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Declaration of conformity:
Shenzhen Roundwhale Technology Co., Ltd. declares that 
the device complies with following normative documents:
IEC60601-1, IEC60601-1-2, IEC60601-1-11, IEC60601-2-10, 
IEC62304,
ISO10993-5, ISO10993-10, ISO10993-1,ISO10993-23, ISO14971.





Function of the TENS stimulator: The device has 5 programs
(B (Burst), N (Normal), M (Modulation) SD1 (Strength 
Duration) and SD2 (Strength Duration)) applies electric 
currents in the low-frequency range for therapy. Each 
program controls the generated electric impulses, their 
intensity, frequency and pulse width.





Intended purpose
The device is designed to be used for temporary relief of 
pain, including the acute and chronic pain relief.
Target population
The device using the object (patient) must be 18 years or 
older of adults.
Intended user
Medical staff or lay persons.
Intended condition
Intended for use in the home, hospital and health care facilities.
Indications
It is used for temporary relief of pain associated with sore and 
aching muscles in the neck, shoulder, back, joint, hip, hand, 
abdomen, upper extremities (arm) and lower extremities (leg) 
due to strain from exercise or normal household work activities.

1) Do not use this device if you have a cardiac 
    pacemaker, implanted defibrillator, or other 
    implanted metallic or electronic device. Such use could 
    cause electric shock, burns, electrical interference, or death.
2) The device should not be used when cancerous lesions or 
    other lesions are present in the treatment area.



3) Stimulation should not be applied over open wounds or 
     rashes, or over swollen, red, infected, or inflamed areas or 
    skin eruptions (e.g.phlebitis, thrombophlebitis, varicose 
    veins, arteriosclerosis obliterans etc.).
4) Electrode placements must be 
     avoided that apply current to the 
     carotid sinus region (anterior neck) or 
     transcerebrally (through the head).
5) Apprehensive patients-usage of Electrical stimulation 
     requires patient cooperation, hence the procedure shouldn’t 
     be attempted in patients with a communication handicap 
     or a mental disability.
6) Patients with cerebrovascular problems-patients with a 
     history of aneurysm, stroke and transient ischaemia 
     shouldn’t be treated using electrical stimulation, as it 
     stimulates peripheral blood flow which can be fatal in such cases.
7) Epileptic patients-Electrical stimulation “pulses” have the 
     potential to trigger a seizure.
8) Acute pain cases/pain of unknown etiology-usage of TENS 
     in undiagnosed cases may hinder in the diagnosis.
9) Do not use in pregnancy, especially in the first trimester.







20) When output of device more than 10mA or 10 V, the 
       intensity of Channel will filcker.
21) Users should consult a healthcare professional before 
       using the device.
22) The user shall report any serious incident related to the 
       device to the manufacturer and the competent authorities 
      of the Member States establishing the user and / or the patient.

1) Possible skin irritation or electrode burn under the 
     electrodes may occur.
2) Possible allergic skin reaction to tape or gel may occur.
3) If symptoms of tachycardia and extrasystolia (rapid 
     heartbeat or extra stimulation) appear during treatment, 
     stop the treatment and seek medical attention immediately.



4) If the stimulation makes you uncomfortable, reduce the 
    stimulation Intensity to a comfortable level and contact 
    your physician if problems continue.

3.1 Package includes

Pulse width and
Pulse rate







B (Burst), N (Normal), M (Modulation), SD1
(Strength Duration) and SD2 .



5 years
Electrode pads 
shelf life

3 years

Patient
Compliance Meter
Low Battery
Indication

This unit can store 60 sets of operation records.
Total recorded time is 999 hours.
A low battery indicator will show up on the
LCD when the battery is low.

The waveforms of the 5 stimulation modes are as follows.
1. Burst

2. Normal



3. Modulation

4. SD1 (Strength-Duration)

5. SD2 (Strength-Duration)
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There are 5 modes available - Burst, Normal, Modulation , 
SD1, SD2 . The therapeutic mode can be selected by press-
ing the "MODE"control.











Do not use the electrode pads for more than 15 times, 
as connection between the electrodes and the skin 
deteriorates over time.

8. Do not use detergent to clean the electrode pads before 
     and after use to avoid damaging the adhesion of the 
     electrode pads.
9. The electrode pads must always be touched with clean 
    hands, it is recommended to replace the electrode pads 
    if they become dirty.
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4. 






