DC-002-PD

DECLARACION DE CONFORMIDAD UE
EU DECLARATION OF CONFORMITY

FABRICANTE: AB MEDICA GROUP S.A

MANUFACTURER:

DIRECCION: Sede Social / Headquarter: c/ Jeric6, 10 Bis Interior. 08035 Barcelona. (ESP)
Espana.

ADDRESS Oficinas y Almacén / Office and Warehouse : Avda. Salvatella, 4. P.l Salvatella

(ESP) Espafia 08210 Barbera del Vallés. Barcelona (ESP)
Fabrica / Factory: C/ Llobateras 14-18, Talleres 7. N.4.6. P.I Santiga (ESP)
Espafia 08210 Barbera del Vallés. (ESP)

EUDAMED SRN: ES-MF-000000582

Declara bajo su exclusiva responsabilidad que los productos fabricados:
Declare under their responsibility that the manufactured products:

Nombre Papeles de registro médico.
Name Recording charts for medical equipment

Series: Ver anexo ./ REF See Annex

Marca LESSA

Trademark LESSA

UDI-DI Basico 84287631029PAPGRIDXF
Basic UDI-DI

Cédigo CND/GMDN 71302 / 15-639
CND/GMDN code

Finalidad Prevista Papel para electrodiagndstico, su funcionalidad es el registro grafico de sefiales
bioeléctricas para la monitorizacion y diagndstico, asi como registro de datos y valores
representativos.

Intended Use Electrodiagnostic paper, its functionality is the graphic recording of bioelectric signals for
monitoring and diagnosis, as well as data record and representative values.

Clasificacién: Clase | con funcién de medida (anexo IX en MDD regla 1)

Classification: Class | with measuring function (annex IX MDD rule 1)

Cumple con los requisitos generales de Seguridad y Funcionamiento y disposiciones de:
Conforms with the General Safety and Performance Requirements and provisions of:

RD 1591/2009 y Directiva Europea 93/42/CEE y sus modificaciones posteriores) / RD 1591/2009 and European Directive
93/42 | EEC and its subsequent modifications).

Ruta evaluacion conformidad: Anexo Il / Annex I
Conformity assessment route

Documentacion Técnica: TF-002-PD
Technical documentation

Certificado CE / ECCertificate: 1349/MDD by IMQ SpA (NB 0051) until 01.07.2023
Sistema de Calidad segun: ISO 13485:2016. (n. 9124 PAEL) until 10.03.2023 por IMQ/CSQ
Quality System according: %S0 9001:2015 (n.9120 PAES) until 10.03.2023 por IMQ/CSQ
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ANEXO I/ ANNEX |

DC-002-PD

REFERENCIAS / REFERENCES:

0111300
0111301
0304500
0304501
0304502
0304900
0304901
0305000
0305001
0305002
0305003
0305004
0305005
0305007
0305008
0306001
0306300
0306301
0311000
0311001
0311300
0312000
0312300
0312301
0312500
0312600
0312601
0313000
0313001
0313003
0313004
0313005
0313500
0314400
0314401
0314402
0324100
0505700
0505703
0507001
0510000
0512000
1004200
1004500
1004501

1004502
1004900
1005000
1005001
1005003
1005006
1005007
1005010
1005013
1005014
1005015
1005016
1005017
1005018
1005020
1005021
1005022
1005023
1005024
1005025
1005026
1005027
1005028
1005030
1005031
1005032
1005033
1005034
1005035
1005036
1005037
1005038
1005040
1005043
1005044
1005046
1005048
1005500
1005501
1005503
1005705
1005709
1005727
1005802
1005803
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1005806
1005808
1006005
1006006
1006008
1006009
1006010
1006011
1006012
1006013
1006015
1006016
1006017
1006018
1006019
1006020
1006021
1006022
1006024
1006025
1006026
1006027
1006029
1006030
1006300
1006301
1006303
1006305
1006306
1006308
1006310
1006311
1006312
1006313
1006314
1006315
1006316
1006317
1006318
1006319
1006320
1006321
1006322
1006323
1007502

1007504
1007505
1008011
1008012
1008014
1008015
1008016
1008017
1008019
1009000
1009001
1009003
1009004
1009900
1010001
1010002
1010400
1010401
1010602
1010604
1010605
1010607
1010800
1010801
1010802
1010901
1011003
1011007
1011008
1011011
1011012
1011013
1011015
1011017
1011020
1011022
1011026
1011203
1011204
1011205
1011207
1011208
1011209
1011213
1011214

1011215
1011216
1011217
1011221
1011222
1011223
1011403
1011800
1011801
1011802
1012000
1012001
1012004
1012005
1012007
1012008
1012009
1012010
1012013
1012500
1013000
1013001
1013002
1013004
1013005
1013400
1013401
1013402
1013403
1013500
1014200
1014401
1014403
1014404
1014405
1014406
1014407
1014408
1014409
1014410
1014412
1014414
1014415
1014501
1014800

1014801
1015200
1015201
1018300
1018301
1020900
1020901
1020902
1020903
1021005
1021006
1021007
1021008
1021009
1021011
1021012
1021013
1021014
1021015
1021016
1021018
1021020
1021021
1021022
1021023
1021024
1021025
1021400
1021501
1021503
1021504
1021600
1021602
1021603
1021604
1021605
1021607
1021608
1021609
1025000
1027800
2205000
2217001
2225000
2410000
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2412501
2414000
2414001
2415300
2415301
2415500
2415501
2415503
2415504
2417600
2417800
2418000
2418001
2420001
2420004
2420006
2420007
2420008
2420009
2420010
2420300
2420301
2420302
2420900
2421000
2421001
2421002
2421003
2421005
2421008
2421009
2421500
2421501
2421502
2421600
2421601
2421900
2422000
2422400
2423001
2423003
2423004
2424001
2424002
2424003
2424004
2424005
2424006
2424300

2424301
2424302
2424303
2424400
2424401
2424408
2424501
2424502
2424503
2424504
2424505
2424507
2424508
2424509
2424510
2424511
2424512
2424513
2424514
2424515
2424516
2424517
2424518
2424519
2424520
2424521
2424522
2424600
2425001
2425002
2427000
2429000
2430000
2431528
2431700
2433000
2433001
2433003
2434300
2434301
2434306
2434307
2434500
2434501
2434502
2434503
2434507
2434509
2434510
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2434511
2434513
2434514
2434515
2434516
2434520
2434522
2434523
2434524
2434525
2434526
2434527
2434528
2434600
2434800
2435000
2435600
2435601
2436000
2436005
2437000
2437001
2439001
2439002
2439005
2439006
2439007
2439008
2439009
2439010
2439300
2439800
2439802
2439803
2439804
2440001
2440002
2440003
2440004
2440006
2440007
2440008
2440009
2440010
2440011
2440012
2440013
2440014
2440015

2440099
2440800
2441002
2441003
2441200
2441700
2441803
2441804
2442000
2442004
2442005
2442006
2442007
2442008
2442300
2444000
2444500
2444700
2444800
2444802
2445000
2445001
2445099
2445400
2445501
2445502
2445801
2445802
2445806
2448600
2450000
2450002
2905000
2905001
2905002
2905003
2905005
2905007
2906002
2906003
2906004
2906005
2906006
2906007
2906300
2906301
2906302
2906304
2906305

2906306
2907000
2908000
2908001
2908002
2908003
2908004
2908005
2908007
2909000
2909001
2909002
2909003
2909004
2909005
2909006
2909007
2910000
2910001
2910400
2910601
2910800
2911002
2911005
2911006
2911008
2911009
2911010
2911011
2911012
2911013
2911014
2911101
2911103
2911200
2911202
2911203
2911205
2911206
2911207
2911208
2911209
2911210
2911211
2911212
2911213
2911214
2911215
2911217
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2911218
2911219
2911400
2911401
2911403
2911404
2911405
2911406
2912000
2912002
2912005
2912006
2912008
2912010
2912601
2912603
2912604
2913000
2913002
2913400
2913402
2913500
2914401
2914402
2914403
2914404
2914406
2914500
2914501
2914502
2914800
2915000
2915001
2915003
2915004
2915005
2915100
2915200
2915201
2915203
2915204

2915205
2915206
2915600

2918300
2920700
2920900
2920901
2920902
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2920903
2920904
2920905
2920906
2921001
2921002
2921005
2921006
2921007
2921008
2921010
2921011
2921012
2921015
2921017
2921018
2921019
2921021
2921022
2921023
2921025
2921026
2921027
2921028
2921030
2921031
2921032
2921033
2921034
2921035
2921036
2921037
2921038
2921039
2921040
2921041
2921042
2921043
2921045
2921046
2921047
2921048
2921049
2921050
2921051
2921052
2921053
2921055
2921058

2921059
2921060
2921061
2921062
2921063
2921064
2921065
2921066
2921067
2921068
2921069
2921070
2921071
2921072
2921073
2921074
2921075
2921076
2921077
2921078
2921079
2921080

2921081
2921082
2921501

2921502
2921503
2921507
2921509
2921511
2921512
2921513
2921514
2921515
2921516
2921517
2921518
2921608
2921613
2921614
2921615
2921616
2929700
3015200
3015202
3021000
3021001
3021002
3021003
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3021005

3021007

3021008

3021009

3021010

3021500

3021501

3021502

3021504

3021505

3021506

3021507

3021508

7020000

NT1005003
NT1005021
NT1005705
NT1006305
NT1008011
NT1010800
NT1011205
NT1021005
NT1021400
NT1021503
NT2906002
NT2908000
NT2909001
NT2909004
NT2910800
NT2911005
NT2911006
NT2911202
NT2911205
NT2911209
NT2911401
NT2911403
NT2915003
NT2915200
NT2921005
NT2921007
NT2921015
NT2921022
NT2921035
NT2921050
NT2921503
NT2921507
NT2921511
NT3021500
NT3021501

NT3021502
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