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Philips Ultrasound LLC 

22100 Bothell Everett Highway 
Bothell Washington 98021-8431 USA 

 

Non-Invasive Transducers  

Declaration of Conformity Revision History 

Revision Author 
Change Description 

Summary 
Change Reason 

A Colin Jacob Initial Release 
EU MDR Compliance 

Implementation 

B Colin Jacob 

Added translations on 
follow-up pages, SRN for 

manufacturer and EU 
Authorised 

Representative 

Maintenance 

C Sudipta Chakrabarti 
Added MDR to EC 
Certificate number 

Updated for 
accuracy 

D Courtney Nix 

Added transducer  
mL26-8 & 

Updated Legal Name (Inc 
to LLC) 

NPI (VM10.0) & 
Legal Name Change 
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Bothell Washington 98021-8431 USA 

 

Model Name 

 Transducer C5-1 

Transducer C8-5 

Transducer C9-2 

Transducer D2cwc 

Transducer D2tcd 

Transducer D5cwc 

Transducer L12-3 

Transducer L12-3Ergo 

Transducer L12-5  

Transducer eL18-4 EMT 

Transducer eL18-4 

Transducer L18-5 

Transducer mC7-2 

Transducer mC12-3 
 

Product Generic Name Non-invasive transducers 

Product Number See below 

Starting Software Revision Not Applicable  

SRN US-MF-000002237 

EC Certificate Number MDR 720600 

 Conformity Assessment Annex IX 

 BUDI-DI 0884838BM428T4 

 CND Code (Level 1) Z11040103 

 GMDN Code 40768 

 Intended Use Diagnostic ultrasound imaging and fluid flow analysis of the human body. 

2017/745/EU Class Class IIa 

Classification Rule Rule 1 & 10 

2014/53/EU Not applicable 
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  LEGAL MANUFACTURER: 
Philips Ultrasound LLC 

22100 Bothell Everett Highway 
Bothell Washington 98021-8431 USA 

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

I, on behalf of Philips Ultrasound LLC, located at 22100 Bothell Everett Highway Bothell, Washington 

98021-8431 USA, hereby declare that the devices covered by the present declaration are in 

conformity with the following regulations: 

▪ EU MDR 2017/745/EU concerning medical devices;  
▪ Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the 

restriction of the use of certain hazardous substances in electrical and electronic equipment. 

 

Notified Body 

The manufacturer has been certified by the notified body noted below to 
ISO 13485:2016, and complies with Annex IV of the Medical Device 
Regulation. 

 The British Standards Institution (BSI),  
 Say Building, John M. Keynesplein 9, 

1066 EP Amsterdam, Netherlands 
Note that the notified body number does not apply to the RoHS Directive nor RED. 

 

European Authorized 
Representative 

(SRN: NL-AR-000001422) 

For additional information regarding this Declaration, please contact your 
local Philips Ultrasound affiliate or the Philips Ultrasound European 
Authorized Representative noted below. 

Philips Medical Systems Nederland B.V., 
Veenpluis 6, 5684PC Best, The Netherlands 
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