ��%�


�


!

�€ �����������������*�����4������
+,�	%%
",%���-��3����������	"+�

�������������������������������
))�*5�����6���� �����+""/)	
+���5&*7�5�8�
�-���-�
+,�	%%
",%�

 

�

�
�

����������	
���
����
�
��

�

�

��������	��������������

�

�

������������ !"��!��#��� ��$��
��%�%�&��'(!"����!()�* '��+�,���!#�'-(���!��#�.()�+��/��#��	�0�

�$$�1���
������ '��#��(� "������1�2�����2�12�&�����%
��
2�

�

�� �(- !+- !���#��� �� +��()�$ .�� "�' 34)(���!���$�
�
��%�%�&��!�'�+4� +�5/��� ���������	
�

�
������������	������
��	���
���������
���
��	�������	�
����	��� �!�������������
��
��

��������	
"��
���������# ��!$����
���
���������#���%&$����"�������"��������
"���	
���

��	'�"�	
"��	��������
�����������'���"��
���
�'���	�����
	"��������������'���"�����	�
����
���#�

���"�) �� '
�(�-"�,�(-�!3���� '����!3"�,����3�. ��(!4#(��4' '"�(!+�����#� +�0�+� "�"4##��� !�)/�

-�' ���- �����(''/��4����!�(���'+(!� �6������ ��$����� ���!#�'-��/�("" ""- !���#�+ .�� "���. ' +�

5/�(�� '��#��(� ��""4 +��!�(���'+(!� �6����� +��()�$ .�� "�$�' ���. ���$$
�1���
�������(���"�

3��!3���� �*�' ��'��"�()' (+/� �*�' +7�

�

84���+ .�� "��()"��9!�6!�("�:) 3(�/�+ .�� ";��(!�5 ! #���#'�-�(!� �� !+ +��'(!"����!()�* '��+�("�" ��

�!��� �� 34)(���!���<
�
�
��2�%��#�'��� �(**)��(���!��#��$�7�

:= 3(�/�+ .�� ";�"��4)+�5 �4!+ '"���+�("�+ .�� "��6�������!�(���'+(!� �6������ ��$�;"�

�'(!"����!()�*'�.�"��!"��(' �*)(� +��!��� �-('9 ��(#� '��� ��$�;"�+(� ��#�(**)��(���!���7 7�
2��(/�


�
�
��#�� '�(�!���!+����!"�(' �#4)#�)) +7����" �+ .�� "���. ' +�5/�(�.()�+����� '��#��(� ��""4 +��!�

(���'+(!� �6�����$$�*'��'����
2��(/�
�
�5 ! #����#�(!� �� !"��!��#��� ��'(!"����!()�* '��+�

5 /�!+�
2��(/�
�
���#��� ���!+����!"�)(�+�+�6!��!��'���) ��
����
��$��(' �#4)#�)) +��#�'��� �

' ) .(!��� '��#��(� "� �*�' +��'�3��!3���� �*�' �(#� '�
���('���
�
�7�

�

�"��� ��(!4#(��4' '��#��� �- +��()�+ .�� "�)�"� +��!����	�
����
���#����"�) �� '���	�0�8*��

� ' 6������!#�'-"���(���� �*'�+4��"���. ' +�5/��� �#�))�6�!3��$$�1���
������ '��#��(� "�

>� �����1�2���$$��!! ��		7����4))�?4()��/��""4'(!� �"/"� -�� '��#��(� 
�

>� ���2�12�&�����%
��
2��$$��!! ��		7���$ "�3!�$�""� '���(-�!(���!�� '��#��(� 
�

#4)#�)��� �' @4�' - !�"�+ #�! +�5/�� 34)(���!���<
�
�
��2�%7�

�������������
�
�
	����
���������
��������	���
�	�
��
����������
	�
�	����
�������������
�����


��������� 
���
��	��
!!	
	��
��	��
!!�
�����	�
�������
"�#
��$�%&
	��
�����
���������'
���


��	��
!!!
�����	�
�������
"�#
%($%�)�
�#
'����%&�
*
��
+!�,
���
���������
��
������
*��



�
�
�����	��
������������
��
-�.��	����
"#/&
���'�'()
	�
	������
��
-�.��	����
"#/&


�����%�'0


�

�� ���!#�'-(���!��"�-(+ ��(9�!3��!���(���4!���� �#�))�6�!3�("* ��"�

>� � 34)(���!���<
�
�
��2�%� �� !+"��� �.()�+��/��#����� '��#��(� "�4!+ '��$$����!"�+ '�!3�

)�-�� +��(*(���/��#�����#� +�0�+� "�(��' +�� +�#�'���!#�'-��/�("" ""- !��*'�� +4' "�4!+ '�

�$��

>� 	-*�'�(!����!+����!��#����"� �� !"��!��"���(���� ��(!4#(��4' '�"�())�"45-���(!��$��

� '��#��(���!�(**)��(���!�#�'��� " �+ .�� "����(��$������#� +�0�+/�!���)(� '���(!�
2��&�
�
��

(!+�"�())�"�3!��$��� '��#��(���!�(3'  - !��6������ ��$������#� +�0�+/�!��)(� '���(!�


2��1�
�
��

>� ��� '�' @4�' - !�"�#�'����"� �� !"��!��!�)4+ "� 737���� �+ .�� "���!��!4 ������-*)/�6�����$$�

�� ' �(' �!��"�3!�#��(!����(!3 "��!��� �+ "�3!�(!+��!� !+ +�*4'*�" A�+ .�� "�+��!���*' " !��(!�

4!(�� *�(5) �'�"9������ �� ()����'�"(# �/A��� ��(!4#(��4' '��("�*4���!�*)(� �(�@4()��/�

-(!(3 - !��"/"� -��!�(���'+(!� �6�����$�A�(�����#� +�0�+/��"�"��))�* '#�'-�!3�

"4'. �))(!� �(���.��/�

�





 

 

 

 

 

Vicchio (FI), 2023 04 12 
 

VISIEMS, KAM TAI GALI BŪTI AKTUALU 

 
 

Tema: MDR 2017/745 pereinamojo laikotarpio pratęsimas - FIAB MDD 93/42/EEB sertifikatų CE 

01906, CE 649635, CE 720326 galiojimo patvirtinimas 

 

Medicinos prietaisų reglamento (MDR) 2017/745 pakeitimu, padarytu 2023 m. kovo 15 d. Europos 

Parlamento ir Tarybos reglamentu (ES) 2023/607, kuriuo iš dalies keičiamos reglamentų (ES) 

2017/745 (MDR) ir (ES) 2017/746 (IVDR) nuostatos dėl pereinamojo laikotarpio nuostatų, 

susijusių su tam tikrais medicinos prietaisais ir in vitro diagnostikos medicinos prietaisais (šio 

laiško 1 priedas), siekiama, be kita ko, suteikti gamintojams ir notifikuotosioms įstaigoms 

pakankamai daugiau laiko, prietaisų, kuriems taikomas pagal Medicinos prietaisų direktyvą 

(MDD) 93/42/EEB išduotas sertifikatas, kurio galiojimas baigsis arba jau baigėsi, atitikties 

vertinimą pagal MDR. 

 

Tokiems prietaisams, dar vadinamiems "senaisiais prietaisais", gali būti taikomas Reglamente (ES) 
2023/607 nustatytas ilgesnis pereinamasis laikotarpis MDR taikyti. 

"Senosios priemonės" turėtų būti suprantamos kaip priemonės, kurios, vadovaujantis MDR 

pereinamojo laikotarpio nuostatomis, pateikiamos rinkai po MDR taikymo pradžios datos (t. y. 
2021 m. gegužės 26 d.), jei įvykdomos tam tikros sąlygos. Tiems prietaisams, kuriems taikomas 

galiojantis EB sertifikatas, išduotas pagal MDD iki 2021 m. gegužės 26 d., pereinamasis laikotarpis 

gali būti pratęstas po 2024 m. gegužės 26 d., jei įvykdomos MDR 120 straipsnio 3c dalyje 

nustatytos sąlygos dėl atitinkamų sertifikatų, kurių galiojimo laikas baigėsi arba baigsis po 2023 m. 
kovo 20 d. 

 

Kaip šio laiško 2 priede išvardytų medicinos prietaisų gamintojas, FIAB SpA patvirtina, kad 

gaminiai, kuriems išduoti šie MDD 93/42/EEB sertifikatai 

- CE 01906, MDD II.3 priedas (Visiško kokybės užtikrinimo sistemos sertifikatas) 

- CE 649635, CE 720326 MDD II.4 priedas (Projekto dokumentų rinkinio tyrimo 

sertifikatas) atitinka Reglamente (ES) 2023/607 nustatytus reikalavimus. 

Todėl pirmiau minėti sertifikatai gali būti laikomi galiojančiais atitinkamai iki 2028 m. 

gruodžio 31 d. IIa ir IIb klasės medicinos prietaisams (CE 01906) ir iki 2027 m. gruodžio 31 

d. III klasės medicinos prietaisams (CE 649635, CE 720326), kai "FIAB SpA" ir toliau 

atitinka atitinkamus Reglamento (ES) 2017/745 su pakeitimais, padarytais Reglamentu (ES) 

2023/607, reikalavimus. 

 

Patvirtinimas atliekamas atsižvelgiant į šiuos aspektus 

- Reglamentu (ES) Nr. 2023/607 pratęsiamas CE sertifikatų galiojimas pagal MDD, 

atsižvelgiant į ribotus paskelbtųjų įstaigų, akredituotų atitikties vertinimo procedūroms 

pagal MDR, pajėgumus. 
- Svarbi šio pratęsimo sąlyga yra ta, kad gamintojas ne vėliau kaip 2024-05-26 turi pateikti 

MDR notifikuotajai įstaigai šių prietaisų MDR sertifikavimo paraišką ir ne vėliau kaip 

2024-09-26 turi pasirašyti MDR sertifikavimo sutartį su MDR notifikuotąja įstaiga. 
- Kiti reikalavimai šiam pratęsimui: prietaisai ir toliau atitinka MDD, nėra reikšmingų 

konstrukcijos ir paskirties pakeitimų, prietaisai nekelia nepriimtino pavojaus sveikatai ar 
saugai, gamintojas įdiegė kokybės valdymo sistemą pagal MDR, notifikuotoji įstaiga vis dar 

atlieka priežiūros veikla. 



 

 

"FIAB SpA" pateikia tinkamus įrodymus, kad atitinkami Reglamento (ES) 2017/745 su 

pakeitimais, padarytais Reglamentu (ES) 2023/607, reikalavimai jau įvykdyti. Visų pirma 

- FIAB jau pateikė paraišką dėl kiekvieno iš šio rašto 2 priede išvardytų medicinos prietaisų 

MDR sertifikavimo 2797 notifikuotajai įstaigai (BSI) ir pasirašė atitinkamą MDR 

sertifikavimo sutartį, kaip nurodyta 2 priede; 

- prietaisai ir toliau atitinka MDD pagal tos pačios notifikuotosios įstaigos 2797 FIAB atliktą 

priežiūros veiklą; taip užtikrinama, kad nėra reikšmingų pokyčių ir prietaisai nekelia 

nepriimtinos rizikos; 

- FIAB jau yra įdiegusi kokybės valdymo sistemą pagal MDR, tai patvirtina ES kokybės 

valdymo sistemos sertifikatas, MDR 747884, pateiktas 3 priede, pagal MDR IX priedo I ir 

III skyrius. Toks MDR sertifikatas jau taikomas medicinos prietaisams, kurių sertifikavimo 

vertinimą atliko notifikuotoji įstaiga 2797 

 

 

Francesco Batistini 

Kokybės užtikrinimo vadybininkas 

Už teisės aktų laikymąsi atsakingas asmuo FIAB 

S.p.A. 

 

el. paštas 

quality@fiab.it tel. 

+39 055 8497943 











 

EC Certificate - Full Quality Assurance

Supplementary Information to CE 709523

Issued To: Medtronic, Inc
8200 Coral Sea Street NE
Mounds View
Minnesota
55112
USA

First Issued: 2019-05-03 Date: 2019-09-01 Expiry Date: 2024-05-26

Page 2 of 2

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, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

Number Device Name Intended purpose per IFU

Class III – AIMD

--- TYRX™ Absorbable
Antibacterial Envelope

See CE 709608



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

EU Representative

Medtronic, Inc.
7000 Central Avenue N.E.,
Minneapolis,
MN 55432
USA

Control of Sterilization
Manufacture

Sterigenics US, LLC
108 Lake Denmark Road
Rockaway
New Jersey
07866
USA

Gamma Sterilization

EC Certificate - Full Quality Assurance
Directive 90/385/EEC on Active Implantable Medical Devices, Annex 2, excluding Section 4

List of Significant Subcontractors
Recognised as being involved in services relating to the product covered by:

Certificate No: CE 709523

Date: 2019-09-01

Issued To: Medtronic, Inc
8200 Coral Sea Street NE
Mounds View
Minnesota
55112
USA

Subcontractor: Service(s) supplied

Page 1 of 1

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



 

EC Certificate - Full Quality Assurance
 

Certificate History

Certificate No: CE 709523

Date: 2019-09-01

Issued To: Medtronic, Inc
8200 Coral Sea Street NE
Mounds View
Minnesota
55112
USA

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, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

Date
Reference
Number

Action

03 May 2019 9755704 First Issue (Mirror to CE 585213)

Current 3058104 Certificate Renewal





 

EC Design-Examination Certificate
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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, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

Catalogue
Number

Device
Name

Model, Type Intended purpose per IFU Classification

CMRM6122INT,
NMRM6122INT

TYRXTM

Absorbable
Antibacterial
Envelope

Size: 6.3cm x
6.9cm

The envelope is intended to hold the
following CIED and INS securely to
create a stable environment when
implanted in the body at the following
locations:
• CIED: Implantable Pulse Generator
(IPG), Implantable Cardioverter
Defibrillator (ICD) and Cardiac
Resynchronization Therapy Devices
(CRT-P and CRT-D); implant locations
are pectoral, abdominal, or flank
(lateral to the body midline and
superior to the gluteal) regions.
• INS: Deep Brain Stimulator (DBS)
implanted in the pectoral or
abdominal region; Sacral
Neuromodulator (SNM) implanted in
the gluteal and abdominal regions;
Spinal Cord Stimulator (SCS)
implanted in the gluteal, abdominal,
or flank regions.

AIMD
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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.
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Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
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Catalogue
Number

Device
Name

Model, Type Intended purpose per IFU Classification

CMRM6133INT,
NMRM6133INT

TYRXTM

Absorbable
Antibacterial
Envelope

Size: 7.4cm x
8.5cm

The envelope is intended to hold the
following CIED and INS securely to
create a stable environment when
implanted in the body at the following
locations:
• CIED: Implantable Pulse Generator
(IPG), Implantable Cardioverter
Defibrillator (ICD) and Cardiac
Resynchronization Therapy Devices
(CRT-P and CRT-D); implant locations
are pectoral, abdominal, or flank
(lateral to the body midline and
superior to the gluteal) regions.

• INS: Deep Brain Stimulator (DBS)
implanted in the pectoral or
abdominal region; Sacral
Neuromodulator (SNM) implanted in
the gluteal and abdominal regions;
Spinal Cord Stimulator (SCS)
implanted in the gluteal, abdominal,
or flank regions.

AIMD
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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, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.

Certificate History

Date
Reference
Number

Action

05 May 2019 9755989 First Issue (Mirror to CE:579049)

01 September 2019 3058107 Certificate renewal and clarification in the intended purpose of the IFU.
Change of wording in the indication text from 'The TYRX Absorbable
Antibacterial Envelope' to 'the envelope'

11 November 2019 3090344 Addendum - Update IFU terminology and package labels to include MR
Safe information.

15 July 2020 3041605 Addendum – Extension of the product shelf life from 6 months to 12
months. Removal of CMRM6122EU and CMRM6133EU catalogue
numbers.

03 August 2020 3146296 Addendum - Change to the elution test parameters. Change was
reviewed and accepted by the MEB as supplementary consultation with
case Number 807935.

12 August 2020 3204870 Addendum - Change to API Aliquoting manufacturing process.



 

EC Design-Examination Certificate

Supplementary Information to CE 709608

Issued To: Medtronic, Inc
8200 Coral Sea Street NE
Mounds View
Minnesota
55112
USA

First Issued: 2019-05-07 Date: 2021-02-22 Expiry Date: 2024-05-26

Page 5 of 5
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surveillance activities of the Notified Body.
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Certificate History

Date
Reference
Number

Action

Current 3146295 Addendum - Change of API packaging to a smaller drum size. Change
of Rifampicin primary package from double polyethylene to
polyethylene/polyamide bag and Rifampicin retest period extension
from 12 months to 24 months. Changes were reviewed and accepted
by MEB as supplementary consultation with case Number 806759.
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Validity of this letter may be verified by writing to Certificate.Verification@bsigroup.com

Medtronic, Inc.

8200 Coral Sea Street NE

Mounds View, MN 55112

USA

October 09, 2023

Notified Body Confirmation Letter 

Reference:  EU2023-607/ 704257

To whom it may concern,

Confirmation of the status of a formal application, written agreement, and appropriate 

surveillance in the framework of Regulation (EU) 2023/607 amending Regulations (EU) 
2017/745 and (EU) 2017/746 as regards the transitional provisions for certain medical 
devices and in vitro diagnostic medical devices

This letter confirms that, BSI Group The Netherlands B.V., a Notified Body (NB) designated against 
Regulation (EU) 2017/745 (MDR) and identified by the number 2797 on NANDO, has received a formal 
application in accordance with Section 4.3, first subparagraph of Annex VII of MDR and has signed a 

written agreement in accordance with Section 4.3, second subparagraph of Annex VII of MDR with the 
following manufacturer: 

Medtronic, Inc.

8200 Coral Sea Street NE

Mounds View, MN 55112

USA

SRN Number (if available): US-MF-000023316

The devices covered by the formal application and the written agreement mentioned above are identified in 

the Tables below. Table 1 identifies the devices for which an MDR application has been received, written 
agreement concluded and for which the NB is also responsible for appropriate surveillance of the 
corresponding devices under the applicable Directive. Table 2 identifies the devices for which an MDR 
application has been received and a written agreement concluded, but the NB has not yet taken the 
responsibility for appropriate surveillance of the corresponding devices under the applicable Directive.

In the case of devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or Directive 

93/42/EEC (MDD) that expired after 26 May 2021 and before 20 March 2023, without having been 





BSI Group The Netherlands B.V.
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John M. Keynesplein 9, 1066 EP 
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Validity of this letter may be verified by writing to Certificate.Verification@bsigroup.com

Table 1: Devices covered by this letter and for which the NB is also responsible for appropriate 

surveillance of the corresponding devices under the applicable Directive:

Device name or Basic 
UDI-DI (under MDR 
application)

MDR Device classification 
(as proposed by the 
manufacturer and verified 

at the pre-application 
stage)

If the MDR device is a 
substitute device, 
identification of the 

corresponding 
MDD/AIMDD device 

MDD/AIMDD Certificate 
Reference(s) of the 
devices under MDR 

application, and the NB 
Identification

0763000B000082688 Class III CMRM6122INT
CMRM6133INT
NMRM6122INT
NMRM6133INT

CE 709608, 26-May-2024,
NB# 2797
CE 709523, 26-May-2024,
NB# 2797

Table 2: Devices covered by this letter and for which the NB is NOT responsible for appropriate 

surveillance of the corresponding devices under the applicable Directive:

Device name or Basic 
UDI-DI (under MDR 

application)

MDR Device classification 
(as proposed by the 

manufacturer and verified 
at the pre-application 
stage)

If the MDR device is a 
substitute device, 

identification of the 
corresponding 
MDD/AIMDD device 

MDD/AIMDD Certificate 
Reference(s) of the 

devices under MDR 
application, and the NB 
Identification

N/A N/A N/A N/A

Confirmation Letter Revision History

Date Action

2023/10/09 Initial issue
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DECLARATION OF CONFORMITY

European Medical Device Directive 93/42/EEC

This declaration of conformity is issued under the sole responsibility of the manufacturer.

Manufacturer: Medtronic CryoCath LP

9000 Autoroute Transcanadienne

Pointe-Claire, Quebec, H9R 5Z8

Canada

Authorized Representative: Medtronic B.V.

Earl Bakkenstraat 10

6422 PJ Heerlen 

The Netherlands

Tel: 31-45-566-8000

Device Name(s)/ Model Number(s)/Class:

Device Name Model Number Classification / Rule

Auto Connection Box 2037A Class I, Rule 1

ECG Cable 2035W Class I, Rule 1

Foot Switch 104FS Class I, Rule 1

N2O Refrigerant Tank 103NE, 124NE (Empty) Class I, Rule 1

Power Cords 1038D, 1038E, 1038SW, 1038U, 1038Y Class I, Rule 1

Scavenging Hoses 1035C, l035D, 1035E, 1035F, 1035G,

1035H,1035CW, 1035DW, 1035EW, 1035FW

Class I, Rule 1

Adapters 1036L, 1036M, 1036N Class I, Rule 1

Wrench 1036W Class I, Rule 1

Conformity Assessment Route: Medical Devices Directive (93/42/EEC) Annex VII, Full Quality 

Assurance System

Certificate(s) number: MDSAP and ISO 13485:2016, Approval Certificate Number: 0078106

Notified Body: Lloyd’s Register Quality Assurance

1 Trinity Park, Bickenhill Lane 

Birmingham, UK B37 7ES

Notified Body Number: 0088

Standards Applied: Harmonized Standards per Essential Requirements Matrix

Statement

We, the manufacturer, hereby declare that the above-mentioned products comply with the European Medical Device 

Directive 93/42/EEC, including amendments issued. All supporting documentation is retained under the premises of 

the manufacturer.

Approval

Place: Pointe-Claire, QC, Canada

Date of Declaration 

validity:
Refer to Effectivity Date in the electronic documentation system

Name & Title: Refer to electronic signature 

Signature & Date: Refer to electronic signature 


