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Affiniti Diagnostic Ultrasound System 

Declaration of Conformity Revision History 

Revision Author 
Change Description 

Summary 
Change Reason 

A-B See PDM See PDM See PDM 

C Usman Rashid 
Updates for VM9.0 

release 
Software update 

D Travis Kay 
Same content as Rev C. 
Re-sign for release of 

VM9.0.2 

Software Update 
(Sustaining) 

 
E Travis Kay  

Updated for alignment 
with software definition 

protocol  

Clerical alignment 
with software 

definitions 

 
F Travis Kay 

Clerical edit to state 
MDR in EC certificate 

number 

 
Clerical Alignment 

G Travis Kay 
Same content as Rev F. 
Re-sign for release of 

VM9.0.3 

Software Update 
(Sustaining) 

H Travis Kay 
Added Affiniti Circular 

Edition models 

Inclusion of 
refurbished Circular 

Edition models 
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Signed for and on the behalf of Philips Ultrasound: 
Date: August 24, 2022  
Location: Bothell, Washington, USA   

 
__________________________ 
Tamara Daniels 
Senior Regulatory Affairs Manager 
Person Responsible for Regulatory Compliance 
 

Product Name 
Affiniti Diagnostic Ultrasound System 
Affiniti Circular Edition (Refurbished) Diagnostic Ultrasound System 

Model Name 

Affiniti 30 Diagnostic Ultrasound System (includes 30C, 30G, and 30W) 
Affiniti 50 Diagnostic Ultrasound System (includes 50C, 50G, and 50W) 
Affiniti 70 Diagnostic Ultrasound System (includes 70C, 70G, and 70W) 
Affiniti CVx Diagnostic Ultrasound System 

Starting Software  
Revision 

9.0  

SRN US-MF-000002237 

EC Certificate Number MDR 720600 

Conformity Assessment  Annex IX 

 BUDI-DI 0884838BM432ST 

 CND Code Z110401 

 GMDN Code 40761 

 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/EUC Class 1 
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This declaration of conformity is issued under the sole responsibility of the manufacturer. 

I, on behalf of Philips Ultrasound, Inc., located at 22100 Bothell Everett Hwy, Bothell, WA 98021, 

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. 
▪ Directive 2014/53/EU of the European Parliament and of the Council of 16 April 2014 on the 

harmonization of the laws of the Member States relating to the making available on the market 
of radio equipment and repealing Directive 1999/5/EC  

 

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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__________See page 1 for list of products, accessories and authorizing date and signature___________ 
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