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Zestawienie wyrobów:

Nazwa wyrobu: Klasyfikacja ryzyka: Klasa III

Basic UDI-DI: 0763000B00007398C

Typ 

Numer modelu

SENSH1228W 12 28

SENSH1428W 14 28

SENSH1628W 16 28

SENSH1828W 18 28

SENSH2028W 20 28

SENSH2228W 22 28

SENSH2428W 24 28

SENSH2628W 26 28

SENSH1264W 12 64

SENSH1464W 14 64

SENSH1664W 16 64

SENSH1864W 18 64

SENSH2064W 20 64

SENSH2264W 22 64

SENSH2464W 24 64

SENSH2664W 26 64
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 Santa Rosa, CA 

 Aditi Upadhye 

 Starszy dyrektor ds. prawnych 
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-DI: Basic UDI-

 

Koszulka  

 

-  

 Kod 

 

 

-DI Kod 

 

Kod 

 

 

SENSH1228W 0763000B00007398C 58865 C0502 

 

SENSH1428W 0763000B00007398C 58865 C0502 

 

SENSH1628W 0763000B00007398C 58865 C0502 

Koszulka 

 

SENSH1828W 0763000B00007398C 58865 C0502 

 

SENSH2028W 0763000B00007398C 58865 C0502 

 

SENSH2228W 0763000B00007398C 58865 C0502 

 

SENSH2428W 0763000B00007398C 58865 C0502 

 

SENSH2628W 0763000B00007398C 58865 C0502 
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SENSH1264W 0763000B00007398C 58865 C0502 

 

SENSH1464W 0763000B00007398C 58865 C0502 
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SENSH2064W 0763000B00007398C 58865 C0502 
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SENSH2264W 0763000B00007398C 58865 C0502 

 

SENSH2464W 0763000B00007398C 58865 C0502 

 

SENSH2664W 0763000B00007398C 58865 C0502 
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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 Heerlen

The Netherlands

Authorized Representative SRN: NL-AR-000006050

Notified Body: BSI Group The Netherlands B.V.

Say Building

John M. Keynesplein 9

1066 EP Amsterdam

The Netherlands

Notified Body Number: 2797

Conformity Assessment Certificate(s): MDR 752200 [Technical Documentation Assessment]

MDR 731827 [Quality Management System]

Conformity Assessment Procedure: Annex IX, Conformity Assessment Based on a Quality Management 

System and on Assessment of Technical Documentation

Risk Class: Class III

Classification rule: Annex VIII, Chapter III, Rule 7

Intended purpose: The intended purpose of the Sentrant introducer sheath is to provide 

a conduit for the insertion of diagnostic or endovascular devices into 

the vasculature.

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.

Union Legislation Declaration of Conformity Document Number

Not Applicable
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Products Covered
Product Name:  Sentrant™ Introducer Sheath with Hydrophilic Coating

Basic UDI-DI: Basic UDI-DI information for the Sentrant™ Introducer Sheath with Hydrophilic Coating is 

provided below.

Sentrant™ Introducer Sheath with Hydrophilic Coating Product Model (CFN) Numbers

Basic UDI-DI, GMDN and EMDN

Product Name Medtronic 

Product 

Identifier

CFN

Basic UDI-DI GMDN

Code

EMDN

Code

Sentrant™ Introducer Sheath 

with Hydrophilic Coating
SENSH1228W 0763000B00007398C 58865 C0502

Sentrant™ Introducer Sheath 

with Hydrophilic Coating
SENSH1428W 0763000B00007398C 58865 C0502

Sentrant™ Introducer Sheath 

with Hydrophilic Coating
SENSH1628W 0763000B00007398C 58865 C0502

Sentrant™ Introducer Sheath 

with Hydrophilic Coating
SENSH1828W 0763000B00007398C 58865 C0502

Sentrant™ Introducer Sheath 

with Hydrophilic Coating
SENSH2028W 0763000B00007398C 58865 C0502

Sentrant™ Introducer Sheath 

with Hydrophilic Coating
SENSH2228W 0763000B00007398C 58865 C0502

Sentrant™ Introducer Sheath 

with Hydrophilic Coating
SENSH2428W 0763000B00007398C 58865 C0502

Sentrant™ Introducer Sheath 

with Hydrophilic Coating
SENSH2628W 0763000B00007398C 58865 C0502

Sentrant™ Introducer Sheath 

with Hydrophilic Coating
SENSH1264W 0763000B00007398C 58865 C0502

Sentrant™ Introducer Sheath 

with Hydrophilic Coating
SENSH1464W 0763000B00007398C 58865 C0502

Sentrant™ Introducer Sheath 

with Hydrophilic Coating
SENSH1664W 0763000B00007398C 58865 C0502

Sentrant™ Introducer Sheath 

with Hydrophilic Coating
SENSH1864W 0763000B00007398C 58865 C0502

Sentrant™ Introducer Sheath 

with Hydrophilic Coating
SENSH2064W 0763000B00007398C 58865 C0502
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Product Name Medtronic 

Product 

Identifier

CFN

Basic UDI-DI GMDN

Code

EMDN

Code

Sentrant™ Introducer Sheath 

with Hydrophilic Coating
SENSH2264W 0763000B00007398C 58865 C0502

Sentrant™ Introducer Sheath 

with Hydrophilic Coating
SENSH2464W 0763000B00007398C 58865 C0502

Sentrant™ Introducer Sheath 

with Hydrophilic Coating
SENSH2664W 0763000B00007398C 58865 C0502
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Common Specification(s)
The following common specifications were used to demonstrate conformity:

Number Date of Issue Title

Not Applicable

Revision History

Revision Date Effective Description of Change

A See Agile Initial release


