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1. MDUFMA COVER SHEET 

We place the FDA Form 3601 and the receipt from Bank for payment.  Please refer to the 

following pages. 
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2. CDRH PREMARKET REVIEW SUBMISSION COVER SHEET 

� This is a 5-page FDA Form 3514 of 510k review submission cover sheet.   

� We also provide the FDA registration and the previous 510k records. 

� We place the certifications of ISO 13485 and CE marketing for the subject devices. 

Please refer to the following inlet pages.  
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3.  510(K) COVER LETTER  

Type Of 510(K) Submission Traditional 

Basis for the submission A New Device 

Common Name Of The 

Proposed Device 

Powered muscle stimulator 

510(K) Submitter HIVOX BIOTEK INC. 

5F, No.123, Shinde Road, Sanchong Dist.,  

New Taipei City, 24158, TAIWAN, R.O.C. 

TEL: +886-2-85112668   FAX: +886-2-85112669 

Contact Person Dr. JEN, KE-MIN 

TEL: 886-2-85112668   FAX:886-3-5209783 

Email: ceirs.jen@msa.hinet.net 

Preference For Continued 

Confidentiality            

(21 CFR 807.95) 

510(k) Summary 

Classification Regulation Powered muscle stimulator for muscle conditioning         

(21 CFR 890.5850) 

Class II 

Panel Physical Medicine 

Product Code NGX 

  

Design and Use of the Device  

Is the device intended for prescription use (21 CFR 801 Subpart D)?  NO 

Is the device intended for over-the-counter use (21 CFR 807 Subpart C)?  YES 

Does the device contain components derived from a tissue or other biologic source?   NO 

Is the device provided sterile?  NO 

Is the device intended for single use?  NO 

Is the device a reprocessed single use device?  NO 

If yes, does this device type require reprocessed validation data?  N/A 

Does the device contain a drug?  NO 

Does the device contain a biologic?  NO 
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Does the device use software?  YES 

Does the submission include clinical information?  NO 

Is the device implanted?  NO 

 

eCOPY STATEMENT: The eCopy is an exact duplicate of the paper copy. 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
                                    

                            Dr. Jen, Ke-Min  

                          Official Correspondent 
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4.  INDICATIONS FOR USE STATEMENT  

See the next page. 

 



FORM FDA 3881 (1/14) Page 1 of 1 PSC Publishing Services (301) 443-6740
EF

DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration

Indications for Use
510(k) Number (if known)

Device Name

Form Approved: OMB No. 0910-0120
Expiration Date: January 31, 2017
See PRA Statement below.

Indications for Use (Describe)

Type of Use (Select one or both, as applicable)

Prescription Use (Part 21 CFR 801 Subpart D) Over-The-Counter Use (21 CFR 801 Subpart C)

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

PLEASE DO NOT WRITE BELOW THIS LINE – CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number.”

HIVOX Spopad EMS SP-910, SP-920, SP-620

These Electrical Muscle Stimulation units are indicated for the improvement of muscle tone and firmness, for
strengthening muscles in arms, abdomen, thighs, and buttocks areas. Not intended for use in any therapy or for the
treatment of any medical conditions or diseases.

✔
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5. 510(k) SUMMARY (According to 21 CFR 807.92) 

� 510(K) OWNER'S 

NAME 

HIVOX BIOTEK INC. 

5F, No.123, Shingde Road, Sanchong Dist.,  

New Taipei City, 24158, TAIWAN, R.O.C. 

TEL: +886-2-85112668   FAX:+886-2-85112669 

� Name Of Contact 

Person 

Dr. JEN, KE-MIN 

TEL: 886-2-85112668   FAX:886-3-5209783 

Email: ceirs.jen@msa.hinet.net 

� Date Of Submission July 5, 2014 

� Trade Name  HIVOX Spopad EMS SP-910, SP-920, SP-620 

� Common Name Powered Muscle Stimulator 

� Classification Name Powered Muscle Stimulator 

(21 CFR 890.5850, Product Code NGX) 

� Panel Physical Medicine 

� Intended Use These Electrical Muscle Stimulation units are indicated for the 

improvement of muscle tone and firmness, for strengthening 

muscles in arms, abdomen, thighs, and buttocks areas. 

Not intended for use in any therapy or for the treatment of any 

medical conditions or diseases. 

� Device Design  EMS, Electrical Muscle Stimulation, which improves, tones, 

firms & strengthens muscle and relaxes stiff muscle through the 

skin. It is recognized as a clinically proven, effective, 

non-medication method of training muscle from certain causes. 

It manages muscle strengthen, toning and firming. It is also free 

from side effects when used properly, and can also be used as a 

simple means of self-training. 

HIVOX Spopad EMS SP series, SP-910 / SP-920 / SP-620 

are the proposed subject devices for this 510(k) submission. 
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These Electrical Muscle Stimulation units are indicated for the 

improvement of muscle tone and firmness, for strengthening 

muscles in arms, abdomen, thighs, and buttocks areas. Not 

intended for use in any therapy or for the treatment of any 

medical conditions or diseases. 

 SP-910 / SP-920 / SP-620 are 1-channel battery-operated 

user-friendly muscle stimulation systems specifically designed 

to exercise the muscles.  Each device comprises namely an 

electronic stimulator module which generates the required 

stimulation signals.  SP-910/620 comprises 2 electrodes, which 

connects the signals from the stimulator to the skin. SP-920 

comprises 4 electrodes, which connects the signals from the 

stimulator to the skin.  Power is supplied from one battery, 

CR2032, located in a compartment protected by a removable 

battery cover.  The user cannot access the wiring or 

connectors. 
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 Compare to Legally Marketed Predicate Devices  

Comparison items Predicate device 1 

(PD) 

Subject device  

(1) 

Subject device  

(2) 

Subject device  

(3) 

Manufacturer 

Submitter 
SPORT-ELEC S.A. HIVOX-BIOTEK 

Device name Body Control 

System Spopad EMS, SP series 

Model number 4M SP-910 SP-920 SP-620 

510(k) number K092476 TBA TBA TBA 

Product code NGX NGX 

Classification name Powered Muscle 

Stimulator 
   Powered Muscle Stimulator  

Regulation number 21 CFR 890.5850 21 CFR 890.5850 

Indications for use Indicated for the 

improvement of 

muscle tone and 

firmness, for 

strengthening 

muscles in arms, 

abdomen, thighs 

and buttocks areas. 

Contraindicated 

use on injured or 

otherwise impaired 

muscles 

Not intended for 

use in any therapy 

or for the treatment 

of any medical 

conditions or 

diseases. 

Indicated for the improvement of muscle tone 

and firmness, for strengthening muscles in arms, 

abdomen, thighs, and buttocks areas. 

Not intended for use in any therapy or for the 

treatment of any medical conditions or diseases. 

Technology Electrical Muscle 

Stimulation Electrical Muscle Stimulation 

Power Source 1.5V battery *3 3V Battery *1 

- Method of Line 

Current Isolation 
Battery supply Battery Supply 

- Patient Leakage 

Current 

  

Normal Condition (µA) < 3 2.0 

Single Fault 

Condition(µA)  

< 4 2.1 

Method of channel 

isolation 
Software 1 channel 
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Average DC current 

through electrodes when 

device is on but no 

pulses are being applied 

0 µA 0 µA 

Number of output 

modes 
1 1 

Regulated current or 

regulated voltage? 
Voltage Voltage 

Software /firmware / 

Microprocessor control? 
Yes Yes 

Automatic overload 

trip? 
No No 

Automatic no-load trip? No No 

Automatic shut-off? Yes Yes 

User overrides control? Yes Yes 

Indicator display - 

On/Off Status 
Yes No 

Indicator display – Low 

battery? 
Yes No 

Indicator display – 

Voltage /Current 
No No 

Timer Range (minutes) N/A 20 

Compliance with 

voluntary standards? 
IEC 60601-1 

IEC 60601-2-10 

IEC 60601-1-2 

IEC 60601-1-4 

IEC 60601-1 

IEC 60601-2-10 

IEC 60601-1-2 

Compliance with 21 

CFR 898? 
Yes Yes 

Housing material and 

construction 
ABS Silicone 

Output waveform Monophasic Symmetrical biphasic 

Shape Rectangular Rectangular 

Duration of primary 

(depolarizing) phase  
0 0 

Pulse duration (µSec) N/A 400 

Maximum output 

voltage (Voltage, 

+/-10%) at 500 ohms 

N/A 52 58.4 60 

Maximum output 

voltage (Voltage, 

+/-10%) at 2k ohms 

N/A 98 106 109 

Maximum output 

voltage (Voltage, 

+/-10%) at 10k ohms 

N/A 150 146 140 
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Maximum output 

current (mA +/-10%) at 

500 ohms 

N/A 104 117 120 

Maximum output 

current (mA +/-10%) at 

2k ohms 

N/A 49 53 54.5 

Maximum output 

current (mA +/-10%) at 

10k ohms 

N/A 15 14.6 14 

Frequency (Hz) N/A 3/4/5 2/4/25 2/4/25 

Net charge per pulse at 

500 ohms (µC) 
N/A 0.416 0.468 0.960 

Maximum charge at 500    

ohms (µC) 
N/A 41.6 46.8 48 

Maximum current 

density at 500 ohms 

(mA/cm
2
) 

< 2 1.187 1.057 1.952 

Maximum average 

power density at 500 

ohms (W/cm
2
) 

< 0.25 0.0617 0.0617 0.117 

Burst 

mode 

A. Pulse per 

burst 
N/A N/A 25 25 

B. Burst per 

second 
N/A N/A 1 1 

C. Burst 

duration (sec) 
N/A N/A 20 20 

D. Duty cycle N/A N/A 20 20 

Summary of comparison 

 Basically, the predicate device and Subject Devices are all Over-The-Counter muscle 

stimulators.  Thus, the indications for use for the devices do not differ much.  

 PD and Subject Devices are all battery-powered, thus electric hazards or safety do not raise 

much concern, since maximum current / power densities for the devices are all less than 2 

(mA/cm2) / 0.25 (W/cm2), which are the FDA recommended ratings. Since the electric output data 

for PD and Subject Devices only exist minor differences, the minor differences of the electric 

outputs do not raise any safety and effectiveness aspect.  PD and Subject Devices all have the 

same safety and effectiveness, especially they all pass medical device electric safety standard, IEC 

60601-1 and standard for Nerve and Muscle Stimulator, IEC 60601-2-10 and electromagnetic 

compatibility standard IEC 60601-1-2. 
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We know that for effectiveness in achieving repeated muscle contractions, powered muscle 

stimulators typically are capable of stimulating muscle for at least one second per burst, and are 

capable of providing at least one second of muscle relaxation between successive pulse bursts.  

PD should meet these requirements. Subject Devices meet these requirements too. PD and Subject 

Devices are all validating-software processing, thus keeping regular processing parameters and 

safety functions normal.  The Subject Devices have the same effectiveness as the predicate device. 

 In conclusion, the Subject Devices do not raise any new safety and effectiveness aspect with 

respect to the PD. Thus the Subject Devices are substantially equivalent to the predicate device. 
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6.  TRUTHFUL AND ACCURATE STATEMENTS 

[As required by 21 CFR 807.87 (j)] 

See the next page. 
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7.  CLASS III SUMMARY AND CERTIFICATION  

N/A 
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8.  FINANCIAL CERTIFICATION OF DISCLOSURE STATEMENT  

N/A 
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9.  DECLARATION OF CONFORMITY AND SUMMARY REPORTS 

N/A 
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10.  EXECUTIVE SUMMARY 

� 510(K) OWNER'S 

NAME 

HIVOX BIOTEK INC. 

5F, No.123, Shingde Road, Sanchong Dist.,  

New Taipei City, 24158, TAIWAN, R.O.C. 

TEL: +886-2-85112668   FAX: +886-2-85112669 

� Name Of Contact Person Dr. JEN, KE-MIN 

TEL: +886-2-85112668   FAX: +886-3-5209783 

Email: ceirs.jen@msa.hinet.net 

� Date Of Submission:  May 28, 2013 

� Trade Name - HIVOX Spopad EMS SP-910, SP-920, SP-620 

� Common Name Powered muscle stimulator 

� Classification Name Powered muscle stimulator 

(21 CFR 890.5850, Product Code NGX) 

� Panel Physical Medicine 

� Intended Use 
This Electrical Muscle Stimulation unit is indicated for the 

improvement of muscle tone and firmness, for strengthening 

muscles in arms, abdomen, thighs, and buttocks areas. Not 

intended for use in any therapy or for the treatment of any 

medical conditions or diseases. 

� Device Design  EMS, Electrical Muscle Stimulation, which improves, tones, 

firms & strengthens muscle and relaxes stiff muscle through 

the skin. It is recognized as a clinically proven, effective, 

non-medication method of training muscle from certain 

causes. It manages muscle strengthen, toning and firming. It is 

also free from side effects when used properly, and can also 

be used as a simple means of self-training. 

HIVOX Spopad EMS SP series, SP-910 / SP-920 / 

SP-620 are the proposed subject devices for this 510(k) 

10-1
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submission. These Electrical Muscle Stimulation units are 

indicated for the improvement of muscle tone and firmness, 

for strengthening muscles in arms, abdomen, thighs, and 

buttocks areas. Not intended for use in any therapy or for the 

treatment of any medical conditions or diseases. 

 SP-910 / SP-920 / SP-620 are 1-channel battery-operated 

user-friendly muscle stimulation systems specifically 

designed to exercise the muscles.  Each device comprises 

namely an electronic stimulator module which generates the 

required stimulation signals.  SP-910/620 comprises 2 

electrodes, which connects the signals from the stimulator to 

the skin. SP-920 comprises 4 electrodes, which connects the 

signals from the stimulator to the skin.  Power is supplied 

from one battery, CR2032, located in a compartment 

protected by a removable battery cover.  The user cannot 

access the wiring or connectors. 
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 Compare to Legally Marketed Predicate Devices  

Comparison items Predicate device 1 

(PD1) 

Subject device  

(1) 

Subject device  

(2) 

Subject device  

(3) 

Manufacturer 

Submitter 
SPORT-ELEC S.A. HIVOX-BIOTEK 

Device name Body Control 

System Spopad EMS, SP series 

Model number 4M SP-910 SP-920 SP-620 

510(k) number K092476 TBA TBA TBA 

Product code NGX NGX 

Classification name Powered Muscle 

Stimulator 
   Powered Muscle Stimulator 

Regulation number 21 CFR 890.5850 21 CFR 890.5850 

Indications for use Indicated for the 

improvement of 

muscle tone and 

firmness, for 

strengthening 

muscles in arms, 

abdomen, thighs 

and buttocks areas. 

Contraindicated 

use on injured or 

otherwise impaired 

muscles 

Not intended for 

use in any therapy 

or for the treatment 

of any medical 

conditions or 

diseases. 

Indicated for the improvement of muscle tone 

and firmness, for strengthening muscles in arms, 

abdomen, thighs, and buttocks areas. 

Not intended for use in any therapy or for the 

treatment of any medical conditions or diseases. 

Technology Electrical Muscle 

Stimulation Electrical Muscle Stimulation 

Power Source 1.5V battery *3 3V Battery *1 

- Method of Line 

Current Isolation 
Battery supply Battery Supply 

- Patient Leakage 

Current 

  

Normal Condition (µA) < 3 2.0 

Single Fault 

Condition(µA)  

< 4 2.1 

Method of channel 

isolation 
Software 1 channel 
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Average DC current 

through electrodes when 

device is on but no 

pulses are being applied 

0 µA 0 µA 

Number of output 

modes 
1 1 

Regulated current or 

regulated voltage? 
Voltage Voltage 

Software /firmware / 

Microprocessor control? 
Yes Yes 

Automatic overload 

trip? 
No No 

Automatic no-load trip? No No 

Automatic shut-off? Yes Yes 

User overrides control? Yes Yes 

Indicator display - 

On/Off Status 
Yes No 

Indicator display – Low 

battery? 
Yes No 

Indicator display – 

Voltage /Current 
No No 

Timer Range (minutes) N/A 20 

Compliance with 

voluntary standards? 
IEC 60601-1 

IEC 60601-2-10 

IEC 60601-1-2 

IEC 60601-1-4 

IEC 60601-1 

IEC 60601-2-10 

IEC 60601-1-2 

Compliance with 21 

CFR 898? 
Yes Yes 

Housing material and 

construction 
ABS Silicone 

Output waveform Monophasic Symmetrical biphasic 

Shape Rectangular Rectangular 

Duration of primary 

(depolarizing) phase  
0 0 

Pulse duration (µSec) N/A 400 

Maximum output 

voltage (Voltage, 

+/-10%) at 500 ohms 

N/A 52 58.4 60 

Maximum output 

voltage (Voltage, 

+/-10%) at 2k ohms 

N/A 98 106 109 

Maximum output 

voltage (Voltage, 

+/-10%) at 10k ohms 

N/A 150 146 140 
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Maximum output 

current (mA +/-10%) at 

500 ohms 

N/A 104 117 120 

Maximum output 

current (mA +/-10%) at 

2k ohms 

N/A 49 53 54.5 

Maximum output 

current (mA +/-10%) at 

10k ohms 

N/A 15 14.6 14 

Frequency (Hz) N/A 3/4/5 2/4/25 2/4/25 

Net charge per pulse at 

500 ohms (µC) 
N/A 0.416 0.468 0.960 

Maximum charge at 500    

ohms (µC) 
N/A 41.6 46.8 48 

Maximum current 

density at 500 ohms 

(mA/cm
2
) 

< 2 1.187 1.057 1.952 

Maximum average 

power density at 500 

ohms (W/cm
2
) 

< 0.25 0.0617 0.0617 0.117 

Burst 

mode 

A. Pulse per 

burst 
N/A N/A 25 25 

B. Burst per 

second 
N/A N/A 1 1 

C. Burst 

duration (sec) 
N/A N/A 20 20 

D. Duty cycle N/A N/A 20 20 

Summary of comparison 

 Basically, the predicate device and Subject Devices are all Over-The-Counter muscle 

stimulators.  Thus, the indications for use for the devices do not differ much. Basically the devices 

are to stimulate the muscle of the healthy body. 

 PD and Subject Devices are all battery-powered, thus electric hazards or safety do not raise 

much concern, since maximum current / power densities for three of the devices are all less than 2 

(mA/cm2) / 0.25 (W/cm2), which are the FDA recommended ratings. Since the electric output data 

for PD and Subject Devices only exist minor differences, the minor differences of the electric 

outputs do not raise any safety or effectiveness aspect.  PD and Subject Devices all have the same 

safety and effectiveness, especially they all pass medical device electric safety standard, IEC 

60601-1 and standard for Nerve and Muscle Stimulator, IEC 60601-2-10 and electromagnetic 

compatibility standard IEC 60601-1-2. 
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We know that for effectiveness in achieving repeated muscle contractions, powered muscle 

stimulators typically are capable of stimulating muscle for at least one second per burst, and are 

capable of providing at least one second of muscle relaxation between successive pulse bursts.  

PD1 should meet these requirements.. Subject Devices meet these requirements too. PD and 

Subject Devices are all validating-software processing, thus keeping regular processing parameters 

and safety functions normal.  The Subject Devices have the same effectiveness as the predicate 

device. 

 In conclusion, the Subject Devices do not raise any new safety or effectiveness aspect with 

respect to the PD. Thus the Subject Devices are substantially equivalent to the predicate device. 
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11.  DEVICE DESCRIPTION 

HIVOX Spopad EMS SP series, SP-910 / SP-920 / SP-620 are the proposed subject devices 

for this 510(k) submission. These Electrical Muscle Stimulation units are indicated for the 

improvement of muscle tone and firmness, for strengthening muscles in arms, abdomen, thighs, 

back, and buttocks areas. Contraindicated use on injured or otherwise impaired muscles. Not 

intended for use in any therapy or for the treatment of any medical conditions or diseases. 

 SP-910 / SP-920 / SP-620 are 1-channel battery-operated user-friendly muscle stimulation 

systems specifically designed to exercise the muscles.  Each device comprises namely an 

electronic stimulator module which generates the required stimulation signals.  SP-910/620 

comprises 2 electrodes, which connects the signals from the stimulator to the skin. SP-920 

comprises 4 electrodes, which connects the signals from the stimulator to the skin.  Power is 

supplied from one battery, CR2032, located in a compartment protected by a removable battery 

cover.  The user cannot access the wiring or connectors.   

We place the device engineering diagrams, output waveforms, and device photos in the 

following sections, section 11.1 ~ section 11.3 for each device. 
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11.1  Device Engineering Diagrams 
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12. SUBSTANTIAL EQUIVALENCE DISCUSSION  

Comparison items Predicate device 1 

(PD1) 

Subject device  

(1) 

Subject device  

(2) 

Subject device  

(3) 

Manufacturer 

Submitter 
SPORT-ELEC S.A. HIVOX-BIOTEK 

Device name Body Control 

System Spopad EMS, SP series 

Model number 4M SP-910 SP-920 SP-620 

510(k) number K092476 TBA TBA TBA 

Product code NGX NGX 

Classification name Powered Muscle 

Stimulator 
   Powered Muscle Stimulator 

Regulation number 21 CFR 890.5850 21 CFR 890.5850 

Indications for use Indicated for the 

improvement of 

muscle tone and 

firmness, for 

strengthening 

muscles in arms, 

abdomen, thighs 

and buttocks areas. 

Contraindicated use 

on injured or 

otherwise impaired 

muscles 

Not intended for use 

in any therapy or for 

the treatment of any 

medical conditions 

or diseases. 

Indicated for the improvement of muscle tone and 

firmness, for strengthening muscles in arms, 

abdomen, thighs, and buttocks areas. 

Not intended for use in any therapy or for the 

treatment of any medical conditions or diseases. 

Technology Electrical Muscle 

Stimulation Electrical Muscle Stimulation 

Power Source 1.5V battery *3 3V Battery *1 

- Method of Line 

Current Isolation 
Battery supply Battery Supply 

- Patient Leakage 

Current 

  

Normal Condition (µA) < 3 2.0 

Single Fault 

Condition(µA)  

< 4 2.1 

Method of channel 

isolation 
Software 1 channel 
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Average DC current 

through electrodes when 

device is on but no 

pulses are being applied 

0 µA 0 µA 

Number of output 

modes 
1 1 

Regulated current or 

regulated voltage? 
Voltage Voltage 

Software /firmware / 

Microprocessor control? 
Yes Yes 

Automatic overload 

trip? 
No No 

Automatic no-load trip? No No 

Automatic shut-off? Yes Yes 

User overrides control? Yes Yes 

Indicator display - 

On/Off Status 
Yes No 

Indicator display – Low 

battery? 
Yes No 

Indicator display – 

Voltage /Current 
No No 

Timer Range (minutes) N/A 20 

Compliance with 

voluntary standards? 
IEC 60601-1 

IEC 60601-2-10 

IEC 60601-1-2 

IEC 60601-1-4 

EN/IEC 60601-1 

EN/IEC 60601-2-10 

EN/IEC 60601-1-2 

Compliance with 21 

CFR 898? 
Yes Yes 

Housing material and 

construction 
ABS Silicone 

Output waveform Monophasic Symmetrical biphasic 

Shape Rectangular Rectangular 

Duration of primary 

(depolarizing) phase  
0 0 

Pulse duration (µSec) N/A 400 

Maximum output 

voltage (Voltage, 

+/-10%) at 500 ohms 

N/A 52 58.4 60 

Maximum output 

voltage (Voltage, 

+/-10%) at 2k ohms 

N/A 98 106 109 

Maximum output 

voltage (Voltage, 

+/-10%) at 10k ohms 

N/A 150 146 140 

12-2



                                          HIVOX BIOTEK INC. 
                   

  5F., No. 123, Shingde Road, Sanchong District, New Taipei City, Taiwan 

                             Phone: +886 2 8511 2668  Fax: +886 2 8511 2669 

 

 

 

Maximum output 

current (mA +/-10%) at 

500 ohms 

N/A 104 117 120 

Maximum output 

current (mA +/-10%) at 

2k ohms 

N/A 49 53 54.5 

Maximum output 

current (mA +/-10%) at 

10k ohms 

N/A 15 14.6 14 

Frequency (Hz) N/A 3/4/5 2/4/25 2/4/25 

Net charge per pulse at 

500 ohms (µC) 
N/A 0.416 0.468 0.960 

Maximum charge at 500    

ohms (µC) 
N/A 41.6 46.8 48 

Maximum current 

density at 500 ohms 

(mA/cm
2
) 

< 2 1.187 1.057 1.952 

Maximum average 

power density at 500 

ohms (W/cm
2
) 

< 0.25 0.0617 0.0617 0.117 

Burst 

mode 

A. Pulse per 

burst 
N/A N/A 25 25 

B. Burst per 

second 
N/A N/A 1 1 

C. Burst 

duration (sec) 
N/A N/A 20 20 

D. Duty cycle N/A N/A 20 20 

Summary of comparison 

 Basically, the predicate device (PD1 and PD2) and Subject Devices are all Over-The-Counter 

muscle stimulators.  Thus, the indications for use for the devices do not differ much. Basically the 

devices are to stimulate the muscle of the healthy body. 

 PD and Subject Devices are all battery-powered, thus electric hazards or safety do not raise 

much concern, since maximum current / power densities for the devices are all less than 2 

(mA/cm2) / 0.25 (W/cm2), which are the FDA recommended ratings. Since the electric output data 

for PD and Subject Devices only exist minor differences, the minor differences of the electric 

outputs do not raise any safety or effectiveness aspect.  PD and Subject Devices all have the same 

safety and effectiveness, especially they all pass medical device electric safety standard, IEC 

60601-1 and standard for Nerve and Muscle Stimulator, IEC 60601-2-10 and electromagnetic 

compatibility standard IEC 60601-1-2. 
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We know that for effectiveness in achieving repeated muscle contractions, powered muscle 

stimulators typically are capable of stimulating muscle for at least one second per burst, and are 

capable of providing at least one second of muscle relaxation between successive pulse bursts.  

PD should meet these requirements. Subject Devices meet these requirements too.  PD and 

Subject Devices are all validating-software processing, thus keeping regular processing parameters 

and safety functions normal.  The Subject Devices have the same effectiveness as the predicate 

device. 

 In conclusion, the Subject Devices do not raise any new safety or effectiveness aspect with 

respect to the PD. Thus the Subject Devices are substantially equivalent to the predicate device. 
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13. PROPOSED LABELING 

First we place three User Manuals in the section 13.1, and the other labeling in the sections 

13.2. 
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13.1 User Manuals 

Refer to 3 user manuals for the proposed devices of SP-910 / SP-920 / SP-620. 
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ELECTRICAL MUSCLE STIMULATOR 

 

 

 

 

 

 

Instruction Manual 

For  

SP-910 

 

WELCOME 

Dear user, thank you for choosing HIVOX Spopad SP-910.  Please read the manual carefully to 

learn the correct operation of this equipment. Understanding the operation will enable you to discover 

and enjoy the benefits of the device for a long time.  

 

 

Manufacturer: HIVOX BIOTEK INC 

5/F, #123 Shingde Road. Sanchong City, 24158, 

Taipei Taiwan R.O.C. 

Tel:886-2-85112668  Email: vt@hivox-biotek.com 

Ver. 1.0, July 2014. 
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• Do not apply stimulation across your chest because the introduction of electrical current into the chest may cause rhythm 

disturbances to your heart, which could be lethal;  

• Do not apply stimulation over painful areas.  If you have painful areas, you should consult with your physician before using this 

device;  

• Do not apply stimulation over open wounds or rashes, or over swollen, red, infected, or inflamed areas or skin eruptions (e.g., 

phlebitis, thrombophlebitis, varicose veins);  

• Do not apply stimulation over, or in proximity to, cancerous lesions;  

• Do not apply stimulation in the presence of electronic monitoring equipment (e.g., cardiac monitors, ECG alarms), which may not 

operate properly when the electrical stimulation device is in use;  

• Do not apply stimulation when in the bath or shower;  

• Do not apply stimulation while sleeping;  

• Do not apply stimulation while driving, operating machinery, or during any activity in which electrical stimulation can put you at risk 

of injury; and  

• Do not use the device on children.  The device has not been evaluated for pediatric use.  

• Consult with your physician before using this device, because the device may cause lethal rhythm disturbances to the heart in 

susceptible individuals; and  

� Apply stimulation only to normal, intact, clean, healthy skin. 

� Operation in close proximity (e.g. 1 m) to a shortwave or microwave therapy ME EQUIPMENT may produce instability in the 

STIMULATOR output. 

 

Precautions 

• The long-term effects of electrical stimulation are unknown;  

• Since the effects of stimulation of the brain are unknown, stimulation should not be applied across your head, and electrodes 

should not be placed on opposite sides of your head;  

• The safety of electrical stimulation during pregnancy has not been established;  

• You may experience skin irritation or hypersensitivity due to the electrical stimulation or electrical conductive medium (gel);  

• If you have suspected or diagnosed heart disease, you should follow precautions recommended by your physician; and  

• If you have suspected or diagnosed epilepsy, you should follow precautions recommended by your physician.  

• Use caution if you have a tendency to bleed internally, such as following an injury or fracture;  

• Consult with your physician prior to using the device after a recent surgical procedure, because stimulation may disrupt the healing 

process;  

• Use caution if stimulation is applied over the menstruating or pregnant uterus; and  

• Use caution if stimulation is applied over areas of skin that lack normal sensation.  

• Keep this device out of the reach of children. 

• Use this device only with the leads, electrodes, and accessories recommended by the manufacturer. 
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Adverse Reactions 

• You may experience skin irritation and burns beneath the stimulation electrodes applied to your skin;  

• You may experience headache and other painful sensations during or following the application of electrical stimulation near your 

eyes and to your head and face; and  

• You should stop using the device and should consult with your physician if you experience adverse reactions from the device. 

Indications for positioning the unit on body (Back’s muscles are not included in the indications for 

use, and it is only for reference.) 

  

1. Body muscle map 
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2. Positioning photos 

2.1 Arm’s  muscles 

 

2.2 Abdominal muscles 
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2.3 Buttock’s muscle 

 

2.4 Thigh’s muscles 
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Spopad SP-910 Program Mode: 

 

SP-910 has one program mode with 3 cycles which are changing cycle by cycle automatically. Please see the 

table as below: 

 

Spopad SP-910 Program Mode 

Cycle Pulse Width Frequency On-Time 

1 400μs 3 Hz 30 Sec. 

2 400μs 4 Hz 30 Sec. 

3 400μs 5 Hz 30 Sec. 

 

Spopad SP-910 is designed for one program mode with 3 cycles, and this mode with 3 cycles are not able to 

adjust. It uses external electrical impulses that act through the skin to stimulate the specific muscle group to 

improve, tone, firm & strengthen the muscles of Arm, Thigh, Abdomen, and Buttock. The muscle reacts in 

different ways depending on the strength of current and duration and frequency of the electrical impulse.  

 

Those 3 cycles of one mode run automatically without changing by manual setting, all you have to do is to 

apply the unit to the muscle group and runs a treatment period in 20 minutes. Please note the cycle, pulse, 

frequency and timer are all not adjustable but only the intensity of impulse is adjustable with 15 levels. You 

can test the intensity of comfort based on the lowest level (level 1) to the greatest level (level 15) by manual 

adjustment. 

 

For safety use for Spopad SP-910, the unit is preset by 20 minutes for a treatment then auto-off after every 20- 

minute treatment. Please place the unit where you want to stimulate the muscle group as shown in the above 

body map. For optimum outcome, move the unit to other muscle position indicated on the above body map 

after 20-minute cycle. Please don’t use over twice treatments a day on the same muscle group. Stop using 

the device if you experience a tingling or numbing sensation or other discomfort on the skin. 
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Batter y & Gel Pad Assembly 
 

< 1 > Use a coin to turn the battery cover to the OPEN position, and open it. 

< 2 > Insert battery with + mark facing up 

< 3 > Use a coin to lock the battery cover by turning the cover clockwise. 

< 4 > Remove the blue protective film from the gel pad. 

< 5 > Apply the Electrode gel pad on the device’s electrode area. (same as the other electrode side) 

< 6 > Remove the transparent film from the gel pad and ready to put on body for stimulation 
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How to Operate 
1. Press and hold + button for 2 seconds to power the unit on and listen for the beep. 

2. Press + button again to activate stimulation. 

3. Use +/- button to adjust stimulation level. 

4. Automatic power off after 20 minutes. 

 

Note: 

 
� Battery needs to be replaced if the unit no longer makes a beep sound or send any electric impulses. 
 
� Device only works when in contact with the skin. When the device is not in contact with the skin, the device will not send out stimulation. 
 

� After use, always place the protective film back to gel pad. 
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Specifications 

 

Power 
3V CR2032  

Battery X1 

Number Of Output Modes 1 

Number Of Output Channels 1 

Mode of output channels  1 

Regulated Current Or Regulated 

Voltage? 
Regulated Voltage 

Software/Firmware/Microprocessor 

Control? 
Yes 

Automatic Overload Trip No 

Automatic No-Load Trip No 

Automatic Shut-Off Yes 

User Override Control Yes 

Indicator Display No 

On/Off Status Beeper 

Low Battery Beeper 

Current/Voltage Level No 

Timer Range (Minutes) 20 

Compliance With Voluntary 

Standard 

IEC60601-1 

IEC 60601-1-2 

IEC 60601-2-10 

Compliance With 21 CFR 898? Yes 

Housing Materials and 

Construction 
Silicone  

Pulse Strength 
0 ~ 15 Stages 

Adjustable 

Operation Environment 
10o ~ 40°C,       

30% ~ 85% RH 

Storage Environment 
-10o ~ 50°C,      

10 %~ 95% RH 

Transport Environment 
-100 ~ 50°C,      

35 %~ 85% RH 

Dimension (LxWxH, inch) 9.41 x 2.76 x 0.447 

Weight (g) 35.8 

Accessory Instruction manual 

Patient-contacting material 
Top-Rank 

electrode pad 
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Maintenance & Disposal 

1. Storage 

(1) Keep the unit away from children. 

(2) Remove the batteries if the unit will not be used for more than 10 days. 

(3) Reapply the protective film back to the electrode pad after each use. 

(4) Do not store the unit under high temperature, high humidity, and direct sunlight exposed environment or where there are a lot dusts 

or corrosive gas. 

2. Care for the electrode pads 

(1) If the adhesive gel pads get dirty or less sticky, you can prolong the lifetime for additional uses by cleaning it.  With a drop of water 

on your finger, rub the water over the surface of the gel and allow it to dry. 

(2) Always store the electrode pads in a cool, airy area away from direct sunlight. 

(3) Be sure the skin is clean before the electrode pads are placed. 

(4) Always store the electrode pads with the protective film after use. 

 

3. Disposal 

Batteries and this unit must NOT be disposed in household waste. Return them to public collection points or shops selling batteries or 

devices of the same kind according to local regulations. In case of any confusion, consult with your local environmental protection 

agency. 

 

Troubleshooting 

1. The units fail to turn on. 

(1) Press the + button again and hold it down for 2 seconds. 

(2) Check if the batteries are properly in place with good connection. 

(3) Replace batteries if (1) and (2) both fail. 

2. The electrode pads are not sticky as before. 

With a drop of water on your finger, rub the water over the surface of the gel and allow it dry. 

3. The unit beeps abnormally during treatment. 

(1) Check if the device is connected securely with the skin. 

(2) If the beeping persists, replace the batteries with new ones. 

4. The stimulation is not felt. 

(1) Make sure electrode pads are not overlapped. 

(2) Increase the pulse intensity gradually. 

(3) Makes sure the device is connected securely with the skin.  

5. The skin of treated area turns red. 

Stop treating that area immediately; wait until the skin restores to its healthy state. If irritation persists, consult with a dermatologist. 

6. The intensity begins to drop: 

Replace battery immediately 
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7. The stimulation is uncomfortable. 

(1) Press – button to decrease intensity if the stimulation is too strong. 

(2) If not improving, check if the device is connected securely with the skin. 

(3) If (2) does not help, check if the electrode pads are worn out. Worn pads can not distribute current evenly across the skin, which may 

lead to irritating stimulation. In such a case, replace the electrode pads. 
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Guidance and manufacturer’s declaration-electromagnetic emissions 

The SP-910 is intended for use in the electromagnetic environment specified below. 

The customer or the user of the SP-910 should assure that it is used in such an environment. 

Emission test Compliance Electromagnetic environment-guidance 

RF emissions CISPR 11 Group 1 The SP-910 uses RF energy only for its internal 

function. Therefore, its RF emissions are very low and 

are not likely to cause any interference in nearby 

electronic equipment. 

RF emissions CISPR 11 Class B The SP-910 is suitable for use in all establishments, 

including domestic establishments and those directly 

connected to the public low-voltage power supply 

network that supplies buildings used for domestic 

purposes. 

Harmonic emissions  

IEC 61000-3-2 

Not applicable 

Voltage fluctuations 

/flicker emissions IEC 

61000-3-3 

Not applicable 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

13-18



16 

 

 

Guidance and manufacturer’s declaration-electromagnetic immunity 

The SP-910 is intended for use in the electromagnetic environment specified below. 

The customer or the user of the SP-910should assure that it is used in such an environment. 

Immunity test IEC 60601  

test level 

Compliance 

level 

Electromagnetic 

environment-guidance 

Electrostatic 

discharge(ESD) IEC 

61000-4-2 

+ 6 kV contact 

+ 8 kV air 

+ 6 kV contact 

+ 8 kV air 

Floors should be wood, concrete 

or ceramic tile. If floors are 

covered with synthetic material, 

the relative humidity should be at 

least 30% 

Electrical fast 

transient/burst IEC 

61000-4-4 

+ 2kV for power 

supply lines 

+ 1kV for 

input/output lines 

Not applicable 

Not applicable 

Mains power quality should be 

that of a typical commercial or 

hospital environment. 

Surge IEC 61000-4-5 + 1kV line(s) to 

line(s) 

+ 2kV line(s) to 

earth 

Not applicable 

Not applicable 

Mains power quality should be 

that of a typical commercial or 

hospital environment. 

Voltage Dips, short 

interruptions and 

voltage variations on 

power supply input lines 

IEC 61000-4-11 

<5% UT(>95% dip 

in UT) for 0,5 cycle 

40% UT(60% dip in 

UT) for 5 cycles 

70% UT(30% dip in 

UT) for 25 cycles 

<5% UT(>95% dip 

in UT) for 5 s 

Not applicable 

 

Not applicable 

 

Not applicable 

 

Not applicable 

Mains power quality should be 

that of a typical commercial or 

hospital environment. If the user 

of the SP-910 requires continued 

operation during power mains 

interruptions, it is recommended 

that the SP-910 be powered from 

an uninterruptible power supply 

or a battery. 

Power frequency(50/60 

Hz) magnetic field IEC 

61000-4-8 

3 A/m 3 A/m The SP-910 power frequency 

magnetic fields should be at 

levels characteristic of a typical 

location in a typical commercial 

or hospital environment. 

NOTE     UT is the a.c. mains voltage prior to application of the test level. 
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Guidance and manufacturer’s declaration-electromagnetic immunity 

The SP-910 is intended for use in the electromagnetic environment specified below. 

The customer or the user of the SP-910 should assure that is used in such and environment. 

Immunity test IEC 60601 test 

level 

Compliance level Electromagnetic environment-guidance 

Conducted RF 

IEC 61000-4-6 

 

 

 

 

 

Radiated RF  

IEC 61000-4-3 

3 Vrms  

150 KHz to 80 MHz 

 

 

 

 

 

3 V/m  

80MHz to 2,5 GHz 

Not applicable 

 

 

 

 

 

 

3 V/m 

Portable and mobile RF 

communications  

equipment should be used no closer to 
any part of the SP-910 including cables, 

than the recommended separation 
distance calculated from the equation 
applicable to the frequency of the 
transmitter. 

 

Recommended separation distance: 

d = 1,2 √P 

d = 1,2 √P  80MHz to 800 MHz 

d = 2,3 √P  800MHz to 2,5 GHz  

 

Where P is the maximum output power 

rating of the transmitter in watts (W) 
according to the transmitter manufacturer 
and d is the recommended separation 
distance in metres (m). 

 

Field strengths from fixed RF transmitters, 
as determined by an electromagnetic site 
survey, 

a
 should be less than the 

compliance level in each frequency 
range.

b 

 

Interference may occur in the vicinity of 
equipment marked with the following 
symbol: 

 

 

NOTE1   At 80 MHz and 800 MHz, the higher frequency range applies. 

NOTE2   These guidelines may not apply in all situations. Electromagnetic propagation is affected by 

absorption and reflection from structures, objects and people. 

a   Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless) telephones and 
land mobile radios, amateur radio, AM and FM radio broadcast and TV broadcast cannot be predicted 
theoretically with accuracy. To assess the electromagnetic environment due to fixed RF transmitters, an 
electromagnetic site survey should be considered. If the measured field strength in the location in which 
the SP-910 is used exceeds the applicable RF compliance level above, the SP-910 should be observed to 
verify normal operation. If abnormal performance is observed, additional measures my be necessary, 
such as re-orienting or relocating the SP-910. 

b   Over the frequency range 150 kHz to 80 MHz, field strengths should be les than 3 V/m. 
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Recommended separation distance between portable and mobile RF communications 

equipment and the SP-910 

The SP-910 is intended for use in an electromagnetic environment in which radiated RF disturbances 

are controlled. The customer or the user of the SP-910 can help prevent electromagnetic interference 

by maintaining a minimum distance between portable and mobile RF communications equipment 

(transmitters) and the SP-910 as recommended below, according to the maximum output power of the 

communications equipment. 

Rated maximum 

output power of 

transmitter 

W 

Separation distance according to frequency of transmitter 

m 

150 kHz to 80 MHz 

d =1,2√P 

80 MHz to 800 MHz 

d =1,2√P 

800 MHz to 2,5 GHz 

d =2,3√P 

0,01 N/A 0,12 0,23 

0,1 N/A 0,38 0,73 

1 N/A 1,2 2,3 

10 N/A 3,8 7,3 

100 N/A 12 23 

For transmitters rated at a maximum output power not listed above, the recommended separation 

distance d in meters (m) can be estimated using the equation applicable to the frequency of the 

transmitter, where p is the maximum output power rating of the transmitter in watts (W) according to the 

transmitter manufacturer. 

NOTE1  At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies. 

NOTE2  These guidelines may not apply in all situations. Electromagnetic propagation is affected by 

absorption and reflection from structures, objects and people. 
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Package list and photo 

 

1. Photo 

 
 

2. List 

 

Item Name Quantity 

a EMS device –SP-910 1 

b Electrode Gel Pad 

(239.05 mm x 70.00 mm) 

(conducting area of 109.53 

mm x 60 mm) 

1 set of 2 pads 

c CR-2032 battery 1 

d User’s Manual 1 
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ELECTRICAL MUSCLE STIMULATOR 

 

 

 

 

 

 

Instruction Manual 

For  

SP-920 

 

WELCOME 

Dear user, thank you for choosing HIVOX Spopad SP-920.  Please read the manual carefully to 

learn the correct operation of this equipment. Understanding the operation will enable you to discover 

and enjoy the benefits of the device for a long time.  

 

Manufacturer: HIVOX BIOTEK INC 

5/F, #123 Shingde Road. Sanchong City, 24158, 

Taipei Taiwan R.O.C. 

Tel:886-2-85112668  Email: vt@hivox-biotek.com 

Ver. 1.0, July 2014. 
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• Do not apply stimulation across your chest because the introduction of electrical current into the chest may cause rhythm 

disturbances to your heart, which could be lethal;  

• Do not apply stimulation over painful areas.  If you have painful areas, you should consult with your physician before using this 

device;  

• Do not apply stimulation over open wounds or rashes, or over swollen, red, infected, or inflamed areas or skin eruptions (e.g., 

phlebitis, thrombophlebitis, varicose veins);  

• Do not apply stimulation over, or in proximity to, cancerous lesions;  

• Do not apply stimulation in the presence of electronic monitoring equipment (e.g., cardiac monitors, ECG alarms), which may not 

operate properly when the electrical stimulation device is in use;  

• Do not apply stimulation when in the bath or shower;  

• Do not apply stimulation while sleeping;  

• Do not apply stimulation while driving, operating machinery, or during any activity in which electrical stimulation can put you at risk 

of injury; and  

• Do not use the device on children.  The device has not been evaluated for pediatric use.  

• Consult with your physician before using this device, because the device may cause lethal rhythm disturbances to the heart in 

susceptible individuals; and  

� Apply stimulation only to normal, intact, clean, healthy skin. 

� Operation in close proximity (e.g. 1 m) to a shortwave or microwave therapy ME EQUIPMENT may produce instability in the 

STIMULATOR output. 

Precautions 

• The long-term effects of electrical stimulation are unknown;  

• Since the effects of stimulation of the brain are unknown, stimulation should not be applied across your head, and electrodes 

should not be placed on opposite sides of your head;  

• The safety of electrical stimulation during pregnancy has not been established;  

• You may experience skin irritation or hypersensitivity due to the electrical stimulation or electrical conductive medium (gel);  

• If you have suspected or diagnosed heart disease, you should follow precautions recommended by your physician; and  

• If you have suspected or diagnosed epilepsy, you should follow precautions recommended by your physician.  

• Use caution if you have a tendency to bleed internally, such as following an injury or fracture;  

• Consult with your physician prior to using the device after a recent surgical procedure, because stimulation may disrupt the healing 

process;  

• Use caution if stimulation is applied over the menstruating or pregnant uterus; and  

• Use caution if stimulation is applied over areas of skin that lack normal sensation.  

• Keep this device out of the reach of children. 

• Use this device only with the leads, electrodes, and accessories recommended by the manufacturer. 
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Adverse Reactions 

• You may experience skin irritation and burns beneath the stimulation electrodes applied to your skin;  

• You may experience headache and other painful sensations during or following the application of electrical stimulation near your 

eyes and to your head and face; and  

• You should stop using the device and should consult with your physician if you experience adverse reactions from the device. 

Indications for positioning the unit on body 

 

 

1. Body muscles map (Back’s muscles are not included in the indications for use, and it is only 

for reference ) 
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2. Positioning photos 

2.1 Arm’s muscle 

 
 

2.2 Abdominal muscles  
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2.3 Buttock’s muscles  

 

 

 

2.4 Thigh’s muscles 
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Spopad SP-920 Program Mode: 

 

SP-920 has one program mode with 5 cycles which are changing cycle by cycle automatically. Please see the 

table as below: 

 

Spopad SP-920 Program Mode 

Cycle Pulse Width Frequency On-Time 

1 400μs 2 Hz 60 Sec. 

2 400μs 4 Hz 60 Sec. 

3 400μs 25 Hz 20 Sec. 

4 400μs 25 Hz 20 Sec. 

5 400μs 25 Hz 20 Sec. 

 

Spopad SP-920 is designed for one program mode with 5 cycles, and this mode with 5 cycles are not able to 

adjust. It uses external electrical impulses that act through the skin to stimulate the specific muscle group to 

improve, tone, firm & strengthen the muscles of Arm, Thigh, Abdomen, and Buttock. The muscle reacts in 

different ways depending on the strength of current and duration and frequency of the electrical impulse.  

 

Those 5 cycles of one mode run automatically without changing by manual setting, all you have to do is to 

apply the unit to the muscle group and runs a treatment period in 20 minutes. Please note the cycle, pulse, 

frequency and timer are all not adjustable but only the intensity of impulse is adjustable with 15 levels. You 

can test the intensity of comfort based on the lowest level (level 1) to the greatest level (level 15) by manual 

adjustment. 

 

For safety use for Spopad SP-920, the unit is preset by 20 minutes for a treatment then auto-off after every 20- 

minute treatment.  Please place the unit where you want to stimulate the muscle group as shown in the 

above body map. For optimum outcome, move the unit to other muscle position indicated on the above body 

map after 20-minute cycle.  Please don’t use over twice treatments a day on the same muscle group. Stop 

using the device if you experience a tingling or numbing sensation or other discomfort on the skin. 
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Battery & Electrode Gel ad Assembly 

 

< 1 > Use a coin to turn the battery cover to the OPEN position, and open it. 

< 2 > Insert battery with + mark facing up 

< 3 > Use a coin to lock the battery cover by turning the cover clockwise. 

< 4 > Remove the blue protective film from the gel pad. 

< 5 > Apply the Electrode gel pad on the device’s electrode area. (same as the other 

electrode side) 

< 6 > Remove the transparent film from the gel pad and ready to put on body for stimulation. 
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How to Operate 
1. Press and hold + button for 2 seconds to power the unit on and listen for the beep. 

2. Press + button again to activate stimulation. 

3. Use +/- button to adjust stimulation level. 

4. Automatic power off after 20 minutes. 

 

Note: 

 
� Battery needs to be replaced if the unit no longer makes a beep sound or send any electric impulses. 
 
� Device only works when in contact with the skin. When the device is not in contact with the skin, the device will not send out stimulation. 
 

� After use, always place the protective film back to gel pad. 
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Specifications 

Power 
3V CR2032  

Battery X1 

Number Of Output Modes 1 

Number Of Output Channels 1 

Mode of output channels 1 

Regulated Current Or Regulated 

Voltage? 
Regulated Voltage 

Software/Firmware/Microprocessor 

Control? 
Yes 

Automatic Overload Trip No 

Automatic No-Load Trip No 

Automatic Shut-Off Yes 

User Override Control Yes 

Indicator Display No 

On/Off Status Beeper 

Low Battery Beeper 

Current/Voltage Level No 

Timer Range (Minutes) 20 

Compliance With Voluntary 

Standard 

IEC60601-1 

IEC 60601-1-2 

IEC 60601-2-10 

Compliance With 21 CFR 898? Yes 

Housing Materials And 

Construction 
Silicone 

Pulse Strength 
0 ~ 15 Stages 

Adjustable 

Operation Environment 
10o ~ 40°C,       

30 %~ 85% RH 

Storage Environment 
-10o ~ 50°C,      

10 %~ 95% RH 

Transport Environment 
-10 o~ 50°C,      

35 %~ 85% RH 

Dimension (LxWxH, inch) 6.69 x 6.69 x 0.512 

Weight (g) 52.6 

Accessory Instruction manual 

Patient-contacting material 
Top-Rank 

electrode pad 
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Maintenance & Disposal 

1. Storage 

(1) Keep the unit away from children. 

(2) Remove the batteries if the unit will not be used for more than 10 days. 

(3) Reapply the protective film back to the electrode pad after each use. 

(4) Do not store the unit under high temperature, high humidity, and direct sunlight exposed environment or where there are a lot dusts 

or corrosive gas. 

2. Care for the electrode pads 

(1) If the adhesive gel pads get dirty or less sticky, you can prolong the lifetime for additional uses by cleaning it.  With a drop of water 

on your finger, rub the water over the surface of the gel and allow it to dry. 

(2) Always store the electrode pads in a cool, airy area away from direct sunlight. 

(3) Be sure the skin is clean before the electrode pads are placed. 

(4) Always store the electrode pads with the protective film after use. 

 

3. Disposal 

Batteries and this unit must NOT be disposed in household waste. Return them to public collection points or shops selling batteries or 

devices of the same kind according to local regulations. In case of any confusion, consult with your local environmental protection 

agency. 

 

Troubleshooting 

1. The units fail to turn on. 

(1) Press the + button again and hold it down for 2 seconds. 

(2) Check if the batteries are properly in place with good connection. 

(3) Replace batteries if (1) and (2) both fail.  

2. The electrode pads are not sticky as before. 

With a drop of water on your finger, rub the water over the surface of the gel and allow it dry. 

3. The unit beeps abnormally during treatment. 

(1) Check if the device is connected securely with the skin. 

(2) If the beeping persists, replace the batteries with new ones. 

4. The stimulation is not felt. 

(1) Make sure electrode pads are not overlapped. 

(2) Increase the pulse intensity gradually. 

(3) Makes sure the device is connected securely with the skin.  

5. The skin of treated area turns red. 

Stop treating that area immediately; wait until the skin restores to its healthy state. If irritation persists, consult with a dermatologist. 
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6. The intensity begins to drop: 

Replace battery immediately 

7. The stimulation is uncomfortable. 

(1) Press – button to decrease intensity if the stimulation is too strong. 

(2) If not improving, check if the device is connected securely with the skin. 

(3) If step (2) does not help, check if the electrode pads are worn out. Worn pads can not distribute current evenly across the skin, which 

may lead to irritating stimulation. In such a case, replace the electrode pads. 
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Guidance and manufacturer’s declaration-electromagnetic emissions 

The  SP-920  is intended for use in the electromagnetic environment specified below. 

The customer or the user of the  SP-920  should assure that it is used in such an environment. 

Emission test Compliance Electromagnetic environment-guidance 

RF emissions CISPR 11 Group 1 The  SP-920  uses RF energy only for its internal 

function. Therefore, its RF emissions are very low and 

are not likely to cause any interference in nearby 

electronic equipment. 

RF emissions CISPR 11 Class B The  SP-920  is suitable for use in all establishments, 

including domestic establishments and those directly 

connected to the public low-voltage power supply 

network that supplies buildings used for domestic 

purposes. 

Harmonic emissions  

IEC 61000-3-2 

Not applicable 

Voltage fluctuations 

/flicker emissions IEC 

61000-3-3 

Not applicable 
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Guidance and manufacturer’s declaration-electromagnetic immunity 

The  SP-920  is intended for use in the electromagnetic environment specified below. 

The customer or the user of the  SP-920 should assure that it is used in such an environment. 

Immunity test IEC 60601  

test level 

Compliance 

level 

Electromagnetic 

environment-guidance 

Electrostatic 

discharge(ESD) IEC 

61000-4-2 

+ 6 kV contact 

+ 8 kV air 

+ 6 kV contact 

+ 8 kV air 

Floors should be wood, concrete 

or ceramic tile. If floors are 

covered with synthetic material, 

the relative humidity should be at 

least 30% 

Electrical fast 

transient/burst IEC 

61000-4-4 

+ 2kV for power 

supply lines 

+ 1kV for 

input/output lines 

Not applicable 

Not applicable 

Mains power quality should be 

that of a typical commercial or 

hospital environment. 

Surge IEC 61000-4-5 + 1kV line(s) to 

line(s) 

+ 2kV line(s) to 

earth 

Not applicable 

Not applicable 

Mains power quality should be 

that of a typical commercial or 

hospital environment. 

Voltage Dips, short 

interruptions and 

voltage variations on 

power supply input lines 

IEC 61000-4-11 

<5% UT(>95% dip 

in UT) for 0,5 cycle 

40% UT(60% dip in 

UT) for 5 cycles 

70% UT(30% dip in 

UT) for 25 cycles 

<5% UT(>95% dip 

in UT) for 5 s 

Not applicable 

 

Not applicable 

 

Not applicable 

 

Not applicable 

Mains power quality should be 

that of a typical commercial or 

hospital environment. If the user 

of the  SP-920  requires 

continued operation during power 

mains interruptions, it is 

recommended that the  SP-920  

be powered from an 

uninterruptible power supply or a 

battery. 

Power frequency(50/60 

Hz) magnetic field IEC 

61000-4-8 

3 A/m 3 A/m The  SP-920  power frequency 

magnetic fields should be at 

levels characteristic of a typical 

location in a typical commercial 

or hospital environment. 

NOTE     UT is the a.c. mains voltage prior to application of the test level. 
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Guidance and manufacturer’s declaration-electromagnetic immunity 

The  SP-920  is intended for use in the electromagnetic environment specified below. 

The customer or the user of the  SP-920  should assure that is used in such and environment. 

Immunity test IEC 60601 test 

level 

Compliance level Electromagnetic environment-guidance 

Conducted RF 

IEC 61000-4-6 

 

 

 

 

 

Radiated RF  

IEC 61000-4-3 

3 Vrms  

150 KHz to 80 MHz 

 

 

 

 

 

3 V/m  

80MHz to 2,5 GHz 

Not applicable 

 

 

 

 

 

 

3 V/m 

Portable and mobile RF 

communications  

equipment should be used no closer to 
any part of the  SP-920  including 

cables, than the recommended separation 
distance calculated from the equation 
applicable to the frequency of the 
transmitter. 

 

Recommended separation distance: 

d = 1,2 √P 

d = 1,2 √P  80MHz to 800 MHz 

d = 2,3 √P  800MHz to 2,5 GHz  

 

Where P is the maximum output power 
rating of the transmitter in watts (W) 
according to the transmitter manufacturer 
and d is the recommended separation 
distance in metres (m). 

 

Field strengths from fixed RF transmitters, 
as determined by an electromagnetic site 
survey, 

a
 should be less than the 

compliance level in each frequency 
range.

b 

 

Interference may occur in the vicinity of 
equipment marked with the following 
symbol: 

 

 

NOTE1   At 80 MHz and 800 MHz, the higher frequency range applies. 

NOTE2   These guidelines may not apply in all situations. Electromagnetic propagation is affected by 

absorption and reflection from structures, objects and people. 

a   Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless) telephones and 
land mobile radios, amateur radio, AM and FM radio broadcast and TV broadcast cannot be predicted 
theoretically with accuracy. To assess the electromagnetic environment due to fixed RF transmitters, an 
electromagnetic site survey should be considered. If the measured field strength in the location in which 
the  SP-920  is used exceeds the applicable RF compliance level above, the  SP-920  should be 
observed to verify normal operation. If abnormal performance is observed, additional measures my be 
necessary, such as re-orienting or relocating the  SP-920 . 

b   Over the frequency range 150 kHz to 80 MHz, field strengths should be les than 3 V/m. 
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Recommended separation distance between portable and mobile RF communications 

equipment and the  SP-920  

The  SP-920  is intended for use in an electromagnetic environment in which radiated RF 

disturbances are controlled. The customer or the user of the  SP-920  can help prevent 

electromagnetic interference by maintaining a minimum distance between portable and mobile RF 

communications equipment (transmitters) and the  SP-920  as recommended below, according to 

the maximum output power of the communications equipment. 

Rated maximum 

output power of 

transmitter 

W 

Separation distance according to frequency of transmitter 

m 

150 kHz to 80 MHz 

d =1,2√P 

80 MHz to 800 MHz 

d =1,2√P 

800 MHz to 2,5 GHz 

d =2,3√P 

0,01 N/A 0,12 0,23 

0,1 N/A 0,38 0,73 

1 N/A 1,2 2,3 

10 N/A 3,8 7,3 

100 N/A 12 23 

For transmitters rated at a maximum output power not listed above, the recommended separation 

distance d in meters (m) can be estimated using the equation applicable to the frequency of the 

transmitter, where p is the maximum output power rating of the transmitter in watts (W) according to the 

transmitter manufacturer. 

NOTE1  At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies. 

NOTE2  These guidelines may not apply in all situations. Electromagnetic propagation is affected by 

absorption and reflection from structures, objects and people. 
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Package list and photos 

1. Photos 

 

 

2. List 

 

Item Name Quantity 

a EMS device –SP-920 1 

b Electrode Gel Pad  

(166.13 mm x 169.15 mm)  

(conducting areas of 52.95 

mm x 48.53 mm) 

1 set of 4 pads 

c CR-2032 battery 1 

d User’s Manual 1 
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ELECTRICAL MUSCLE STIMULATOR 

 

 

 

 

 

 

Instruction Manual 

For  

SP-620 

WELCOME 

Dear user, thank you for choosing HIVOX Spopad SP-620.  Please read the manual carefully to 

learn the correct operation of this equipment. Understanding the operation will enable you to 

discover and enjoy the benefits of the device for a long time.  

 

 

Manufacturer: HIVOX BIOTEK INC 

5/F, #123 Shingde Road. Sanchong City, 24158, 

Taipei Taiwan R.O.C. 

Tel:886-2-85112668  Email: vt@hivox-biotek.com 

Ver. 1.0, July 2014. 
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• Do not apply stimulation over open wounds or rashes, or over swollen, red, infected, or inflamed areas or skin eruptions (e.g., 

phlebitis, thrombophlebitis, varicose veins);  

• Do not apply stimulation over, or in proximity to, cancerous lesions;  

• Do not apply stimulation in the presence of electronic monitoring equipment (e.g., cardiac monitors, ECG alarms), which may not 

operate properly when the electrical stimulation device is in use;  

• Do not apply stimulation when in the bath or shower;  

• Do not apply stimulation while sleeping;  

• Do not apply stimulation while driving, operating machinery, or during any activity in which electrical stimulation can put you at 

risk of injury; and  

• Do not use the device on children.  The device has not been evaluated for pediatric use.  

• Consult with your physician before using this device, because the device may cause lethal rhythm disturbances to the heart in 

susceptible individuals; and  

� Apply stimulation only to normal, intact, clean, healthy skin. 

� Operation in close proximity (e.g. 1 m) to a shortwave or microwave therapy ME EQUIPMENT may produce instability in the 

STIMULATOR output. 

 

Precautions 

• The long-term effects of electrical stimulation are unknown;  

• Since the effects of stimulation of the brain are unknown, stimulation should not be applied across your head, and electrodes  

should not be placed on opposite sides of your head;  

• The safety of electrical stimulation during pregnancy has not been established;  

• You may experience skin irritation or hypersensitivity due to the electrical stimulation or electrical conductive medium (gel);  

• If you have suspected or diagnosed heart disease, you should follow precautions recommended by your physician; and  

• If you have suspected or diagnosed epilepsy, you should follow precautions recommended by your physician.  

• Use caution if you have a tendency to bleed internally, such as following an injury or fracture;  

• Consult with your physician prior to using the device after a recent surgical procedure, because stimulation may disrupt the 

healing process;  

• Use caution if stimulation is applied over the menstruating or pregnant uterus; and  

• Use caution if stimulation is applied over areas of skin that lack normal sensation.  

• Keep this device out of the reach of children. 

• Use this device only with the leads, electrodes, and accessories recommended by the manufacturer. 

Adverse Reactions 

• You may experience skin irritation and burns beneath the stimulation electrodes applied to your skin;  

• You may experience headache and other painful sensations during or following the application of electrical stimulation near 

your eyes and to your head and face; and  

• You should stop using the device and should consult with your physician if you experience adverse reactions from the device. 
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Indications for positioning the unit on body 

1. Body muscles map (Back’s muscles are not included in the indications for use, and it 

is only for reference ) 
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2. Positioning photos  

2.1 Arm’s muscle 

 

2.2 Abdominal muscles 
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2.3 Buttock’s muscles 

 

2.4 Thigh’s muscles 
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Spopad SP-620 Program Mode: 

 

SP-620 has one program mode with 5 cycles which are changing cycle by cycle automatically. Please 

see the table as below: 

 

Spopad SP-620 Program Mode 

Cycle Pulse Width Frequency On-Time 

1 400μs 2 Hz 60 Sec. 

2 400μs 4 Hz 60 Sec. 

3 400μs 25 Hz 20 Sec. 

4 400μs 25 Hz  20 Sec. 

5 400μs 25 Hz  20 Sec. 

 

Spopad SP-620 is designed for one program mode with 5 cycles, and this mode with 5 cycles are not 

able to adjust. It uses external electrical impulses that act through the skin to stimulate the specific 

muscle group to improve, tone, firm & strengthen the muscles of Arm, Thigh, Abdomen, and Buttock. 

The muscle reacts in different ways depending on the strength of current and duration and frequency 

of the electrical impulse.  

 

Those 5 cycles of one mode run automatically without changing by manual setting, all you have to do is 

to apply the unit to the muscle group and runs a treatment period in 20 minutes. Please note the cycle, 

pulse, frequency and timer are all not adjustable but only the intensity of impulse is adjustable with 15 

levels. You can test the intensity of comfort based on the lowest level (level 1) to the greatest level 

(level 15) by manual adjustment. 

 

For safety use for Spopad SP-620, the unit is preset by 20 minutes for a treatment then auto-off after 

every 20-minute treatment. Please place the unit where you want to stimulate the muscle group as 

shown in the above body map. For optimum outcome, move the unit to other muscle position 

indicated on the above body map after 20-minute cycle. Please don’t use over twice treatments a day 

on the same muscle group. Stop using the device if you experience a tingling or numbing sensation 

or other discomfort on the skin. 
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Batter y & Gel Pad Assembly 
 

< 1 > Use a coin to turn the battery cover to the OPEN position, and open it. 

< 2 > Insert battery with + mark facing up 

< 3 > Use a coin to lock the battery cover by turning the cover clockwise. 

< 4 > Remove the blue protective film from the gel pad. 

< 5 > Apply the Electrode gel pad on the device’s electrode area. (same as the other electrode 

side) 

< 6 > Remove the transparent film from the gel pad and ready to put on body for stimulation.  

 

13-50



8 

 

 

How to Operate 
1. Press and hold + button for 2 seconds to power the unit on and listen for the beep. 

2. Press + button again to activate stimulation. 

3. Use +/- button to adjust stimulation level. 

4. Automatic power off after 20 minutes. 

 

Note: 

 
� Battery will need to be replaced if the unit no longer makes a beep sound or send any electric impulses. 
 
� Device only works when in contact with the skin. When the device is not in contact with the skin, the device will not send out stimulation. 
 

� After use, always place the protective film back to gel pad. 
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Specifications 
 

Power 
3V CR2032  

Battery X1 

Number Of Output Modes 1 

Number Of Output Channels 1 

Mode of output channels 1 

Regulated Current Or Regulated 

Voltage? 
Regulated Voltage 

Software/Firmware/Microprocessor 

Control? 
Yes 

Automatic Overload Trip No 

Automatic No-Load Trip No 

Automatic Shut-Off Yes 

User Override Control Yes 

Indicator Display No 

On/Off Status beeper 

Low Battery beeper 

Current/Voltage Level No 

Timer Range (Minutes) 20 

Compliance With Voluntary 

Standard 

IEC60601-1 

IEC 60601-1-2 

IEC 60601-2-10 

Compliance With 21 CFR 898? Yes 

Housing Materials And 

Construction 
Silicone  

Pulse Strength 
0 ~ 15 Stages 

Adjustable 

Operation Environment 
10o ~ 40°C,       

30% ~ 85% RH 

Storage Environment 
-10o ~ 50°C,      

10% ~ 95% RH 

Transport Environment 
-10o ~ 50°C,      

35% ~ 85% RH 

Dimension (LxWxH, inch) 7.87 x 3.74 x 0.512 

Weight (g) 26.0 

Accessory Instruction manual 

Patient-contacting material 
Top-Rank 

electrode pad 
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Maintenance & Disposal 

1. Storage 

(1) Keep the unit away from children. 

(2) Remove the batteries if the unit will not be used for more than 10 days. 

(3) Reapply the protective film back to the electrode pad after each use. 

(4) Do not store the unit under high temperature, high humidity, and direct sunlight exposed environment or where there are a lot 

dusts or corrosive gas. 

2. Care for the electrode pads 

(1) If the adhesive gel pads get dirty or less sticky, you can prolong the lifetime for additional uses by cleaning it.  With a drop of 

water on your finger, rub the water over the surface of the gel and allow it to dry. 

(2) Always store the electrode pads in a cool, airy area away from direct sunlight. 

(3) Be sure the skin is clean before the electrode pads are placed. 

(4) Always store the electrode pads with the protective film after use. 

 

3. Disposal 

Batteries and this unit must NOT be disposed in household waste. Return them to public collection points or shops selling batteries or 

devices of the same kind according to local regulations. In case of any confusion, consult with your local environmental protection 

agency. 

 

Troubleshooting 

1. The units fail to turn on. 

(1) Press the + button again and hold it down for 2 seconds. 

(2) Check if the batteries are properly in place with good connection. 

(3) Replace batteries if (1) and (2) both fail. 

2. The electrode pads are not sticky as before. 

With a drop of water on your finger, rub the water over the surface of the gel and allow it dry. 

3. The unit beeps abnormally during treatment. 

(1) Check if the device is connected securely with the skin. 

(2) If the beeping persists, replace the batteries with new ones. 

4. The stimulation is not felt. 

(1) Make sure electrode pads are not overlapped. 

(2) Increase the pulse intensity gradually. 

(3) Makes sure the device is connected securely with the skin. 

5. The skin of treated area turns red. 

Stop treating that area immediately; wait until the skin restores to its healthy state. If irritation persists, consult with a dermatologist. 

6. The intensity begins to drop: 

Replace battery immediately 
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7. The stimulation is uncomfortable. 

(1) Press – button to decrease intensity if the stimulation is too strong. 

(2) If not improving, check if the device is connected securely with the skin. 

(3) If step (2) does not help, check if the electrode pads are worn out. Worn pads can not distribute current evenly across the skin, 

which may lead to irritating stimulation. In such a case, replace the electrode pads. 
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Guidance and manufacturer’s declaration-electromagnetic emissions 

The  SP-620  is intended for use in the electromagnetic environment specified 

below. 

The customer or the user of the  SP-620  should assure that it is used in such an 

environment. 

Emission test Compliance Electromagnetic environment-guidance 

RF emissions 

CISPR 11 

Group 1 The  SP-620  uses RF energy only for its 

internal function. Therefore, its RF emissions 

are very low and are not likely to cause any 

interference in nearby electronic equipment. 

RF emissions 

CISPR 11 

Class B The  SP-620  is suitable for use in all 

establishments, including domestic 

establishments and those directly connected 

to the public low-voltage power supply 

network that supplies buildings used for 

domestic purposes. 

Harmonic emissions 

IEC 61000-3-2 

Not applicable 

Voltage fluctuations 

/flicker emissions 

IEC 61000-3-3 

Not applicable 
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Guidance and manufacturer’s declaration-electromagnetic immunity 

The  SP-620  is intended for use in the electromagnetic environment specified below. 

The customer or the user of the  SP-620 should assure that it is used in such an environment. 

Immunity test IEC 60601  

test level 

Compliance level Electromagnetic 

environment-guidance 

Electrostatic discharge(ESD) 

IEC 61000-4-2 

+ 6 kV contact 

+ 8 kV air 

+ 6 kV contact 

+ 8 kV air 

Floors should be wood, concrete or 

ceramic tile. If floors are covered with 

synthetic material, the relative humidity 

should be at least 30% 

Electrical fast transient/burst 

IEC 61000-4-4 

+ 2kV for power supply 

lines 

+ 1kV for input/output 

lines 

Not applicable 

Not applicable 

Mains power quality should be that of a 

typical commercial or hospital 

environment. 

Surge IEC 61000-4-5 + 1kV line(s) to line(s) 

+ 2kV line(s) to earth 

Not applicable 

Not applicable 

Mains power quality should be that of a 

typical commercial or hospital 

environment. 

Voltage Dips, short 

interruptions and voltage 

variations on power supply 

input lines IEC 61000-4-11 

<5% UT(>95% dip in 

UT) for 0,5 cycle 

40% UT(60% dip in 

UT) for 5 cycles 

70% UT(30% dip in 

UT) for 25 cycles 

<5% UT(>95% dip in 

UT) for 5 s 

Not applicable 

 

Not applicable 

 

Not applicable 

 

Not applicable 

Mains power quality should be that of a 

typical commercial or hospital 

environment. If the user of the  

SP-620  requires continued 

operation during power mains 

interruptions, it is recommended that the  

SP-620  be powered from an 

uninterruptible power supply or a battery. 

Power frequency(50/60 Hz) 

magnetic field IEC 61000-4-8 

3 A/m 3 A/m The  SP-620  power frequency 

magnetic fields should be at levels 

characteristic of a typical location in a 

typical commercial or hospital 

environment. 

NOTE     UT is the a.c. mains voltage prior to application of the test level. 
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Guidance and manufacturer’s declaration-electromagnetic immunity 

The  SP-620  is intended for use in the electromagnetic environment specified below. 

The customer or the user of the  SP-620  should assure that is used in such and environment. 

Immunity test IEC 60601 test level Compliance level Electromagnetic environment-guidance 

Conducted RF 

IEC 61000-4-6 

 

 

 

 

 

Radiated RF  

IEC 61000-4-3 

3 Vrms  

150 KHz to 80 MHz 

 

 

 

 

 

3 V/m  

80MHz to 2,5 GHz 

Not applicable 

 

 

 

 

 

 

3 V/m 

Portable and mobile RF communications  

equipment should be used no closer to any part 

of the  SP-620  including cables, than the 

recommended separation distance calculated from 

the equation applicable to the frequency of the 

transmitter. 

 

Recommended separation distance: 

d = 1,2 √P 

d = 1,2 √P  80MHz to 800 MHz 

d = 2,3 √P  800MHz to 2,5 GHz  
 
Where P is the maximum output power rating of the 
transmitter in watts (W) according to the transmitter 
manufacturer and d is the recommended separation 
distance in metres (m). 
 

Field strengths from fixed RF transmitters, as 

determined by an electromagnetic site survey, a 

should be less than the compliance level in each 

frequency range.b 

 

Interference may occur in the vicinity of equipment 

marked with the following symbol: 

 

 

NOTE1   At 80 MHz and 800 MHz, the higher frequency range applies. 

NOTE2   These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and reflection from 

structures, objects and people. 

a   Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless) telephones and land mobile radios, 

amateur radio, AM and FM radio broadcast and TV broadcast cannot be predicted theoretically with accuracy. To assess the 

electromagnetic environment due to fixed RF transmitters, an electromagnetic site survey should be considered. If the measured 

field strength in the location in which the  SP-620  is used exceeds the applicable RF compliance level above, the  
SP-620  should be observed to verify normal operation. If abnormal performance is observed, additional measures my be 

necessary, such as re-orienting or relocating the  SP-620 . 
b   Over the frequency range 150 kHz to 80 MHz, field strengths should be les than 3 V/m. 
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Recommended separation distance between 

portable and mobile RF communications equipment and the  SP-620  

The  SP-620  is intended for use in an electromagnetic environment in which radiated RF disturbances are controlled. 

The customer or the user of the  SP-620  can help prevent electromagnetic interference by maintaining a minimum 

distance between portable and mobile RF communications equipment (transmitters) and the  SP-620  as recommended 

below, according to the maximum output power of the communications equipment. 

Rated maximum output 

power of transmitter 

W 

Separation distance according to frequency of transmitter 

m 

150 kHz to 80 MHz 

d =1,2√P 

80 MHz to 800 MHz 

d =1,2√P 

800 MHz to 2,5 GHz 

d =2,3√P 

0,01 N/A 0,12 0,23 

0,1 N/A 0,38 0,73 

1 N/A 1,2 2,3 

10 N/A 3,8 7,3 

100 N/A 12 23 

For transmitters rated at a maximum output power not listed above, the recommended separation distance d in meters (m) can 

be estimated using the equation applicable to the frequency of the transmitter, where p is the maximum output power rating of 

the transmitter in watts (W) according to the transmitter manufacturer. 

NOTE1  At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies. 

NOTE2  These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and 

reflection from structures, objects and people. 
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Package list and photo 
 

1. Photo 

 

 
 

2. List  

 

Item Name Quantity 

a EMS device –SP-620 1 

b Electrode Gel Pad 

( 202.84 mm x 92.02 mm) 

( conducting area of 88.27 

mm x 91.02 mm ) 

1 set of 2 pads 

c CR-2032 battery 1 

d User’s Manual 1 
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13.2 Other labeling 

We place the package labels for SP-910 / SP-920 / SP-620 here. 

 

 

 

 

 

 

 

 









 

HIVOX BIOTEK INC. 
 

5F., No. 123, Shingde Road, Sanchong District, New Taipei City, Taiwan 

Phone: +886 2 8511 2668 Fax: +886 2 8511 2669 
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Top-Rank electrode pad 510k clearance information 

Device Classification Name  Electrode, Cutaneous20
 

510(K) Number K070612 

Device Name TOP-RANK ADHESIVE ELECTRODE 
 

Applicant TOP-RANK HEALTH CARE EQUIPMENT CO., LTD. 
Dongguan St. Shangyu City 

 

Contact Uwe Degenhardt 

Regulation Number 882.132021
 

Classification Product Code GXY22
 

Date Received 03/05/2007 

Decision Date 05/07/2007 

Decision substantially equivalent (SE) 

Classification Advisory Committee Neurology 

Review Advisory Committee Neurology 

statement statement23
 

Type Traditional 

Reviewed by Third Party Yes 

Expedited Review No 

Combination Product No 
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Home Care electro conductive media 510k clearance information 

 

Device Classification Name media, electroconductive20
 

510(K) Number K022494 

Device Name HOME CARE JELLY 

Applicant ROC CHINESE-EUROPEAN INDUSTRIAL RESEARCH 

SOCIETY 

2064 tamarin dr. 

columbus,  OH  

43235 

Contact shu-chen cheng 

Regulation Number 882.127521
 

Classification Product Code GYB22
 

Date Received 07/29/2002 

Decision Date 12/02/2002 

Decision substantially equivalent (SE) 

Classification Advisory 

Committee 
Neurology 

Review Advisory Committee Neurology 

statement statement23
 

Type Traditional 

Reviewed by Third Party No 

Expedited Review No 

Combination Product No 
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16.  SOFTWARE  

There are 5 Software-Control functions for the SP-910 / SP-920 / SP-620︰ 

1.  +/-    Key Function: Device turns on and output level control 

2.  Power: Turn on device with pushing down + key for 2-second long. 

3. Contact Detection: If the pad is not contacted properly, the device cuts stimulation 

down to 0 level with audible alarm for warning. 

4. Low Battery Detection: Audible alarm for warning when battery power is detected in 

low voltage. 

5. Stimulation Output: Electrical pulse generated for stimulation. 

 

We place two Software Validation Reports for SP-910 and for SP-920 / SP-620 in the 

following pages.  The Software of HIVOX Spopad EMS SP-910 / SP-920 / SP-620 meet the 

requirements of FDA 510(K) guidance document “Guidance for the Content of Pre-market 

Submission for Software Contained in Medical Devices”. 
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17.  ELECTROMAGNETIC COMPATIBILITY / ELECTRICAL SAFETY 

Hivox Spopad SP-910 / SP-920 / SP-620 pass the EMC the Safety test reports, which 

comply with the following standards: 

� EMC Test Report: 

EN60601-1-2: 2007 Electromagnetic Compatibility - Requirements and Tests  

1) SP-910 / SP-920: SGS Electromagnetic Compatibility testing; 

2) SP-620: ETC, Electronics Testing Center, Taiwan. 

� Safety Test Report for SP-910 / SP-920 / SP-620 by Universal Testing Inc.: 

1) EN / IEC 60601-1 :1990 Medical Electrical Equipment, Part 1. General requirements for 

safety; 

2) EN / IEC 60601-2-10:2000 Particular requirements for the safety of nerve and muscle 

stimulators 

 

We place the relevant testing reports as follows. 
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5F., No. 123, Shingde Road, Sanchong District, New Taipei City, Taiwan 

Phone: +886 2 8511 2668 Fax: +886 2 8511 2669 
 

 
 
 
 

18.   PERFORMANCE TESTING – BENCH 
 

 
Please refer to the “Section 11.2 Device Output Waveforms” above for the performance testing. 

� In addition, we provide the impedance performance test report here. 

� And we also provide the duration of the stimulation as shown in the oscilloscope tracings. 

When turn on the SP-910/SP-920/SP-620 devices to the primary phase, and the 

oscilloscope tracings show no output. 

� SP-920 & SP-620 are all with the burst mode on the cycle 3.  Please see the attached file. 

We provide the oscilloscope tracings for SP-920/SP-620 to indicate the burst occurrence. 
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19.  PERFORMANCE TESTING – ANIMAL  

N/A 
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20.  PERFORMANCE TESTING – CLINICAL  

N/A 
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21. FORM FDA 3654 STANDARDS DATA REPORT FOR 510(K)S 

The Hivox Spopad EMS SP-910 / SP-920 / SP-620 are in compliance with the electric safety 

standard and the electromagnetic compatibility standard.  We fill in the FDA Forms 3654 and 

present them as follows. 
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22. KIT CERTIFICATION  

N/A 
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Important information is highlighted by these terms: 

Contraindications – Symptoms or diseases the device not applied to 

Warnings – Danger for patient or operating staff. 

Precautions – Information for preventing damage to the product. 

Adverse Reactions – Important operating instructions. 

 

Product Description 

EMS, Electrical Muscle Stimulation, which improves, tones, firms & strengthens muscle and relax stiff muscle through the skin. It is 

recognized as a clinically proven, effective, non- medication method of training muscle from certain causes. It manages muscle 

strengthen, toning and firming. It is also free from side effects when used properly, and can also be used as a simple means of 

self-training. SP-910 is a 1-channel battery-operated user-friendly muscle stimulation system specifically designed to exercise the 

muscles. Each device comprises namely an electronic stimulator module which generates the required stimulation signals. SP-910 

comprises 2 electrode gel pads, which connects the signals from the stimulator to the skin. Power is supplied from one battery, 

CR2032, located in a compartment protected by a removable battery cover. The user cannot access the wiring or connectors. The 

shelf life of the device is 30 months. For more information about HIVOX Spopad SP-910, please visit our website at 

http://www.hivox-biotek.com or contact our customer service for further assistance. 

 

Indications for Use 

The Electrical Muscle Stimulation unit is indicated for the improvement of muscle tone and firmness, for strengthening muscles in 

arms, abdomen, thighs, and buttocks areas. 

Not intended for use in any therapy or for the treatment of any medical conditions or diseases. 

Contraindication 

Electrical muscle stimulators should not be used on patients with cardiac demand pacemakers. implanted defibrillator, or other 

implanted metallic or electronic device.  Such use could cause electric shock, burns, electrical interference, or death.  

 

Warnings 

1. The long-term effects of chronic electrical stimulation are unknown. 

2. Stimulation should not be applied over the carotid sinus nerves, particularly in patients with a known sensitivity to the carotid 

sinus reflex. 

3. Stimulation should not be applied over the neck or mouth. Severe spasm of the laryngeal and pharyngeal muscles may occur and 

the contractions may be strong enough to close the airway or cause difficulty in breathing. 

4. Stimulation should not be applied transthoracically in that the introduction of electrical current into the heart may cause cardiac 

arrhythmias. 

5. Stimulation should not be applied transcerebrally. 

6. Stimulation should not be applied over swollen, infected, or inflamed areas or skin eruptions, e.g., phlebitis, thrombophlebitis, 

varicose veins, etc. 

7. Stimulation should not be applied over, or in proximity to, cancerous lesions. 
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Precautions 

1. Safety of powered muscle stimulators for use during pregnancy has not been established. 

2. Caution should be used for patients with suspected or diagnosed heart problems. 

3. Caution should be used for patients with suspected or diagnosed epilepsy. 

4. Caution should be used in the presence of the following: 

a. When there is a tendency to hemorrhage following acute trauma or fracture; 

b. Following recent surgical procedures when muscle contraction may disrupt the healing process; 

c. Over the menstruating or pregnant uterus; and 

d. Over areas of the skin which lack normal sensation. 

5. Some patients may experience skin irritation or hypersensitivity due to the electrical stimulation or electrical conductive medium. 

The irritation can usually be reduced by using an alternate conductive medium, or alternate electrode placement. 

6. Electrode placement and stimulation settings should be based on the guidance of the prescribing practitioner. 

7. Powered muscle stimulators should be kept out of the reach of children. 

8. Powered muscle stimulators should be used only with the electrode gel pads recommended for use by the manufacturer. 

9. [FOR PORTABLE DEVICES ONLY]: Portable powered muscle stimulators should not be used while driving, operating machinery, or 

during any activity in which involuntary muscle contractions may put the user at undue risk of injury.  

  

Adverse Reactions 

Skin irritation and burns beneath the electrodes have been reported with the use of powered muscle stimulators. 
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Indications for positioning the unit on body 

1. Body muscles map  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

2. Positioning photos  

2.1 Arm’s muscle 
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2.2 Abdominal muscles 

 

2.3 Buttock’s muscles 
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2.4 Thigh’s muscles 
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Spopad SP-910 Program Mode: 

 

SP-910 has one program mode with 3 cycles which are changing cycle by cycle automatically. Please see the table as below: 

 

Spopad SP-910 Program Mode 

Cycle Pulse Width Frequency On-Time 

1 400μs 3 Hz 30 Sec. 

2 400μs 4 Hz 30 Sec. 

3 400μs 5 Hz 30 Sec. 

 

Spopad SP-910 is designed for one program mode with 3 cycles, and this mode with 3 cycles are not able to adjust. It uses external 

electrical impulses that act through the skin to stimulate the specific muscle group to improve, tone, firm & strengthen the muscles 

of Arm, Thigh, Abdomen, and Buttock. The muscle reacts in different ways depending on the strength of current and duration and 

frequency of the electrical impulse.  

 

Those 3 cycles of one mode run automatically without changing by manual setting, all you have to do is to apply the unit to the 

muscle group and runs a treatment period in 20 minutes. Please note the cycle, pulse, frequency and timer are all not adjustable but 

only the intensity of impulse is adjustable with 15 levels. You can test the intensity of comfort based on the lowest level (level 1) to 

the greatest level (level 15) by manual adjustment. 

 

For safety use for Spopad SP-910, the unit is preset by 20 minutes for a treatment then auto-off after every 20- minute treatment. 

Please place the unit where you want to stimulate the muscle group as shown in the above body map. For optimum outcome, move 

the unit to other muscle position indicated on the above body map after 20-minute cycle. Please don’t use over twice treatments a 

day on the same muscle group. Stop using the device if you experience a tingling or numbing sensation or other discomfort on the 

skin. 
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Battery & Gel Pad Assembly 
 

1. Use a coin to turn the battery cover to the OPEN position, and open it. 

2. Insert battery with + mark facing up 

3. Use a coin to lock the battery cover by turning the cover clockwise. 

4. Remove the blue protective film from the gel pad. 

5. Apply the gel pad on the device’s electrode area. (same as the other electrode side) 

6. Remove the transparent film from the gel pad and ready to put on body for stimulation.  
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Specifications 

 

Power 3V CR2032 Battery X1 

Number Of Output Modes 1 

Number Of Output Channels 1 

Mode Of Output Channels 1 

Regulated Current Or  

Regulated Voltage? 
Regulated Voltage 

Software/Firmware/Microprocessor 

Control? 
Yes 

Automatic Overload Trip No 

Automatic No-Load Trip No 

Automatic Shut-Off Yes 

User Override Control Yes 

Indicator Display No 

On/Off Status Beeper 

Low Battery Beeper 

Current/Voltage Level No 

Timer Range (Minutes) 20 

Compliance With Voluntary 

Standard 

IEC60601-1 

IEC 60601-1-2 

IEC 60601-2-10 

Compliance With 21 CFR 898? Yes 

Housing Materials And Construction Silicone  

Pulse Strength 0 ~ 15 Stages Adjustable 

Operation Environment 
10

o
 ~ 40°C,        

30% ~ 85% RH 

Storage Environment 
-10

o
 ~ 50°C,      

10% ~ 95% RH 

Transport Environment 
-10

o
 ~ 50°C,      

35% ~ 85% RH 

Dimension (LxWxH, inch) 9.41 x 2.76 x 0.447 

Weight (g) 35.8 

Accessory Instruction manual 

Patient-contacting material 
HIVOX electrode gel 

pad, K131720 
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Maintenance & Disposal 

1. Storage 

(1) Keep the unit away from children. 

(2) Remove the battery if the unit will not be used for more than 10 days. 

(3) Reapply the protective film back to the gel pads after each use. 

(4) Do not store the unit under high temperature, high humidity, and direct sunlight exposed environment or where there are a lot 

dusts or corrosive gas. 

2. Care for the Gel Pads 

(1) If the gel pads get dirty or less sticky, you can prolong the lifetime for additional uses by cleaning it with a drop of water on your 

finger, rub the water over the surface of the gel pads and allow it to dry. 

(2) Always store the gel pads in a cool, airy area away from direct sunlight. 

(3) Be sure the skin is clean before the gel pads are placed. 

(4) Always store the gel pads with the protective film after use. 

3. Replacing the Gel Pads 

When following the above procedures of Care for the Gel Pads to treat the gel pads, generally the gel pad can last 50 times of use to 

adhere to the skin smoothly. However, the number of times for reusing gel pad depends on the individual skin condition. Therefore 

sometimes it might not able to last 50 times. If the electrodes fail to adhere to the skin smoothly, then new electrodes should be 

used by following the following 4 steps. 

(1) Remove the gel pad carefully and roll the gel upwards with your fingers until the entire pad has been lifted off. 

(2) Repeat step (1) on the other pad. 

(3) Clean the device with a drop of water on your finger to remove left over residue. Allow to dry. 

(4) Place new gel pads onto the unit by following steps 4-6 of Battery & Gel Pad Assembly section on page 7. 

 

4. Disposal 

Battery and this unit must NOT be disposed in household waste. Return them to public collection points or shops selling battery or 

devices of the same kind according to local regulations. In case of any confusion, consult with your local environmental protection 

agency. 
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Troubleshooting 

1. The units fail to turn on. 

(1) Press the + button again and hold it down for 2 seconds. 

(2) Check if the battery is properly in place with good connection. 

(3) Replace battery if (1) and (2) both fail. 

2. The gel pads are not sticky as before. 

With a drop of water on your finger, rub the water over the surface of the gel and allow it dry. 

3. The unit beeps abnormally during treatment. 

(1) Check if the device is connected securely with the skin. 

(2) If the beeping persists, replace the battery with new one. 

4. The stimulation is not felt. 

(1) Make sure the gel pads are not overlapped. 

(2) Increase the pulse intensity gradually. 

(3) Makes sure the device is connected securely with the skin. 

 

5. The skin of treated area turns red. 

Stop treating that area immediately; wait until the skin restores to its healthy state. If irritation persists, consult with a 

dermatologist. 

6. The intensity begins to drop: 

Replace battery immediately 

7. The stimulation is uncomfortable. 

(1) Press – button to decrease intensity if the stimulation is too strong. 

(2) If not improving, check if the device is connected securely with the skin. 

(3) If step (2) does not help, check if the gel pads are worn out. Worn pads cannot distribute current evenly across the skin, which 

may lead to irritating stimulation. In such a case, replace the gel pads.
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Guidance and manufacturer’s declaration-electromagnetic emissions 

The SP-910 is intended for use in the electromagnetic environment specified below. 

The customer or the user of the SP-910 should assure that it is used in such an environment. 

Emission test Compliance Electromagnetic environment-guidance 

RF emissions CISPR 11 Group 1 The SP-910 uses RF energy only for its internal 

function. Therefore, its RF emissions are very low and 

are not likely to cause any interference in nearby 

electronic equipment. 

RF emissions CISPR 11 Class B The SP-910 is suitable for use in all establishments, 

including domestic establishments and those directly 

connected to the public low-voltage power supply 

network that supplies buildings used for domestic 

purposes. 

Harmonic emissions  

IEC 61000-3-2 

Not applicable 

Voltage fluctuations 

/flicker emissions IEC 

61000-3-3 

Not applicable 
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Guidance and manufacturer’s declaration-electromagnetic immunity 

The SP-910 is intended for use in the electromagnetic environment specified below. 

The customer or the user of the SP-910should assure that it is used in such an environment. 

Immunity test IEC 60601  

test level 

Compliance 

level 

Electromagnetic 

environment-guidance 

Electrostatic 

discharge(ESD) IEC 

61000-4-2 

+ 6 kV contact 

+ 8 kV air 

+ 6 kV contact 

+ 8 kV air 

Floors should be wood, concrete 

or ceramic tile. If floors are 

covered with synthetic material, 

the relative humidity should be at 

least 30% 

Electrical fast 

transient/burst IEC 

61000-4-4 

+ 2kV for power 

supply lines 

+ 1kV for 

input/output lines 

Not applicable 

Not applicable 

Mains power quality should be 

that of a typical commercial or 

hospital environment. 

Surge IEC 61000-4-5 + 1kV line(s) to 

line(s) 

+ 2kV line(s) to 

earth 

Not applicable 

Not applicable 

Mains power quality should be 

that of a typical commercial or 

hospital environment. 

Voltage Dips, short 

interruptions and 

voltage variations on 

power supply input lines 

IEC 61000-4-11 

<5% UT(>95% dip 

in UT) for 0,5 cycle 

40% UT(60% dip in 

UT) for 5 cycles 

70% UT(30% dip in 

UT) for 25 cycles 

<5% UT(>95% dip 

in UT) for 5 s 

Not applicable 

 

Not applicable 

 

Not applicable 

 

Not applicable 

Mains power quality should be 

that of a typical commercial or 

hospital environment. If the user 

of the SP-910 requires continued 

operation during power mains 

interruptions, it is recommended 

that the SP-910 be powered from 

an uninterruptible power supply 

or a battery. 

Power frequency(50/60 

Hz) magnetic field IEC 

61000-4-8 

3 A/m 3 A/m The SP-910 power frequency 

magnetic fields should be at 

levels characteristic of a typical 

location in a typical commercial 

or hospital environment. 

NOTE     UT is the a.c. mains voltage prior to application of the test level. 
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Guidance and manufacturer’s declaration-electromagnetic immunity 

The SP-910 is intended for use in the electromagnetic environment specified below. 

The customer or the user of the SP-910 should assure that is used in such and environment. 

Immunity test IEC 60601 test 

level 

Compliance level Electromagnetic environment-guidance 

Conducted RF 

IEC 61000-4-6 

 

 

 

 

 

Radiated RF  

IEC 61000-4-3 

3 Vrms  

150 KHz to 80 MHz 

 

 

 

 

 

3 V/m  

80MHz to 2,5 GHz 

Not applicable 

 

 

 

 

 

 

3 V/m 

Portable and mobile RF 

communications  

equipment should be used no closer to 
any part of the SP-910 including cables, 

than the recommended separation 
distance calculated from the equation 
applicable to the frequency of the 
transmitter. 

 

Recommended separation distance: 

d = 1,2 √P 

d = 1,2 √P  80MHz to 800 MHz 

d = 2,3 √P  800MHz to 2,5 GHz  

 

Where P is the maximum output power 
rating of the transmitter in watts (W) 
according to the transmitter manufacturer 
and d is the recommended separation 
distance in metres (m). 

 

Field strengths from fixed RF transmitters, 
as determined by an electromagnetic site 
survey, 

a
 should be less than the 

compliance level in each frequency 
range.

b 

 

Interference may occur in the vicinity of 
equipment marked with the following 
symbol: 

 

 

NOTE1   At 80 MHz and 800 MHz, the higher frequency range applies. 

NOTE2   These guidelines may not apply in all situations. Electromagnetic propagation is affected by 

absorption and reflection from structures, objects and people. 

a   Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless) telephones and 

land mobile radios, amateur radio, AM and FM radio broadcast and TV broadcast cannot be predicted 

theoretically with accuracy. To assess the electromagnetic environment due to fixed RF transmitters, an 

electromagnetic site survey should be considered. If the measured field strength in the location in which the 

SP-910 is used exceeds the applicable RF compliance level above, the SP-910 should be observed to verify 

normal operation. If abnormal performance is observed, additional measures my be necessary, such as 

re-orienting or relocating the SP-910. 

b   Over the frequency range 150 kHz to 80 MHz, field strengths should be les than 3 V/m. 
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Recommended separation distance between portable and mobile RF communications 

equipment and the SP-910 

The SP-910 is intended for use in an electromagnetic environment in which radiated RF disturbances 

are controlled. The customer or the user of the SP-910 can help prevent electromagnetic interference 

by maintaining a minimum distance between portable and mobile RF communications equipment 

(transmitters) and the SP-910 as recommended below, according to the maximum output power of the 

communications equipment. 

Rated maximum 

output power of 

transmitter 

W 

Separation distance according to frequency of transmitter 

m 

150 kHz to 80 MHz 

d =1,2√P 

80 MHz to 800 MHz 

d =1,2√P 

800 MHz to 2,5 GHz 

d =2,3√P 

0,01 N/A 0,12 0,23 

0,1 N/A 0,38 0,73 

1 N/A 1,2 2,3 

10 N/A 3,8 7,3 

100 N/A 12 23 

For transmitters rated at a maximum output power not listed above, the recommended separation 

distance d in meters (m) can be estimated using the equation applicable to the frequency of the 

transmitter, where p is the maximum output power rating of the transmitter in watts (W) according to the 

transmitter manufacturer. 

NOTE1  At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies. 

NOTE2  These guidelines may not apply in all situations. Electromagnetic propagation is affected by 

absorption and reflection from structures, objects and people. 
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Package list and photo 

 

1. Photo 

 

 

2.  List 

 

Item Name Quantity 

a EMS device –SP-910 1 

b 
Electrode Gel Pad*  

Conducting area: 87.68 cm
2 1 set of 2 pads 

c CR-2032 battery 1 

d User’s Manual 1 

 

         * Electrode Gel Pad’s area is equal to conducting area shown below. 
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Important information is highlighted by these terms: 

Contraindications – Symptoms or diseases the device not applied to 

Warnings – Danger for patient or operating staff. 

Precautions – Information for preventing damage to the product. 

Adverse Reactions – Important operating instructions. 

 

Product Description 

EMS, Electrical Muscle Stimulation, which improves, tones, firms & strengthens muscle and relax stiff muscle through the skin. It is 

recognized as a clinically proven, effective, non- medication method of training muscle from certain causes. It manages muscle 

strengthen, toning and firming. It is also free from side effects when used properly, and can also be used as a simple means of 

self-training. SP-920 is a 1-channel battery-operated user-friendly muscle stimulation system specifically designed to exercise the 

muscles. Each device comprises namely an electronic stimulator module which generates the required stimulation signals. SP-920 

comprises 2 electrode gel pads, which connects the signals from the stimulator to the skin. Power is supplied from one battery, 

CR2032, located in a compartment protected by a removable battery cover. The user cannot access the wiring or connectors. The 

shelf life of the device is 30 months. For more information about HIVOX Spopad SP-920, please visit our website at 

http://www.hivox-biotek.com or contact our customer service for further assistance. 

 

Indications for Use 

The Electrical Muscle Stimulation unit is indicated for the improvement of muscle tone and firmness, for strengthening muscles in 

arms, abdomen, thighs, and buttocks areas. 

Not intended for use in any therapy or for the treatment of any medical conditions or diseases. 

Contraindication 

Electrical muscle stimulators should not be used on patients with cardiac demand pacemakers. implanted defibrillator, or other 

implanted metallic or electronic device.  Such use could cause electric shock, burns, electrical interference, or death.  

Warnings 

1. The long-term effects of chronic electrical stimulation are unknown. 

2. Stimulation should not be applied over the carotid sinus nerves, particularly in patients with a known sensitivity to the carotid 

sinus reflex. 

3. Stimulation should not be applied over the neck or mouth. Severe spasm of the laryngeal and pharyngeal muscles may occur and 

the contractions may be strong enough to close the airway or cause difficulty in breathing. 

4. Stimulation should not be applied transthoracically in that the introduction of electrical current into the heart may cause cardiac 

arrhythmias. 

5. Stimulation should not be applied transcerebrally. 

6. Stimulation should not be applied over swollen, infected, or inflamed areas or skin eruptions, e.g., phlebitis, thrombophlebitis, 

varicose veins, etc. 

7. Stimulation should not be applied over, or in proximity to, cancerous lesions. 

1-23



2 

 

 

Precautions 

1. Safety of powered muscle stimulators for use during pregnancy has not been established. 

2. Caution should be used for patients with suspected or diagnosed heart problems. 

3. Caution should be used for patients with suspected or diagnosed epilepsy. 

4. Caution should be used in the presence of the following: 

a. When there is a tendency to hemorrhage following acute trauma or fracture; 

b. Following recent surgical procedures when muscle contraction may disrupt the healing process; 

c. Over the menstruating or pregnant uterus; and 

d. Over areas of the skin which lack normal sensation. 

5. Some patients may experience skin irritation or hypersensitivity due to the electrical stimulation or electrical conductive medium. 

The irritation can usually be reduced by using an alternate conductive medium, or alternate electrode placement. 

6. Electrode placement and stimulation settings should be based on the guidance of the prescribing practitioner. 

7. Powered muscle stimulators should be kept out of the reach of children. 

8. Powered muscle stimulators should be used only with the electrode gel pads recommended for use by the manufacturer. 

9. [FOR PORTABLE DEVICES ONLY]: Portable powered muscle stimulators should not be used while driving, operating machinery, or 

during any activity in which involuntary muscle contractions may put the user at undue risk of injury.  

  

Adverse Reactions 

Skin irritation and burns beneath the electrodes have been reported with the use of powered muscle stimulators 
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Indications for positioning the unit on body 

1. Body muscles map 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

2. Positioning photos  

2.1 Arm’s muscle 
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2.2 Abdominal muscles 

 

 

 

2.3 Buttock’s muscles 
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2.4 Thigh’s muscles 
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Spopad SP-920 Program Mode: 

 

SP-920 has one program mode with 5 cycles which are changing cycle by cycle automatically. Please see the table as below: 

 

Spopad SP-920 Program Mode 

Cycle Pulse Width Frequency On-Time 

1 400μs 2 Hz 60 Sec. 

2 400μs 4 Hz 60 Sec. 

3 400μs 25 Hz 20 Sec. 

4 400μs 25 Hz 20 Sec. 

5 400μs 25 Hz 20 Sec. 

 

Spopad SP-920 is designed for one program mode with 5 cycles, and this mode with 5 cycles are not able to adjust. It uses external 

electrical impulses that act through the skin to stimulate the specific muscle group to improve, tone, firm & strengthen the muscles 

of Arm, Thigh, Abdomen, and Buttock. The muscle reacts in different ways depending on the strength of current and duration and 

frequency of the electrical impulse.  

 

Those 5 cycles of one mode run automatically without changing by manual setting, all you have to do is to apply the unit to the 

muscle group and runs a treatment period in 20 minutes. Please note the cycle, pulse, frequency and timer are all not adjustable but 

only the intensity of impulse is adjustable with 15 levels. You can test the intensity of comfort based on the lowest level (level 1) to 

the greatest level (level 15) by manual adjustment. 

 

For safety use for Spopad SP-920, the unit is preset by 20 minutes for a treatment then auto-off after every 20- minute treatment.  

Please place the unit where you want to stimulate the muscle group as shown in the above body map. For optimum outcome, move 

the unit to other muscle position indicated on the above body map after 20-minute cycle. Please don’t use over twice treatments a 

day on the same muscle group. Stop using the device if you experience a tingling or numbing sensation or other discomfort on the 

skin. 
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Battery & Gel Pad Assembly 
 

1. Use a coin to turn the battery cover to the OPEN position, and open it. 

2. Insert battery with + mark facing up 

3. Use a coin to lock the battery cover by turning the cover clockwise. 

4. Remove the blue protective film from the gel pad. 

5. Apply the gel pad on the device’s electrode area. (same as the other electrode side) 

6. Remove the transparent film from the gel pad and ready to put on body for stimulation.  
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Specifications 
Power 3V CR2032 Battery X1 

Number Of Output Modes 1 

Number Of Output Channels 1 

Mode Of Output Channels 1 

Regulated Current Or  

Regulated Voltage? 
Regulated Voltage 

Software/Firmware/Microprocessor 

Control? 
Yes 

Automatic Overload Trip No 

Automatic No-Load Trip No 

Automatic Shut-Off Yes 

User Override Control Yes 

Indicator Display No 

On/Off Status Beeper 

Low Battery Beeper 

Current/Voltage Level No 

Timer Range (Minutes) 20 

Compliance With Voluntary 

Standard 

IEC60601-1 

IEC 60601-1-2 

IEC 60601-2-10 

Compliance With 21 CFR 898? Yes 

Housing Materials And Construction Silicone  

Pulse Strength 0 ~ 15 Stages Adjustable 

Operation Environment 
10

o
 ~ 40°C,        

30% ~ 85% RH 

Storage Environment 
-10

o
 ~ 50°C,      

10% ~ 95% RH 

Transport Environment 
-10

o
 ~ 50°C,      

35% ~ 85% RH 

Dimension (LxWxH, inch) 6.69 x 6.69 x 0.512 

Weight (g) 52.6 

Accessory Instruction manual 

Patient-contacting material 
HIVOX electrode gel 

pad, K131720 
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Maintenance & Disposal 

1. Storage 

(1) Keep the unit away from children. 

(2) Remove the battery if the unit will not be used for more than 10 days. 

(3) Reapply the protective film back to the gel pads after each use. 

(4) Do not store the unit under high temperature, high humidity, and direct sunlight exposed environment or where there are a lot 

dusts or corrosive gas. 

2. Care for the Gel Pads 

(1) If the gel pads get dirty or less sticky, you can prolong the lifetime for additional uses by cleaning it. With a drop of water on your 

finger, rub the water over the surface of the gel pads and allow it to dry. 

(2) Always store the gel pads in a cool, airy area away from direct sunlight. 

(3) Be sure the skin is clean before the gel pads are placed. 

(4) Always store the gel pads with the protective film after use. 

 

3. Replacing the Gel Pads 

When following the above procedures of Care for the Gel Pads to treat the gel pads, generally the gel pad can last 50 times of use to 

adhere to the skin smoothly. However, the number of times for reusing gel pad depends on the individual skin condition. Therefore 

sometimes it might not able to last 50 times. If the electrodes fail to adhere to the skin smoothly, then new electrodes should be 

used by following the following 4 steps. 

(1) Remove the gel pad carefully and roll the gel upwards with your fingers until the entire pad has been lifted off. 

(2) Repeat step (1) on the other pad. 

(3) Clean the device with a drop of water on your finger to remove left over residue. Allow to dry. 

(4) Place new gel pads onto the unit by following steps 4-6 of Battery & Gel Pad Assembly section on page 7. 

 

4. Disposal 

Batteries and this unit must NOT be disposed in household waste. Return them to public collection points or shops selling batteries 

or devices of the same kind according to local regulations. In case of any confusion, consult with your local environmental protection 

agency. 

 

Troubleshooting 

1. The units fail to turn on. 

(1) Press the + button again and hold it down for 2 seconds. 

(2) Check if the batteries are properly in place with good connection. 

(3) Replace batteries if (1) and (2) both fail. 

2. The gel pads are not sticky as before. 

With a drop of water on your finger, rub the water over the surface of the gel and allow it dry. 
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3. The unit beeps abnormally during treatment. 

(1) Check if the device is connected securely with the skin. 

(2) If the beeping persists, replace the battery with new one. 

4. The stimulation is not felt. 

(1) Make sure the gel pads are not overlapped. 

(2) Increase the pulse intensity gradually. 

(3) Makes sure the device is connected securely with the skin. 

 

5. The skin of treated area turns red. 

Stop treating that area immediately; wait until the skin restores to its healthy state. If irritation persists, consult with a 

dermatologist. 

6. The intensity begins to drop: 

Replace battery immediately 

7. The stimulation is uncomfortable. 

(1) Press – button to decrease intensity if the stimulation is too strong. 

(2) If not improving, check if the device is connected securely with the skin. 

(3) If step (2) does not help, check if the gel pads are worn out. Worn pads cannot distribute current evenly across the skin, which 

may lead to irritating stimulation. In such a case, replace the gel pads. 
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Guidance and manufacturer’s declaration-electromagnetic emissions 

The  SP-920  is intended for use in the electromagnetic environment specified below. 

The customer or the user of the  SP-920  should assure that it is used in such an environment. 

Emission test Compliance Electromagnetic environment-guidance 

RF emissions CISPR 11 Group 1 The  SP-920  uses RF energy only for its internal 

function. Therefore, its RF emissions are very low and 

are not likely to cause any interference in nearby 

electronic equipment. 

RF emissions CISPR 11 Class B The  SP-920  is suitable for use in all establishments, 

including domestic establishments and those directly 

connected to the public low-voltage power supply 

network that supplies buildings used for domestic 

purposes. 

Harmonic emissions  

IEC 61000-3-2 

Not applicable 

Voltage fluctuations 

/flicker emissions IEC 

61000-3-3 

Not applicable 
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Guidance and manufacturer’s declaration-electromagnetic immunity 

The  SP-920  is intended for use in the electromagnetic environment specified below. 

The customer or the user of the  SP-920 should assure that it is used in such an environment. 

Immunity test IEC 60601  

test level 

Compliance 

level 

Electromagnetic 

environment-guidance 

Electrostatic 

discharge(ESD) IEC 

61000-4-2 

+ 6 kV contact 

+ 8 kV air 

+ 6 kV contact 

+ 8 kV air 

Floors should be wood, concrete 

or ceramic tile. If floors are 

covered with synthetic material, 

the relative humidity should be at 

least 30% 

Electrical fast 

transient/burst IEC 

61000-4-4 

+ 2kV for power 

supply lines 

+ 1kV for 

input/output lines 

Not applicable 

Not applicable 

Mains power quality should be 

that of a typical commercial or 

hospital environment. 

Surge IEC 61000-4-5 + 1kV line(s) to 

line(s) 

+ 2kV line(s) to 

earth 

Not applicable 

Not applicable 

Mains power quality should be 

that of a typical commercial or 

hospital environment. 

Voltage Dips, short 

interruptions and 

voltage variations on 

power supply input lines 

IEC 61000-4-11 

<5% UT(>95% dip 

in UT) for 0,5 cycle 

40% UT(60% dip in 

UT) for 5 cycles 

70% UT(30% dip in 

UT) for 25 cycles 

<5% UT(>95% dip 

in UT) for 5 s 

Not applicable 

 

Not applicable 

 

Not applicable 

 

Not applicable 

Mains power quality should be 

that of a typical commercial or 

hospital environment. If the user 

of the  SP-920  requires 

continued operation during power 

mains interruptions, it is 

recommended that the  SP-920  

be powered from an 

uninterruptible power supply or a 

battery. 

Power frequency(50/60 

Hz) magnetic field IEC 

61000-4-8 

3 A/m 3 A/m The  SP-920  power frequency 

magnetic fields should be at 

levels characteristic of a typical 

location in a typical commercial 

or hospital environment. 

NOTE     UT is the a.c. mains voltage prior to application of the test level. 
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Guidance and manufacturer’s declaration-electromagnetic immunity 

The  SP-920  is intended for use in the electromagnetic environment specified below. 

The customer or the user of the  SP-920  should assure that is used in such and environment. 

Immunity test IEC 60601 test 

level 

Compliance level Electromagnetic environment-guidance 

Conducted RF 

IEC 61000-4-6 

 

 

 

 

 

Radiated RF  

IEC 61000-4-3 

3 Vrms  

150 KHz to 80 MHz 

 

 

 

 

 

3 V/m  

80MHz to 2,5 GHz 

Not applicable 

 

 

 

 

 

 

3 V/m 

Portable and mobile RF 
communications  
equipment should be used no closer to 
any part of the  SP-920  including 

cables, than the recommended separation 
distance calculated from the equation 
applicable to the frequency of the 
transmitter. 

 

Recommended separation distance: 

d = 1,2 √P 

d = 1,2 √P  80MHz to 800 MHz 

d = 2,3 √P  800MHz to 2,5 GHz  

 

Where P is the maximum output power 
rating of the transmitter in watts (W) 
according to the transmitter manufacturer 
and d is the recommended separation 
distance in metres (m). 

 

Field strengths from fixed RF transmitters, 
as determined by an electromagnetic site 
survey, 

a
 should be less than the 

compliance level in each frequency 
range.

b 

 

Interference may occur in the vicinity of 
equipment marked with the following 
symbol: 

 

 

NOTE1   At 80 MHz and 800 MHz, the higher frequency range applies. 

NOTE2   These guidelines may not apply in all situations. Electromagnetic propagation is affected by 
absorption and reflection from structures, objects and people. 

a   Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless) telephones and 
land mobile radios, amateur radio, AM and FM radio broadcast and TV broadcast cannot be predicted 
theoretically with accuracy. To assess the electromagnetic environment due to fixed RF transmitters, an 
electromagnetic site survey should be considered. If the measured field strength in the location in which the  
SP-920  is used exceeds the applicable RF compliance level above, the  SP-920  should be observed to 
verify normal operation. If abnormal performance is observed, additional measures my be necessary, such as 
re-orienting or relocating the  SP-920 . 

b   Over the frequency range 150 kHz to 80 MHz, field strengths should be les than 3 V/m. 
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Recommended separation distance between portable and mobile RF communications 

equipment and the  SP-920  

The  SP-920  is intended for use in an electromagnetic environment in which radiated RF 

disturbances are controlled. The customer or the user of the  SP-920  can help prevent 

electromagnetic interference by maintaining a minimum distance between portable and mobile RF 

communications equipment (transmitters) and the  SP-920  as recommended below, according to 

the maximum output power of the communications equipment. 

Rated maximum 

output power of 

transmitter 

W 

Separation distance according to frequency of transmitter 

m 

150 kHz to 80 MHz 

d =1,2√P 

80 MHz to 800 MHz 

d =1,2√P 

800 MHz to 2,5 GHz 

d =2,3√P 

0,01 N/A 0,12 0,23 

0,1 N/A 0,38 0,73 

1 N/A 1,2 2,3 

10 N/A 3,8 7,3 

100 N/A 12 23 

For transmitters rated at a maximum output power not listed above, the recommended separation 

distance d in meters (m) can be estimated using the equation applicable to the frequency of the 

transmitter, where p is the maximum output power rating of the transmitter in watts (W) according to the 

transmitter manufacturer. 

NOTE1  At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies. 

NOTE2  These guidelines may not apply in all situations. Electromagnetic propagation is affected by 

absorption and reflection from structures, objects and people. 
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Package list and photo 

 

1. Photo 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
2.  List  

 

Item Name Quantity 

a EMS device –SP-920 1 

b 
Electrode Gel Pad* 

Conducting area: 110.68 cm
2 1 set of 4 pads 

c CR-2032 battery 1 

d User’s Manual 1 

 

         * Electrode Gel Pad’s area is equal to conducting area shown below. 
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Important information is highlighted by these terms: 

Contraindications – Symptoms or diseases the device not applied to 

Warnings – Danger for patient or operating staff. 

Precautions – Information for preventing damage to the product. 

Adverse Reactions – Important operating instructions. 

 

Product Description 

EMS, Electrical Muscle Stimulation, which improves, tones, firms & strengthens muscle and relax stiff muscle through the skin. It is 

recognized as a clinically proven, effective, non- medication method of training muscle from certain causes. It manages muscle 

strengthen, toning and firming. It is also free from side effects when used properly, and can also be used as a simple means of 

self-training. SP-620 is a 1-channel battery-operated user-friendly muscle stimulation system specifically designed to exercise the 

muscles. Each device comprises namely an electronic stimulator module which generates the required stimulation signals. SP-620 

comprises 2 electrode gel pads, which connects the signals from the stimulator to the skin. Power is supplied from one battery, 

CR2032, located in a compartment protected by a removable battery cover. The user cannot access the wiring or connectors. The 

shelf life of the device is 30 months. For more information about HIVOX Spopad SP-620, please visit our website at 

http://www.hivox-biotek.com or contact our customer service for further assistance. 

 

Indications for Use 

The Electrical Muscle Stimulation unit is indicated for the improvement of muscle tone and firmness, for strengthening muscles in 

arms, abdomen, thighs, and buttocks areas. 

Not intended for use in any therapy or for the treatment of any medical conditions or diseases. 

Contraindication 

Electrical muscle stimulators should not be used on patients with cardiac demand pacemakers. implanted defibrillator, or other 

implanted metallic or electronic device.  Such use could cause electric shock, burns, electrical interference, or death.  

 

Warnings 

1. The long-term effects of chronic electrical stimulation are unknown. 

2. Stimulation should not be applied over the carotid sinus nerves, particularly in patients with a known sensitivity to the carotid 

sinus reflex. 

3. Stimulation should not be applied over the neck or mouth. Severe spasm of the laryngeal and pharyngeal muscles may occur and 

the contractions may be strong enough to close the airway or cause difficulty in breathing. 

4. Stimulation should not be applied transthoracically in that the introduction of electrical current into the heart may cause cardiac 

arrhythmias. 

5. Stimulation should not be applied transcerebrally. 

6. Stimulation should not be applied over swollen, infected, or inflamed areas or skin eruptions, e.g., phlebitis, thrombophlebitis, 

varicose veins, etc. 

7. Stimulation should not be applied over, or in proximity to, cancerous lesions. 
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Precautions 

1. Safety of powered muscle stimulators for use during pregnancy has not been established. 

2. Caution should be used for patients with suspected or diagnosed heart problems. 

3. Caution should be used for patients with suspected or diagnosed epilepsy. 

4. Caution should be used in the presence of the following: 

a. When there is a tendency to hemorrhage following acute trauma or fracture; 

b. Following recent surgical procedures when muscle contraction may disrupt the healing process; 

c. Over the menstruating or pregnant uterus; and 

d. Over areas of the skin which lack normal sensation. 

5. Some patients may experience skin irritation or hypersensitivity due to the electrical stimulation or electrical conductive medium. 

The irritation can usually be reduced by using an alternate conductive medium, or alternate electrode placement. 

6. Electrode placement and stimulation settings should be based on the guidance of the prescribing practitioner. 

7. Powered muscle stimulators should be kept out of the reach of children. 

8. Powered muscle stimulators should be used only with the electrode gel pad recommended for use by the manufacturer. 

9. [FOR PORTABLE DEVICES ONLY]: Portable powered muscle stimulators should not be used while driving, operating machinery, or 

during any activity in which involuntary muscle contractions may put the user at undue risk of injury.  

  

Adverse Reactions 

Skin irritation and burns beneath the electrodes have been reported with the use of powered muscle stimulators. 
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Indications for positioning the unit on body 

1. Body muscles map  

 

 

 

 

 

 

 

 

 

 

2. Positioning photos  

2.1 Arm’s muscle 
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2.2 Abdominal muscles 
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2.4 Thigh’s muscles 
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Spopad SP-620 Program Mode: 

 

SP-620 has one program mode with 5 cycles which are changing cycle by cycle automatically. Please see the table as below: 

 

 

 

 

 

 

 

 

 

 

 

 

Spopad SP-620 is designed for one program mode with 5 cycles, and this mode with 5 cycles are not able to adjust. It uses external 

electrical impulses that act through the skin to stimulate the specific muscle group to improve, tone, firm & strengthen the muscles 

of Arm, Thigh, Abdomen, and Buttock. The muscle reacts in different ways depending on the strength of current and duration and 

frequency of the electrical impulse.  

 

Those 5 cycles of one mode run automatically without changing by manual setting, all you have to do is to apply the unit to the 

muscle group and runs a treatment period in 20 minutes. Please note the cycle, pulse, frequency and timer are all not adjustable but 

only the intensity of impulse is adjustable with 15 levels. You can test the intensity of comfort based on the lowest level (level 1) to 

the greatest level (level 15) by manual adjustment. 

 

For safety use for Spopad SP-620, the unit is preset by 20 minutes for a treatment then auto-off after every 20-minute treatment. 

Please place the unit where you want to stimulate the muscle group as shown in the above body map. For optimum outcome, move 

the unit to other muscle position indicated on the above body map after 20-minute cycle. Please don’t use over twice treatments a 

day on the same muscle group. Stop using the device if you experience a tingling or numbing sensation or other discomfort on the 

skin. 

 

 

 

 

Spopad SP-620 Program Mode 

Cycle Pulse Width Frequency On-Time 

1 400μs 2 Hz 60 Sec. 

2 400μs 4 Hz 60 Sec. 

3 400μs 25 Hz 20 Sec. 

4 400μs 25 Hz  20 Sec. 

5 400μs 25 Hz  20 Sec. 
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Battery & Gel Pad Assembly 
 

1. Use a coin to turn the battery cover to the OPEN position, and open it. 

2. Insert battery with + mark facing up 

3. Use a coin to lock the battery cover by turning the cover clockwise. 

4. Remove the blue protective film from the gel pad. 

5. Apply the gel pad on the device’s electrode area. (same as the other electrode side) 

6. Remove the transparent film from the gel pad and ready to put on body for stimulation.  
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Specifications 

 

Power 3V CR2032 Battery X1 

Number Of Output Modes 1 

Number Of Output Channels 1 

Mode Of Output Channels 1 

Regulated Current Or  

Regulated Voltage? 
Regulated Voltage 

Software/Firmware/Microprocessor 

Control? 
Yes 

Automatic Overload Trip No 

Automatic No-Load Trip No 

Automatic Shut-Off Yes 

User Override Control Yes 

Indicator Display No 

On/Off Status Beeper 

Low Battery Beeper 

Current/Voltage Level No 

Timer Range (Minutes) 20 

Compliance With Voluntary 

Standard 

IEC60601-1 

IEC 60601-1-2 

IEC 60601-2-10 

Compliance With 21 CFR 898? Yes 

Housing Materials And Construction Silicone  

Pulse Strength 0 ~ 15 Stages Adjustable 

Operation Environment 
10

o
 ~ 40°C,        

30% ~ 85% RH 

Storage Environment 
-10

o
 ~ 50°C,      

10% ~ 95% RH 

Transport Environment 
-10

o
 ~ 50°C,      

35% ~ 85% RH 

Dimension (LxWxH, inch) 7.87 x 3.74 x 0.512 

Weight (g) 26.0 g 

Accessory Instruction manual 

Patient-contacting material 
HIVOX electrode gel 

pad, K131720 
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Maintenance & Disposal 

1. Storage 

(1) Keep the unit away from children. 

(2) Remove the battery if the unit will not be used for more than 10 days. 

(3) Reapply the protective film back to the gel pads after each use. 

(4) Do not store the unit under high temperature, high humidity, and direct sunlight exposed environment or where there are a lot 

dusts or corrosive gas. 

2. Care for the Gel Pads 

(1) If the gel pads get dirty or less sticky, you can prolong the lifetime for additional uses by cleaning it. With a drop of water on your 

finger, rub the water over the surface of the gel pads and allow it to dry. 

(2) Always store the gel pads in a cool, airy area away from direct sunlight. 

(3) Be sure the skin is clean before the gel pads are placed. 

(4) Always store the gel pads with the protective film after use. 

 

3. Replacing the Gel Pads 

When following the above procedures of Care for the Gel Pads to treat the gel pads, generally the gel pad can last 50 times of use to 

adhere to the skin smoothly. However, the number of times for reusing gel pad depends on the individual skin condition. Therefore 

sometimes it might not able to last 50 times. If the electrodes fail to adhere to the skin smoothly, then new electrodes should be 

used by following the following 4 steps. 

(1) Remove the gel pad carefully and roll the gel upwards with your fingers until the entire pad has been lifted off. 

(2) Repeat step (1) on the other pad. 

(3) Clean the device with a drop of water on your finger to remove left over residue. Allow to dry. 

(4) Place new gel pads onto the unit by following steps 4-6 of Battery & Gel Pad Assembly section on page 7. 

 

4. Disposal 

Battery and this unit must NOT be disposed in household waste. Return them to public collection points or shops selling battery or 

devices of the same kind according to local regulations. In case of any confusion, consult with your local environmental protection 

agency. 

 

Troubleshooting 

1. The units fail to turn on. 

(1) Press the + button again and hold it down for 2 seconds. 

(2) Check if the battery is properly in place with good connection. 

(3) Replace battery if (1) and (2) both fail. 

2. The gel pads are not sticky as before. 

With a drop of water on your finger, rub the water over the surface of the gel and allow it dry. 
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3. The unit beeps abnormally during treatment. 

(1) Check if the device is connected securely with the skin. 

(2) If the beeping persists, replace the battery with new one. 

4. The stimulation is not felt. 

(1) Make sure the gel pads are not overlapped. 

(2) Increase the pulse intensity gradually. 

(3) Makes sure the device is connected securely with the skin. 

 

5. The skin of treated area turns red. 

Stop treating that area immediately; wait until the skin restores to its healthy state. If irritation persists, consult with a 

dermatologist. 

6. The intensity begins to drop: 

Replace battery immediately 

7. The stimulation is uncomfortable. 

(1) Press – button to decrease intensity if the stimulation is too strong. 

(2) If not improving, check if the device is connected securely with the skin. 

(3) If step (2) does not help, check if the gel pads are worn out. Worn pads cannot distribute current evenly across the skin, which 

may lead to irritating stimulation. In such a case, replace the gel pads. 
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Guidance and manufacturer’s declaration-electromagnetic emissions 

The  SP-620  is intended for use in the electromagnetic environment specified below. 

The customer or the user of the  SP-620  should assure that it is used in such an environment. 

Emission test Compliance Electromagnetic environment-guidance 

RF emissions CISPR 11 Group 1 The  SP-620  uses RF energy only for its internal 

function. Therefore, its RF emissions are very low and 

are not likely to cause any interference in nearby 

electronic equipment. 

RF emissions CISPR 11 Class B The  SP-620  is suitable for use in all establishments, 

including domestic establishments and those directly 

connected to the public low-voltage power supply 

network that supplies buildings used for domestic 

purposes. 

Harmonic emissions  

IEC 61000-3-2 

Not applicable 

Voltage fluctuations 

/flicker emissions IEC 

61000-3-3 

Not applicable 
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Guidance and manufacturer’s declaration-electromagnetic immunity 

The  SP-620  is intended for use in the electromagnetic environment specified below. 

The customer or the user of the  SP-620 should assure that it is used in such an environment. 

Immunity test IEC 60601  

test level 

Compliance 

level 

Electromagnetic 

environment-guidance 

Electrostatic 

discharge(ESD) IEC 

61000-4-2 

+ 6 kV contact 

+ 8 kV air 

+ 6 kV contact 

+ 8 kV air 

Floors should be wood, concrete 

or ceramic tile. If floors are 

covered with synthetic material, 

the relative humidity should be 

at least 30% 

Electrical fast 

transient/burst IEC 

61000-4-4 

+ 2kV for power 

supply lines 

+ 1kV for 

input/output lines 

Not applicable 

Not applicable 

Mains power quality should be 

that of a typical commercial or 

hospital environment. 

Surge IEC 61000-4-5 + 1kV line(s) to 

line(s) 

+ 2kV line(s) to 

earth 

Not applicable 

Not applicable 

Mains power quality should be 

that of a typical commercial or 

hospital environment. 

Voltage Dips, short 

interruptions and 

voltage variations on 

power supply input 

lines IEC 61000-4-11 

<5% UT(>95% dip 

in UT) for 0,5 cycle 

40% UT(60% dip in 

UT) for 5 cycles 

70% UT(30% dip in 

UT) for 25 cycles 

<5% UT(>95% dip 

in UT) for 5 s 

Not applicable 

 

Not applicable 

 

Not applicable 

 

Not applicable 

Mains power quality should be 

that of a typical commercial or 

hospital environment. If the user 

of the  SP-620  requires 

continued operation during 

power mains interruptions, it is 

recommended that the  SP-620  

be powered from an 

uninterruptible power supply or 

a battery. 

Power frequency(50/60 

Hz) magnetic field IEC 

61000-4-8 

3 A/m 3 A/m The  SP-620  power frequency 

magnetic fields should be at 

levels characteristic of a typical 

location in a typical commercial 

or hospital environment. 

NOTE     UT is the a.c. mains voltage prior to application of the test level. 
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Guidance and manufacturer’s declaration-electromagnetic immunity 

The  SP-620  is intended for use in the electromagnetic environment specified below. 

The customer or the user of the  SP-620  should assure that is used in such and environment. 

Immunity test IEC 60601 test 

level 

Compliance level Electromagnetic environment-guidance 

Conducted RF 

IEC 61000-4-6 

 

 

 

 

 

 

Radiated RF  

IEC 61000-4-3 

3 Vrms  

150 KHz to 80 MHz 

 

 

 

 

 

 

3 V/m  

80MHz to 2,5 GHz 

Not applicable 

 

 

 

 

 

 

 

3 V/m 

Portable and mobile RF communications  

equipment should be used no closer to 

any part of the  SP-620  including 

cables, than the recommended 

separation distance calculated from the 

equation applicable to the frequency of 

the transmitter. 

 

Recommended separation distance: 

d = 1,2 √P 

d = 1,2 √P  80MHz to 800 MHz 

d = 2,3 √P  800MHz to 2,5 GHz  
 
Where P is the maximum output power 
rating of the transmitter in watts (W) 
according to the transmitter 
manufacturer and d is the recommended 
separation distance in metres (m). 
 
Field strengths from fixed RF 
transmitters, as determined by an 
electromagnetic site survey, 

a
 should be 

less than the compliance level in each 
frequency range.

b 

 

Interference may occur in the vicinity of 
equipment marked with the following 
symbol: 

 

 

NOTE1   At 80 MHz and 800 MHz, the higher frequency range applies. 

NOTE2   These guidelines may not apply in all situations. Electromagnetic propagation is affected by 

absorption and reflection from structures, objects and people. 

a   Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless) telephones 

and land mobile radios, amateur radio, AM and FM radio broadcast and TV broadcast cannot be 

predicted theoretically with accuracy. To assess the electromagnetic environment due to fixed RF 

transmitters, an electromagnetic site survey should be considered. If the measured field strength in the 

location in which the  SP-620  is used exceeds the applicable RF compliance level above, the  SP-620  

should be observed to verify normal operation. If abnormal performance is observed, additional 

measures my be necessary, such as re-orienting or relocating the  SP-620 . 

b   Over the frequency range 150 kHz to 80 MHz, field strengths should be les than 3 V/m. 
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Recommended separation distance between 

portable and mobile RF communications equipment and the  SP-620  

The  SP-620  is intended for use in an electromagnetic environment in which radiated RF 

disturbances are controlled. The customer or the user of the  SP-620  can help prevent 

electromagnetic interference by maintaining a minimum distance between portable and mobile RF 

communications equipment (transmitters) and the  SP-620  as recommended below, according to 

the maximum output power of the communications equipment. 

Rated maximum 
output power of 
transmitter 

W 

Separation distance according to frequency of transmitter 
m 

150 kHz to 80 MHz 

d =1,2√P 

80 MHz to 800 MHz 

d =1,2√P 

800 MHz to 2,5 GHz 

d =2,3√P 

0,01 N/A 0,12 0,23 

0,1 N/A 0,38 0,73 

1 N/A 1,2 2,3 

10 N/A 3,8 7,3 

100 N/A 12 23 

For transmitters rated at a maximum output power not listed above, the recommended separation 

distance d in meters (m) can be estimated using the equation applicable to the frequency of the 

transmitter, where p is the maximum output power rating of the transmitter in watts (W) according 

to the transmitter manufacturer. 

NOTE1  At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies. 

NOTE2  These guidelines may not apply in all situations. Electromagnetic propagation is affected by 

absorption and reflection from structures, objects and people. 
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Package list and photo 

 

1. Photo 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
2. List  

 

Item Name Quantity 

a EMS device –SP-620 1 

b 
Electrode Gel Pad* 

Conducting area: 61.48 cm
2 1 set of 2 pads 

c CR-2032 battery 1 

d User’s Manual 1 

 

         * Electrode Gel Pad’s area is equal to conducting area shown below. 
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