


Product List and Application MDR
QM part

European 
Medical Device 
Nomenclature 
(EMDN) 

No. Product name or Trade Name
(as listed on label)

Type of device using 
terminology of Basic-

UDI-DI, EMDN or 
GMDN

Basic UDI-DI code

Medical Device 
Category 

(for all medical 
devices)

Please use 
EMDN code
4th level
(EMDN code on 
level 4;
Letter + 6-digits;
if no level 4 
exists, use next 
upper level)

Device Class

Classification Rule 
including 

subclause 
according to 
Annex VIII

Summary list of
related facilities

(use facility codes 
from Facilities table, 
i.e IMF(1), IR&D(1))

Code of
EU-REP

(use facility No 
from Facilities 

table)

Technical documentation 
identifier

1

CardioMem CM 100 XT Tele ECG Recorder 0425090320238NF

MDA 0204 
Other active 

non-implantable 
devices for 
monitoring 

and/or 
diagnosis

Z120504 lla Rule 10
indent 3

EMF(1)
IMF(1)

IR&D(1)
IR&D(2)

- 1501

2
CardioDay

Software
CardioDay Standard 0425090320240N2

MDA 0315 
Standalone 

software
Z120504 lla Rule 11 IMF(1)

IR&D(1) - 1450

3
CardioDay Software

CardioDay Easy 0425090320240N2
MDA 0315 
Standalone 

software
Z120504 lla Rule 11 IMF(1)

IR&D(1) - 1450

4
HeartX Viewer Software

HeartX Viewer 0425090320241N4
MDA 0315 
Standalone 

software
Z120504 lla Rule 11 IMF(1)

IR&D(1) - 2018

5

PhysioMem 
Tele ECG Recorder
PhysioMem 
PM 100 4G

0425090320243N8

MDA 0204 
Other active 

non-implantable 
devices for 
monitoring 

and/or 
diagnosis

Z120504 lla Rule 10
indent 3

EMF(1)
EMF(2)
EMF(3)
IMF(1)

IR&D(1)
IR&D(2)

- 1214

Please add or delete lines as required!

Classification of
product and classification

rule resulting in highest risk class

Note: Please provide an information for all columns (also the blue columns which will not be printed).
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