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SECT|oN A - please complete allitems.

I UrielŞuİam,
i]]rmc .:; aci]ü]ii.! Dn..].r

Mak€r" oNBo
Manufacturer6 MicrolifeAG

Brand' Microlife
li sri !] ,]_]] iji:i.. b o.,.] ]]r.:j] -l. ı] ,.jl. ,,l i]i:!...

Dec|aration of Equivalence Form
Drcıeneııoıu or Bı-ooo PRrssunt MEAsuRıNG DEucE EQuvAı-rıucr 2013

A slc NED coPY wüll BE PosTED oN THE www.da bleducationaı.or8 wEBslTE

a Director of Trimpeks ith. ihr. Tur. ve Tic. A.s.,
a.iini,]\, ...İü.

hereby state that there are no differences that will affect blood pressure measuring accuracy between theMaker" oNBo Add'"o 4g7 Dalangsouth Road, Longhu, shenzhen, Guadong, chinaManufaaurerb Trimpeks ith, ihr, Tur, ve ric. Addrcss Eski Büyükdere cad. Yunus Emre sok. No:1/12 Topcu ls MerkeziA_s_ 4. Levent/istanbul
Bland' Plusmed Modeld pM-NT_olij,]}...,_]|!.i,|:r.:|!r]i!: ] !.]i.];irli.l]illlr!-İ".,'',,."''",,..,,ı.l..,,.,,...r1..]|l.],n..

b|ood pressure measuring device and the Validated blood pressure measuring device
Add'"'' 4g7 Dalanlsouth Road, Longhu, shenzhen, Guadon& china
rdd,.,, Espenstrasse 139, 9443 Widnau, switzerland
Modeld BP3AS1_2

which has previously passed the EsH protocol, the results ofwhich were published a5 follows:
Annemarie de Greeff, Hannah Nathan, Nina stafford, Bing Liu, Andrew shennan _ Development of an accurate

3::]H::':jj:"' 
pressure device for low resource settinr, urr, .ıooa Pressure Monitorin,, Vol13, N"6 pp.342-348,

The only differences between the devices involve the following components:-,ıli !]r. ir.? |:rü.i.ı 1:ı: i 1!

Part l 1 Algorithm for oscillometrıc Measurements
2 Algorithm forAuscultatory Measurements 

Yes D No X N/A" l
3 Artefact/Error Detection 

Yes D No f] N/At El

4 Microphone{r) 
"'"''"" Yes i No El

5 pressure Transducer Yes D No E N/Af El

6 cuffs or Bladders Yes D No El

7 |nflation Mechanism Yes 8 No E
Yes! NoE8 Deflation Mechanism Yes! No8Part ll 9 Model Name or Number

].0 casing Yes X No İ
]-1 Display Yes ! No Ej

Yes İ No El12 carrying/Mounting Facilities Yes ı No El1,3 software otherthan Algorithm Yes ! No X74 Memory capacity/Number of stored measurements Yes ı No 815 Printing Facilities 
Yes ! No E N/As816 Communication Facllities vu. İ ;;; ;;; Ş17 Power supply

18 otheİ Facilities

o 2005-2013 dabl6Educational Trust Lim jte.J

YesE NoE
YesX NoE N/A

An explanation ofeach item ticked '"yes" must be included in secrjon 8 or on a separate sheet.
\i]t..| : i..r.,].ll]enJjn.a..]id.lü:s!.iili.i.li]a n:i.:, cilltr].].!].F

lr i'ı}",.ı.tliıir.,]ü].iüj.]l.!.jo|.iir.]e|.i:İtrnlii.lıj,.,.ltl..n.!..,.!e.i]iirtfl]_.!.İr.:,i].:.|!itİcmr«::
i Pl!r 
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'Jor. 
.i lİ. !r€nc ı rn". ıa].l it n :oı], .,Ir . l ü. tt,- s],i..:s t,.-,,, i,," .,,,".".,, _, * ,, 
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carraig courİ, Georges AVenıJe, Blackrock, co. oublin. lreland.
(dabl@Educational Trust timited is a not-fo.-profit organisation)I_el +3S372780247 er"l 

'ntoOj"Ul"ar.]İ'onrİ.o.eFaX + 353 1 278 3835 Web www,dableducationa1.or;



dabl-§*ıffiiMTşt§t Dec|aration of Equivalence Form

sEcrlor{ B An explanation for each item, 1 to 18, ti.ked "Yes" in section A must be provided heİe o. in an attached document. AlI
differences between the devices must be des.ribed.

6. only cuff textil color is different: PLUSMED pM-NT 01 is grey{pantone #cool grey 11c}, Microlife BP 3As1_2 is blue
(pantone #210D}. Both cuffs use the same bladder and tubing.

9. Model name PLUSMED pM-NT 01 Microlife BP 3AS1-2

18. Artwork (printing, colour) is different

sEcTloN c Please checkthatthe folıowing are included with the application

A manua|forthe validated device a
A manua| for the device for which equivalence is being sought tr
An image ofthe Validated device tr
An image of the device for which equivalence is being sought tr
An image of the screen layout of validated device* tr
An image of the screen layout of the device for which equivalence is being soughti X
* screen layout5,hown aomplete, and without obscurin8labeİs oİ ıine§, in manuals need not be included separately-

compleİe allıtem' bar sagnatures and seal, online and prınt. sisn and sealitthen send the originalto our address below. Piease
email a signed copy of this form, together w,iİh the manuals and images for both devices, to info@dableducationa1.o.g.

sEcTloN D

si8nature of Director

Name

Date

signature of Witness

Address

Name Dilek Metin

company stamp/seal

i!RlMPEKs iTHALAT lHRAGAT
rURiZM ve TlC. A.Ş.

:.xı :.,yükdel6 cd Yü]nı]s Emre sk.Noi1/12
Ii,İ,,;, jş Mei(ezi 80650 4,LevenulsTANBuL

,'el (0212) 319 50 00 Faxj 319 50 50
i'r.ğaziçi Kurum|ar VD 859 0{0 5925

Yunus Emre sok. No:1/12 Topcu ls Merkezi 4.Trimpeks A.Ş. Eski
Levent/İstanbul

Büyükdere cad.

UrielŞulam /"z

PeEe 2l2
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Comparison of the New with the Old 

Devices plusmed pM-NT 01 Microlife BP3AS1-2 

Pictures 

  

Display 

 
 

Validation  ESH 2002 

Device 1 Criteria 
(Different Features) 

 None 

Device 2 Criteria 
(Different Features) 

None  
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Comparable Criteria  Cuffs: Textile Colour is different - PLUSMED pM-NT 01 is grey (pantone 
#cool grey 11C). *Cuff bladder & tubing are the same. 

 Artwork (printing, colour) is different 

 Cuffs: Textile Colour is different - Microlife BP 3AS1-2 is blue (pantone 
#210D). *Cuff bladder and tubing are the same. 

 Artwork (printing, colour) is different 

Same Criteria Measurement 
 Accuracy 

 Pressure: within ± 3 mmHg 

 Pulse: ± 5% of the reading 

  
Method 
 Oscillometric 
 
 Inflation 

 Manual 
 
 Deflation 
 Passive Deflation Valve 
 
 Cuffs 
 Cuff Bladder & Tubing; different textile & printing 
 
 Sensors 
 Capacitive Pressure Sensor 
 
 Measurement Records 

 1 set Measurement Record 
 
 Measurements other than Blood Pressure  
 Pulse Rate 
 
Buttons/Switches 
 Power 
 O/I Button 
 
 Measurement Records 
 Press & Hold O/I Button for 3 Seconds 
 
 Function 

 Same as O/I Button 
 
 
Display/Symbols/Indicators 
 Measurement Procedure 
 Inflation Icon 

 

Measurement 
 Accuracy 

 Pressure: within ± 3 mmHg 

 Pulse: ± 5% of the reading 

 
 Method 
 Oscillometric 
 
 Inflation 

 Manual 
 
 Deflation 
 Passive Deflation Valve 
 
 Cuffs 
 Cuff Bladder & Tubing; different textile & printing 
 
 Sensors 
 Capacitive Pressure Sensor 
 
 Measurement Records 

 1 set Measurement Record 
 
 Measurements other than Blood Pressure  
 Pulse Rate 
 
Buttons/Switches 
 Power 
 O/I Button 
 
 Measurement Records 
 Press & Hold O/I Button for 3 Seconds 
 
 Function 

 Same as O/I Button 
 
  
Display/Symbols/Indicators 
 Measurement Procedure 
 Inflation Icon 
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Pulse Detection Icon 

 
 
 Post Measurement 
 Blood Pressure (Systolic & Diastolic) 

 
Pulse Rate 

 
 
 Measurement Records 

 Measurement Record Icon 

 
 
 
 Power 
 Low Battery Icon 

 
 

  
 
Algorithms 
 Functions 

 Same Oscillometric Algorithm 
 
  
 
Casing 
 Display 
 LCD Display  
 
 Ports 
 Cuff Connector Port 
 
 Power 

Pulse Detection Icon 

 
 
 Post Measurement 
 Blood Pressure (Systolic & Diastolic) 

 
Pulse Rate 

 
 
 Measurement Records 

 Measurement Record Icon 

 
 
  
 Power 
 Low Battery Icon 

 
 
  
 
Algorithms 
 Functions 

 Same Oscillometric Algorithm 
 
   
 
Casing 
 Display 
 LCD Display 
 
 Ports 
 Cuff Connector Port 
  
 Power 
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 Battery Compartment (2x1.5V Batteries – Size AAA) 
 
 Features 
 O/I Button – Same design different colour 
 

 Battery Compartment (2x1.5V Batteries – Size AAA) 
 
 Features 
 O/I Button – Same design different colour 
 

 

   

Recommendation Recommended 

Date 29 January 2015 

 


