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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 BD Switzerland Sàrl 

Manufacturer address and contact details 

 

Route de Crassier 17 

Business Park Terre-Bonne 

Bâtiment A4 

1262 Eysins 

Switzerland 

Single Registration Number (SRN) (if available) CH-MF-000026539 

 

Authorised Representative name (if applicable)  Becton Dickinson Ireland Ltd 

Authorised Representative address and contact details 

 

Becton Dickinson Ireland Ltd. 

Donore Road 

Drogheda, Co. Louth 

A92 YW26 

Ireland 

Single Registration Number (SRN) (if available) IE-AR-000007610 

 

Notified body name (if applicable) 
BSI Group The Netherlands B.V. 

□ See attached schedule 

Notified body number (if applicable) 
2797 

□ 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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Directive Certificate number(s)  
to which this confirmation is made (if applicable) 

CE 502238 

□ See attached schedule 

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

26 May 2024 

 
□ See attached schedule 

End date of extended validity/transition period 
31 December 2028 

□ 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. 

 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 pro-

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

 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) 

 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, therefore the 

transition period will end on 26 May 2024. 

 

  Expired/expires after 20 March 2023:  

 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 

                                       
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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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, therefore 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: 

 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 substitutes 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, therefore the 

transition period will end on 26 May 2024. 

 

 Quality Management System (QMS) 

 A QMS in accordance with Article 10(9) MDR will be put in place by no later than 26 May 2024. 

 A QMS in accordance with Article 10(9) MDR is in place. 

   A notified body has issued the attached certificate for the MDR-compliant QMS.  

 

 Device(s) as listed in the attached schedule 

 The device(s) continue to comply with the AIMDD or MDD. 

 There are no significant changes in the design and intended purpose.  

 The device(s) do not present an unacceptable risk to health or safety of patients, users or other persons, or to 

other aspects of the protection of public health. 

 

Signed for and on behalf of the manufacturer: 

BD Switzerland Sàrl  

Route de Crassier 17,  
Business Park Terre-Bonne,  
Batiment A4,  
1262 Eysins,  
Switzerland  
 

Manoja Ranawake  
Vice President, Regulatory Affairs - EMEA,  

WWIPD & OUS Infection Prevention  
 
 
 
 
 
 
 
 
 
Contact Details (at least email): manoja.ranawake@bd.com  
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Schedule of Devices  
 

The above Manufacturer’s Declaration is valid for the following devices: 
 

Identification of the 
device(s)3  

(e.g., device name, 
family/group name 
device model or 
catalogue number) 

Directive Certificate 
number(s)  
to which this 
confirmation is 
made  

(if applicable) 

Original expiry 
date as indicated 
on the Directive 
Certificate (s) prior 
to the extension of 
the validity  

(if applicable) 

Notified Body 
name and number 
that issued the 
Directive 
Certificate  

(if applicable) 

Notified Body 
name and 
number where 
the MDR 
application was 
lodged/contract 
signed  

(if applicable) 

End date of extended 
validity / transition 
period 

Substitute 
Device(s)  

(if applicable) 

GPneXus1  CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

CCneXus1 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

CCneXus1-S CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

9003TIG03-G CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

PKneXus1 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

1000SP02193 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

1000SP02159 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

1000SP02198 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

1000SP02196 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

1000SP02197 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

1000SP02156 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80300UNS01-30 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80300UNS01-32 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

                                       
3 for devices with AIMDD/MDD certificate(s) the identification should be as in the certificate, and only if the certificate has a generic scope it should be as defined 

above) 
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80300UNS01-33 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80300UNS01-34 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80300UNS01-035 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80300UNS01-50 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80300UNS01-52 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80300UNS01-53 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80300UNS01-54 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80300UNS01-235 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80300UNS01-70 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80300UNS01-72 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80300UNS01-73 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80300UNS01-74 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80300UNS01-92 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80300UNS02-30 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80300UNS02-32 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80300UNS02-33 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80300UNS02-34 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80300UNS02-035 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80300UNS02-50 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80300UNS02-52 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80300UNS02-53 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80300UNS02-54 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 
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80300UNS02-235 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80300UNS02-70 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80300UNS02-72 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80300UNS02-73 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80300UNS02-74 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80300UNS02-92 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80223UNS02-30 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80223UNS02-32 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80223UNS02-33 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80223UNS02-34 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80223UNS02-035 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80223UNS02-50 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80223UNS02-52 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80223UNS02-53 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80223UNS02-54 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80223UNS02-235 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80223UNS02-70 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80223UNS02-72 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80223UNS02-73 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80223UNS02-74 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

80223UNS02-92 CE 502238 26 May 2024 BSI Netherlands 
2797 

BSI Netherlands 
2797 

31 December 2028 N/A 

  

































Ref. Certif. No.

GB-EMT 1676

IEC SYSTEM FOR MUTUAL RECOGNITION OF TEST CERTIFICATES FOR ELECTRICAL EQUIPMENT
(IECEE) CB SCHEME

CB TEST CERTIFICATE

Product Syringe Pump

Name and address of the applicant Becton Dickinson
National Technology Park, Plassey, Co. Limerick, V94 V500,
Ireland

Name and address of the manufacturer Becton Dickinson Switzerland Sarl
Route de Crassier 17, Business Park Terre-Bonne, Batiment A4, 1262 Eysins,
Switzerland

Name and address of the factory

Note: When more than one factory, please report on page 2

£ Additional information on page 2
Plexus Services RO S.R.L
Eugeniu Carada Street, No 2-4, Oradea, 410610, Bihor,
Romania

Ratings and principal characteristics 115 – 230 V~, 50-60 Hz,  30 VA
Battery: 7.2 Vdc, 2.7 Ah

Trademark (if any) Alaris™

Customer's Testing Facility (CTF) Stage used

Model / Type Ref. CCneXus1-S and CCneXus1

Additional information (if necessary may also be
reported on page 2)

£ Additional information on page 2
- No mains cables / cord-sets were assessed under this submission. The equipment was accepted on
the basis that the installation instructions continue to state the use of only an appropriately rated and
approved supply cable / cord-set in accordance with the regulations of the country it is used in.
The equipment was not evaluated for use within an Oxygen Rich Environment.
In addition, all applicable Clauses of IEC 62304 have be addressed in report TRA-040768-34-00A.
In addition, all applicable Clauses of IEC 62366 have be addressed in report TRA-040768-34-03A.

A sample of the product was tested and found
to be in conformity with

IEC 60601-1-6:2010, IEC 60601-1-6:2010/AMD1:2013, IEC 60601-1-8:2006, IEC 60601-1-
8:2006/AMD1:2012, IEC 60601-1:2005, IEC 60601-1:2005/AMD1:2012, IEC 60601-2-24:2012

National differences:
US
Comments:
EMT certification reference ; GU-BDIQ-0004

As shown in the Test Report Ref. No. which
forms part of this Certificate

TRA-040768-34-00A, TRA-040768-34-01A, TRA-040768-34-02A, TRA-040768-34-03A

This CB Test Certificate is issued by the National Certification Body

Element Materials Technology
Unit 1 Pendle Place, Skelmersdale, West Lancashire WN8 9PN, United Kingdom

Date: 2020-11-04 Signature: Stephen Winsor
page 1 of 1
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Certificate of Registration
QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

This is to certify that: BD Switzerland Sàrl
Terre Bonne Park - A4
Route de Crassier 17
Eysins
1262
Switzerland

Holds Certificate Number: MD 71300
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

The design, manufacture, installation and servicing of infusion systems including infusion
pumps, syringe pumps, enteral feeding pumps and reusable accessories; software for the
control and monitoring of infusions and data management; and sterile and non-sterile devices
for infusion preparation and delivery including syringes, tubular devices, adapters, connectors,
ramps, stopcocks, and caps.
The sales and distribution of medical devices.

For and on behalf of BSI:
Graeme Tunbridge, Senior Vice President Medical Devices

Original Registration Date: 2002-12-20 Effective Date: 2021-12-07
Latest Revision Date: 2024-02-08 Expiry Date: 2024-12-06

Page: 1 of 1

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

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 the BSI Group of Companies.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+71300&ReIssueDate=08%2f02%2f2024&Template=uk
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