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UNDER MDR 2017/745: DECLARATION OF CONFORMITY
FR: EN VERTU DU MDR 2017/745 : DECLARATION DE CONFORMITE
DE: GEMAR MDR 2017/745: KONFORMITATSERKLARUNG

ES: SEGUN MDR 2017/745: DECLARACION DE CONFORMIDAD

FOR TECHNICAL FILE:
FR: POUR LA FICHE TECHNIQUE :

DE: FUR TECHNISCHE
UNTERLAGEN:

ES: PARA EL ARCHIVO TECNICO:

TF-FRA-022

DESCRIPTION:

FR: DESCRIPTION :
DE: BESCHREIBUNG:
ES: DESCRIPCION:

Intelect® Transport 2 Device Family

Intelect® Transport 2 Combination Device (Electrotherapy/Ultrasound)
Intelect® Transport 2 Ultrasound Device

Intelect® Transport 2 Ultrasound Applicators

RISK CLASSIFICATION:

FR: CLASSIFICATION DES
RISQUES :

DE: RISIKOKLASSIFIZIERUNG:
ES: CLASIFICACION DE RIESGOS:

Main devices and Ultrasound Applicators: Class lla

REVISION CHANGE No. DESCRIPTION DATE
FR: REVISION N° DE MODIFICATION | DESCRIPTION DATE
DE: REVISION ANDERUNGSNR. BESCHREIBUNG DATUM
ES: REVISION N.° DE CAMBIO DESCRIPCION FECHA

A QMS-30047 Initial Release See Agile
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DECLARATION OF CONFORMITY
FR: DECLARATION DE CONFORMITE
DE: KONFORMITATSERKLARUNG
ES: DECLARACION DE CONFORMIDAD

MANUFACTURER
FR: FABRICANT
DE: HERSTELLER
ES: FABRICANTE

DJO France SAS

Centre Européen de Frét
3 rue de Bethar

64990 Mouguerre

FRANCE
SRN FR-MF-000002219
EU AUTHORIZED REPRESENTATIVE N/A
FR: REPRESENTANT AGREE POUR L'UNION
EUROPEENNE
DE: AUTORISIERTER VERTRETER IN DER EU
ES: REPRESENTANTE AUTORIZADO EN LA UE
SRN N/A

PrRODUCT

FR: PRODUIT
DE: PRODUKT
ES: PRODUCTO

Intelect® Transport 2 Combination Device (Electrotherapy/Ultrasound)
Intelect® Transport 2 Ultrasound Device
Intelect® Transport 2 Ultrasound Applicators

INTENDED USE

FR: UTILISATION PREVUE
DE: ZWECKBESTIMMUNG
ES: FINALIDAD PREVISTA

The Intelect® Transport 2 devices comprise of a range of multi-modality
(TENS; NMES, Ultrasound) therapies intended to be used by healthcare
professionals using TENS, NMES and Therapeutic Ultrasound for the
treatment of various musculoskeletal and skeletal muscle deficit
disorders.

PART NUMBER LIST

FR: LISTE DE REFERENCES

DE: LISTE DER TEILENUMMERN
ES: LISTA DE NUMEROS DE PIEZAS

See attached TF-FRA-022 Master Data Sheet

MDR RisK CLASSIFICATION

FR: CLASSIFICATION DES RISQUES DU REGLEMENT
MDR

DE: MDR-RISIKOKLASSIFIZIERUNG

ES: CLASIFICACION DE RIESGOS DEL INFORME DE
DISPOSITIVO MEDICO (MDR)

Class lla

RED CLASSIFICATION
FR: CLASSIFICATION RED
DE: RED-KLASSIFIZIERUNG
ES: CLASIFICACION ROJA

N/A

CONFORMITY ASSESSMENT ROUTE

FR: VOIE D’EVALUATION DE LA CONFORMITE
DE: WEG DER KONFORMITATSBEWERTUNG
ES: RUTA DE EVALUACION DE CONFORMIDAD

Annex IX: Conformity Based on a Quality Management System and on
Assessment of Technical Documentation

GMDN(s)

Refer to TF-FRA-022-MASTER-DATA

EMDN(s)

Refer to TF-FRA-022-MASTER-DATA

Basic UDI-DI

Refer to TF-FRA-022-MASTER-DATA
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DECLARATION OF CONFORMITY
FR: DECLARATION DE CONFORMITE
DE: KONFORMITATSERKLARUNG
ES: DECLARACION DE CONFORMIDAD

THIS DECLARATION OF CONFORMITY IS ISSUED UNDER THE SOLE RESPONSIBILITY OF DJO FRANCE SAS. WE HEREBY DECLARE THAT THE MEDICAL DEVICE(S)
SPECIFIED ABOVE MEET THE PROVISION OF THE REGULATION (EU) MDR 2017/745 FOR MEDICAL DEVICES AND DIRECTIVE 2011/65/EU ROHS. THIS
DECLARATION IS SUPPORTED BY THE QUALITY SYSTEM CERTIFICATION TO ISO 13485.

FR: CETTE DECLARATION DE CONFORMITE EST PUBLIEE SOUS LA SEULE RESPONSABILITE DE DJO FRANCE SAS. NOUS DECLARONS PAR LA PRESENTE QUE
LE(S) DISPOSITIF(S) MEDICAL(AUX) SPECIFIE(S) CI-DESSUS REPOND(ENT) AUX DISPOSITIONS DU REGLEMENT (UE) MDR 2017/745 CONCERNANT LES
DISPOSITIFS MEDICAUX. CETTE DECLARATION EST ETAYEE PAR L’APPROBATION DU SYSTEME QUALITE DE LA NORME ISO 13485.

DE: DIESE KONFORMITATSERKLARUNG WIRD UNTER DER ALLEINIGEN VERANTWORTUNG VON DJO FRANCE SAS. AUSGESTELLT. HIERMIT ERKLAREN WIR,
DASS DAS/DIE OBEN ANGEGEBENE(N) MEDIZINPRODUKT(E) DEN BESTIMMUNGEN DER VERORDNUNG (EU) MDR 2017/745 FUR MEDIZINPRODUKTE
ENTSPRICHT BZW. ENTSPRECHEN. DIESE ERKLARUNG WIRD DURCH DIE ZERTIFIZIERUNG DES QUALITATSMANAGEMENTSYSTEMS NACH ISO 13485
UNTERSTUTZT.

ES: ESTA DECLARACION DE CONFORMIDAD SE EMITE BAJO LA RESPONSABILIDAD EXCLUSIVA DE DJO FRANCE SAS. POR LA PRESENTE DECLARAMOS QUE
LOS DISPOSITIVOS MEDICOS ESPECIFICADOS ANTERIORMENTE CUMPLEN CON LA DISPOSICION DEL REGLAMENTO (UE) MDR 2017/745 PARA
DISPOSITIVOS MEDICOS. ESTA DECLARACION ESTA RESPALDADA POR LA APROBACION DE SISTEMA DE CALIDAD A ISO 13485.

NOTIFIED BODY
FR: ORGANISME NOTIFIE

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9, 1066 EP

DE: BENANNTE STELLE Amsterdam
ES: ORGANISMO NOTIFICADO Netherlands
2797

EC CERTIFICATE(S) MDR 758878
FR: CERTIFICAT(S) CE
DE: EG-ZERTIFIKAT(E)

ES: CERTIFICADO(S) CE

PLACE OF ISSUE

FR: LIEU DE DELIVRANCE
DE: AUSSTELLUNGSORT
ES: LUGAR DE EMISION

DJO France SAS

Centre Européen de Frét
3 rue de Bethar

64990 Mouguerre
FRANCE

APPROVAL SIGNATURE

FR: SIGNATURE D’ APPROBATION

DE: UNTERSCHRIFT ZUR GENEHMIGUNG
ES: FIRMA DE APROBACION

SIGNED FOR AND ON BEHALF OF DJO FRANCE:

Dabod’

PRINTED NAME

FR: NOM EN CARACTERES D'IMPRIMERIE
DE: NAME IN DRUCKBUCHSTABEN

ES: NOMBRE EN LETRA DE IMPRENTA

BRITTA DOMBOVARI

TITLE DIRECTOR, REGULATORY AFFAIRS
FR: TITRE RECOVERY SCIENCES

DE: TITEL

ES: TiTuLO

APPROVAL DATE 05. FEBRUARY 2024

FR: DATE D’APPROBATION
DE: GENEHMIGUNGSDATUM
ES: FECHA DE APROBACION
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