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Declaration of Conformity
MDD 93/42/EEC
Risk Class: I1a

0413

Application of Standard(s):

Manufacturer’s Name

IEC 601-1/ EN60601-1, Medical Electrical Standard + when

applicable

IEC 601-1-2/EN60601-1-2 Electromagnetic Compatibility, +
when applicable amendments and applicable part two

standards effective at the time of evaluation.

IEC 60601-2-5 Particular Requirements for the Safety of

Ultrasonic Physical Therapy Equipment

IEC 60601-2-10 Particular Requirements for the Safety of

Nerve and Muscle Stimulators

Chattanooga Group

Manufacturer’s Address

Authorized Representative’s Name
Authorized Representative’s Address

A Division of Encore Medical
4717 Adams Road

Hixson, Tennessee 37343 U.S.A.
Telephone: 1 + 423-870-7200

Medical Device Safety Service
Burckhardtstr. 1

D-30163 Hannover Germany
Telephone: +49-5103-939430

Model Name

Type of Equipment

UMDNS
Code

OptiFlex®, OptiFlex’®

Exercisers, Continuous Passive Motion, Lower Limb

17-138

Para-Care®

Baths, Paraffin, Physical Therapy

12-956

Intelect®

Intelect ® Mobile Ultrasound- 2776, 27467

Ultrasound Units, Physical Therapy

11-248

Intelect®

Intelect® Advanced Therapy System-
2762CC, 2772MC, 2762A8, 2772AS, 79976,
79977. 79966, 79967, 79968, 79969, 79970,
79971, 27468, 27465, 10648, 2775, 27312,
27313, 27314, 27315

Intelect® User Remote Control- 27508, 27079
Intelect® Patient Interrupt Switch- 27469, 27470
Intelect® Mobile Combo- 2778, 27467

Ultrasound Units/Neuromuscular Stimulators, Physical Therapy

17-908

Intelect®

Intelect ® Advanced Therapy System-
2765CS, 2773MS, 2765A8S, 2773AS, 79976,
79977. 79966. 79967, 79968, 79969, 79970,
79971, 27468, 27465, 10648, 2775, 27312,
27313, 27314, 27315

Intelect® Channel 3/4 Electrotherapy Module-
2770

Intelect® Mobile Stim- 2777, 27467

Stimulators, Neuromuscular, Therapeutic

16-255

Intelect®

Stimulators, Electroanalgesic, Transcutaneous Electrical Nerve

13-782

Intelect® Ultrasound Applicators-
27333, 27334, 27335, 27336

Transducers, Ultrasonic

14-121

Intelect® Battery Module- 2767
Intelect® Mobile Battery Pack- 27478

Batteries. Medical Device

16-337
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Declaration of Conformity

ADIVISION OF MDD 93/42/EEC
L GROUP SEDICAL Risk Class: Ila 0413
; UMDNS

Model Name Type of Equipment Code
Forte CPS Ultrasound Units, Physical Therapy 11-248
Forte CPS Ultrasound Units/Neuromuscular Stimulators, Physical Therapy 17-908
Forte CPS Stimulators, Neuromuscular, Therapeutic 16-255
VitalStim®- 5900, 5905 Stimulators, Neuromuscular, Therapeutic 16-255
VitalStim® Electrodes- 59000, 59005, 59035 Electrodes, Neuromuscular Stimulator 11-454
Dura-Stick®- 42061, 42041, 42042, 42043, Electrodes, Neuromuscular Stimulator 11-454
42044, 42045
Dura-Stick® TENS Electrodes, Transcutaneous Electrical Nerve Stimulation 17-191
EMG Retrainer® & EMG Retrainer® IR Biofeedback System 10-396
sEMG Module- 2771, 27321, 27322
EMG Electrodes- 42109, 42140 Electrodes, Electromyographic 11-441
EMG Vaginal Probe- 77725 Probes, Other 15-237
EMG Rectal Probe Probes, Other 15-237
Tru-Trac®, Triton®, TX- 4749, 4798, 4759, Traction Units 14-105
4779, 4766
Tru-Trac® Belts, Traction 14-100
Fluidotherapy® DHT Hot Dry Air/Fluidized Medium Units 16-982
Theratherm® Heating Pads, Electric 11-989
PresSsion® Compression Units 16-836
Vacuum System Vacuum Stabilized Pads 15-325
Intelect® Vacuum Module- 2785, 2774, 56852,
56806, 27745, 27746, 27657, 27658, 56851,
56807
Chattanooga lonto and lonto Ultra-1331, 1332, lontophoresis Units, Drug Delivery 18-155
1333, 1335, 1326, 1327, 1328, 1329

We declare that our product models listed above meet the applicable provisions of the European
Medical Devices Directive 93/42/EEC.
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Michael Treas

Manager of Regulatory Affairs

Chattanooga Group,
A Division of Encore Medical
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