




SECTION B of Declaration of Blood Pressure Measuring Device Equivalence

Device applied for Validation Existing Validated Device
Model
Name or
Number

BDA432 TMB-1491

Carrying/
Mounting
Facilities



 Device Equivalence Evaluation Form 
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Comparison of the Inventum BDA432 with the Transtek TMB-1491 

Devices – Item 9 Inventum BDA432 Transtek TMB-1491 

Pictures 
 

Image height: Picture 3.2 cm 

 

Image height: Picture 3.2 cm 

 

Display Image Image height: Picture 4 cm 

 

Image height: Picture 4 cm 

 

Validation - ESH 2010  

Category Upper Arm Devices for Self-measurement of Blood Pressure Upper Arm Devices for Self-measurement of Blood Pressure 

Casing – Item 10 Dimensions 110 x 110 x 47 mm 

  
 
Ports: Air outlet for cuff 
 
 
Features: 60 memory places, 22-32 cm cuff, Irregular heartbeat detection, WHO indicator 

  
 

 

Dimensions 110 x 110 x 47 mm 

  
 
Ports: Air outlet for cuff 
 
 
Features: 60 memory places, 22-32 cm cuff, Irregular heartbeat detection, WHO indicator 

 

Display – Item 11 Type: LCD display 

 No differences 
Type: LCD display  

No differences 
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Carrying/Mounting 
Facilities – Item 12 

Storage bag 

 

Zipper bag 

 

Software other than 
Algorithm – Item 13 

Same software (V1.0) Same software (V1.0) 

Memory Capacity 
Item 14 

Number of stored measurements: 60 Number of stored measurements: 60 

Printing Facilities 
Item 15 

n/a. n/a. 

Communication 
Facilities – Item 16 

n/a. n/a. 

Power Supply 
Item 17 

4 x AAA 4 x AAA 

Other differences Other Details on Equivalent device that are different to Validated device: 
- Control panel colour, text colour + knobs colour, rating label, giftbox design, 

User manual 
 

Other Details on Validated device that are different to Equivalent device 
- Control panel colour, text colour + knobs colour, rating label, giftbox design, 

User manual 
 

Same Criteria Measurement 
 Accuracy 

No differences 
  
 Method 

No differences 
   
   Ranges 

No differences 
  
  Inflation 

Measurement 
Accuracy 

No differences 
  
 Method 

No differences 
   
   Ranges 

No differences 
  
  Inflation 
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No differences 
 
Deflation 

No differences 

 
 Cuffs (Please state sizes and materials used) 

No differences 

 
 Sensors 

No differences 

 
 Measurement Records 

No differences 

 
 Measurements other than Blood Pressure  

No differences 

 
Buttons/Switches 
 Power 

 
The color/font is different 
 
 Measurement Records 

No differences 

 
 Function 

No differences 

 
 Analysis 

No differences 

 
Event Marking 

No differences 

 
 Communication 

N/A 
 
Display/Symbols/Indicators 

No differences 
 
Deflation 

No differences 
 
Cuffs (Please state sizes and materials used) 

No differences 

 
 Sensors 

No differences 

 
 Measurement Records 

No differences 

 
 Measurements other than Blood Pressure  

No differences 

 
Buttons/Switches 
 Power 

  
The color/font is different 
 
 Measurement Records 

No differences 

 
 Function 

No differences 

 
 Analysis 

No differences 

 
 Event Marking 

No differences 

 
 Communication 

 N/A 
 
Display/Symbols/Indicators 
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 Preparation 

No differences 

 
 Measurement Procedure 

No differences 
 
Post Measurement 

No differences 

 
 Measurement Records 

No differences 

 
 Date and Time 

No differences 

 
 Power 

No differences 

 
 Function 

No differences 

 
 Communication 

No differences 

 
 Features 

No differences 

 
 Not described 

None 
 
Algorithms 
 Averages and Differences 

No differences 

 
 Diagnostic 

No differences 

 
 Functions 

No differences 

 
 Communication 

 Preparation 

No differences 
 
 Measurement Procedure 

No differences 

 
 Post Measurement 

No differences 

 
 Measurement Records 

No differences 

 
 Date and Time 

No differences 

 
 Power 

No differences 

 
 Function 

No differences 

 
 Communication 

No differences 

 
 Features 

No differences 

 
 Not described 

None 
 
Algorithms 
 Averages and Differences 

No differences 

 
 Diagnostic 

No differences 

 
 Functions 

No differences 

 
 Communication 
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No differences 

 

No differences 

 

Comparable Criteria - Everything except of: 
Control panel colour, text colour + knobs colour, rating label, giftbox design, 
User manual 

 

- Everything except of: 
Control panel colour, text colour + knobs colour, rating label, giftbox design, 
User manual 

 

 
 

Comments  none 

   

Recommendation Recommended 

Date 29th July 2016  

 


